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Summary 
The 40th annual J.P. Morgan Healthcare Conference (JPM) was held virtually during 10–13 January 2022. 

A list of events and catalysts that were announced or updated at the conference is included in this report. 

Below are some key points from the company presentations. 

 

Key Takeaways – Conference Review 

 
Mega Cap Companies 

• At the JPM conference, AbbVie (ABBV) positioned itself as a diversified company with strengths 

in immunology (Rinvoq, Skyrizi, and Humira), hematologic oncology (Imbruvica and Venclexta), 

neuroscience (Vraylar, Botox, Qulipta, Ubrelvy, and Duodopa), aesthetics (Allergan Aesthetics, 

Botox Cosmetic, and Juvederm) and eye care (Restasis, Lumigan, Alphagan, Combigan, and 

Vuity). Blockbuster Humira is set to lose exclusivity in 2023 in the US and based on the 

experience with EU biosimilars, AbbVie expects a 45% erosion of US Humira sales in 2023 with 

an error margin of ±10% to account for differences between the EU and US markets. While this 

will affect revenue, AbbVie expects a return to modest topline sales growth in 2024 and a return 

to strong topline growth in 2025. As such, while operating margins were guided to be 50% in 

2021 and to further expand into 2022, they are expected to decline to a trough of 46–47% 

beginning in 2023 and then increase as topline sales grow. Rinvoq and Skyrizi are now either 

approved or in late-stage development across all of Humira's major indications including 

rheumatoid arthritis (RA), psoriasis, psoriatic arthritis (PsA), ankylosing spondylitis, Crohn's 

disease, and ulcerative colitis, plus new significant disease areas like atopic dermatitis. For 2021, 

AbbVie is guiding for $4.6bn in sales for Skyrizi (~$2.9bn) and Rinvoq (~$1.7bn). For 2025, 

AbbVie is guiding for >$15bn in sales for these two drugs with strong uptake of Skyrizi in 

psoriasis and inflammatory bowel disease (IBD) and with sales for Rinvoq driven by uptake in RA 

as well as contributions from atopic dermatitis, ankylosing spondylitis, and IBD. Of the $15bn, 

AbbVie expects $4.5bn to come from international markets. This sales guidance takes into 

account a lower contribution from US rheumatology and dermatology given the warnings that 

were recently added to JAK inhibitor labels. Pipeline immunology assets include: (i) ABBV-154, 

an anti-TNF steroid antibody-drug conjugate which seeks to avoid the adverse events seen with 

steroids; (ii) ABBV-157, a small molecule RORγT inverse agonist to inhibit IL-17 production; and 

(iii) ABBV-668, a small molecule RIPK1 inhibitor. 

 

AbbVie’s oncology portfolio consists of Imbruvica, which has blockbuster sales as a first-line 

treatment for chronic lymphocytic leukemia (CLL), and Venclexta, which is approved for CLL and 

acute myeloid leukemia (AML). AbbVie’s oncology pipeline includes: (i) navitoclax, a BCL-2/BCL-

xL inhibitor being developed for myelofibrosis with pivotal trial readouts, regulatory 
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submissions, and approval for first-line and relapsed/refractory myelofibrosis anticipated in 

2023; (ii) epcoritamab, a CD20xCD3 bispecific antibody being developed with Genmab and 

currently in registration-enabling studies for B-cell malignancies including DLBCL and follicular 

lymphoma (based on Phase II data, regulatory submissions for third-line DLBCL are expected in 

H1 2022); (iii) ABBV-383, a BCMAxCD3 bispecific antibody being developed for multiple 

myeloma (Phase III studies for relapsed/refractory multiple myeloma are expected to initiate in 

2022); and (iv) Teliso-V, a c-Met antibody-drug conjugate being developed for second-line or 

later non-squamous non-small cell lung cancer patients with wild-type EGFR and overexpressed 

c-Met (updated Phase II data are expected in 2023 and may support a submission for 

accelerated approval). 

 

AbbVie’s neuroscience portfolio includes options for every patient across the migraine spectrum 

and includes: (i) Botox, an injectable for the prevention of chronic migraine (a Phase III trial 

designed to support a label expansion for episodic migraine is ongoing); (ii) Qulipta, an oral 

CGRP receptor antagonist for the preventive treatment of episodic migraine (a Phase III trial 

supporting a label expansion into chronic migraine prevention is ongoing); and (iii) Ubrelvy, the 

leading prescribed branded acute treatment for migraine. AbbVie guides peak sales of Ubrelvy 

and Qulipta at >$1bn each. 

 

Vraylar is an atypical antipsychotic that provides strong efficacy with minimal impact on weight, 

lipids, and fasting blood glucose, which gives it an advantage over the generics typically used for 

treatment. Sales of approximately $1.8bn are expected in 2021, with peak sales expected to 

approach $4bn in the currently approved indications (schizophrenia, bipolar I disorder, and 

bipolar depression). Vraylar will seek a label expansion as an adjunctive treatment for major 

depressive disorder after reporting positive Phase III results. Regulatory submissions are 

expected in H1 2022 with approval later in the year. 

 

AbbVie is also developing ABBV-951 for advanced Parkinson’s disease. ABBV-951 is a 

subcutaneous levodopa/carbidopa delivery system, and with the registrational program nearing 

completion, approval is expected in early 2023. Peak sales are forecast to exceed $1bn. AbbVie 

also has early-stage programs for Alzheimer’s disease. 

 

The largely cash pay aesthetics portfolio is anchored by several well-known brands, including 

Botox Cosmetic, the market-leading neurotoxin; JUVÉDERM, a leading portfolio of injectable 

dermal fillers; and CoolSculpting for body contouring. Increased promotional investment has 

driven accelerated category growth, especially in toxins and fillers which have substantial room 

for additional market penetration. AbbVie expects aesthetics sales of >$9bn by 2029. 

 

The $3.5bn Eye Care franchise includes multiple leading brands that help preserve and protect 

vision. AbbVie continues to maximize the performance of its existing portfolio in glaucoma and 
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dry eye including Restasis. AbbVie has also been advancing several new products including 

Vuity, which was recently approved as the only eye drop for the treatment of presbyopia, a 

common and progressive age-related eye condition that affects nearly half of the US adult 

population, and RGX-314, which is an anti-VEGF gene therapy being developed with REGENXBIO 

and has a potential to be a one-time treatment for wet AMD, diabetic retinopathy, and other 

chronic retinal conditions. AbbVie will continue investing in Eye Care to build a novel pipeline to 

address this significant unmet need and ultimately drive long-term growth. 

 

In conclusion, across 2022 and 2023, AbbVie anticipates supplementary approvals for six 

products (Rinvoq, Skyrizi, Imbruvica, Venclexta, Vraylar, and Qulipta) across 14 indications. In 

addition, AbbVie expects potential approvals for three new products (navitoclax, epcoritamab, 

and ABBV-951) in 2023. Together, these approvals will collectively add revenue growth on the 

other side of the US Humira loss of exclusivity. 

 

• Eli Lilly’s (LLY) JPM fireside chat with CEO Dave Ricks kicked off with a discussion around the 

company’s recent success. Ricks highlighted a few 2021 events, including important readouts for 

injectable dual GLP-1/GIP agonist tirzepatide for diabetes, anti-amyloid antibody donanemab in 

Alzheimer’s disease, as well as new indications for Verzenio in high-risk breast cancer and for 

Jardiance in a whole suite of heart failure. Updates since the company’s 15 December 2021 

investment meeting included breakthrough designation being received for the N3pG4 program 

in Alzheimer’s disease, which has potential for lower dosing and subcutaneous delivery, 

submission of an sNDA for Olumiant in hospitalized patients with COVID-19, and initiation of an 

emergency use authorization request for bebtelovimab, Eli Lilly’s third COVID-19 neutralizing 

antibody. Besides tirzepatide and donanemab, additional launches expected over the next two 

years include BTK inhibitor pirtobrutinib, IL-13 inhibitor lebrikizumab, and IL-23 inhibitor 

mirikizumab, which are initially targeting indications in mantle cell lymphoma, atopic dermatitis, 

and ulcerative colitis, respectively. 

 

Earlier in the day, the Centers for Medicare & Medicaid Services (CMS) announced a preliminary 

decision that it would be limiting Medicare coverage of anti-amyloid antibodies to Alzheimer’s 

disease patients enrolled in clinical trials. Much as Biogen CEO Michel Vounatsos noted at JPM’s 

day 1, Ricks pointed out that they would review the details of this draft decision, but that things 

may change for the final verdict. Ricks noted that they were quick to launch the Phase III 

program for donanemab, for which they will have data in the spring of 2023. 

 

The bulk of the conversation centered on diabetes and obesity. Ricks believes there is more 

room for growth of the GLP market, with about half of patients eligible for an injection getting a 

GLP and potential to use agents like tirzepatide earlier in the disease course, especially in 

overweight patients who have compounding cardiovascular risk factors. Eli Lilly sees long-term 

opportunity in the weight management space, beyond cosmetic purposes but with outcomes 
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showing benefit also for heart failure, major cardiovascular events, NASH, and sleep apnea, and 

more potentially swaying payers to provide better medical coverage in this area. In terms of 

strategy, Eli Lilly is considering the benefit of having a separate brand like Novo Nordisk has for 

semaglutide – Ozempic in diabetes and Wegovy for obesity. Promising next-generation 

molecules being explored for weight loss include GGG agonist, glucagon GIP and GLP, and 

oxyntomodulin, a GLP plus glucagon. Eli Lilly is evaluating whether these and other early-stage 

assets may be added to therapy regimens for weight loss. 

 

In oncology, Ricks discussed the discrepancy between the limited FDA label for Verzenio in 

breast cancer and guidelines from major industry groups like ASCO that recommend broader 

use. On positioning pirtobrutinib, the CEO commented on the specificity of their molecule and 

its use in patients who have failed front-line BTK inhibitors, often for their tolerability. The 

company has initiated a head-to-head study against market leader ibrutinib and is confident 

that this will help secure a spot as the leading agent. The company is exploring options for 

sequencing treatments by combining BCL-2 inhibitors, like venetoclax. 

 

In immunology, the company has several important medicines. Ricks called out Taltz as the 

number one prescribed non-TNF for psoriasis, psoriatic arthritis, and ankylosing spondylitis, a 

promising planned launch for Olumiant in alopecia areata, and lebrikizumab in atopic dermatitis. 

While Olumiant has also been submitted for atopic dermatitis, this area is not as promising for 

the JAK inhibitor. As mentioned, the company sees promise for mirikizumab in inflammatory 

bowel disease. 

 

Capital allocation in R&D is expected to grow as Eli Lilly maintains focus on its core therapeutic 

areas, including neuroscience, oncology, immunology, and diabetes and obesity. Ricks 

highlighted obesity, Alzheimer’s disease and dementia, and nucleic acid therapeutics, 

separately, as future directions and major growth drivers for the company. 

 

• In his first presentation since taking over the helm as CEO on 3 January 2022, Joaquin Duato 

discussed Johnson & Johnson’s (JNJ) top three priorities in 2022 as it spins off its Consumer 

Products business and transitions to two separate companies. He stressed that Johnson & 

Johnson will continue to operate as a three-segment company until the transition – anticipated 

to take approximately 18–24 months – is completed around the end of 2023. 

 

The first priority is the successful separation of the consumer segment as a standalone business, 

which the company believes will be better positioned to unlock shareholder value and greater 

investor visibility as well as streamline innovation to accelerate strategies that drive growth. The 

separation will enable it to focus on the shifting trends and customer demand in the consumer 

product markets, such as social media and same-day delivery, accentuated by the pandemic.  
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Another priority is growing its pharmaceutical business to $60bn by 2025. Johnson & Johnson 

foresees 50 approvals or filings by 2025. The main driver (representing two-thirds to 80%) of the 

$60bn is projected to come from its existing portfolio of 13 marketed products across six 

therapeutic areas, each of which is expected to deliver or exceed $1bn in annual revenues by 

2025. It is betting on key brands such as Darzalex (daratumumab), Tremfya (guselkumab), 

Erleada (apalutamide), and Imbruvica (ibrutinib). Thirty-six product extensions through 2025 are 

anticipated through additional lines of therapy, new formulations, and combination regimens. 

To address upcoming patent expirations, Duato referenced 14 potential novel therapy filings 

predicted through 2025, which will impact growth the second half of the decade (2025–30). He 

specifically called out five estimated to have potential peak sales exceeding $5bn: Carvykti, a 

BCMA-targeting ciltacabtagene autoleucel (cilta-cel) CAR-T therapy in-licensed from Legend 

Biotech for multiple myeloma; nipocalimab, an anti-FcRn antibody for a large number of 

autoimmune indications with potential as a pipeline in a product; Rybrevant (amivantamab) for 

non-small cell lung cancer; a drug delivery platform from its 2019 acquisition of TARIS 

Biomedical for targeted oncology therapy delivery for bladder cancer; and a factor XI inhibitor 

(in collaboration with Bristol Myers Squibb) for thrombotic conditions, with data expected 

sometime this year. Johnson & Johnson will also use its strong balance sheet to pursue 

opportunities of inorganic growth through post proof-of-concept partnerships, as well as mid-

sized acquisitions of earlier-stage companies in the $10bn–$15bn range.  

 

Thirdly, Duato emphasized making the medical device business a best-in-class performer is a key 

element of his tenure. To drive growth in this area, Duato said the company would mostly rely 

on its current device portfolio, which had 17 launches in 2021, as well as a 5% growth through 

Q3 2021 despite COVID-19 impacts. With 11 platforms of more than $1bn each, it aims to 

maintain innovation and improve execution in many existing categories such as 

electrophysiology, wound closure, biosurgical, contact lenses, and surgical vision. The company 

also plans to pursue acquisitions that complement its portfolio, and to build in areas including 

digital and robotic technologies with smaller to medium-sized M&As, which it perceives as 

easier operationally and to which it can apply its own scientific and manufacturing capabilities. 

Duato said Johnson & Johnson’s strong financial position also gives it the flexibility to entertain 

larger deal opportunities to enter higher growth segments.  

 

Overall, across all three sectors, Johnson & Johnson believes the best way to maintain 

profitability and improve margins is through topline growth, reflected by its high levels of 

investment in R&D. 

 

• Rob Davis, the CEO of Merck (MRK), commended a “new” Merck after a strong year of 

achievements across key strategic priorities in 2021. A strong financial performance was visible 

throughout oncology, vaccines, hospital, and animal health, with a revenue growth of 13% and 

18% in non-GAAP EPS in Q3 2021. Merck remains very positive for long-term growth throughout 
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2022, holding pride in its internal pipeline and external science development throughout various 

therapeutic areas in early- and late-stage studies. Merck is aware of the biosimilar competition 

that will impede on Keytruda soon, and emphasizes that the company will be able to leverage 

itself throughout various pillars of oncology and vaccine leadership and competitive drivers that 

will bring growth in the upcoming years. 

 

At JPM, Dean Li, Merck’s research laboratories president, led an update on the company’s 

strategic research activities with aims to become the leader in oncology by 2025 and to bring 

forth new products and therapies in areas of high unmet need. As expected, Merck reiterated its 

milestones in 2021, including its well-received acquisition of Acceleron. Throughout 2021, 

Merck’s accomplishments included 11 new and more expanded indications for Keytruda, 

Welireg launch for von Hippel-Lindau disease-associated tumors, and priority review for 

Lynparza to treat early-stage breast cancer. Merck also allocated its resources to vaccines, 

including Vaxneuvance, COVID-19 treatment molnupiravir, and its wider pipeline with Verquvo 

and MK-2060 in late-phase development. 

 

Aside from oncology and vaccines, Merck has multiple assets in its pipeline in cardiometabolic 

diseases including NASH, neuroscience with schizophrenia and Alzheimer’s disease, and 

immunology/infectious diseases in early-stage development to leverage in the upcoming years. 

As of the conference, Merck boasts a strong portfolio with over 120 programs in discovery and 

early development, with, most notably, 34% in ID/vaccines, 24% in neurology, and 23% in 

oncology. All in all, Merck does not plan to stray away from oncology but instead to further build 

upon its leadership position around Keytruda thus far and to advance its various programs and 

modalities throughout the decade with internal and external business developments. 

 

• Novartis AG (NVS) has strong positions in five therapeutic areas and new technology platforms, 

with diversified geographic presence. The focused medicines company continues to concentrate 

on strengthening its core areas, advancing its leading technology platforms, accelerating its four 

priority geographies, and transforming Sandoz, its generics division. Innovative medicines have 

generated a 7% CAGR increase in sales from 2018 to 2021 ($25.9bn to $31.3bn). Over the last six 

months, the company has announced a strategic review of Sandoz to maximize shareholder 

value as well as to position Sandoz as a long-term leader in generics. Additionally, the company 

sold its stake in Roche for $21bn in a single bilateral transaction. 

 

Novartis has an attractive growth profile and is confident in a 4%+ sales CAGR increase through 

2020 to 2026, which it plans to achieve by focusing resources on key growth brands and 

launches, and by upscaling next-generation engagement models. Additionally, it predicts sales in 

China to double by 2024. Novartis’s pipeline addresses unmet medical needs, with a renewed 

focus to deliver high-value assets. The company has 20+ potentially billion-dollar pipeline assets 

scheduled for approval by 2026, and six in market assets with multi-billion-dollar sales potential, 
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including Kisqali (for which the study for adjuvant therapy is advancing), Zolgensma (a leading 

gene therapy), and Leqvio. 

 

The US launch of Leqvio is now under way, after it demonstrated the ability to reduce low-

density lipoprotein cholesterol (LDL-C) in a sustainable way. Novartis has a go-to-market model 

in place designed to overcome clinical barriers and address access, adherence, and affordability, 

as well as a robust network of alternative injection centers. The company has deployed sales, 

reimbursement, and medical teams with deep experience in the US cardiovascular market to 

help get the medicine rolled out. The value-based price per dose is $3,250. 

 

Further 2022 launches include Scemblix, FDA approved in October 2021, which is the first 

STAMP inhibitor in third-line chronic myeloid leukemia (CML). Novartis also aims for this therapy 

to gain approval for first-line treatment of CML. A first-line study of Scemblix versus an 

investigator-selected tyrosine kinase inhibitor has been initiated. With an FDA priority review 

expected in H1 2022, Novartis’s Lu-PSMA-617 will potentially also enter the market, hopefully 

giving men with metastatic castration-resistant prostate cancer a better prognosis.  

Recent data releases support the progression of some mid-stage pipeline assets, such as 

Cosentyx, and recent business development activities strengthen Novartis’s pipeline and 

platforms. In an exciting development, Novartis and Molecular Partners reported positive results 

from a Phase II trial of ensovibep in COVID-19 patients, with reduced hospitalizations, ER visits, 

and deaths versus placebo. Novartis also recently added Gyroscope’s one-time subretinal gene 

therapy to its pipeline, which has the potential to become the first therapy with sustained 

efficacy for the broad geographic atrophy population. Additionally, the company signed a deal 

with BeiGene meaning it has the option to add TIGIT inhibitor ociperlimab to its pipeline, 

potentially treating a wide range of solid tumors. 

 

Novartis aspires for sales to stay above the peer median beyond 2026 by focusing on assets with 

significant potential. It will emphasize early expansion into multiple indications (for example, 

iptacopan), and rapid transitions to pivotal studies (especially for high-value assets). Its portfolio 

will likely shift towards biologics and advanced platforms. Within its radioligand platform, the 

focus will be on expanding the indication landscape. Within gene therapy, Novartis plans to 

explore novel cargos and to enhance potency, durability, and manufacturing efficiency. Within 

its targeted protein degradation platform, the company plans to unlock previously undruggable 

targets. 

 

• Pfizer (PFE) chairman and CEO Albert Bourla began this year’s JPM discussion by addressing the 

current COVID-19 landscape, noting that, globally, we are in a much stronger position than we 

were this time last year in the fight against the virus. Vaccines are working, manufacturing 

capacity is continually increasing, and there are now treatments available. He did address the 

ever-changing behavior of the virus, in terms of mutations and global spread (particularly the 
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current Omicron variant), but noted that while vaccines and natural immunity do wane, there is 

increasing evidence showing that booster shots are helping. When questioned about an 

Omicron-updated vaccine and potential availability, Bourla noted that development is ongoing 

and, if needed, a vaccine to fight Omicron infection could be ready as early as March. He also 

mentioned ongoing discussions for dose increases, hybrid vaccines, and different vaccine 

schedules, while noting that manufacturing needs for any scenario will not be an issue. 

 

In addition to the FDA-approved Pfizer-BioNTech COVID-19 mRNA vaccine Comirnaty, Pfizer has 

also developed the antiviral COVID-19 treatment Paxlovid (nirmatrelvir/ritonavir), which has 

EUA. The company aims for 120 million doses to be available in 2022, on a ramp-up schedule 

starting with 6 million doses available in Q1 and growing to 90 million in Q4. Governments have 

expressed the desire to maintain stockpiles, and Pfizer is ready to support manufacturing as 

needed. The company aims to have the treatment more readily available in the coming weeks.  

 

While the pandemic continues, Bourla was questioned on the availability of resources 

throughout the rest of the company, on non-COVID-focused businesses. He noted that while 

capital poured into the company’s vaccines unit, other business units maintained consistent 

levels of resource to continue development, manufacturing, and commercialization activities.  

 

Switching to business development, Bourla discussed the acquisition of Arena Pharmaceuticals, 

and also the mRNA landscape. As the technology becomes more popular, Pfizer wants to stay at 

the forefront. Development continues on mRNA vaccines for infectious diseases (COVID-19, 

influenza, shingles), cancer, and rare genetic diseases. Key recent deals were touched on, 

including the $1.6bn partnership signed the day of the presentation with Beam Therapeutics 

focused on in vivo base editing technologies (using mRNA) and lipid nanoparticles to deliver 

base editors to target organs, and a deal with Acuitas through which Pfizer gained an option to 

non-exclusively license Acuitas’s LNP technology for up to 10 targets for vaccine or therapeutic 

development. Acuitas’s platform is used in the COVID-19 vaccine Comirnaty. 

 

Bourla closed out this year’s discussion by reinforcing his goal, which is to bring life-changing 

medicines to the market. He wants to make deals not focused solely on cost synergies, but 

collaborations that will continue to enhance the company’s growth without disrupting the 

successful manufacturing, research, and commercialization operations. 

 

• At the 2022 JPM conference, Roche (RHHBY) CEO Bill Anderson summarized the company’s 

recent success in COVID-19 solutions and went on to present a high-level picture of Roche's 

innovation strategy and growth opportunities expected in the coming years. Roche was also 

pleased to announce it ranked as a top three sustainable healthcare company in the Dow Jones 

Sustainability Index for the 13th time. 
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Throughout 2021, many new diagnostic and pharmaceutical developments emerged in the fight 

against COVID-19, and through multiple PCR, antibody, and drug developments, Roche 

demonstrated its broad capabilities through its success in battling the pandemic. Since 2020, 

over 1 million hospitalized patients have received Roche's treatments. Furthermore, Ronapreve 

received approval for the treatment of non-hospitalized patients in 2021. Despite the course of 

the pandemic lying uncertain, Anderson stated that alongside a strong routine of COVID-19 

testing expected to continue, Roche has built a strong underlying pipeline that will carry it 

through the anticipated decrease in COVID-19 pharma sales. 

 

Anderson went on to showcase Roche's Pharma Vision 2030, including the doubling of medical 

advances at a lower cost to society and plans for transformation through a decentralized 

execution across the entire pharma organization. Roche plans to reallocate resources to 

increase investment in R&D to further develop the company’s neuroscience and oncology 

pipelines. Building on this, Anderson stated that in 2021, Roche signed 60 partnerships and in-

licensing deals, bringing with them further innovation. Additionally, a key focus of the Pharma 

Vision 2030 is driving a digital transformation throughout the pharma and diagnostics value 

chains, bringing more effective, faster clinical trials and individualized treatments. 

 

Following the success of Tecentriq and Alecensa across multiple oncology indications, six pivotal 

adjuvant readouts are expected in 2022 for these established drugs. The entry of targeted 

therapies into earlier stages of treatment will play a key role in achieving the Pharma Vision 

2030 aim of lowering costs to society by increasing the cure rates of diseases through earlier 

treatment. Furthermore, labeled a revolutionary immunotherapy by Roche, tiragolumab will see 

four readouts in 2022, and nine pivotal trials are already initiated, including investigation into a 

tiragolumab and Tecentriq combination. With positive data expected, an approval for 

tiragolumab will drive further growth across oncology indications in the coming years. 

 

Anderson finished the presentation with a summary of the strong pipeline and expansion 

expected into earlier stages of disease. Roche is confident that the additional growth expected 

across indications such as neuroscience, with a Phase III readout for gantenerumab in 

Alzheimer's disease expected in 2022, will offset biosimilar entry for key drugs such as Avastin, 

Herceptin, and Rituxan. Furthermore, the strong portfolio diversification that has taken place 

over recent years was demonstrated, with sales from Avastin, Herceptin, and Rituxan now 

making up less than a sixth of the portfolio in 2021, compared to a third in 2016. 
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Large Cap Companies 
 

• Since its creation in 2002, Alnylam Pharmaceuticals (ALNY) has aimed to pioneer a new class of 

innovative medicines, RNAi. Alnylam has since gone on to launch the first RNAi therapies in 

Onpattro (patisiran), Givlaari (givosiran), and Oxlumo (lumasiran). 2021 was a standout year for 

the company; achievements included combined product net revenues of $662m (83% YoY 

growth), two (s)NDA filings, and the accumulation of $2.4bn in cash at year’s end. Alnylam has 

managed to achieve this growth while retaining global or ≥50% ownership of its brands, an 

impressive feat when targeting diseases with limited therapeutic options. Progress was also 

made within the pipeline, with recruitment for two hATTR studies, APOLLO-B and HELIOS-B, 

reaching completion. 

 

Looking forward to 2022, the company anticipates full results of the HELIOS-A study in Q1 and 

subsequent FDA approval of vutrisiran, with a PDUFA date set at 14 April. Full results of the 

APOLLO-B study are also expected in 2022, along with results of various Phase I programs. To 

date, Alnylam has been relatively successful in the clinic; the company reported a 64.3% 

cumulative probability of success at phase transitions, compared to the industry average of just 

5.7%. This success was attributed to the development of platforms delivering sustained 

innovation. The GEMINI platform enables bispecific targeting of siRNA, while the IKARIA 

platform facilitates robust target knockdown with annual dosing potential. Alnylam has put 

these platforms to use and developed a pipeline with over 12 clinical programs, targeting both 

hepatic and central nervous system knockdown. 

 

CEO Yvonne Greenstreet also shared details of the company’s five-year plan – P5x25. This 

involved intent, through 2025, to treat over half a million patients globally with 6+ marketed 

products, while maintaining a pipeline of over 20 clinical programs, achieving ≥40% revenue 

CAGR, and reaching a sustainable non-GAAP profitability. If Alnylam can achieve these goals it 

will be well placed to deliver RNAi therapeutics to the global market. 

 

• Amgen (AMGN) has demonstrated attractive overall growth through the development of its 

biosimilar business as well as focusing on the development of key brands such as Otezla, Prolia, 

and Repatha. All three of these brands experienced volume growth throughout the first nine 

months of 2021, with Otezla for psoriasis showing 7% volume growth, Prolia for osteoporosis 

showing 15% volume growth, and the company’s PCSK9i for heart disease Repatha showing 42% 

volume growth. 2021 approvals of Tezspire for severe asthma, Otezla, and Lumakras in non-

small cell lung cancer have helped drive growth and enhance the company’s long-term outlook. 

 

Amgen has launched five biosimilars, which generated approximately $2bn in annual revenues 

in 2021, with six more biosimilars in development, including biosimilars for Stelara, Eylea, and 
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Soliris. Amgen expects this area of the business to be particularly successful, with annual 

biosimilar revenues in 2030 expected to be more than double the 2021 biosimilar revenues. 

Amjevita, Amgen’s Humira biosimilar currently in development, is expected to be launched on 

31 January 2023, which could generate significant revenue given that Humira was the highest 

selling drug of 2020. 

 

Looking forward, Amgen is focusing on its oncology, inflammation, and cardiovascular pipeline 

molecules. The European Commission recently approved Lumakras for non-small cell lung 

cancer patients with KRAS G12C mutations, which will help Amgen penetrate markets outside of 

the US, an area in which it is looking to improve. Amgen is also looking to expand the use of 

Lumakras by initiating a Phase III study of Lumakras in combination with Vectibix for colorectal 

cancer. The company also announced that it is expecting Phase II data for its small interfering 

RNA-targeting lipoprotein olpasiran, after receiving fast track status for this agent in October 

2020. In addition, Amgen announced it is initiating a Phase III study for first-in-class, dual-action 

anti-OX40 antibody AMG 451 for atopic dermatitis. 

 

• Co-founder and CEO John Oyler started his presentation by giving an overview of the company’s 

achievements in 2021, in which BeiGene (BGNE) achieved several key milestones including a 

$7.6bn cash balance, strong Q3 2021 revenue, 11 approved products, and getting its BTK 

inhibitor Brukinsa (zanubrutinib) approved in 43 markets. Oyler discussed BeiGene’s strategic 

oncology collaboration with Novartis, an alliance Oyler indicates will validate PD-1 and TIGIT 

programs, and which represents one of the broadest opportunities to develop next-generation 

immuno-oncology combinations. Further, BeiGene has lofty near-term and long-term goals 

within the oncology space, and is expecting outputs of 10 new clinically available molecules 

every year from 2024 onwards, largely aided by the company’s unique business model, global 

footprint, and internally run clinical trial development. Indeed, BeiGene currently has four late-

stage and eight early-stage pipeline assets from internal R&D, along with several other pipeline 

assets from various collaborations with companies around the globe including Leads Biolabs, 

Shoreline Biosciences, and Strand Therapeutics. BeiGene estimates a potential for $4.1bn in 

revenue generated from collaborations. 

 

In 2022, BeiGene expects to launch Brukinsa in 10 or more markets, file for FDA and EMA 

approvals for the drug in CLL, and release topline results from the Phase III ALPINE global head-

to-head trial in relapsed/refractory CLL/SLL within the second quarter. Several catalysts are 

expected as well for the company’s PD-1 monoclonal antibody tislelizumab, which is being 

developed in collaboration with Novartis, including its potential approval in second-line 

esophageal cancer in July 2022, filings in the US and EU including in NSCLC, release of topline 

results of a first-line HCC global trial in Q2 2022, and potential approvals in multiple indications 

in China. BeiGene expects to initiate additional pivotal trials for its TIGIT antibody, ociperlimab, 

in 2022, which the company has positioned to be combined with tislelizumab in PD-1-sensitive 
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tumors, and will release data readouts from expansion cohorts in the second half of the year. 

The company’s early assets, BGB-A445 (OX-40), BGB-11417 (BCL2), and BGB-15025 (HPK1), are 

also expected to initiate trial catalysts in 2022.  

 

• Beleaguered Biogen (BIIB) CEO Michel Vounatsos provided an update on the company’s 

decelerating base business including multiple sclerosis, spinal muscular atrophy, and biosimilars, 

while emphasizing potential for the controversial Alzheimer’s disease treatment and Phase III 

candidate zuranolone, which has had postponed filing after a history of mixed results. 

 

Acknowledging that the Aduhelm launch in Alzheimer’s disease was slower than expected, 

Vounatsos announced that about 220 sites are now treating patients with this first anti-amyloid 

antibody to reach the market after its approval in June 2021. While this figure is more than the 

120 sites announced in October, it remains shy of the 325 sites Biogen estimated in July 2021 to 

have either already received a positive pharmacy and therapeutics committee review or those 

that indicated they would not need a review for access. By December 2021, the lackluster 

market penetration prompted the company to slash the drug’s contentious price tag by almost 

half, to $28,200 per year, and is speculated by media outlets to have driven the unexpected 

retirement of Biogen’s head of R&D, Al Sandrock. 

 

Biogen executives were unable to adequately address questions relating to expectations for the 

positioning of anti-amyloid antibodies Aduhelm and Phase II asset lecanemab. Eisai is expected 

to complete a rolling submission for lecanemab in the first half of the year, and a Phase III 

readout is anticipated in H2. Vounatsos did highlight a diversified earlier-stage tau-targeting 

portfolio, with antisense oligonucleotide BIIB080 expected to initiate Phase II. Even earlier in the 

pipeline are anti-tau antibody, small molecule, and gene therapy prospects. 

 

Relative to last year, the stroke and lupus franchises have been moved from the early to mid-

2020s to the latter half of the decade, while the failure of a Phase III study evaluating gene 

therapy timrepigene emparvovec prompted the removal of choroideremia from the portfolio. 

Indeed, ophthalmology was entirely removed as a future growth option, as the second clinical-

phase gene therapy asset Biogen obtained in the 2019 Nightstar Therapeutics acquisition failed 

a Phase II/III retinitis pigmentosa study. 

 

It is not just clinical programs that have trended downwards from 2021, with the number of 

clinical programs shrinking from 34 in 2021 to 31 this year and the number of new programs 

since 2017 falling to 22 in 2022 from 26 last year, despite BD deals rising from 23 to over 30 

during the same period. The financial performance in terms of revenue and non-GAAP diluted 

EPS has fallen from a peak in 2019. Regardless, Vounatsos noted that Biogen has a strong 

financial position, with low net debt ($3.3bn), ending Q3 with $3.9bn in cash and generating 

$2.6bn in free cash flow for the nine months ending September 2021.  
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Setbacks, including the disappointing Aduhelm launch along with erosion of Tecfidera, have 

prompted Biogen to announce cost reduction measures in 2022 that Vounatsos noted would 

yield about $0.5bn in annualized savings. The CEO declared that details will be finalized over the 

coming weeks and communicated on the company’s next quarterly earnings call, though 

speculation of large-scale layoffs was reported by media outlets last month. With a commitment 

to persistent investment in the business, the company expects to focus capital allocation on 

continued BD and returning capital to shareholders. 

 

• BioNTech’s (BNTX) opening remarks centered on celebrating the success of a record-breaking 

year for the company, in which its COVID-19 mRNA vaccine, Comirnaty, achieved the prestigious 

status of being the first mRNA vaccine to reach the market, as well as succeeding Humira as the 

highest grossing therapeutic to date. Unsurprisingly, much of the discussion centered around 

the company’s plans for Comirnaty in 2022 and how it would invest the startling wealth of 

$17bn it had accumulated in 2021. In terms of the COVID-19 market, 2022 is expected to be 

another phenomenal year for the company, with advanced purchase agreements already 

secured for $13bn–$15bn worth of doses. Moreover, the company expects to further increase 

its manufacturing capacity to 4 billion doses, significantly higher than major class rival Spikevax. 

CEO and co-founder Ugur Sahin outlined the company’s timeline in developing an Omicron 

variant-specific vaccine, which is projected to reach the market by March 2022, as well as 

expectations for the shape of the COVID-19 prevention market beyond 2022. Like others, 

BioNTech predicts that COVID-19 will mature into an endemic market, with seasonal booster 

vaccination becoming common practice by the end of 2022. Importantly, the company has 

combined computational modeling of the SARS-CoV-2 spike protein with artificial intelligence to 

develop an early warning system for the prediction of SARS-CoV-2 variants. Through these 

approaches, BioNTech expects to remain a leader in the COVID-19 space as it shifts into an 

endemic market. 

 

Beyond COVID-19, BioNTech has a diverse immunotherapy pipeline which is investigating two 

key therapy areas – infectious diseases and oncology. In 2022, BioNTech expects to progress 

four additional mRNA vaccines to clinical development, including vaccines for shingles, malaria, 

tuberculosis, and HSV-2. Additionally, BioNTech will continue to allocate resources to its multi-

platform oncology pipeline which includes mRNA cancer vaccines, next-generation CAR-T 

therapies, targeted antibodies, small molecule modulators, and mRNA-encoded effector 

molecules. BioNTech showcased progress in the development of BNT-211, the company’s next-

generation CARVac against Claudin 6, which achieved positive results in a Phase I/II trial. 

Utilizing its mRNA technology platform, BioNTech hopes to establish itself in the oncology space. 

 

By ramping up R&D investment, accelerating late-stage oncology programs, and the acquisition 
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of synergistic technologies and product candidates, BioNTech hopes to correctly invest the huge 

revenues generated over the pandemic period. 

 

• Bristol Myers Squibb (BMY) CEO Giovanni Caforio kicked off his presentation by highlighting the 

four key drivers that will position the company for sustained growth and will help offset the 

losses of exclusivity expected in the near future (ie Revlimid, Abraxane, Sprycel, and Pomalyst, 

which together are expected to have a $12bn–$14bn negative impact during 2020–25).  

 

The focus of the company is on renewing its portfolio, and the four drivers/pillars are 

represented by growth of new products, the launch of a robust mid- to late-stage pipeline, 

advancement of an early-stage pipeline, and the leverage of financial strength. With a strong 

foundation laid by key brands Opdivo, Yervoy, and Eliquis, Bristol Myers Squibb will seek 

continued growth opportunities from these brands through maintaining their leadership across 

the indications for which they are approved, as well as pursuing label expansions in more 

lucrative patient populations, and expects cumulative additional sales from these agents to 

range from $8bn to $10bn by 2025. 

 

With nine new products in the pipeline, Bristol Myers Squibb expects $10bn–$13bn in risk-

adjusted sales by 2025, with new agents mavacamten, relatlimab + Opdivo, deucravacitinib, and 

Reblozyl predicted to deliver $4bn each by 2029. Newly launched brands Breyanzi and Zeposia 

are also predicted to boost the company’s growth through an expected $3bn in non-risk 

adjusted revenues each – their growth will be driven by increased share in their patient 

populations (Reblozyl), as well as by label expansions into adjacent disease areas (eg Reblozyl, 

deucravacitinib, and the relatlimab + Opdivo fixed-dose combination). With mavacamten and 

deucravacitinib already filed for regulatory approval with the FDA and European Commission, 

the opportunity for growth is tangible – PDUFA dates for these two agents are in April 2022 and 

September 2022, respectively. 

 

To support its growth, Bristol Myers Squibb also plans to focus on disease areas with large 

commercial potential, such as cardiovascular, hematology, immunology, and solid tumor 

oncology, and has over 50 early-stage assets in development across these therapy areas, as well 

as seven mid- to late-stage pipeline assets: milvexian, BCMA TCE, iberdomide, CC-92480, 

cendakimab, bempeg, and an FRα antibody-drug conjugate. Of these, iberdomide and CC-92480 

are positioned to replace the current foundation of care in multiple myeloma, with the former 

expected to replace Revlimid in the first-line setting, and the latter expected to replace Pomalyst 

in the relapsed/refractory setting. With 32 assets in Phase I development, and 27 assets in Phase 

Ib/II development across a multitude of therapy areas which include hematology, oncology, 

immunology, and cardiovascular, Caforio indicated an opportunity for over 20 proof-of-concept 

decisions in the next three years.  
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In closing, Caforio summarized that Bristol Myers Squibb has cash flows of $45bn–$50bn 

estimated in 2022–24, is expected to deliver low- to mid-single-digit revenue CAGR from 2020 to 

2025, and is well positioned for the second half of the decade, with plans to maintain a strong 

balance sheet, which will allow it to prioritize business development and return cash to its 

shareholders through the company dividend and share repurchase program. During the 

presentation it was also announced that an accelerated share repurchase program will take 

place during the first quarter of 2022, to the value of $5bn of company common stock. 

 

• Dexcom (DXCM), a leader in continuous glucose monitoring (CGM), had a strong year, with 

expected 2021 revenues of $2.448bn, or 27% growth, which is at the upper end of the range of 

the guidance the company gave in October. The call touched on many of the same themes as 

prior ones, with progress updates. There were not any dramatic announcements, though the 

company confirmed it submitted its next-generation G7 in the US in Q4 2021 (the FDA's goal for 

510(k) submissions is 90 days) and that it has not yet been approved in Europe, as was expected 

for Q4, though there were no major issues.  

 

However, despite the sales growth, the JPM analyst noted this was one of the few times the 

company had not significantly outperformed consensus expectations. President Kevin Sayer 

acknowledged that new patient growth in the US core market was a bit lighter than usual, partly 

due to COVID-19 making it more difficult to get into physician offices. CFO Jereme Sylvain also 

noted that normally Q4 is when the company adds the most new patients, but in 2021 it was 

more similar to Q3, given the combined effects of the Delta and Omicron COVID-19 variants on 

physician visits. In addition, normally they have more growth from Q3 to Q4, but that 

seasonality is decreasing due to the channel mix, with more patients in the pharmacy and 

Medicare channels, the two fastest growing parts (as opposed to commercial durable medical 

equipment, which Dexcom is shifting away from), which have monthly subscription payments. 

They did not believe the lesser growth was due to patients waiting for the new G7 product. 

 

The company did advance various initiatives over the past year, including launching Dexcom 

ONE, which is a lower-cost, simpler CGM device, to help it compete internationally, where the 

company lags behind competitors. It also expanded access internationally. In the US, Dexcom 

doubled its US sales force, which Sayer said was important especially to address the type 2 

diabetes market, where he acknowledged they did not have the depth or breadth of competitor 

Abbott, which the JPM analyst said had a stronger foothold, particularly among primary care. 

Sayer said they still need to increase awareness and make it easier for primary care physicians to 

write prescriptions, as well as correct the misperception that Medicare reimbursement rates are 

dissimilar between its product and Abbott's. 

 

For 2022, Dexcom is expecting ~15–20% growth, to $2.82bn–$2.94bn. Key strategic objectives 

include global rollout of the G7 product, which has a 60% smaller/easier-to-use sensor, 30-
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minute warm-up (which is also an advantage for hospital use, such as with COVID-19 patients), 

and a new app experience, though this will also negatively impact the company’s gross margin. 

It also plans to expand Dexcom ONE to new international markets, advance access for type 2 

diabetics on non-intensive therapy (a new segment, as opposed to those on intensive therapy), 

and continue to expand scale.  

 

In the company’s core US market, while 85% of intensive insulin patients are reimbursed (with 

further Medicaid expansion expected in 2022), penetration is still limited (~40% of the 

reimbursed population from the company’s graph), so they still have a lot of "runway”. The 

MOBILE study in type 2 diabetics on non-intensive therapy likewise showed a benefit, and Sayer 

pointed to a new recommendation in the ADA guidelines in this group who are only on basal 

insulin, though we should note the recommendation is only that CGM "can be used" here. Sayer 

also noted that while these patients may not experience the lows of type 2 and type 1 patients 

on intensive therapy, they do have prolonged times of high glucose. Hence, they feel time-in-

range is an important measure, that may give a different picture from traditional A1C. Targeting 

this group will require a different user experience from its current offering, and the company is 

thinking about more meaningful and timely insights, fewer alarms, and differentiated patient 

interaction. It needs to continue building outcomes data, and also reduce costs. They pointed to 

two studies showing cost savings of $417–$424/member/month. Also, the Onduo virtual care 

model suggested reduced medications, lower blood pressures, weight loss, and other metabolic 

benefits in addition to diabetes control. They will eventually go to payers with the evidence, but 

said it will take time, and they could not yet provide a timeline. 

 

As last year, Sayer showed progress on the goal of moving patients to the pharmacy channel, 

rather than durable medical equipment, for easier prescriptions and access, expecting to reach 

the 75% target in 2022. 

 

Internationally, Dexcom reiterated plans to expand to new geographies and triple its total 

addressable market by the end of 2023, with 13 million patients on mealtime insulin. Dexcom 

ONE was launched as a cash pay product through the company’s e-commerce site, without the 

need to build a great deal of infrastructure in advance. After a launch in four Eastern European 

countries, Sayer noted that within 60 days, over 1% of the intensive insulin population in those 

countries had paid out-of-pocket for the device, with 20% having type 2 diabetes. Two of the 

countries also took steps to reimburse the product.  

 

On the new G7 product, Sayer presented glucose control data he said he had not showed 

before, showing the product comfortably meets iCGM standards, with a larger dataset than any 

other competing product. He pointed out it has also shown the best MARD of any large-scale 

study, at 8.1 for pediatrics and 8.2 for adults, though that ranges from less than 10% in the first 

couple of days to 7% later. 
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• With a focus on innovative antibody products, or “knock-your-socks-off” antibodies, as 

Genmab’s (GMAB) CEO Jan van de Winkel referred to them, the company is banking on its track 

record and financial foundation to fuel its growth. With five drugs past the regulatory approval 

hurdle – Tivdak, Darzalex, Rybrevant, Kesimpta, and Tepezza – Genmab has a solid financial 

base, with Tivdak being the first Genmab-owned approved therapy (in collaboration with 

Seagen), and the remaining four incorporating Genmab’s innovation (and developed as 

collaborations with Janssen [Darzalex and Rybrevant], Novartis [Kesimpta], and Horizon 

Therapeutics [Tepezza]). 

 

Approved in September 2021 for second-line recurrent or metastatic cervical cancer, Tivdak is 

the first antibody-drug conjugate approved in this indication, with Genmab seeking a 

broadening of its label to include early lines of cervical cancer, as well as other solid tumors, 

thus potentially expanding the drug’s commercial outlook. In addition to Tivdak, Genmab also 

receives royalties from Darzalex, Kesimpta, and Tepezza, with 2021 guidance of $1,317m to 

$1,417m in revenue and $383m to $533m in operating revenue. Ahead of the annual 2021 

company report, Darzalex is also expected to show significant growth, from $5.9bn to $6.2bn, 

with royalties from the drug expected to drive significant recurring revenue growth for Genmab, 

as indicated by van de Winkel.  

 

Epcoritamab, Genmab’s second proprietary product (with ownership of at least 50%; developed 

in collaboration with AbbVie), is a bispecific antibody for CD3 and CD20 that induces T-cell-

mediated cytotoxic activity against CD20-containing malignant cells. As such, the agent’s 

development – either as monotherapy or as part of regimens with currently available drugs – is 

broad and covers most indications under the NHL umbrella, with a Phase III trial in DLBCL, two 

Phase II trials in DLBCL, FL, and MCL, and Phase I trials that include CLL. 

 

Other Genmab assets include DuoBody-PD-L1x4-1BB and DuoBody-CD40x4-1BB, bispecific 

antibodies developed in collaboration with BioNTech and in Phase II for NSCLC (in combination 

with Keytruda) and in Phase I/IIa in advanced solid tumors, respectively. 

 

• Gilead (GILD) impressed at JPM, unveiling several new combination partners for its 

revolutionary long-acting HIV agent lenacapavir, new clinical trials to explore a plethora of 

upcoming indication expansions for its oncology assets, and a potentially lucrative partnership 

coupling its TROP2 antibody drug-conjugate (ADC) Trodelvy to Merck’s checkpoint inhibitor 

Keytruda in first-line metastatic NSCLC. While Gilead’s success owes to its virology franchise, 

with its dominant HIV franchise being the centerpiece, the company spent much of its 

presentation describing the maturation of its oncology pipeline. This is unsurprising given that 

Gilead has spent heavily on acquiring oncology assets over the last five years, and importantly it 



  

 

January 2022|19 

 

seems that the company is about see the fruits of its labor. Indeed, Gilead boasted that its three 

marketed oncology assets comfortably achieved sales of >$1bn in 2021, and somewhat 

ambitiously stated that its oncology revenue would increase several-fold to at least $6bn by 

2030. Growth will be driven through 20 new indication approvals across three broad areas – 

therapies triggering intrinsic cell death, promoting immune-mediated tumor-killing, and tumor 

microenvironment remodelers.  

 

Impressively, Gilead is conducting 30 clinical trials in the oncology space, and expects to initiate 

over 20 more in 2022. A sense of urgency rang through the presentation, with the company 

eager to unlock the potential of its oncology assets. Notably, Trodelvy was very much in the 

spotlight; the ADC gained two approvals in 2021, for second-line triple-negative breast cancer 

and second-line metastatic urothelial cancer. In addition to expanding into new indications, 

Gilead also plans to use combination partners to bolster the efficacy of its drugs. By pairing 

Trodelvy with Merck’s Keytruda, it is expected to gain access to earlier lines of therapy and 

therefore access to a larger population than it would have as a monotherapy. Yescarta received 

a notable mention, with the therapy expecting to provide major data readouts in 2022, and 

pipeline candidate magrolimab was also highlighted. Overall, we have a positive outlook for 

Gilead’s maturing oncology pipeline; moreover, the company’s solid lifecycle management 

strategy for existing brands should maximize commercial potential by creating multiple streams 

of revenue. 

 

Additionally, CEO Daniel O’Day spent considerable time describing the company’s near- and 

long-term strategy for its bread-and-butter HIV business. Gilead has a clear lead in the HIV 

treatment space, with 75% of patients subscribing to a Gilead therapy. Much of this patient 

market share is controlled by flagship product and market leader Biktarvy, which is expected to 

retain its share through to patient expiration in 2030. However, the company plans to transition 

patients from daily oral HIV therapies onto its long-acting therapies through the second half of 

the decade. By 2030, Gilead expects that lenacapavir will have succeeded Biktarvy as market 

leader. To accomplish this, Gilead is pursuing a range of combination partners for lenacapavir, 

with the company eager to announce new partners following the recent clinical hold on trials of 

islatravir/lenacapavir. While the announcement of new partners, including a next-generation 

integrase inhibitor, is aimed at easing investor concerns over lenacapavir’s prospects in the long-

acting market, it will do little to distract investors from the islatravir/lenacapavir setback, which 

was Gilead’s quickest option to market a combination long-acting agent. Other notable 

mentions included Veklury, which was the first authorized drug in the COVID-19 treatment 

space and continues to be the market leader in the hospital setting, and hepatitis drugs, which 

are a significant revenue stream for the company. 

 

• With the demerger of GlaxoSmithKline’s (GSK) biopharmaceutical and consumer healthcare 

businesses marking a landmark year for the company, all eyes were fixed on CEO Emma 
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Walmsley, who provided her vision for New GSK – proclaiming that “with new ambition comes 

new purpose.” Walmsley has set a very ambitious target for the company, stating that New 

GSK’s portfolio of vaccines and medicines would provide the strength needed to generate $33bn 

worth of sales by 2031 – to achieve its higher purpose. The separation will allow New GSK to 

focus exclusively on biopharma, streamlining innovation to accelerate strategies that drive 

growth and increasing reinvestment into R&D spending to culture pipeline growth for 

sustainability. 

 

The presentation opened with a brief overview of GlaxoSmithKline’s achievements over the last 

five years, which included 13 key approvals, the maturation of a robust late-stage pipeline (63 

vaccines and medicines in pivotal trials), and an increasing focus on vaccines and specialty 

medicines. Through a series of cost-cutting practices, including reducing manufacturing costs, 

restructuring, divesting non-core brands, and streamlining the pipeline to focus on 

breakthrough drugs, GlaxoSmithKline expects to increase operating profit by >10%. The 

company is projecting a year-on-year CAGR of 5%, which will be driven by a portfolio of drugs 

targeting four major therapy areas: infectious diseases, HIV, oncology, and 

immunology/respiratory. GlaxoSmithKline will continue to increase its vaccine and specialty 

medicines portfolio, while profiting from stable sales in general medicines. The capital 

generated from these revenue streams will be allocated to future product launches to maximize 

the commercial potential of new brands, reinvestments into the pipeline for organic growth, 

and to secure lucrative bolt-on deals, such as recent deals with Shionogi and Arrowhead. 

 

Highlighted drugs from the late-stage pipeline included daprodustat, which the company 

believes has best-in-class potential in anemia in CKD; Xevudy, which is a major player in COVID-

19 treatment; and Apretude, which has the potential to revolutionize the HIV PrEP market. 

GlaxoSmithKline boasted the high efficacy that Xevudy has shown against the Omicron variant 

and other variants of concern, which was designed by targeting highly conserved regions in 

COVID-19. Importantly, GSK also took this opportunity to announce the decision of the US 

government to procure an additional 600 million doses of Xevudy. With Xevudy showing best-in-

class potential across different variants, GSK believes that it will be the market-leading 

monoclonal antibody in COVID-19 prophylaxis; however, it appreciates that 2022 sales are 

transiently boosted during the pandemic period. The approval of Apretude is a key approval for 

GSK’s HIV business, with the long-acting regimen showing stronger efficacy data than the 

standard of care and a far superior dosing regimen of once monthly. While the HIV market is still 

recovering in the COVID-19 pandemic – in particular the switch market suffered heavily – the 

company’s two-drug regimens are showing reasonable growth and are expected to realize their 

potential once the pandemic concludes. The future of HIV treatment was discussed briefly, with 

the loss of exclusivity of dolutegravir in 2028 being a significant event; however, given GSK’s 

progress with long-acting cabotegravir, the company expects to transition patients onto its new 

flagship products well ahead of this date. Other pipeline mentions included the company’s RSV 
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vaccine for elderly adults, which is expected to read out ahead of plan in H1 2022, and Shingrix, 

which is expected to continue to dominate despite future competition from Pfizer/BioNTech’s 

mRNA pipeline asset. There was little mention of the growth of the oncology pipeline, which the 

company has been rebuilding over the last five years. While Zejula continues to show growth, a 

reduction in ovarian cancer diagnoses during the pandemic has been a major headwind and has 

been a limiting factor in the drug’s growth. 

 

Without doubt, 2022 will be a defining year for GSK. While success in the COVID-19 treatment 

space was a clear win for the company, it is difficult to look past the fact that one of the world’s 

leading vaccine manufacturers is yet to deliver a vaccine. Moreover, while the likes of Moderna, 

Pfizer, and Sanofi dazzled with their mRNA technology, GSK’s partnership with CureVac is an 

uncertain opportunity. Greater investment into new technology is needed for GSK to keep up 

with major rivals, both in the vaccines and oncology spaces. Through the separation of GSK, 

Walmsley will hopefully usher in a new era of strategic spending into breakthrough technologies 

for the UK pharma to remain competitive in the long term. 

 

• Horizon Therapeutics (HZNP) has demonstrated strong revenue growth from 2018, achieving a 

CAGR of over 38% from 2018 to 2021. This strong growth has been driven by three key growth 

drivers: Tepezza, Krystexxa, and Uplizna. Tepezza was first launched in 2020 to treat thyroid eye 

disease (TED), generating $820m of net US sales for Horizon Therapeutics, and has since become 

its flagship drug. In 2021, Tepezza is expected to make over double the revenue of 2020, 

generating more than $1.625bn of US net sales, marking it as Horizon Therapeutics’ first billion-

dollar drug. Horizon Therapeutics also submitted a clinical trial design to the PDMA in Japan, 

with the aim of receiving future approval for Tepezza in Japan and other international markets. 

Furthermore, in a plan to expand Tepezza’s uptake globally, the company has initiated a trial 

investigating treatment of chronic TED patients, with readouts expected in 2022. Positive data 

are expected, likely giving a boost to the penetration of Tepezza in this indication. Tepezza’s 

estimated peak annual net sales are expected to be approximately $3.5bn. 

 

Krystexxa is another key growth driver, as the only medicine approved for uncontrolled gout. It 

was first launched in 2017, generating net revenue of $156m. In 2021, this revenue has more 

than tripled, with Krystexxa making up $550m of the company’s net sales. Horizon Therapeutics 

announced it expects Krystexxa’s peak annual net sales to reach $1bn. The company has 

submitted an sNDA to expand Krystexxa’s use as a combination therapy with methotrexate for 

patients with uncontrolled gout, and expects an approval in the second half of 2022.  

 

The 2021 acquisition of Viela has also driven growth for Horizon Therapeutics. This allowed the 

addition of four new pipeline molecules: Uplizna, dazodalibep, daxdilimab, and HZN-1116. 

Uplizna is the final key growth driver currently driving revenues for Horizon Therapeutics. It is 

currently approved in neuromyelitis optica, with annual sales expected to peak at $1bn. The 
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agent is also in late-phase trials for myasthenia gravis and IgG4-related diseases, with topline 

data readouts expected in 2023. The acquisition of Viela allowed the expansion of Horizon 

Therapeutics into three new therapeutic areas: neuroimmunology, dermatology, and 

respiratory. Five new clinical trials involving the therapeutic agents received from Viela are 

expected to initiate in 2022, across five new indications.  

 

Horizon Therapeutics has demonstrated significant growth from 2018 to 2021, and estimates 

that its peak annual net potential would be $10bn with its current growth drivers and pipeline 

programs. The company has outperformed its NASDAQ biotechnology index (NBI) for one-, 

three-, and five-year periods, expects eight data readouts in 2022–23, and anticipates 10 

potential approvals in the second half of the decade. 

 

• Incyte (INCY) CEO Hervé Hoppenot provided an overview of the last five years of portfolio 

expansion and growth. The success of Incyte is driven by its unique ability to develop highly 

selective small molecules, development in areas of high unmet medical needs, and successful 

commercialization. Dermatology is the newest franchise for the company. Opzelura was 

launched in late 2021 for short-term and non-continuous treatment of mild to moderate atopic 

dermatitis. As of 17 December 2021, the drug had more than 2,500 weekly new prescriptions. 

The launch has been successful because of the positive feedback from healthcare providers and 

positive patient experiences. Opzelura is a topical atopic dermatitis treatment with rapid onset, 

itch reduction, and skin clearance, and 60% of Opzelura patients were previously on steroid 

therapy. Outside of atopic dermatitis, Incyte is advancing multiple programs in dermatology, 

including chronic hand eczema, vitiligo, hidradenitis suppurativa, and prurigo nodularis.  

 

Hoppenot went on to speak about the Jakafi franchise and sustained leadership across 

myeloproliferative neoplasms (MPNs) and graft-versus-host disease (GVHD). Jakafi is a best-in-

class and first-in-class molecule that is approved in markets with high unmet needs and is 

supported by long-term safety and efficacy data. The number of total patients on Jakafi is 

growing year over year, and there is new patient growth across all indications. It gained 

approval in chronic GVHD at the end of September 2021. The CEO pointed out that there are 

opportunities for continued growth in the MPN/GVHD spaces as the company has several other 

programs in various stages of development.  

 

There are multiple opportunities for growth with tafasitamab for second-line diffuse large B-cell 

lymphoma, which was approved under the brand name Monjuvi in the US in July 2020, and as 

Minjuvi in Europe in August 2021, where the launch is ongoing in Germany and the company is 

securing reimbursement in other EU countries. Parsaclisib is in Phase III for warm autoimmune 

hemolytic anemia, an indication for which there are currently no approved therapies. Incyte’s 

CEO later highlighted other programs in development, including three clinical-stage oral PD-L1 

molecules, two Phase I adenosine programs, and a Phase I/II LAG-3 program. Incyte believes 
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that for the next five years, it has several opportunities for transformational growth. The royalty 

portfolio continues to increase and grow from new indications and new geographies. 

 

• Merck KGaA’s (MKKGY) CEO Belén Garijo emphasized the company’s global leading positions in 

the rapidly growing science and technology markets across three business segments. It is a 

diversified industry leader in Life Sciences, with a strong portfolio and performance-driven 

above-market growth, offering new high-growth areas including novel modalities, services, and 

digital. It is a global specialty innovator in its Healthcare segment with strong growth from new 

products and a value-maximizing pipeline with blockbuster potential and cost discipline. Within 

the Electronics segment, the company is uniquely positioned to serve and cater to ongoing data 

explosion with growing semiconductor share and strong semiconductor performance. Garijo 

went on to speak about a new strategic framework for Merck with core pillars aimed at 

mobilizing and fueling BIG3 growth (new healthcare products, process solutions, and semi 

solutions) and accelerating science and technology leadership with innovation as a key driver for 

sustainable growth. Supporting pillars focus on disciplined capital allocation, continued long-

term orientation and sustainability, and agility, diversity, and cost discipline. The company 

expects to deliver €5bn+ in organic sales by 2025. 

 

The CEO provided a business update starting off with the Life Sciences segment, in which it 

expects to deliver above-market growth despite the expected fading of the COVID-19 business. 

Its mid-term organic sales growth outlook ranges between 7% and 10%. Process solutions is a 

key driver of growth in Life Sciences and is complemented by very solid performance in Applied 

and Research. Within Healthcare, growth in oncology, its largest therapeutic area, remains 

attractive, and the trend towards personalized medicine continues to advance. At the same 

time, the cost pressure from the industry continues to rise, and pricing will likely be more 

volatile. Yet, CEO Garijo is confident that the Healthcare sector will deliver mid-single-digit 

organic sales growth in the mid-term. This is due to its established portfolio, innovative models 

of personalization, a diversified geographical sales footprint, global manufacturing sites, and 

broad spectrum of payer types due to therapy area and geographical variety. 

 

The presentation then shifted gears, moving on to sustainability goals for the future. Merck 

KGaA is dedicated to human progress through sustainable innovations and technology for its 

customers, creating sustainable value chains, and reducing its ecological footprint. In November 

2021, the firm submitted validation documents for Science-Based Targets initiative (SBTi) 

certification. SBTs provide a clearly defined pathway for companies to reduce greenhouse gas 

emissions, helping prevent the worst impacts of climate change and future-proof business 

growth. Targets are considered “science-based” if they are in line with what the latest climate 

science deems necessary to meet the goals of the Paris Agreement. Merck is aiming for climate 

neutrality by 2040. CEO Garijo closed the presentation with full-year 2021 guidance for revenues 

of €19.30bn to €19.85bn and an EBIDTA of €6.00bn to €6.30bn.  
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• With Moderna’s (MRNA) unprecedented success captivating the world throughout the COVID-

19 pandemic, investors were watching eagerly to find out in which direction CEO and director of 

Moderna, Stephane Bancel, plans to steer the company as the pandemic crisis abates. Bancel’s 

resounding message was that Moderna would stick to its roots in mRNA technology. In fact, 

Moderna intends to delve deeper into mRNA technology, with organic growth planned by 

leveraging mRNA technology to develop mRNA-encoded disease-specific proteins and 

pioneering a next-generation of mRNA-encoded gene-editing technology. 

 

As expected, the success of Spikevax, which is a valuable proof of concept for Moderna’s mRNA 

technology platform, formed the opener of the talk. Impressively, Moderna announced total 

sales of a staggering $17.5bn in 2021 for Spikevax, with the company boasting a further $18.5bn 

of advanced purchase agreements (APAs) secured for 2022. Additionally, these contracts include 

the option of purchasing a further $3.5bn worth of doses, and the company expects to confirm 

more APAs throughout 2022. Manufacturing capabilities are expected to rise from 800 million to 

2–3 billion doses in 2022, with Moderna highlighting the planned development of an African 

manufacturing plant to service the developing world. The first half of Bancel’s talk outlined the 

company’s evolving strategy for the Omicron variant which is currently focused on providing 

booster doses of its original formulation. However, the company is also producing an Omicron-

specific vaccine, which will be later grouped into a multivalent seasonal vaccine similar to 

vaccines produced for influenza. An important goal for the company is to become the first 

vaccine manufacturer to develop a pan-respiratory vaccine. Development of a pan-respiratory 

vaccine, combining Spikevax with its developmental RSV and influenza mRNA vaccines, is 

ongoing and will run in parallel to clinical development in individual indications. Notably, 

Moderna’s influenza vaccine underwhelmed in a Phase I trial against Fluzone High-Dose; 

however, Bancel defended the pipeline asset, stating that showing comparable immunogenicity 

to the best-in-class vaccines was still in line with their plans. 

 

Moderna is looking to re-invest its newfound wealth into its own pipeline for organic growth 

and, subsequently, the company has increased R&D spending exponentially from $0.5bn in 2019 

to $2bn in 2021, and expects to increase spending further to $2.5bn–$3bn through 2022. In 

addition to the development of respiratory vaccines, this cash injection will fund the 

commercialization of latent vaccines for Epstein-Barr virus and cytomegalovirus, which are in 

late-phase development and will reaffirm the power of mRNA technology for vaccination. 

Additionally, the company noted that its early-stage pipeline had expanded to 14 pipeline assets 

across four modalities – immuno-oncology, rare, cardiovascular, and autoimmune diseases. The 

expansion into immuno-oncology was a highlight for the company, with Moderna showcasing its 

partnership with Carisma as an example of how it intends to make strategic partnerships to 

enhance its platform. The partnership with Carisma, which was announced by the company on 

the morning of the conference, will be critical in the development of its next-generation gene-
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editing technology – CAR-M. By diversifying into new disease modalities and through strategic 

partnerships, Moderna is hoping to maintain its distinguished reputation as a leader in mRNA 

technology. Despite its innovative approach, the company’s decision to not diversify, and 

thereby de-risk, its portfolio by expanding into non-mRNA technologies may be its eventual 

undoing or alternatively may signify its further ascension as a major player in the world of 

pharma. 

 

• Discover, develop, and commercialize – PTC Therapeutics (PTCT) CEO Stuart Peltz started the 

presentation off with sharing a company goal to develop a new product every 2–3 years. This 

mentality has been the driver behind commercializing five drugs that have generated the 

company an unaudited total revenue of $536m. Aligning with the company goal of developing a 

new product every 2–3 years, PTC expects to commercialize an additional six drugs (PTC-AADC, 

vatiquinone, PTC923, unesbulin, PTC518, and PTC857) by 2030, taking potential revenue to $8bn 

and its customer base from 50,000 patients currently to over 700,000 patients. Of the six drugs 

anticipated to be commercialized in the next eight years, PTC-AADC, the company’s gene 

therapy program for Aromatic L-amino acid decarboxylase (AADC) deficiency, is in the most 

advanced regulatory stages. PTC has announced it expects an EU CHMP opinion in April 2022, 

and a BLA submission in the US in the second quarter of 2022. If approved, PTC will be able to 

tap into a potential market worth over $1bn. 

 

In 2022, PTC has set several clinical milestones to achieve, which will see a number of new trials 

being initiated, as well as the release of awaited data from ongoing trials. Those highlighted in 

the presentation include topline results from Phase II/III trials of vatiquinone in mitochondrial 

disease-associated seizures and Friedreich’s ataxia, as well as results from the Phase III 

APHENITY trial of PTC923, a natural precursor of tetrahydrobiopterin (BH4), for the treatment of 

phenylketonuria (PKU). The company also expects to initiate trials of unesbulin, a small molecule 

that alters and destroys the BMI1 protein through phosphorylation, in leiomyosarcoma; PTC518, 

a small molecule that aims to decrease the production of huntingtin protein, in Huntington’s 

disease; and PTC857, a compound that regulates inflammation and oxidative stress, in 

amyotrophic lateral sclerosis. 

 

• Sanofi S.A. (SNY) has made significant progress over the last two years and is progressively 

closing the gap to market growth in consumer healthcare. In this presentation, CEO Paul Hudson 

stated that the company reinvested ~€1.5bn of savings into its growth drivers and pipeline in 

2021. It is also focusing on the integration of environmental, social, and corporate governance 

(ESG) into its business, and is ranked as the number one pharma employer on the 2021 Forbes 

list, with a high retention rate regarding recent acquisitions. The company signed seven value-

creating M&A deals in 2021, leveraging external innovation to strengthen focus areas with 

priority assets and where patient need is most urgent. It has taken synergistic approaches to 

drive pipeline advances with AI partners such as Exscientia and Owkin. 
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Sanofi is building an industry-leading immunology pipeline, with many assets having the 

potential to be first-in-class/best-in-class and lead in several therapeutic fields. There were 

seven positive pivotal readouts in 2021, and the valuation of the pipeline more than doubled. 

One of the company’s priority assets, Dupixent, generated annual sales of over €6bn last year. 

The drug continues to produce impressive efficacy and safety data, particularly in type 2 

inflammatory diseases, and is expanding across geographies. During the second half of 2021, 

Dupixent was approved in the US for children with asthma aged 6–11 years old (EU approval 

expected in 2022) and in China for 12–17 year-olds with atopic dermatitis. In 2022, submissions 

are expected in prurigo nodularis, eosinophilic esophagitis, chronic spontaneous urticaria, and 

chronic inducible urticaria. Hudson also stated that he thinks another of its priority assets, 

amlitelimab (which is currently in Phase I/II development), will be ready for NDA filing for atopic 

dermatitis by 2024. Additionally, the company is confident that tolebrutinib, currently in Phase 

III development, has a winning profile for use in multiple sclerosis. 

 

In terms of vaccines, Sanofi predicts 2021 to be the second year running of record flu vaccine 

sales. It has experienced strong growth driven by its core franchises, and confirmed an 

expectation of mid- to high-single-digit growth by 2025. It expects vaccine sales to more than 

double by 2030. A major advancement will be the submission of nirsevimab in 2022, a vaccine to 

protect all infants against RSV. Sanofi is addressing unmet need with mRNA vaccines beyond 

pandemic use; its mRNA flu vaccine is set to enter the clinic in 2022. 10 new development 

candidates are expected by 2025 while the company opens new areas of growth and expands 

research on vaccines against chronic diseases. 

 

Sanofi aspires to expand its business operating income margin to 30% by 2022, with its 2021 

consensus at 28.2%. Dupixent momentum is predicted to continue, as well as the continuous 

investment in growth and R&D. It has upgraded its full-year earnings per share guidance growth 

to around 14%. Executive vice president Jean-Baptiste Chasseloup de Chatillon ended the 

presentation by highlighting the company’s digital transformation and its plans to accelerate the 

roadmap after great progress in 2021. It will do this by expanding its foundations (for example, 

supply chain optimization), reinventing its engagement model (Omnichannel), transforming HCP 

and patient experiences, and developing new ways of working. 

 

• At JPM, Seagen (SGEN) presented itself as the leader in antibody-drug conjugate (ADC) 

therapies. CEO Clay Siegall described the company’s three main pillars as follows: (i) four 

approved drugs (three of them ADCs) with additional label expansions in the works; (ii) a deep 

and diverse pipeline that focuses on ADCs including technologies with less toxicity and higher 

efficiencies; and (iii) strong financial strength underlined by >$1bn revenue for Q1–Q3 2021, 

$2.4bn in cash and investments with no debt, and over 50 strategic partnerships. For a fuller 

description of Seagen’s label expansion program, please refer to the 2022 J.P. Morgan 
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Conference Preview report. Some of the drugs highlighted during the Q&A session included 

Padcev, Tukysa, disitamab vedotin, and an anti-CD40 antibody. 

 

Padcev is a first-in-class ADC targeting Nectin-4 and was developed in partnership with Astellas. 

Padcev is approved in the US, EU, and Japan for locally advanced/metastatic urothelial cancer 

following platinum chemotherapy and a checkpoint inhibitor. A pivotal cohort (cohort K) of the 

EV-103 trial is evaluating Padcev combined with Keytruda as first-line therapy for locally 

advanced/metastatic urothelial cancer patients ineligible for cisplatin therapy. Results are 

expected in 2022, and positive results in this setting are seen as a big value driver. A 

confirmatory Phase III trial, EV-302, with an estimated primary completion date in 2023, is 

evaluating the combination as first-line therapy in both cisplatin-eligible and -ineligible patients, 

and is expected to lead to global regulatory submissions. Siegall also mentioned exploring 

Padcev in muscle invasive and non-muscle invasive bladder cancer.  

 

The HER2 tyrosine kinase inhibitor Tukysa is approved in the US (2020) and EU (2021) in 

combination with trastuzumab and capecitabine for patients with advanced unresectable or 

metastatic HER2+ breast cancer, including patients with brain metastases who have received 

one or more prior anti-HER2-based regimens. Tukysa spares the EGFR/HER1 kinase, leading to 

fewer side effects. During the Q&A, Siegall mentioned the HER2CLIMB-05 Phase III trial which is 

evaluating Tukysa combined with trastuzumab and Perjeta as maintenance therapy for first-line 

patients. Also mentioned was a pivotal Phase II trial, MOUNTAINEER, which is evaluating Tukysa 

combined with trastuzumab for metastatic colorectal cancer and is expecting a readout in H2 

2022. 

 

Disitamab vedotin is an anti-HER2 ADC being developed for HER2-expressing breast, bladder, 

gastric, and other cancers. During the Q&A, Siegall mentioned they were working with the FDA 

on the design of a Phase III trial to evaluate disitamab vedotin for first-line HER2-low breast 

cancer.  

 

At JPM, Siegall mentioned Seagen’s sugar-engineered antibody (SEA) technology that consists of 

adding a small molecule glycosylation inhibitor to existing monoclonal antibody-producing cells. 

The result is non-fucosylated antibodies which have enhanced engagement with the activating 

FcγRIIIa receptor involved in antibody-dependent cellular toxicity and minimal binding to the 

inhibitory FcγRIIb receptor. Four such antibodies are under Phase I development: SEA-TGT, an 

anti-TIGIT antibody for solid tumors and lymphomas; SEA-BCMA for multiple myeloma; SEA-

CD40 for pancreatic cancer; and SEA-CD70 for acute myeloid leukemia and myelodysplastic 

syndrome. During the Q&A, Siegall mentioned that Phase I overall survival data for SEA-CD40 for 

pancreatic cancer will be presented at ASCO-GI, and if the data are positive Seagen will initiate a 

randomized trial.  
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Siegall concluded by noting that Seagen is expected to continue to in-license additional pipeline 

therapies in 2022, and that it continues to be interested in acquiring new companies.  

 

• Takeda’s (TAK) CEO Christophe Weber kicked off the presentation with 2021 financial highlights 

and outlined the company’s growth strategy for the next five years. There are 14 global brands 

that are accelerating mid-term growth expectations, including Takhzyro, for which the company 

anticipates an approval in the next few months. He also highlighted Exkivity, which was recently 

approved as the first and only oral therapy to target EGFR EXON20 insertion in September 2021, 

and Livtencity, which was approved for post-transplant cytomegalovirus infection in November 

2021. The launch of these two products is slated to more than offset decline of other products. 

Takeda plans to continue to seek partnerships with other companies in the industry to bring 

new therapeutics to market as well as grow. It was also announced at the conference that 

Takeda plans to acquire Adaptate Biotherapeutics, in addition to the previously announced 

acquisition of GammaDelta Therapeutics. These acquisitions are expected to be finalized in the 

first quarter of Takeda’s fiscal year 2022.  

 

In addition to highlighting company milestones and planned growth and R&D strategy, the 

company also outlined its pipeline consisting of approximately 40 clinical-stage assets as well as 

some anticipated milestones. The company is enthusiastic about its Dengue vaccine candidate, 

TAK-003, which is currently under review in endemic countries as well as in Europe, with 

expected approvals in 2022 and a potential BLA filing before the end of the year. Another 

development that we can expect to see in 2022 is a Phase III readout for TAK-755 for congenital 

thrombotic thrombocytopenic purpura. Takeda is also working toward progressing TAK-999 in 

alpha-1 antitrypsin deficiency, with a pivotal study expected in the coming years. The company 

remains focused on accelerating its pipeline, as well as enriching its pipeline through 

partnerships and targeted strategic bolt-on acquisitions. 

 

• UCB S.A. (UCB) CEO Jean-Christophe Tellier started his presentation by outlining the company’s 

focus on sustainability in its approach for business growth and societal impact. In 2021, UCB 

achieved an adjusted EBITDA of 27–28% and core earnings per share of €5.60 to €6.10. Revenue 

in 2021 was €5.45bn to €5.65bn, thanks to current core product growth and new populations 

being served. Since 2015, the company has successfully launched Briviact, Nayzilam, and 

Evenity, and, in August 2021, monoclonal antibody Bimzelx (bimekizumab) was approved by 

European regulators for treating psoriasis, which is now one of the company’s most important 

assets. On the other hand, loss of exclusivity looms for some of UCB’s assets, particularly 

Vimpat, which has a US patent expiring in March 2022. 

 

The speaker emphasized the importance of the UCB’s new 2021 partnerships, including those 

with Roche and Novartis with regard to its neurodegenerative disease pipeline. The latest 

partnership with Novartis, which occurred in December 2021, involves the asset UCB0599, a 
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potential first-in-class alpha-synuclein treatment for disease modification in Parkinson’s disease. 

If approved, commercial responsibilities will be split, with UCB being the marketing 

authorization holder in Japan and Europe, and Novartis in the US and other territories. 

 

UCB currently has 12 assets in its clinical pipeline. The company is expecting marketing 

authorization of bimekizumab in the US in the first quarter of 2022, after a site inspection is 

undertaken. Prior to launch, the drug has demonstrated superiority versus three different 

standards of care in psoriasis treatment. The drug is also in Phase III development for psoriatic 

arthritis, axial spondyloarthritis (results were released in Q4 2021), and hidradenitis suppurativa 

(data set to be released in H2 2022, earlier than expected), and UCB plans for the treatment to 

be available in five indications by 2025. Further 2022 readouts include Phase III data from 

zilucoplan (a C5 inhibitor) in general myasthenia gravis (gMG), and rozanolixizumab (an FcRn 

inhibitor) in immune thrombocytopenia. Additionally, submission for rozanolixizumab for gMG is 

expected in Q3 2022. UCB predicts these C5 and FcRn inhibitors to dramatically improve gMG 

treatment options. 

 

UCB aims to be making revenue of €6bn by 2025 and to lead in five specific patient populations, 

which comprise psoriatic arthritis, gMG, women of childbearing age, osteoporosis-related 

fractures, and focal epileptic seizures. It also wants to ensure investment in future platforms and 

the next generation of science, which will be helped by partnering with key stakeholders in 

society. There are three components CEO Jean-Christophe Tellier described which should help 

UCB reach its 2025 target of a low-to-mid-30s adjusted EBITDA margin: an improvement in gross 

margin, an increase in operating leverage, and a higher share of contribution versus share of 

revenues regarding Evenity (which was co-developed with Amgen). Beyond 2025, UCB aims to 

develop differentiated solutions for patients which include a shift from symptomatic treatments 

to disease-modifying therapies. The company claims that gene therapy is a strong strategic fit 

for UCB, and it aspires to have a pipeline made up of ~25% gene therapies by 2030. 

 

Mid Cap Companies 
 

• Long-standing CEO Richard Pops started his presentation by highlighting the company’s strategic 

priorities, before summarizing key 2021 achievements, showcasing Alkermes’s (ALKS) 

commercial portfolio, and finalizing with a review of goals for the coming year. 

 

Outlining Alkermes’s strategy, Pops highlighted clear priorities of growing the company’s 

commercial portfolio of proprietary products while advancing the pipeline of oncology and 

neuroscience candidates to drive long-term profitability. Pops was open and upfront about the 

company’s desire to penetrate new markets, namely oncology and neuroscience, which its 

pipeline now supports. Additional strategic goals included the leveraging of advanced medicinal 
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chemistry and protein engineering to continue effective evaluation of medical and economical 

product value by pursuing validated biochemical pathways.  

 

Key achievements of 2021 were covered. These included the FDA approval of Lybalvi 

(olanzapine and samidorphan) for adults with schizophrenia or bipolar disease as a maintenance 

monotherapy or for the acute treatment of manic or mixed episodes, as monotherapy or an 

adjunct to lithium or valproate. Although olanzapine is efficacious, and holds a 22% market 

share among schizophrenia therapies, it is associated with weight gain which can deter patients 

and reduce compliance. Lybalvi, however, is associated with less weight gain than olanzapine 

alone. Pops shared details of the market access strategy, which involves identifying physicians 

who initiate therapy, are familiar with olanzapine, and have a record of prescribing branded, 

oral, atypical psychiatry products. Alkermes will utilize the well-established industry connections 

of its own Aristada (aripiprazole lauroxil), an atypical, long-acting injectable product also for 

schizophrenia patients. Aristada’s own performance in 2021 was touched on, including steady 

growth over the past few years culminating in $270m revenue in 2021, with growth faster than 

that of other atypical long-acting injectables for schizophrenia. Pops also touched on clinical 

achievements, including the first-in-human Phase I studies of ALK-1140, a novel co-repressor of 

repressor element-1 silencing transcription factor (CoREST)-selective histone deacetylase 

inhibitor candidate with prosynaptic activity and broad potential in neurological disorders. 

Preclinical biomarkers have been established to inform indication prioritization and de-risk the 

asset. Alkermes ended the year with >$670m in combined product revenue, which will support 

ambitious plans for 2022. 

 

Over the coming year Alkermes hopes to execute a successful launch of Lybalvi in the US via the 

aforementioned strategy, while increasing the market share of Aristada and driving growth of 

Vivitrol in alcohol dependence disorder. In the pipeline, enrollment is anticipated for the 

ARTISTRY-6 and ARTISTRY-7 studies of nemvaleukin alfa, an FDA fast-tracked IL-2 fusion protein 

that has shown dose-dependent expansion of CD8+ T cells and antitumor activity as both 

monotherapy and in combination with checkpoint inhibitors. Elsewhere in the pipeline, a Phase I 

program for ALKS 1140 is expected to advance, while IND-enabling studies of ALKS 2680 are 

being readied to support the anticipated first-in-human study. Preclinical IL-2 and IL-18 

programs are also expected to reach key decision points.  

 

• CEO Gianfranco Nazzi shared details of the company’s background before explaining the 

rationale for focusing on medical dermatology, discussing key achievements for 2021, and 

summarizing expectations for the coming year. Almirall Pharmaceuticals (ALM) is a global 

biopharmaceutical company founded in 1943 in Barcelona, Spain, that aims to be the partner of 

choice for dermatological indications owing to its strong position in the space. Double-digit 

growth, longer life expectancy, and greater expendable income, as well as gaps in the market for 

novel therapeutics, were all cited as reasons for the pursuit of dermatology, in particular the 
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core areas of Almirall’s focus: atopic dermatitis, psoriasis, actinic keratosis, acne, and 

onychomycosis. Psoriasis is particularly key; Almirall is currently the only company with products 

covering the full patient journey. 

 

While covering the company’s performance over the previous year, Nazzi highlighted some 

financial achievements, including a total annual revenue over €800m, allowing the company to 

end the year with a market cap over €2bn, €238m EBTDA, and €165m operating cash flow. 

Almirall showed its commitment to long-term, sustainable growth with 10% of net sales revenue 

redirected toward R&D activities. Other achievements included the US and EU launch of Klisyri, 

Phase III study initiation for Seysara, and positive topline data of several late-stage trials 

studying lebrikizumab. Of particular importance was the licensing of global development and 

commercialization rights for ISB 880 in autoimmune indications from Ichnos Sciences. In 

exchange for €20.8m up front and additional milestone payments and royalties, Almirall will 

develop this novel, first-in-class anti-IL1RAP monoclonal antibody across autoimmune 

dermatology indications. An IND is being prepared for submission in H1 2022 and a Phase I study 

is planned for later in the year. Also expected in this coming year is the launch of Wynzora for 

psoriasis patients in seven EU countries and pre-submission meetings with EU regulators for 

efinaconazole in onychomycosis. 

 

Almirall’s broad strategy concerns investing in product launches to drive mid-term revenue 

acceleration while ensuring long-term innovation through pipeline development. Alongside this, 

Nazzi pointed out that the company was open to opportunistic inorganic growth, as long as a 

prudent financial position was maintained. 

 

• CEO of Aurinia Pharmaceuticals (AUPH) Peter Greenleaf started his presentation by outlining 

the company’s mission, before moving on to cover Lupkynis (voclosporin), the company’s only 

marketed product. Greenleaf then touched on commercial strategy and the current pipeline 

before finishing with expectations for the coming year. 

 

Aurinia Pharmaceuticals is a fully integrated biopharmaceutical firm with a focus on rare, 

autoimmune, kidney-related disorders. The Canadian organization has a strong presence in 

lupus nephritis but hopes to expand into other indications in the near future. In his coverage, 

Greenleaf spoke of Lupkynis, the first and only FDA approved oral therapy specifically for adults 

with active lupus nephritis, approved in January 2021 for use in combination with background 

immunosuppressive therapy. Lupkynis was designed with an eGFR-based dosing modification 

that allows tailored therapy for each patient, and unlike similar products, no serum-dose 

monitoring is required. These features have contributed to the patent protection obtained until 

2037. Data from the AURORA-1 and AURORA-2 Phase III studies were reported in 2021 and 

showed Lupkynis to have a superior renal response versus standard of care (SoC) alone, while 

facilitating rapid sustained control of proteinuria twice as fast as SoC alone. These data have 
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contributed to $22m revenue through Q3 2021, with $40m to $50m in annual revenue 

anticipated. Aurinia, with partner Otsuka, has also filed a Marketing Authorization Application 

with the European Medicines Agency, which would provide access to patients beyond the 

200,000 to 300,000 lupus nephritis patients in the US. 

 

2021 also saw the company develop its pipeline through the acquisition of two novel assets for 

under $7m: AUR200 and AUR300. AUR200 is a rapid-acting DC fusion protein that blocks B-cell 

activating factor (BAFF) and A proliferation-inducing ligand (APRIL), contributing to B-cell 

regulation in autoimmune disease. Aurinia believes this asset to have best-in-class potential and 

with proof of concept established, an Investigational New Drug (IND) application is in 

preparation for filing in 2023.  

 

AUR300 is a novel peptide that modulates the CD206 receptor highly expressed on M2 

macrophages, and is capable of decreasing fibrotic and inflammatory cytokines. Proof of 

principle has been established and an IND is being prepared for filing in 2023.  

 

Greenleaf finished his presentation by discussing the broader commercial strategy of the 

company, which involves establishing Lupkynis as SoC in lupus nephritis while improving 

diagnosis and providing best-in-class patient support through the Aurinia Alliance program. The 

company hopes to realize brand value propositions while ensuring patient access. With an 

experienced leadership team and established position in specific markets, Aurinia will look 

forward in 2022 to the anticipated approval of Lupkynis in Europe, as well as the initiation of 

ENLIGHTEN-LN, an observational study of Lupkynis-treated adults with lupus nephritis. 

 

• Jon Stonehouse, BioCryst (BCRX) CEO, began the presentation with a demonstration of the 

growth BioCryst has achieved in the past year, from an empty rare disease and drug portfolio to 

the approval and successful launch of Orladeyo, the first and only oral therapy designed for 

hereditary angioedema (HAE), in December 2021.  

 

The preliminary net revenue from Orladeyo sales reached $122m in 2021, and BioCryst expects 

the net revenue from 2022 sales to double to $250m. With a strong first year of sales, BioCryst 

believes Orladeyo is on target to become the market leader in HAE, and predicts total peak sales 

to reach $1bn.  

 

BioCryst is confident Orladeyo will reach the anticipated peak sales of $1bn through its first-to-

market advantage, positive data, and increasing reimbursement. In APeX-2, patients treated 

with Orladeyo saw an 86% reduction in HAE attack rate from baseline at week 96. Additionally, 

the improvement in quality of life attributed to the once-daily oral administration of Orladeyo 

has seen an average of 70% of patients treated with prior injectable therapy continuing with 

Orladeyo treatment for at least six months after switching. Furthermore, physicians expect 
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Orladeyo to be the top prescribed prophylactic therapy in the next 12 months. Currently, all 

major payers and pharmacy benefit managers have established coverage policies for Orladeyo, 

and BioCryst expects this to continually improve. 

 

The strong foundation for rare disease drug development is laid by BioCryst’s structure-guided 

drug design, which BioCryst has implemented for the development of pipeline therapies 

BCX9930 and BCX9250.  

 

To further its growth, BioCryst plans to focus on rare diseases such as paroxysmal nocturnal 

hemoglobinuria (PNH) and fibrodysplasia ossificans progressiva (FOP) with BCX9930 and 

BCX9250, respectively. Pivotal studies for BCX9930 are ongoing, and BioCryst expects topline 

results and a regulatory submission to be filed within the next two years. Furthermore, proof-of-

concept studies have been initiated in IgA nephropathy (IgAN), C3G glomerulopathy, and 

polymorphonuclear (PMN) patients to expand BCX9930’s commercial potential. 

 

To finish, Stonehouse reiterated that through the high sales of Orladeyo, BioCryst has the capital 

to invest in and execute further development of oral therapies in rare diseases with an unmet 

need, using its propriety structure-guided drug platform. As of September 2021, BioCryst’s cash 

flow was $204m, and it is well positioned to maintain a strong balance sheet with increasing 

sales of Orladeyo expected in the coming years. 

 

• In line with expectations, BridgeBio (BBIO) CEO Neil Kumar opened its JPM presentation with 

reassurance that the company’s unique niche on small patient populations with genetic 

conditions still holds an advantage in the field over bigger players. With a portfolio of over 15 

programs covering multiple conditions, BridgeBio promises a catalyst-rich 2022 to win back 

investors’ deflated sentiment from the disappointing acoramidis Phase III results at the end of 

2021. 

 

Having secured two regulatory approvals in 2021 with two late-stage products, BridgeBio 

reiterated its diversified pipeline with promising developments to come. Though the company 

admitted its stumble when the highly anticipated Acoramidis readout missed its primary 

endpoint of 6MWD, BridgeBio highlighted the nominally statistically significant benefits over 

placebo in KCCQ-OS, NT-proBNP, and serum TTR. The company suggested that the studied 

population may be healthier than expected, thus skewing the statistical analysis. Moreover, 

BridgeBio disclosed additional details on baseline NT-proBNP numbers, baseline KCCQ numbers, 

and serum TTR numbers. On BNP, the readout was at around 2,800 and the comparison track 

with the ATTR-ACT study was around 3,000; on KCCQ the study showed 71.4, and the 

comparison track is at 66.7; and on serum TTR both studies are in the low 20s. The company 

noted that NT-proBNP increase, KCCQ decline, and adverse event-driven death all point to 

decreases in health over time, unlike the 6MWD, as it continues to evaluate the mixed results on 



  

 

January 2022|34 

 

6MWD. No further guidance was given to the regulatory filing timeline for Acoramidis expected 

in 2022 besides the acknowledgement that the company will continue to work closely with 

regulators on the Part B portion of the study. 

 

Continuing the upbeat tone that 2022 will be an “execution focus” year for BridgeBio, the 

company continued its presentation with an overview on the progress of the PROPEL program 

for infigratinib. BridgeBio emphasized that low dose infigratinib in achondroplasia is safe and 

does not result in meaningful changes in phosphate. In the PROPEL program, all four dose 

cohorts have been cleared for safety by the DRC with data expected in mid-2022, a slight delay 

from H1 2021 guidance. Following closely is encaleret for autosomal dominant hypocalcemia 

type 1 (ADH1), which BridgeBio expects to enter a Phase III registrational program in the first 

half of 2022 with data anticipated in 2023. Moreover, the company underlined additional proof-

of-concept readouts throughout 2022 (AAV5 gene therapy for congenital adrenal hyperplasia in 

H2 2022, COL7 replacement for recessive dystrophic epidermolysis bullosa in H1 2022, and 

Ribitol for limb-girdle muscular dystrophy type 2) with a comfortable cash runway to 2024. 

Closing out, BridgeBio emphasized the strong cash position with ~$800m in hand, and access to 

up to ~$1.1bn in capital to fund the portfolio through key readouts. 

 

• Tony Coles, chairman and CEO of Cerevel Therapeutics (CERE), began the presentation by 

describing the company’s dedication to unraveling the mysteries of the brain by taking a 

differentiated approach to treating neuroscience diseases. Cerevel designs molecules that focus 

on neurocircuitry, differentiated pharmacology, and receptor sub-type selectivity to minimize 

undesirable off-target effects while maximizing activity. The company was formed in 2018 when 

Pfizer, backed by two Bain private equity funds, spun out a portfolio of pre-commercial 

neuroscience assets to launch the new entity.  

 

Following the positive results from its Phase Ib clinical trial of emraclidine (INN for CVL-231), a 

novel muscarinic M4-selective positive allosteric modulator (PAM) in adult patients with 

schizophrenia, Coles outlined details of the Phase II program expected to initiate by the middle 

of 2022 (data anticipated within the first half of 2024). Two adequately powered three-arm 

Phase II trials that will enable the full exploration of the therapeutic dose range (N=372 

schizophrenia patients per trial with acute exacerbation or relapse of psychotic symptoms and 

who exhibit baseline Positive and Negative Syndrome Scale (PANSS) total scores between 85 

and 120; trial 001: 10mg/30mg once daily and placebo; trial 002: 15mg/30mg once daily and 

placebo). The primary endpoint will be change in the PANSS total score after six weeks of in-

patient treatment. In parallel, Cerevel will be prioritizing nonclinical and clinical safety 

pharmacology studies, including hepatic and renal insufficiency studies and an eight-week 

ambulatory blood pressure monitoring trial, along with other registration-enabling studies. 

Emraclidine has the potential to become a first-in-class therapy for schizophrenia, transforming 
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the treatment paradigm by achieving antipsychotic activity while minimizing the debilitating side 

effects seen with current medications.  

 

Coles announced that the Phase I trial for darigabat (CVL-865), the company’s second most 

advanced therapeutic candidate, for the treatment of acute anxiety is complete and data are 

expected in the next several weeks. Darigabat is also being studied in an ongoing Phase II trial in 

focal epilepsy (REALIZE), with data expected in the second half of 2022. Darigabat selectively 

targets specific subunits of GABAA receptor has the potential to become a first-line and adjunct 

therapy in epilepsy with an improved side-effect profile compared with traditional 

benzodiazepines. 

 

Tavapadon, the first partial agonist for Parkinson’s disease, selectively targets the dopamine 

D1/D5 receptor with the goal of enhancing motor control and improving tolerability compared 

to standard of care. Data are expected from the TEMPO-1 Phase III trial of tavapadon for late-

stage Parkinson’s disease in the first half of 2023, and readouts for two Phase III trials, TEMPO-2 

and TEMPO-3, for early-stage Parkinson’s disease are anticipated in the second half of 2023.  

 

It was also announced that due in part to the ongoing COVID-19 pandemic, the Phase IIa 

exploratory data for CVL-871 in dementia-related apathy, originally anticipated in H2 2022, are 

now expected in the first half of 2023. 

 

Coles is confident the company has the capital necessary to continue as a therapeutic discovery 

engine of small molecules in neuroscience, targeting the significant unmet need in this market. 

 

• After 23 years at the helm of Galapagos (GLPG), CEO and founder Onno van de Stolpe gave his 

last JPM presentation for the company and will be retiring this year. Van de Stolpe began by first 

addressing the fact that the last two years have been challenging for Galapagos, referring to the 

devaluation the company faced when its share price fell by 80% after multiple rounds of 

disappointing clinical trial data made their way to the public. The search for a new CEO tasked 

with taking Galapagos in a fresh new direction seems to have concluded, with van de Stolpe 

indicating that an announcement will be made “within weeks.” The new chief scientific officer 

for the company will also be announced.  

 

The new CEO of Galapagos will inherit Galapagos’s proprietary target discovery platform, its EU 

Jyseleca franchise, a long-term collaboration with Gilead, €4.9bn in cash/cash equivalents, and a 

pipeline which now comprises only early-stage candidates after two recent late-stage failures in 

idiopathic pulmonary fibrosis and osteoarthritis. Given the large discrepancy between marketed 

Jyseleca and the early-stage pipeline assets, management acknowledged the substantial need 

for late-stage pipeline products and revealed a business development push to obtain such assets 

through in-licensing or through acquisition. Galapagos guided a FY2021 cash burn of around 
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€550m due to R&D efforts (60%) and commercial buildup of the Jyseleca program (40%), but 

management expects this figure to decrease to €350m by 2024, followed by a further reduction 

in cash burn when the Jyseleca program breaks even and becomes profitable in 2027–28. 

 

Van de Stolpe highlighted data from Galapagos’s tyrosine kinase 2 (TYK2) and salt-inducible 

kinase (SIK) (TOLEDO) programs in various autoimmune indications, as well as the company’s 

program in autosomal dominant polycystic kidney disease (ADPKD). Galapagos’s TYK2 inhibitor, 

GLPG3667, demonstrated positive clinical Phase Ib data and was found to be generally well 

tolerated despite some safety concerns with the TYK2 class. Galapagos is evaluating the drug’s 

potential in several autoimmune indications and will initiate a Phase II program this year 

depending on the FDA’s review of Bristol Myers Squibb’s TYK2 inhibitor, deucravacitinib, in 

psoriasis. While data in psoriasis and ulcerative colitis were encouraging for Galapagos’s SIK 

inhibitor, GLPG3970, results were not robust enough to continue development, and van de 

Stolpe indicated that the company will be going back to its portfolio to further develop more 

selective SIK inhibitors, such as SIK2 and SIK3 inhibitors. Together with Gilead, Galapagos 

remains enthusiastic and committed to the SIK program and believes it has unlocked a new 

targeted mechanism of action in inflammation. In ADPKD, the CF transmembrane conductance 

regulator (CFTR) GLPG2737 would address a high unmet need if eventually approved since there 

is no cure for ADPKD. Topline Phase II data for this program are expected around Q1 2023 as the 

trial, which is fully recruited, will run for an entire year.  

 

Growth optimization of Jyseleca will be a crucial objective for Galapagos moving forward. 

Company management gave additional guidance on Jyseleca’s peak, reaching €500m by the 

second half of the 2020s as an anticipated marketed drug in Europe for rheumatoid arthritis, 

ulcerative colitis, and Crohn’s disease, and a contribution margin of 50% at its peak. Galapagos 

expects to be cash flow-positive with respect to Jyseleca in 2024, and the drug has a long 

exclusivity life with patents expected to expire in 2035. 

 

• Harmony Biosciences (HRMY) has experienced growth in net annual sales of its lead asset Wakix 

(pitolisant) since its approval for treatment of narcolepsy in the US in 2019. It announced net 

sales of Wakix reached $45.6m in Q3 2020, which have now grown to $80.7m in Q3 2021 – an 

impressive 77% increase. Harmony Biosciences presented a three-pillar growth strategy to 

continue this positive trend: optimize Wakix performance, expand the clinical utility of Wakix, 

and acquire new assets to expand the company’s relatively small pipeline. Wakix’s performance 

is expected to continue to grow due to positive feedback from both HCPs and patients, and will 

likely be further improved due to the growing narcolepsy market opportunity.  

 

The company has stated that due to Wakix’s unique mechanism of action, it has potential in 

additional indications, including rare neurological disease patient populations. Wakix is currently 

in four clinical programs which are either already initiated or planned for the near future, 
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looking to expand its clinical utility to four new indications – Prader-Willi syndrome, myotonic 

dystrophy, idiopathic hypersomnia, and pediatric narcolepsy. The ongoing Phase II in Prader-

Willi syndrome is planned to release topline data in the first half of 2022, and the Phase II study 

of the drug for myotonic dystrophy patients is expected to release topline results in the second 

half of 2022. Furthermore, a Phase III trial investigating the agent in idiopathic hypersomnia is 

expected to be initiated in the first half of 2022, making this year an eventful one for Harmony 

Biosciences.  

 

The company also announced it intends to acquire a portfolio of rare/orphan neurology assets 

which it feels will have potential synergies with Wakix, and aims to leverage its existing 

capabilities and infrastructure to achieve success. It is positioned well for a potential acquisition 

of new assets, with $189.7m in cash and cash equivalents as of 30 September 2021 to fund plans 

for growth. 

 

• H. Lundbeck (LUN) provided updates across several pipelines at JPM, focusing on the company’s 

plans for investment and growth for 2022 and beyond. Outside of pipeline developments, 

Lundbeck detailed in its “Expand and Invest to Grow” strategy, through which it intends to 

optimize its business portfolio, hoping to clear its EBIT target of 25% by the end of 2024, to aim 

for a sustainable growth model over the long term. Four of its strategic brands, Abilify Maintena, 

Trintellix, Rexulti, and Vyepti, showed double-digit percentage growth in Q3 2021 despite 

setbacks from COVID-19 dynamics.  

 

Alongside pipeline investment, Lundbeck provided status updates on candidates such as Vyepti. 

The company expects over 15 product launches in 2022 following the positive CHMP opinion on 

12 November 2021 supported by results from the DELIVER trial investigating Vyepti in patients 

with migraines. The company also expects pivotal headline results for Rexulti in Alzheimer’s 

disease by the middle of 2022. COVID-19 brought challenges in recruitment for Rexulti in post-

traumatic stress disorder participants, causing Lundbeck to consider redesigning the program 

altogether. The sNDA filing for Abilify Maintena is on track for submission in the middle of 2022, 

as well as for the two-month injectable formulation.  

 

Lastly, Lundbeck announced developmental updates for two pipelines for multiple system 

atrophy and migraines. Lu AF82422 is currently being investigated in the ongoing AMULET 

proof-of-concept study, which initiated in November 2021. Change from baseline in Unified 

Multiple System Atrophy Rating Scale was indicated as the primary endpoint for 60 participants. 

For migraines, Lu AG09222 is a PACAP2 inhibitor monoclonal antibody currently being 

investigated in a Phase II trial (HOPE) that commenced in November 2021. There are 230 

participants in the trial, with the primary endpoint being the change from baseline in the 

number of monthly migraine days at Month 1. We expect future updates on both pipelines at 

upcoming health conferences. 
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• The Swiss biotech company Idorsia (IDIA) came out swinging with the first-ever approval of 

Quviviq announced days before its J.P. Morgan presentation. CEO Jean-Paul Clozel then set the 

enthusiastic tone early by highlighting the 2022 core theme of Idorsia as “ready to launch”, 

underscoring the mid-term key priority of commercializing at least three products and bringing 

sustainable profitability. These set goals are likely to capture the attention of investors, given 

that this mid-sized company transitions into commercial stage through 2022. 

 

Clozel then provided an overview of the current pipeline, noting that Quviviq is awaiting 

approval in Europe, and clazosentan is also ready for launch in Japan pending approval. In 

addition, aprocitentan, selatogrel, and cenerimod are late-stage candidates with readouts 

expected in 2022–23. Clozel explained how the catalyst-rich late-stage pipeline will play a large 

role in achieving Idorsia’s vision of sustainable profitability via innovation. With the approval of 

Quviviq capturing the primary care sector (insomnia), Idorsia aims to expand into orphan 

disease (clazosentan; cerebral vasospasm) and specialty medicine (selatogrel; myocardial 

infarction, cenerimod; SLE). Concurrently, Idorsia will also enjoy multiple milestones and royalty 

streams through partnerships and licensing of ponesimod and vamorolone. 

 

Pivoting away from the clinical pipeline, Clozel briefly outlined the launch preparation of 

clazosentan, with specialized medical science liaisons deployed since mid-2021, an established 

referral network, and expert engagement. Clazosentan is expected to be launched in the second 

quarter of 2022, with a reimbursement decision anticipated early in the quarter. Similarly, 

Quviviq’s US commercialization effort has kickstarted with a consumer activation campaign in 

partnership with Jennifer Aniston. As part of the campaign, Aniston will be featured in digital 

and television as a spokesperson for Idorsia, delineating a personal sleep story and its impact. 

Additionally, the campaign has online educational resources that explore the science behind 

insomnia and its dual impact that affects both nights and days, tips to get a better night’s rest 

and creating a sleep routine, and a community forum where people can connect with others to 

share positive sleep affirmations. Of note, Idorsia reminded investors that Quviviq is only 

available following scheduling by the US Drug Enforcement Administration (DEA) anticipated in 

May 2022. In addition, Idorsia reassured that the differentiated profile of Quviviq will offer a 

competitive edge over fellow DORA class products such as Merck’s Belsomra and Eisai’s Dayvigo, 

especially given the low somnolence rate of Quviviq.  

 

Clozel is confident that 2022 will be a transformative year as Idorsia is closer than ever to 

becoming a fully fledged biopharmaceutical company, with two products launched 

simultaneously in both the US and Japan. Closing out, Idorsia believes that the next few years 

will offer tremendous growth and higher returns to shareholders, with several opportunities in 

the company’s product portfolio. 
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• Intellia (NTLA) is a leader in the gene editing space, and was the first company to demonstrate 

systemic CRISPR gene editing in a clinical study, with Phase I data for NTLA-2001 in ATTR 

amyloidosis with polyneuropathy patients released and published in the prestigious New 

England Journal of Medicine last year. It is building a full-spectrum gene editing company, with 

both in vivo and ex vivo products in development, targeting both knockout of genes, as is the 

case with ATTR amyloidosis, and insertion of genes. While the company's products so far have 

involved CRISPR/Cas9 cleavase, last year it also unveiled a proprietary base editor, with first 

preclinical data, though it believes this technology is more suited to ex vivo editing. The 

company’s goal is to be able to deliver any therapeutically relevant edit.  

 

Other milestones for last year included dosing the first patient with NTLA-2002, another in vivo 

knockout product for hereditary angioedema (HAE), and initiating screening for the first-in-

human study of NTLA-5001, and ex vivo product for acute myelogenous leukemia. While its first 

in vivo products target the liver, they demonstrated preclinical proof of concept for in vivo 

editing of bone marrow, which could help avoid the toxicities of immune suppression for bone 

marrow transplant for ex vivo treatments. 

 

For the coming year, on the in vivo front, the company will present data in Q1 from higher dose 

cohorts for NTLA-2001, with doses of 0.7mg/kg and 1mg/kg, even though the 0.3mg/kg dose 

tested already had quite good results. This will include both safety and TTR reduction, with 

follow-up of some patients in the trial for more than 28 days. The data will be for patients with 

ATTR polyneuropathy – the trial was expanded to include cardiomyopathy patients (both 

hereditary and wild type), dosing the first such patient late last month, but the Q1 presentation 

will be too soon for data in that group. They hope to complete enrollment of the trial in 2022, 

and after a second single-dose expansion phase is completed, using a dose selected from the 

initial part, they may move directly into a pivotal trial. They also hope to present interim Phase 

I/II data from the HAE candidate in H2 2022. That study has three dose levels (starting with a 

higher dose than in ATTR as that study already showed good safety), and it is expected that the 

drug will show a major effect on prekallikrein protein and activity, which can have a major 

impact on events, though the company is not certain what will be presented, and it sounds like 

it will be starting with the first dose level. Last year, Intellia additionally nominated in vivo 

candidates for alpha-1 antitrypsin deficiency (AATD) and hemophilia B (in collaboration with 

Regeneron), and it hopes to file an IND or equivalent for the HAE candidate in 2023. These two 

drugs will demonstrate proof of concept for insertion of a gene. The company also plans to 

advance at least two new in vivo development candidates by the end of 2022. 

 

On the ex vivo front, Intellia will be enrolling patients in NTLA-5001's Phase I/IIa study, with the 

first patient expected to be dosed in the coming weeks, and will nominate its first wholly owned 

allogeneic ex vivo candidate by H1 2022. NTLA-5001 is an autologous T-cell receptor (TCR) 

immunotherapy, which an official said differed from CAR (chimeric antigen receptor T-cell 
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therapy), which it is also pursuing, because CAR is limited to targeting surface proteins, whereas 

TCR recognizes both surface and intracellular tumor antigens. On their allogeneic platform, 

officials said that current approaches rely, for example, on immunosuppression to create an allo 

activity window for efficacy, but as the immune system reconstitutes, natural killer (NK) cells are 

one of the first to appear, and will eliminate the allogeneic cells. So, their proprietary approach 

addresses all requirements for allogenicity, not only graft-versus-host disease or graft rejection 

by CD8 or CD4 T cells, but also graft rejection by NK cells, which is important for a persistent 

response. They are also selecting the cells from normal donors and leaving them fairly 

unchanged, except for using CRISPR to replace the endogenous TCRs with a single TCR, to avoid 

concerns for normal tissue toxicity and to display only one TCR, for a homogenous cell product 

with high intrinsic activity. In addition to their first allogeneic candidate, they have announced 

two partnerships, one just last week. 

 

When asked about their focus with three business development deals over the past six months, 

officials said their core focus remains on advancing therapies within their own pipeline, but 

since others have complementary abilities, they will continue to look for those types of 

opportunities that come with significant development and commercial rights. On their overall 

capabilities, officials noted that what is important is the ability to introduce as many edits, 

knockouts, and insertions, in a sequential manner using their LNP technology, avoiding 

electroporation, which can introduce random DNA breaks, and lentiviruses/retroviruses, which 

have more risk for mutagenesis. This will allow them to have a high-quality cell therapy with 

chromosomal integrity and a number of attributes that they believe will translate to efficacy and 

persistence in the clinic. 

 

• At JPM, Intra-Cellular Therapies (ITCI) put particular emphasis on the development and 

commercialization plans of its newly approved drug candidate Caplyta for bipolar depression 

and schizophrenia. Last year, the drug became the only FDA-approved treatment for depressive 

episodes associated with bipolar I or bipolar II disorder in adults as monotherapy and as 

adjunctive therapy with lithium or valproate. The efficacy of Caplyta 42mg was demonstrated in 

two Phase III studies by meeting the primary endpoint of change from baseline in the MADRS 

total score at week 6 and also by showing statistically significant improvement in the key 

secondary endpoint relating to Clinical Global Impression (CGI) of bipolar disorder. The company 

believes that these clinical trial results will be predictive of future real-world results, and that 

Caplyta will serve an unmet need in the market.  

 

Prior to Caplyta, there was only one approved monotherapy treatment in the market for bipolar 

II depression, and this was only as monotherapy. Intra-Cellular Therapies also announced a 

strong market access position, with greater than 95% of Medicare lives covered and over 80% of 

commercial lives covered. The company continues to focus on its pipeline, as progression of 

candidates including ITI-LLAI, ITI-333, lenrispodun, and ITI-1284 is expected throughout 2022.  
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The company also demonstrated a strong financial position with no current debts and 

approximately $847m of total cash, cash equivalents, and investments. This reflects cash of 

approximately $413m as of 31 December 2021 plus the net proceeds from its public offering of 

common stock completed on 7 January 2022 of approximately $433.7m, after deducting 

underwriting discounts and commissions and estimated offering expenses. 

 

• Ionis (IONS) CEO Brett Monia kicked off JPM 2022 speaking about the company’s clear vision of 

becoming a leading fully integrated biotech company that is positioned for substantial growth in 

both the near and long term. That vision will be executed because of a rich mid- and late-stage 

pipeline, its technology which is advancing at an unprecedented pace, and the firm’s strong 

financial position that allows it to invest in all aspects of the business as needed. Keys to success 

will be to build the Ionis commercial pipeline, expand and diversify technology, and deliver an 

abundance of new medicines to the market. To achieve commercial success, the company has 

several strategies in place including focusing on its core cardiovascular and neurology franchises, 

commercializing non-core assets with high probability of clinical success and attractive markets, 

commercializing medicines for both rare and broad indications, building US commercial 

excellence and establishing ex-US commercial infrastructure, and co-commercializing where 

appropriate to enable greater patient access and availability. The company has made great 

progress over the last two years via various achievements including partnerships with Sobi and 

AstraZeneca.  

 

Monia then went on to discuss three programs with near-term commercial potential. 

Eplontersen could possibly change the standard of care for patients with hereditary 

transthyretin (hATTR) amyloidosis with polyneuropathy, and also could be a blockbuster 

therapeutic. To realize the full potential of the drug, Ionis will capitalize on its highly attractive 

LICA drug profile, leverage the strengths of its co-commercialization partner AstraZeneca with 

its expertise in the cardiovascular field, and take advantage of the fact that its Phase III ATTR-CM 

study is the largest and most informative ever being done. Later this year it will announce a 

readout of Phase III data for eplontersen for hATTR amyloidosis with polyneuropathy as well as 

launch plans for the drug. 

 

Olezarsen has potential to be a first-in-class medicine to manage patients with severe high 

triglycerides (TGs), and could also become a blockbuster. There is a significant need for more 

effective treatments for high TGs, and because of olezarsen’s LICA profile it has first-mover 

advantage. The drug also offers an advantage because it targets the master regulator of TG 

levels, which is also an independent cardiovascular risk factor. The first Phase III readout is 

expected in 2023.  
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Donidalorsen is a potential best-in-class prophylactic treatment for patients with hereditary 

angioedema (HAE). There is a significant need for HAE prophylactic treatments with improved 

efficacy, tolerability, and convenience. The therapy has a differentiated LICA profile and the 

company is confident that HAE patients will switch from the current standards of care to 

donidalorsen. A Phase III data readout is anticipated in 2024.  

 

Ionis is making many advancements in technology including taking advantage of liver LICA 

medicines and combining them with new medicines, enabling potential best-in-class muscle 

LICA, and extending dosing intervals for local applications through medicinal chemistry. Its 

muscle LICA program has benefited greatly through excellent partnerships established over the 

last couple of years with Bicycle Therapeutics and Aro Biotherapeutics. Lower-molecular weight 

transferrin-receptor (TFR1) conjugates offer several advantages for drug development, and the 

program is focused on conjugate optimization for heart and skeletal muscle targets. Going 

forward, the company plans to develop additional LICA chemistries to improve potency, 

therapeutic index, enable new organs, and target new diseases. It also seeks to further optimize 

medicinal chemistry for CNS applications, create medicines that penetrate the blood-brain 

barrier, and optimize new routes of delivery such as pulmonary and ocular delivery methods. 

 

Ionis plans to achieve substantial growth by delivering transformational drugs to the market. Its 

cardiovascular franchise has four candidates in ongoing Phase III studies, four programs in Phase 

II, and two in Phase I trials. In neurology, Ionis has three Phase III programs and 11 medicines in 

clinical development (eight in Phase II). The company also has an emerging specialty-rare 

pipeline. Ionis’s partnerships and pipeline are setting up the company for substantial revenue 

growth for years to come, and it is well capitalized to ensure its financial success. Monia then 

went on to talk about many key 2022 catalysts, including data readouts for several programs, 

regulatory filings for eplontersen in hATTR polyneuropathy, study initiations for four programs, 

and technology advancements in spinal muscular atrophy and muscle LICA. Ionis is well 

positioned to become a highly successful, leading, fully integrated biotech company, and also for 

accelerated growth. It has many attractive near-term commercial opportunities and has one of 

the richest Phase III pipelines in the industry. Ionis is investing in and making great progress in 

technology to continue its leadership position in RNA-targeted therapeutics. 2022 promises to 

be a truly exciting and rich catalyst year for Ionis. 

 

• Ipsen (IPSEY) provided a general overview of its strategy and an update on its pipeline during 

JPM, highlighting progress and potential across its key areas of focus: oncology, rare diseases, 

and neurosciences. With respect to oncology, the company aims to strengthen its portfolio of 

products, including expectations for approvals in several new indications. For rare diseases, a 

deal was agreed with Genfit to exclusively license elafibranor for primary biliary cholangitis 

(PBC). The plan for neuroscience is to accelerate growth via deals to acquire new drug 

candidates and to expand the use of approved products. Seven key innovation transactions 
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were highlighted, all strengthening Ipsen’s pipeline across its key therapeutic areas. These new 

assets are in various stages of development from preclinical through to Phase III. Further deals 

are expected based on a strong financial position, with the company being on track to achieve 

€3bn for pipeline expansion by 2024. 

 

Over the first nine months of 2021, total sales growth was reported to be 12% with an operating 

margin of 34%. Sales for Ipsen were driven largely by five key brands: Cabometyx (cabozantinib) 

for renal and liver cancer, Decapeptyl (triptorelin pamoate) for metastatic prostate cancer, 

Onivyde (irinotecan liposome injection) for metastatic pancreatic cancer, Somatuline 

(lanreotide) for neuroendocrine tumors, and Dysport (abobotulinumtoxin A) for medical 

aesthetics and motor muscular disorders; corresponding increases in sales for these brands 

were 21.6%, 15.9%, 10.4%, 8.5%, and 24%, respectively. Despite these positive data, a key 

headwind will be generic competition for Somatuline, following loss of exclusivity in 2021. 

 

In 2022, the rollout of Cabometyx as a first-line therapeutic option for renal cell carcinoma will 

continue, and the company is preparing new analyses as part of the resubmission to the FDA for 

palovarotene to prevent heterotropic ossification in people living with fibrodysplasia ossificans 

progressiva. Upcoming catalysts including Phase III readouts for Cabometyx as a second-line 

treatment for non-small cell lung cancer, for Onivyde in the second line for small cell lung 

cancer, and for elafibranor for primary biliary cholangitis, which has breakthrough and orphan 

drug designation; peak sales for elafibranor could reach €500m. Phase IIb data are also expected 

for another of the new acquisitions, mesdopetam, a potential treatment for levodopa-induced 

dyskinesia in patients with Parkinson’s disease. 

 

• CEO Steven Paul focused Karuna’s (KRTX) presentation on its lead product KarXT, placing 

specific emphasis on its use within the indication of schizophrenia. The company is currently 

executing its late-stage clinical program to investigate the drug’s therapeutic potential both as a 

monotherapy and adjunctive therapy in patients with schizophrenia. There are three main 

symptom dimensions within schizophrenia syndrome, comprising positive symptoms, negative 

symptoms, and cognitive symptoms. Currently, there are no approved drugs for treatment 

across all three symptom domains, with the standard of care antipsychotics restricted to 

treatment of positive symptoms. In the presentation, Paul detailed the Phase II EMERGENT-1 

study, in which KarXT exhibited robust efficacy in the treatment of positive and negative 

symptoms, as well as improved cognitive performance observed in an exploratory analysis. 

Karuna’s excitement for KarXT is centered around its potential to treat multiple symptom 

domains and address this significant unmet need in the market. Moreover, the company 

presented on the improved tolerability profile of the drug, with KarXT lacking an association to 

weight gain, which is a common burden of the current standards of care. The promising efficacy 

results from EMERGENT-1 have been deemed by the FDA as suitable for the NDA submission, 

which Karuna anticipates to file following long-term safety data obtained from the late-stage 



  

 

January 2022|44 

 

clinical programs. The late-stage clinical programs include the initiated Phase III EMERGENT-2 

and -3 trials. These are to be followed by EMERGENT-4 and -5 for long-term and additional 

safety data to power an NDA filing. For 2022, investors can expect ongoing enrollment, with 

data expected from EMERGENT-2 and -3 within the latter half of the year. 

 

In addition to these monotherapy trials, Karuna is also evaluating its lead product as an 

adjunctive therapy in the ARISE trial, with confidence in the drug’s unique mechanism of action 

offering novel synergistic effects compared to current standards of care. The team additionally 

reported on the current clinical need for drugs with unique mechanisms of action within this 

space, which is reflected in their primary market research. The ARISE trial is expected to increase 

in participation uptake with ongoing enrollment through the upcoming year. 

 

Despite a focus on schizophrenia, the company also plans to pursue the largely untreated 

indication of dementia-related psychosis (DRP). The poor treatment paradigm for this indication 

gives the ideal opportunity for expansion into this market, and Paul recognized this, anticipating 

KarXT to have therapeutic potential for DRP in patients with Alzheimer’s disease. The initiation 

of a study to determine efficacy of KarXT in DRP treatment is expected towards the end of 2022. 

 

Karuna is well funded, with $5m as of 30 September 2021 to support its KarXT operations for at 

least 12 months following submission of an NDA. In the back end of 2021, Karuna announced a 

collaboration with Zai Lab for the development, manufacturing, and commercialization of KarXT 

in China. However, while Karuna intends to eventually seek partnerships in Japan and Europe, 

this is not the company’s focus for the upcoming year. As of now, Karuna’s efforts are centered 

on the Phase III trials, which are pivotal for the potential NDA filing, and commercialization of 

KarXT in the US. 

 

• Kymera Therapeutics (KYMR) president and CEO Nello Mainolfi addressed the company’s 

current activities and future plans in this year’s JPM discussion, leading off with a pipeline 

review. Kymera’s drug development is focused on targeted protein degradation (TPD), with an 

initial focus in immunology/inflammation and oncology. Lead program KT-474, an IRAK-4 

degrader, is in Phase I trials with partner Sanofi for multiple immune-inflammatory diseases 

including hidradenitis suppurativa (HS), atopic dermatitis (AD), rheumatoid arthritis, and others. 

Dose escalation in healthy volunteers has just been completed, with a multiple ascending dose 

trial planned. Upcoming milestones for the candidate include an open-label cohort in HS and AD 

in Q1 2022, proof of biology in patients in H2 2022, and Phase II studies in multiple indications. 

 

Mainolfi also discussed the in-house IRAKIMiD degrader program targeting MYD88MT tumors 

(Phase I KT-413), noting that this project has the potential to become the first precision 

medicine developed for MYD88-mutated cancers, including MYD88-mutant diffuse large B-cell 

lymphoma, Waldenström macroglobulinemia, and primary central nervous system lymphoma. 
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Summaries were also given for the STAT3 degrader KT-333 (peripheral T-cell lymphoma, 

cutaneous T-cell lymphoma, large granular lymphocytic leukemia, and solid tumors including 

colorectal cancer), and MDM2 degrader KT-253 for p53 WT tumors (IND filing expected in 2022). 

 

The presentation closed out with the company’s five-year plan, including having a pipeline 

positioned to deliver at least one new IND per year, at least eight clinical-stage programs, clinical 

proof of concept established in tissue selective/restricted degradation and undrugged targets, 

platform expansion to address the undrugged proteome, and the continued buildup of the 

company’s commercial organization. 

 

• Oncology-focused Mirati Therapeutics (MRTX) expects that 2022 will be an exciting and 

transformative year for the company as it transitions into a commercial-stage entity. Mirati 

demonstrated its strong position in the KRAS arena with the disclosure that the company 

completed the NDA submission of adagrasib for second-line non-small cell lung cancer (NSCLC) 

in Q4 2021.  

 

With competitor Amgen’s Lumakras approved in May 2021 on a 35% ORR, CEO David Meek 

proposed that adagrasib is poised to be a leading brand in KRAS-mutated NSCLC, with a 

confirmed 43% ORR based on central independent review in the KRYSTAL-1 study, despite 

Amgen’s first-to-market advantage. Furthermore, adagrasib’s clinically differentiated profile 

remains Mirati’s selling point as the company seeks to optimize long-term value with multiple 

combinations. Further monotherapy data on adagrasib are expected to be disclosed in the 

second quarter of 2021 ahead of the commercial launch. Also ahead of the launch, the company 

noted that it is seeking data on adagrasib’s clinical activity in NSCLC patients with brain 

metastases. On the commercial front, Mirati reported that its oncology team is ready to 

mobilize given approval, with cross-functional and integrated teams in place, including medical 

affairs, sales management, market access, and R&D.  

 

Rounding out the presentation was an overview on sitravatinib. Mirati reiterated that the Phase 

III SAPPHIRE interim OS readout is expected in the second half of 2022 and will be able to 

support the regulatory filing given positive results. Of note, the SAPPHIRE study is powered for 

3.5-month OS benefit when comparing sitravatinib and nivolumab to docetaxel alone. Due to 

this, Mirati expected to establish the sitravatinib and nivolumab combination as the new 

standard of care of checkpoint inhibitor failure. On related KRAS updates, the company also 

highlighted the potential IND filing in 2022 planned for MRTX1133, a KRAS G12D inhibitor, as a 

successor of adagrasib. 

 

Aside from an overview of adagrasib and sitravatinib in NSCLC, Mirati stresses that the company 

will clarify the next steps for tumor selection in the first half of 2022. Many of Mirati’s 

compounds are ready to enter the clinic, with MRTX1719, an MTA-cooperative PRMT5 inhibitor, 
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taking the lead with its IND submitted in 2021. The company also accentuated a strong cash 

position with $1.2bn in cash, cash equivalents, and short-term investments, excluding additional 

net proceeds of ~$475m from a November 2021 follow-on offering. 

 

• Neurocrine Biosciences (NBIX) enters 2022 as a neuroscience-focused biopharmaceutical leader 

with multiple FDA-approved treatments for tardive dyskinesia, Parkinson’s disease, 

endometriosis, and uterine fibroids. In addition, the company’s clinical programs span multiple 

therapeutic areas within the under-addressed neurological, endocrine, and psychiatric spaces. 

Notably, net product sales for the third quarter of 2021 were $287m, with GAAP net income of 

approximately $23m. With sales forecasts lagging industry projections, Neurocrine saw a 

dramatic selloff of stocks from which it is still recovering. Since Q3 2021 earnings were released, 

organizational changes have included the appointment of Jude Onyia as chief scientific officer, 

who previously spent 25 years at Eli Lilly with contributions to 60 clinical candidates leading to 

seven approved medicines.  

 

While prior quarter financials were lacking in comparison to projections, there is a lot to be 

excited about when assessing Neurocrine’s pipeline. The company has hit blockbuster status 

with Ingrezza (valbenazine), with roughly $1.1bn in annual sales since approval in patients with 

tardive dyskinesia. Late-stage assets include Ingrezza in the areas of Huntington’s disease and 

schizophrenia (both Phase III), and NBI-74788 for the treatment of congenital adrenal 

hyperplasia (Phase III). Following positive topline results of Ingrezza for the treatment of 

Huntington’s disease from the pivotal KINECT-HD study in December 2021, Neurocrine is in 

prime position for a supplemental filing to the FDA planned for 2022. Additionally, NBI-74788 

has demonstrated encouraging Phase II dose responses in adults with congenital adrenal 

hyperplasia, and the Phase III program is under way.  

 

At JPM, Neurocrine confirmed 2022 as the timeframe for a supplemental regulatory filing of 

Ingrezza for chorea in Huntington’s disease. 2022 will also see notable Phase II data releases for 

NBI-827104 in essential tremor and continuous spikes and waves during sleep (CSWS). Looking 

forward to 2023, high-impact registrational topline data releases are slated for crinecerfont in 

congenital adrenal hyperplasia (adults and pediatrics), Ingrezza in dyskinetic cerebral palsy, and 

Ingrezza in the adjunctive treatment of schizophrenia. Overall, Neurocrine has carved out a 

noteworthy portion of the neurology space and is priming for multiple shots on goal in the space 

over the next few years. 

 

• With a focus on brain health as a next frontier of innovation, Sage Therapeutics (SAGE) shared 

its vision for 2022 and beyond. With the 2021 US economic burden of cognitive and motor 

diseases, and depressive disorders being approximately $551bn and $784bn, respectively, Sage 

Therapeutics CEO Barry Greene highlighted the urgent need for innovation in these two areas, 

and the strategic position held by Sage. With compounds in planning or evaluation, as well as 
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development across three franchises of depression, neurology, and neuropsychiatry, Sage is 

taking strides in expanding its portfolio beyond Zulresso, a compound approved for postpartum 

depression in 2019. Its leading pipeline asset, zuranolone, is in Phase III development with two 

ongoing pivotal trials, one for postpartum depression (SKYLARK) and one for major depressive 

disorder (MDD). The SHORELINE study in MDD already announced positive data at the 12-month 

mark, where in the zuranolone 50mg cohort, most patients who responded to an initial 14-day 

course received only one two-week course of treatment, and nearly 80% received only one or 

two treatment courses in total. In addition, zuranolone demonstrated improvements in mental 

health domains, as well as physical and general health domains, and Sage is planning two Phase 

III readouts as well as an NDA submission in the next 24 months. Sage has indicated that it plans 

an NDA filing in the second half of 2022. 

 

Data from the zuranolone trials also indicate a possible role for the drug in the MDD population 

that experiences elevated anxiety, a segment representing up to 66% of the MDD population, 

who experience a prolonged and severe disease course and significant unmet need, thus 

increasing the drug’s commercial potential. 

 

During JPM, Greene also offered an update on Sage’s plans for SAGE-718, currently in 

development for Huntington’s disease, which has been gained FDA fast track designation status, 

and with plans for further development in Parkinson’s disease and Alzheimer’s disease. The 

SAGE-718 clinical program outside of Huntington’s disease now includes two Phase II trials in 

Parkinson’s disease (PARADIGM, enrolling; and CNP-202, starting mid-2022) and two Phase II 

trials in Alzheimer’s disease (LUMINARY, completed; and CAN-202, planned late 2022). The 

presentation also included an update on SAGE-324, an agent with activity in essential tremor 

(ET) which has now been included in the 324-ETD-202 Phase II study recruiting patients with 

moderate to severe ET. 

 

With a goal to become the leader in brain health, Sage is well positioned for possible 

commercial success. 

 

• CEO Saqib Islam focused on SpringWorks’ (SWTX) lead candidates nirogacestat and 

mirdametinib. The company expects multiple late-stage opportunities, with first approval 

expected in 2023 and two marketed products expected by 2025. Nirogacestat has received fast 

track and breakthrough therapy designations from the FDA and an orphan drug designation 

from both the FDA and European Commission. The company announced near-term commercial 

opportunities in desmoid tumors with its ongoing Phase III DeFi trial building on consistent 

clinical activity observed in two earlier studies. Islam highlighted the potential of this drug to 

become a cornerstone of BCMA combination therapy in multiple myeloma, with seven current 

collaborations representing all major modalities. Furthermore, expansion opportunities in 
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additional indications are expected to be announced at the company’s forthcoming R&D day. 

Topline results from the Phase III DeFi trial are expected in early 2022.  

 

The company also highlighted the progress of mirdametinib. The drug has been granted an 

orphan drug designation for neurofibromatosis type 1 (NF1) by the FDA and European 

Commission, and fast track designation for NF1 with plexiform neurofibromas (NF1-PN) by the 

FDA. The ongoing Phase IIb ReNeu trial in NF1-PN is fully enrolled, and further monotherapy and 

combination studies are ongoing in NF1-PN, low-grade glioma, breast cancer, RAS/RAF-mutated 

solid tumors, and other indications. 

 

The company is currently in a strong financial position with $480.6m in cash, cash equivalents, 

and marketable securities, and no debt. Islam also emphasized the focus of 2022. This includes 

executing late-stage development programs for nirogacestat and mirdametinib, with a positive 

readout from the DeFi study expected to yield a first FDA-approved therapy for desmoid tumor 

patients, along with building commercial infrastructure to support first potential commercial 

launch in 2023 and enhancing its exclusivity position through regulatory designations and IP 

portfolio development. The company also expects to expand its portfolio of opportunities as a 

partner of choice to industry and academia, and to maintain a strong financial position with a 

disciplined capital allocation strategy and multi-year cash runway. 

  

• Vir’s (VIR) CEO George Scangos opened up the presentation with a broad history of the 

company, outlined achievements for 2021, and predictions for the coming year. An update and 

overview on Vir’s current pipeline was also provided. Of note, sotrovimab, the company’s 

therapeutic created in response to the COVID-19 virus, was authorized by the FDA for an EUA 

for IV administration in May 2021, and the company has since provided 750,000 doses to 

patients in 2021 and brought in $1bn in revenue. With the high unmet need in this area, Vir 

predicts this number will be much higher in 2022. The company also has plans to submit an EUA 

application for intramuscular administration of this therapeutic imminently. With the revenue 

brought in from sotrovimab, the company hopes to advance its other therapeutics forward in 

the pipeline and also bring potential therapeutics into preclinical development. 

 

Outside of COVID-19, Vir continues to focus on creating prophylactics and therapeutics to target 

areas of high unmet need like hepatitis B, influenza, and HIV. The company’s financial 

performance in 2021 puts Vir in a solid position to advance its other therapeutics through the 

pipeline. Antiviral treatment VIR-2218 is being developed and studied in partnership with Gilead 

and Brii Biosciences in combination studies with therapeutics including VIR-3434, BRII-179, PEG-

IFN-a, and GS-9688 + nivolumab. The company is also focused on its influenza candidate VIR-

2482, and plans to advance the therapeutic to Phase II this year. The last pipeline candidate 

focused on in the presentation was VIR-1111, which is currently being developed as a preventive 

treatment for HIV. There is a Phase I study ongoing, and the company expects results this year. 
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Overall, Vir had a successful year for growth and development in 2021, with the performance of 

sotrovimab in COVID-19 treatment leading the way. Amid the Omicron variant, the demand for 

treatments will only increase, paving the way for another year of solid performance for the 

company. 

 

Small Cap Companies 
 

• For the past seven years, Agios (AGIO) has been pioneering research based on pyruvate kinase 

(PK) activation. Through this research, the company is now on the brink of its first drug approval, 

with mitapivat for PK deficiency. Mitapivat, an orally available small molecule activator of PKR, 

has a potential US FDA approval and launch for adults with PK deficiency in February 2022, and a 

potential European Medicines Agency approval by the end of the year. With no other approved 

drugs available to treat PK deficiency, Agios is set to dominate the market if the regulatory 

bodies approve use of the drug. In addition, Agios has plans to initiate two Phase III trials of 

mitapivat in pediatric patients with PK deficiency in mid-2022, likely with the aim to expand the 

population base to the pediatric patient group. Mitapivat is also in Phase III development for 

thalassemia and Phase I development for sickle cell disease (SCD), with positive data across the 

board in all indications. Agios expects to receive approval for mitapivat across all three 

indications by 2026.  

 

In 2020, Agios only had four trials running in the Phase I–III stages. In 2021, Agios boasted nine 

clinical trials across Phase I–III, and in 2022 Agios plans to continue this trend through initiating a 

number of other trials, most notably with AG-946, a next-generation PKR activator for the 

treatment of myelodysplastic syndrome (MDS) and SCD. The company aims to deliver a new IND 

drug candidate every one to two years, and by 2026 aims to have five drug candidates in Phase 

I–III development across 10 indications. All factors combined, this will lead to strong growth and 

a positive cash flow if Agios succeeds with its plans for the next four years. 

 

• Alpine Immune Sciences (ALPN) CEO Mitch Gold spoke to this year’s JPM audience about the 

company’s three clinical-stage programs that have come out of Alpine’s Directed Evolution 

Platform, which converts native immune system proteins into differentiated multi-targeted 

therapeutics. In partnership with AbbVie, Alpine has ALPN-101, a dual ICOS/CD28 antagonist, in 

Phase II studies for lupus. The partners believe this project has potential to be first-in-class, as 

there are currently no other candidates in development targeting both CD28 and ICOS. The 

company received a $45m milestone payment from AbbVie in 2021 and could see an additional 

$760m under the deal, assuming AbbVie exercises an outstanding option. Also in trials is the 

immuno-oncology candidate ALPN-202, a CD28 costimulator and dual checkpoint inhibitor that 

is being studied in both monotherapy trials and combination studies with Merck’s Keytruda 
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(pembrolizumab) for tumors that do not respond to current checkpoint inhibitors. Expansion 

cohorts for high PD-L1-expressing tumors and cutaneous melanoma are planned. 

 

Gold also discussed ALPN-303, the project that he noted helped attract investors to the firm in 

2021. ALPN-303 is a dual B-cell cytokine antagonist designed to inhibit both BAFF and APRIL. 

Healthy volunteers are currently being enrolled for a Phase I trial with the TACI FC fusion protein 

in lupus, with data from this study expected during H1 2022. Potential basket studies are also 

being planned in renal, dermatological, neurological, and hematology indications.  

 

In reviewing 2021 activity, Gold mentioned the company’s December partnership with Horizon 

Therapeutics, which involves the development of up to four preclinical projects generated from 

Alpine’s discovery platform. Horizon paid $35m up front and could hand over another $1.5bn in 

milestones. In addition to that upfront payment, Alpine also completed a $91m private 

placement. Looking to the future, Alpine notes that the company has a sufficient cash runway to 

fund operations through 2023 ($220m in cash and investments on record prior to the Horizon 

upfront) and looks forward to key data readouts from programs as well as continued 

relationships with its strategic partners. 

 

• ALX Oncology (ALXO) president and CEO Jaume Pons opened the presentation with an overview 

of the company’s immuno-oncology pipeline, led by CD47 blocker evorpacept (ALX148). 

Designed to work in combinations with antibodies, checkpoint inhibitors, and chemotherapy, 

evorpacept demonstrated a consistent tolerability profile and its clinical data showed promising 

initial activity in studies in solid tumor indications such as gastric (GC) and gastroesophageal 

junction (GEJ) cancers and head and neck squamous cell carcinoma (HNSCC), as well as trials in 

hematologic malignancies, including myelodysplastic syndromes (MDS) and non-Hodgkin’s 

lymphoma (NHL). 

 

Pons highlighted several in-progress ALX148 trials, specifying clinical efficacy and safety data 

observed in various combination studies. A brief overview of financial highlights indicates the 

company’s current cash and equivalents of $385m is expected to provide a cash runway into 

2024. A significant portion of the presentation included a comprehensive summary of the 

science and mechanisms behind the asset. 

 

Touting 2021 as a busy year, Pons emphasized AXL’s initial readout of ASPEN-02 (a Phase Ia trial 

in combination with azacitidine) in MDS; its updated Phase Ib trial data of ASPEN-01 in GC/GEJ 

(in combination with Herceptin [trastuzumab]) and HNSCC (in combination with rituximab); and 

initiations of Phase II randomized HNSCC trials ASPEN-03 (in combination with Keytruda 

[pembrolizumab]) and ASPEN-04 (in combination with pembrolizumab and 5FU chemo + 

platinum chemo), and ASPEN-05 (a Phase Ia acute myeloid leukemia [AML] trial with venetoclax 

and azacytidine). 
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Pons also updated a few timelines for ongoing or planned evorpacept studies. First, ASPEN-06, a 

Phase II/III trial of ALX148 in combination with Herceptin + Cyramza (ramucirumab) + paclitaxel 

in HER2+ GC and GEJ, expected to initiate in 2022, with Phase II results anticipated in 2023. A 

readout of the Phase Ib ASPEN-02 MDS dose optimization trial is predicted this year. A readout 

of the Phase Ia ASPEN-05 AML trial is expected in 2023. Readouts of the Phase II ASPEN-03 and 

ASPEN-04 HNSCC trials are both expected in 2024. 

 

In 2022, ALX will focus on driving clinical development, with continued expansion of immuno-

oncology activity across tumor types; expected milestones of the ALX-148 programs; ongoing 

collaborations (to evaluate a combination of Zymeworks’ zanidatamab in breast cancer was 

mentioned); and investigator-sponsored trials in NHL. Pons also indicated ALX plans to advance 

its preclinical pipeline, briefly referencing the company’s March 2021 collaboration with Tallac 

Therapeutics, in which it gained ALTA-002, a toll-like receptor agonist antibody conjugate for 

solid tumors. ALX anticipates filing an IND for ALTA-002 in solid tumors in 2023. When asked in 

the Q&A session to provide more detail on future collaborations, Pons indicated ALX would zero 

in on mechanisms in combination with anticancer antibodies, antibody-drug conjugates, and 

checkpoint inhibitors potentially in colorectal or head and neck cancers. ALX’s CMO, Sophia 

Randolph, elaborated that the three areas of study in the short-term would likely be anti-cancer 

antibodies, checkpoints, and small molecules. 

 

• Amarin’s (AMRN) stock had a dramatic dive in 2019–20, as it was unable to block generics for its 

flagship product Vascepa entering the US market, and has continued to languish. While 

president and CEO Karim Mikhail said in the presentation that the company continues to expect 

supply constraints for generics to limit their growth to a gradual pace, which has helped Vascepa 

maintain a majority market share, he seemed to acknowledge that is quite uncertain, so they 

have to be prepared to react to whatever happens, including an authorized generic if need be. 

They are expanding internationally, including Europe where they have 10 years of exclusivity, 

and have some go-to-market efforts which have shown some preliminary signs of success, but 

even with an announcement at the conference that they will be developing a fixed-dose 

combination with a statin, there appears to be little excitement about the company’s prospects. 

 

Vascepa did still have ~$575m in unaudited US sales in 2021, the first full year of generics, with 

the second generic launched during the year. Mikhail acknowledged, though, that the ~$580m 

in total company revenue for the year was a ~5% decline, and their last quarter of 2021 had an 

8% decline compared to Q2 2021. Nevertheless, he said while revenues in the last quarter were 

around $140m, they felt that is still encouraging, given the challenges around COVID-19. 

Vascepa maintained 80% of the segment in the last few months through November 2021, albeit 

down from 86% for the 11 months ending then. One of their strategies is a go-to-market 

transformation, with a smaller field force (from ~700 to 300 reps), given current conditions with 
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COVID-19, but investments instead in omnichannel marketing, where they reached 150,000 

physicians in the last quarter, though they were not full engagements. Mikhail said their target 

audience before, even with the larger field force, was only 70,000 physicians. In addition, as of 

December 2021, 40% of commercial/Medicare Part D lives had Vascepa as the exclusive IPE 

product, which they will continue to work on. At the pharmacy level, they were losing many CV 

risk patients because the pharmacy itself switched them to generics. So last quarter they 

partnered with BlinkRx, an end-to-end digital-first prescription fulfillment channel, to facilitate 

patients starting and remaining on Vascepa. He noted that the generics do not have an 

indication for CV risk reduction (just triglyceride lowering), though we doubt that will make 

much difference to providers. There did appear to be some early signs that the go-to-marketing 

was having an effect, with Mikhail saying that Vascepa was back to a new-to-brand Rx level that 

they have not experienced since the first generic was introduced, though it is not yet at pre-

COVID-19 levels (8,000 NTBRx versus 12,000 pre-COVID-19) and part of the recent growth was 

due to growth of the segment overall. Nevertheless, he acknowledged that data were quite 

preliminary and they needed to see longer-term trends. 

 

Another part of their strategy is international expansion. In Europe, they have gained approval 

with a broader label than in the US. They have recently launched in Germany, albeit for private 

prescribing. Mikhail noted that Germany is fairly traditional in terms of marketing, and digital 

marketing is not that entrenched yet, unlike the Nordic countries and Spain. They will build their 

own infrastructure in the major European markets, but will only hire a sales force in countries 

when close to reimbursement. In other European markets, they are using partners. In 2022, they 

expect reimbursement decisions in up to eight European countries, with launch in up to six, and 

filing the next wave of market access dossiers in five. Mikhail said that they expect their net 

price in Europe to be similar or higher than what it is in the US, though over years, in Europe, 

prices can only decrease, not increase. In other geographic areas, where they are also using 

partners, launches have included Canada (coverage so far only in the private sector) and the 

Middle East, with a decision in China expected in H2 2022 – though in Q4 2021 they received a 

supplemental notice requesting additional technical data and information. They plan to gain 

access to an additional ~20 countries. 

 

The final leg of the strategy is portfolio diversification, where the company announced the 

development of a fixed-dose combination with a statin. However, Mikhail would not say which 

one and acknowledged that there are technological difficulties putting together solid and liquid 

forms. 

 

• Hamza Suria, CEO of AnaptysBio (ANAB), a clinical-stage biotechnology company developing 

first-in-class immunology therapeutic products, presented the company’s plan to tackle 

inflammatory and immuno-oncology diseases using novel antibodies. AnaptysBio is confident in 



  

 

January 2022|53 

 

the capital efficient business model it has built and anticipated ~$600m in cash and cash 

equivalents by the end of 2021. 

 

AnaptysBio’s main focus with its wholly owned pipeline has and will continue be on 

dermatological inflammatory diseases mediated by interleukin-36 (IL-36). Three assets are 

currently in the clinic, with imsidolimab entering into the Phase III GEMINI 1 and 2 studies for 

generalized pustular psoriasis (GPP) in Q3 2021. Imsidolimab is also being investigated in acne 

vulgaris in the ACORN trial and in hidradenitis suppurativa in HARP, with topline results 

expected in H1 and H2 2022, respectively.  

 

Having shown promising efficacy and safety in GPP, the move into moderate-to-severe acne 

vulgaris is a large market opportunity associated with IL-36 signaling. PD-1 inhibitor rosnilimab is 

currently under investigation in alopecia areata in a Phase II study which was initiated late 2021. 

Pipeline asset ANB032 is being studied in a Phase I study in inflammatory diseases and topline 

data are anticipated in the first half of 2022. 

 

Lastly, through a relationship with GlaxoSmithKline, AnaptysBio has earned significant revenues 

from royalties on PD-1 inhibitor Jemperli. Pipeline partnerships for the future include 

cobolimab, a TIM-3 inhibitor, and TSR-033, a LAG-3 inhibitor. Following its approval in April 

2021, GSK expects Jemperli annual sales to peak at $1.4bn–2.8bn, with investigations into 

multiple oncology indications underway. Aside from earning 8% royalty on Jemperli annual 

global sales of <$1bn and 12–25% royalty on global sales >$1bn in aggregated milestones, 

AnaptysBio also earned 1% on Zejula’s global net sales. 

 

• bluebird bio (BLUE) CEO Andrew Obenshain utilized the J.P. Morgan presentation to review 

late-stage therapies in the pipeline and summarize efficacy and safety findings supporting 

current or future filings to the FDA. The company is particularly encouraged by three candidates 

nearing the market: beti-cel for beta thalassemia (PDUFA date of 20 May 2022), eli-cel for 

cerebral adrenoleukodystrophy (PDUFA date of 17 June 2022), and lovo-cel for sickle cell 

disease (targeting BLA submission in the first quarter of 2023). In the short-term, bluebird is 

focusing on growth in four general categories: enabling a more effective mobilization process (in 

collaboration with Magenta Therapeutics), reducing severe side effects of conditioning (in 

collaboration with Gilead), cryopreservation, and suspension LVV development. In the long-

term, the company plans to maximize future growth by bolstering core ex vivo LVV programs 

with the application of an in vivo LVV technology platform.  

 

Financially, bluebird ended 2021 with a cash balance of $442m (including ~$46m in restricted 

cash) and anticipates less than $400m of cash burn in 2022. Moving forward, the company is 

focused on cash preservation following wind down of EU operations (~100 employees) and 

revenue generation via the potential sale of beti-cel and eli-cel priority review vouchers 
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(estimated between $150m and $200m in non-dilutive cash inflow). In total, bluebird bio has set 

itself up well financially with potential cash runway into 2023, and commercially with two 

PDUFA dates and a potential beta thalassemia launch in 2022. 

 

• Newly public Caribou Biosciences (CRBU) is a clinical-stage biopharmaceutical company 

dedicated to applying a novel CRISPR platform toward the development of next-generation, off-

the-shelf genome-edited cell therapies in oncology with enhanced persistence. The inclusion of 

DNA in genome guides with the company’s CRISPR hybrid RNA-DNA, or chRDNA (pronounced 

“chardonnay”), improves the specificity of genome editing over first-generation CRISPR/Cas9. 

With strong IP, over 50 issued US patents, including seven US patents covering chRDNA 

technology, and $435m in cash, the company is well founded to invest in its programs. 

 

Strategically, the company is using its genome editing in two ways. Firstly, through checkpoint 

disruption, using genome editing to knock out PD-1 in order to prevent premature CAR-T 

exhaustion and maintain high anti-tumor activity for a longer period of time. This has been 

demonstrated preclinically. The second strategy is immune cloaking, in which the technology is 

used to manipulate HLA class I presentation to get rid of all the endogenous class I presentation 

and further engineer the cells so they are only decorated on their surface with HLA-E, one of the 

minor antigens. The goal of these modifications is to prevent both the patients’ T-cells and the 

patients’ NK cells from rapidly rejecting the therapy. Caribou president and CEO Rachel Haurwitz 

believes they are the first to put an allogeneic CAR-T into the clinical stage with a PD-1 knockout 

and will be the first to use this immune cloaking strategy in the clinic. 

 

Haurwitz detailed preclinical and discovery data from four wholly owned programs based on the 

two platforms that comprise allogeneic CAR-Ts for hematologic malignancies and allogeneic 

CAR-NKs for solid tumors. Lead program CB-010, anti-CD19 CAR-T cells with PD-1 knockout, is in 

an ongoing Phase I ANTLER study in r/r B-NHL, with initial data expected this year. CB-011 is 

Caribou’s anti-BCMA CAR-T which uses immune cloaking with the goal to enhance persistence 

and is on track for an IND filing this year. CB-012 targets CD371 for AML and is on track for an 

IND filing next year. The manufacturing for the company’s allogeneic CAR-NK platform to treat 

solid tumors is started with iPSCs that are edited with NK cells with anti-tumor potential. Target 

selection for the first program from the latter platform is CB-020, for which target selection will 

be announced this year. Additionally, there are two CAR-T programs under collaboration with 

AbbVie. Beyond oncology, potential applications of the technology further afield include in vivo 

genome editing and other ex vivo applications, like editing iPSCs which can translate to a wide 

variety of clinical applications. 

 

• Clovis Oncology’s (CLVS) president and CEO, Patrick J. Mahaffy, began his presentation with an 

outline of the company’s current successes, plans for future development, and commitment to 

achieving long-term financial stability.  
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Mahaffy indicated that the company plans to drive revenue growth through label expansion of 

Rubraca (rucaparib), already commercialized in the US and Europe for ovarian and prostate 

cancers. Clovis anticipates the biggest data year yet for the oral, small molecule PARP inhibitor, 

with three topline Phase III data readouts expected during 2022. Data from the ATHENA Phase 

III study in the first-line maintenance treatment ovarian cancer setting (monotherapy versus 

placebo) are expected in Q1. Data from a second Phase III ATHENA trial, Opdivo (nivolumab) 

versus Rubraca monotherapy, are expected in the second half of 2022. A readout for the 

Rubraca TRITON3 Phase III trial in second-line mCRPC in patients with BRCA and ATM mutations 

is anticipated in the second quarter of 2022. 

 

Targeted radionuclide therapeutics is an emerging new therapeutic class of drugs to treat cancer 

patients, and Mahaffy stressed Clovis Oncology’s commitment to be the leader in the space. 

Through its partnership with 3B Pharmaceuticals, the company is developing a pipeline of 

targeted radionuclide therapies. FAP-2286 (fibroblast activation protein) is a potent and 

selective FAP-targeting agent with a promising preclinical profile for PTRT. FAP-2286 LuMIERE is 

the first study of a PTRT targeting FAO to enter clinical development. Enrollment in the Phase I/II 

LuMIERE study of FAP-2286 is ongoing, with initial clinical data presentations expected in 2022. 

 

Mahaffy closed with an overview of the company’s current financial position and key strategy 

elements to achieve financial stability, including ongoing cost containment efforts and prudent 

use of capital. The ongoing COVID-19 pandemic and the consequent reduction in ovarian cancer 

diagnoses and treatments continues to impact Rubraca sales in both the US and Europe 

($35.5m–$36.1m estimated global product revenues in Q4 2021 compared to $43.3m for Q4 

2020). However, the company remains optimistic that anticipated readouts this year will hasten 

the label expansion to drive Rubraca revenue. With reduced R&D spend on Rubraca, Clovis plans 

to dedicate financial resources to its targeted radionuclide therapy.  

 

• Cyteir (CYT) CEO Markus Renschler opened the presentation with a general history of the 

company since its founding in 2012. He noted that they raised $230m from investors in 2021, 

which they plan to use to progress their lead candidate further into their current Phase I/II study 

and also identify lead compounds for new targets they plan to add to their development 

pipeline. Overall 2021 was a productive year for Cyteir, advancing the CYT-0851 program by 

completing the Phase I dose escalation and presenting Phase I data at ASCO, nominating two 

new targets, and raising investor funds to ensure the company can continue to grow. In 

addition, the Phase I chemotherapy combination cohort has been initiated as well as the Phase 

II monotherapy expansion cohorts for this trial. Lastly in relation to this trial, the company 

provided the first update of data since their initial presentation at ASCO in June 2021. At the 

data cutoff on 15 November 2021, 73 patients were dosed, and 46 were response-evaluable. 

The clinical activity in solid tumors by RECIST showed 34 patients were response-evaluable, with 
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one unconfirmed PR (sarcoma), 16 patients with stable disease, and a 50% disease control rate. 

Clinical activity in lymphoma as shown by the Lugano criteria showed 12 patients as response-

evaluable, with one complete response, one partial response, and one patient with stable 

disease. Overall CYT-0851 has shown to be a well-tolerated small molecule and is in a good 

position to progress to a registrational study and potentially achieve blockbuster status. 

 

The presentation was closed with an outline of future anticipated milestones for 2022 through 

2023. The combination portion and monotherapy portion of the company’s Phase I/II study for 

CYT-0851 continue to progress, with expanded cohorts initiating through the year. The company 

also plans to establish two new lead compounds for different targets, one of them including 

RAD51, and announce them this year. The company is cash funded through 2023, which should 

put them on track to meet their goals for the year. If milestones are met in 2022, the company 

plans to initiate a registrational study for CYT-0851 in 2023. 

 

• Having successfully completed an initial public offering in March 2021, netting the clinical-stage 

biopharmaceutical company Edgewise Therapeutics (EWTX) $188.2m of 12.65 million shares, 

CEO Kevin Koch focused his presentation on 2022 key catalysts and goals particularly regarding 

Edgewise’s lead candidate, EDG-5506. The Phase I drug (Duchenne muscular dystrophy [DMD]) 

is an orally administered allosteric, selective, fast myofiber (type II) myosin small molecule 

inhibitor designed to arrest muscle fiber breakdown in muscular dystrophy patients, thus 

limiting the subsequent inflammatory and fibrotic response while promoting muscle integrity 

and physical function. Future development milestones of the EDG-5506 program along with 

other preclinical pipeline programs will be aided by the company’s capital position; the 

company’s year-end cash balance was $290m with no debt, along with 49.3 million in common 

outstanding shares.  

 

Edgewise will be using these proceeds to complete key expected near-term milestones which 

include the initiation of a Phase II trial to evaluate EDG-5506 in Becker muscular dystrophy 

(BMD) and a BMD open label trial interim readout by June 2022 which will include durability 

data. In the second half of 2022, the company aims to initiate a Phase II dose-ranging study in 

DMD and will select a novel cardiac muscle candidate for the potential treatment of 

hypertrophic cardiomyopathy. 

 

Based on EDG-5506’s novel mechanism of action, the company believes the drug can be 

potentially disease modifying for both DMD and BMD patients as it is designed to address the 

root cause of muscular dystrophy by halting muscle damage due to the lack of functional 

dystrophin. Although later-stage data are needed to fully evaluate EDG-5506’s potential, 

preclinical evidence has been encouraging to company management, with the drug 

demonstrating significant improvements in three different in vivo disease models. Furthermore, 

topline results from the MAD portion of a first-in-human Phase I clinical trial indicated a well-
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tolerated drug with preliminary evidence of a dose dependent, selective inhibition of fast 

skeletal muscle fibers. Biomarker studies looking specifically at those representing muscle 

damage were found to decrease significantly following treatment with EDG-5506. 

 

Although Edgewise management did not provide future revenue guidance given the early 

development of the drug, they expect the market opportunity to be substantial. EDG-5506’s 

mutation-agnostic mechanism of action should allow for its combination with all major classes 

of drugs in development for DMD, suggesting the drug can be utilized at all lines of therapy, 

including the lucrative first line. Additional future potential indications for EDG-5506 include 

BMD, limb-girdle muscular dystrophy, and McArdle disease.  

 

Preclinical programs in Edgewise’s portfolio include EDG-6289, EDG-002, and EDG-003, which 

are being developed for spasticity/neuromuscular disorders, cardiac indications, and 

neuromuscular disorders, respectively. 

 

• In his opening remarks, Sheldon Koenig, Esperion Therapeutics’ (ESPR) president and CEO, 

outlined the company’s transformation over the past year into a global cardiometabolic biotech 

led by its two oral non-statin LDL-cholesterol (LDL-C) lowering medicines launched in the US in 

Q2 2020 and now approved in more than 30 countries: once-daily Nexletol (bempedoic acid) 

and Nexlizet (bempedoic acid/ezetimibe) combination tablet, both indicated as adjuncts to 

statin therapy. 

 

In October 2021, Esperion announced financing and a restructuring with a newly implemented 

strategy to optimize organizational and commercial engagement processes and secure long-

term growth with a shift towards a greater digital and virtual outreach. Koenig notes that 

although the restructuring resulted in the reduction of workforce by 40%, the drop in 

operational expenses during 2021 and 2022 is expected to generate an estimated annualized 

cash savings of at least $80m. Koenig emphasized the company’s strong financial position as it 

enters 2022, with $309m in cash and preliminary Q4 2021 revenue estimated at $12m–$12.5m. 

Other money expected down the road is a potential $1.2bn in milestones from its 2019 Daiichi 

collaboration (Europe), updated last year to include Asian territories, as well as a possible 

$600m from its 2020 partnership with Otsuka for Japan. 

 

A primary goal for Esperion is to advance its global clinical study CLEAR (Cholesterol Lowering via 

Bempedoic acid, an ACL-Inhibiting Regimen) Outcomes, a randomized, double-blind, placebo-

controlled, Phase III cardiovascular outcomes trial (CVOT) of bempedoic acid. On track to 

conclude by year end, CLEAR is expected to substantially accelerate adoption of Nexletol and 

Nexlizet. Esperion announced the achievement of 85% completion of major adverse cardiac 

events (MACE) accumulation in December 2021, 5–8 weeks ahead of schedule, and anticipates 

100% accumulation in H2 2022, followed by topline data in Q1 2023. It foresees an additional 
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indication in reducing risk of cardiovascular events and a post-CVOT label modification to 

primary and secondary prevention. Following the CLEAR readout, the current patient population 

of 8 million is expected to grow to 19 million.  

 

Looking to the future, Esperion expects to lean on both commercial capabilities and the 

advancement of its preclinical pipeline assets (with an R&D day set for H2 2022), including a lead 

identification in H1 2022 and a potential oral PCSKi IND submission in H2 2022. Further out, it 

anticipates a possible sNDA submission for Nexletol in H2 2023 as well as a potential CV risk 

reduction indication label extension in H1 2024. In growing the pipeline beyond bempedoic acid, 

Koenig referenced the company’s preclinical oral PCSK inhibitors as well as next-generation ACL 

inhibitors with an MOA to potentially address additional therapeutic areas such as oncology, 

NAFL, NASH, kidney disease, and neurological disorders. 

 

• From a successful initial public offering in 2021 netting $118.6m, Finch Therapeutics (FNCH) 

focused its presentation on the potential of its microbiome therapeutics and growth 

opportunities in 2022. CEO and co-founder Mark Smith first highlighted Finch’s differentiated 

discovery process using its machine learning-based platform, with proof-of-concept clinical data 

leveraged to guide product design and de-risk development. This method enabled Finch to be a 

unique company with both complete and targeted approaches for developing microbiome 

therapeutics. CP101, Finch’s lead candidate, is a complete consortium in Phase III development 

for treating patients with C. difficile infections (CDI). In the Phase II PRISM 3 study, CP101 

demonstrated superiority over standard-of-care antibiotics in a broad population, including first 

CDI recurrence and PCR diagnosed population. Additionally, CP101 showed a strong relationship 

between CP101 engraftment and clinical outcomes in PRISM3. Future development of CP101 

along with other programs will be well supported with an anticipated cash runway into mid-

2023. The currently ongoing Phase III PRISM4 is expecting topline readout in the first half of 

2023, which could also serve as a second pivotal trial to support a BLA filing.  

 

Based on CP101 complete consortia design, Finch believes it has potential for a broad pipeline 

expansion. Although Finch is focusing its effort on the initial CDI setting, the company reported 

that CP101 has potential in addressing HBV infection endpoints. The company reported that 

with multiple clinical studies with other microbiota transplantation showing improved HBV 

pathology, Finch is evaluating a proof-of-concept study in HBV in 2022. The Phase Ib study is 

expected to read out in 2022, which will inform Finch on further development of CP101 in HBV.  

 

Turning attention to more immediate updates, CEO Mark Smith reiterated the expansion of the 

partnership with Takeda for new targeted consortia in inflammatory bowel disease. With 

Takeda taking the lead on the development of the TAK-524 (formerly FIN-524) program in 

ulcerative colitis, Finch is confident in the power of its ML platform for targeted consortia. 

Combining both complete consortia and targeted consortia approaches, Finch introduced a new 
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compound, FIN-211, intended for autism spectrum disorder (ASD). As a hybrid approach to 

restore broad community function and target specific pathways, enriched consortia FIN-211 is 

designed to address both gastrointestinal (GI) and behavioral symptoms of ASD. Finch revealed 

positive pre-IND FDA feedback that FIN-211 can proceed directly to the pediatric ASD 

population, and demonstrating benefit for either GI or behavioral symptoms could support a 

BLA filing.  

 

CEO Mark Smith concluded the presentation by noting that Finch will continue its momentum by 

seeking partnerships for its machine-learning drug discovery platform and expanding the 

breadth of its microbiome therapeutics pipeline. 

 

• By 2024, Forma Therapeutics (FMTX) aspires to be a leader in rare hematologic diseases and 

cancers, and additionally aims for its research pipeline to deliver one IND every other year; the 

next IND is expected about a year from now. The company has a growing portfolio of three 

clinical-stage, wholly owned molecules: etavopivat, FT-7051, and olutasidenib. Forma is 

particularly interested in protein kinase R (PKR) activation in hemolytic anemias and transfusion 

medicine (sickle cell disease [SCD] and thalassemia) and myelodysplastic syndrome (MDS) with 

refractory anemia, which all have significant unmet need and large market potential ($7bn and 

$4bn, respectively). For a large part of this presentation, president and CEO Frank Lee focused 

on etavopivat development in SCD and the potential of FT-7051 in prostate cancer. 

 

In etavopivat, the company has a potential foundational, disease-modifying therapy for SCD. The 

drug is designed to significantly improve red blood cell health without autoinducing metabolism 

and requires convenient, once-daily dosing. The positive Phase I results comprise the first 

comprehensive red blood cell dataset in SCD. As well as improving red blood cell lifespan, the 

drug produced a significant and sustained hemoglobin increase over 12 weeks and was well 

tolerated (although two treatment-related SAEs were reported). Compared to prior history, the 

rate of volatile organic compounds (VOCs) resulting in hospitalization was 68% lower while on 

treatment. Of note, etavopivat produced benefit on top of existing therapies. The Phase II/III 

Hibiscus study is ongoing and has enrolled ~344 adult and adolescent patients who will be 

treated over a 52-week period. 

 

FT-7051 targets the N-terminus of the androgen receptor (AR), as opposed to the C-terminus in 

existing therapies, via CBP/p300 pathway to address resistance, including the androgen receptor 

splice variant (AR-V7). This is associated with decreased binding of CBP/p300 to chromatin, the 

reduction of AR stability and chromatin remodeling, and a decrease in AR transcriptional 

activity. The drug showed a good safety profile; treatment-emergent adverse events were mild 

to moderate, with no events leading to discontinuation. The first evaluable patient (treated for 

more than 90 days) showed an >80% prostate-specific antigen response by week 16. Analysis of 
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the target engagement biomarker in surrogate tissues suggests pathway modulation at the 

exposures tested. Dose escalation is continuing, and the next update is anticipated in mid-2022. 

 

Looking forward, the company believes it is well on its way to becoming a leader in rare and 

hematologic disease and cancers. In terms of etavopivat, Forma will report initial thalassemia 

data in 2022 and a pediatric study in SCD is planned to start this year. Furthermore, it 

anticipates starting a low-risk MDS trial this year, and an NDA is being prepared for olutasidenib 

in acute myeloid leukemia. An R&D day is planned in the first half of 2022 to showcase its 

research pipeline. Finally, the speaker announced a >$500m cash runway through to the third 

quarter of 2024. 

 

• Frequency Therapeutics (FREQ) is a clinical-stage biotechnology company focused on restoring 

function – first in hearing loss and then in multiple sclerosis – by developing therapeutics that 

activate a person’s innate regenerative potential within the body. David Lucchino, CEO of 

Frequency, reviewed milestones for its Phase IIb study of FX-322, the near-term clinical plan for 

its second hearing restoration candidate (FX-345), and selection of a lead candidate for its 

multiple sclerosis (MS) program at the 2022 J.P. Morgan Healthcare conference.  

 

The Phase IIb study of FX-322 is expected to complete patient enrollment in the third quarter of 

2022, with data readout in the fourth quarter of 2022 or the first quarter of 2023. Results from 

this trial will be pivotal in determining FX-322’s path forward, especially following disappointing 

Phase IIa results released in March 2021. Phase IIa results were disappointing on two fronts. 

First, the lack of a dose-response relationship with the escalating four-dose schedule was 

concerning, and the company provided no clear explanation for this other than the four weekly 

injections created a “biologically unfavorable environment.” Second, unexpected improvements 

in word recognition (WR) in the placebo group were explained as poor clinical trial design, which 

does not inspire confidence. It was explained that bias was introduced to the placebo group by 

disclosing to potential participants that a WR deficit was needed at baseline for inclusion in the 

study, causing participants to artificially suppress baseline scores and ensure entry. 

 

In an attempt to diversify its pipeline and add potential revenue generators, Frequency has 

added a second regenerative program focused on regrowth of sensory cells to address 

additional sensorineural hearing loss patient types. Frequency plans to commence a Phase Ib 

program in the second half of 2022, with data readout anticipated in the first half of 2023. 

Furthermore, the company has selected a lead candidate for its MS remyelination program. 

Coded as FREQ-162, single doses of the compound induced high levels of oligodendrocyte 

differentiation and remyelination in vivo. A clinical program in MS is anticipated to start in 2023. 

 

Financially, Frequency begins 2022 in a solid position with $160.5m in cash and cash 

equivalents, with runway into 2023. The ex-US partnership that is ongoing with Astellas for FX-



  

 

January 2022|61 

 

322 also has potential for significant milestone payments and royalties, including payments up 

to $625m, which included $80m up front. 

 

• Global Blood Therapeutics (GBT) is a biopharmaceutical company dedicated to the discovery, 

development, and delivery of treatments for people with blood-based disorders, with an initial 

focus on sickle cell disease (SCD). At the J.P. Morgan 2022 conference, the company provided an 

overview of clinical data and real-world experience supporting approval of Oxbryta (voxelotor), 

additional details on pipeline candidates, and an overview of their financial position. GBT is in a 

solid position moving into 2022, with $416.8m on the balance sheet as of 30 September 2021, 

excluding a net ~$384m from financing activities in the fourth quarter of 2021. The company’s 

financial position is bolstered by the FDA-approved treatment Oxbryta, which received a label 

expansion in December 2021 for SCD in children aged four to less than 12 years, and is currently 

awaiting MAA approval in Europe. Due to the positive efficacy and safety profiles seen in clinical 

testing and real-world data combined with the recent label extension, blockbuster status for 

Oxbryta is in sight over the coming 3–4 years. Adding potential value to the company, 

inclacumab is in multiple pivotal Phase III studies as part of the THRIVE program (chronic 

prevention protocol and acute-readmission protocol). Additionally, GBT601 rounds out GBT’s 

clinical programs following a successful Phase I study, and a Phase II study is expected to initiate 

in the first half of 2022. Overall, GBT positions itself well within the SCD competitive landscape 

with Oxbryta, and will only benefit from additional launches and reimbursements. 

 

• Immunocore (IMCR) CEO Bahija Jallal outlined the company’s launch strategy for the approval 

of its first drug, tebentafusp, which is set to be the first T-cell receptor (TCR) therapy to make it 

to market. The company remains confident in the TCR technology platform and believes it may 

have broader applications in a wide range of tumors compared to other technologies like 

monoclonal antibodies. Jallal recapped on clinical trial data for tebentafusp (GP100-targeted 

TCR) which was associated with strong progression-free survival in patients with uveal 

melanoma. Following the strong data, Immunocore has received a number of accolades 

including fast track designation from the FDA and EMA accelerated assessment. Current 

timelines indicate that the drug will gain approval in the US in Q1 2022 (PDUFA is in February) 

and European approval in Q2. Additionally, Immunocore has submitted regulatory filings in the 

UK and Canada, as well as partnering with Medison Pharma to commercialize its product in 

Eastern Europe and the Middle East. Despite its lack of experience, Immunocore remains 

confident of its launch strategy and expects to gain significant uptake throughout 2022. 

 

Additionally, the company is investigating other targets for its TCR platform, with officials 

highlighting strong data for its clinical assets targeting MAGE-A4 and PRAME. In the meeting, the 

company unveiled two new candidates. While the names and targets of the candidates were not 

disclosed, candidate 4 is expected to show strong potential against solid tumors and candidate 5 

is targeting colorectal, gastric, and pancreatic tumors. There was some mention of the 
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development of TCR therapies targeting infectious disease, with Immunocore expecting early-

stage readouts for HIV and HBV in 2022. Additionally, the company expects to advance its 

autoimmune and inflammatory disease assets into development in the near future. 

 

• After a successful 2021, ImmunoGen (IMGN) expects to complete its transition to a fully 

integrated oncology company with the anticipated approval of mirvetuximab soravtansine later 

this year. ImmunoGen is developing the next generation of antibody-drug conjugates (ADCs) to 

improve outcomes for cancer patients with a commitment to “target a better now” – disrupting 

the progression of disease with well-tolerated targeted therapies. CEO Mark Enyedy 

summarized the pathway ImmunoGen hopes to take in 2022, in its mission to becoming a fully 

integrated commercial oncology company, starting with an approval for mirvetuximab in 

platinum-resistant ovarian cancer, before moving into broad ovarian cancer populations. 

Additionally, ImmunoGen expects an approval of IMGN623 in blastic plasmacytoid dendritic cell 

neoplasm (BPDCN) and data from earlier-stage candidates, IMGN936 and IMGN151, in 2022. 

 

One of the most significant advancements seen in 2021 was with leading pipeline therapy 

mirvetuximab. After the failure of the Phase III FORWARD trial, mirvetuximab demonstrated 

positive topline data in the pivotal SORAYA trial in folate receptor alpha (FRa)-high platinum-

resistant ovarian cancer patients. Data from SORAYA are anticipated to support an FDA 

regulatory submission in Q1 2022 for an accelerated approval by the end of the year. European 

approval is expected to follow, after randomized control data are collected in MIRASOL. 

Following approval, ImmunoGen plans to develop mirvetuximab as the standard of care for FRa-

high, platinum-resistant ovarian cancer patients, later pursuing further investigation in 

platinum-sensitive disease, with a label expansion expected in 2024. Furthermore, GLORIOSA 

and TRIAL 420, both initiating in 2022, will investigate mirvetuximab combinations in platinum-

resistant and platinum-sensitive ovarian cancer, respectively. ImmunoGen announced that it has 

partnered with Roche Diagnostics for FRa screening.  

 

2022 will also bring with it anticipated advancements in ImmunoGen’s pipeline portfolio. 

IMGN151 is a next-generation anti-FRa ADC, IMGN632 is a CD123-targeted ADC granted 

breakthrough designation by the FDA, and IMGC936 is a first-in-class ADAM9-targeting ADC. 

Compelling preliminary data for IMGN632 + venetoclax + azacitidine in acute myeloid leukemia 

and IMGN632 monotherapy in BPDCN were presented at ASH 2021. IMGC936 is being 

investigated in a dose escalation Phase I study in solid tumors, with data anticipated in 2022, 

and an investigational new drug application has been submitted for IMGN151. 

 

Lastly, despite having strong financials throughout 2021, ImmunoGen plans to strengthen its 

balance sheet through discovery and partnerships, bringing with it lower risks and pipeline 

expansion. 
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• Infinity Pharmaceuticals (INFI) CEO Adelene Perkins focused largely on the potential of 

eganelisib (IPI-549), a first-in-class, oral, once-daily, selective phosphoinositide-3-kinase gamma 

(PI3K-γ) inhibitor, being developed as a treatment for various malignant tumors with high unmet 

need. One way that cancers can suppress the body’s immune system is through tumor-

associated (M2) macrophages blocking T cells from attacking malignant cells in the tumor 

microenvironment. Eganelisib works by reprogramming M2 macrophages (myeloid derived 

suppressor cells) via PI3K-γ inhibition to become M1 macrophages that provide anti-tumor 

activity by stimulating activation and proliferation of T cells.  

 

Infinity has initiated the MAcrophage Reprogramming in Immuno-Oncology (MARIO) program to 

facilitate development of eganelisib in association with leading innovators in the immuno-

oncology space, Roche/Genentech and Bristol Myers Squibb (BMS). Perkins highlighted the poor 

prognosis for patients with metastatic triple-negative breast cancer (mTNBC) and metastatic 

urothelial cancer, where checkpoint inhibitors have offered limited benefit, especially for those 

patients without the key checkpoint programmed cell death ligand 1 (PD-L1). One key aspect of 

the program is a platform study involving cohorts of 20–40 patients that will allow for more 

rapid identification of diseases where macrophages limit the effectiveness of current treatment 

options. Other indications in which eganelisib is being investigated include urothelial cancer, 

renal cell cancer, and squamous cell cancer of the head and neck. 

 

Results thus far for eganelisib are encouraging. The MARIO-3 trial, designed in collaboration 

with Roche to mirror the IMpassion130 trial of Genentech’s Tecentriq (atezolizumab) plus BMS’s 

Abraxane (paclitaxel) in mTNBC, showed that the additions of eganelisib to Tecentriq and 

Abraxane did not result in an increase in treatment discontinuations. Moreover, paired tumor 

biopsy data demonstrated decreases in M2 cells and tumor cells and increases in M1 and T cells, 

all reflecting the activity of eganelisib. In addition, there was an increase in the expression of PD-

L1 in the majority of patients with data available, irrespective of PD-L1 status at baseline. 

Overall, 88% of participants had a reduction in tumor volume. The median progression-free 

survival (PFS) was 7.3 months based on a median duration of treatment of 9.6 months; in 

comparison, the PFS for the IMpassion130 trial was 5.6 months. In the MARIO-275 trial, 

eganelisib was evaluated in combination with BMS’s Opdivo (nivolumab) versus Opdivo alone in 

patients with advanced urothelial carcinoma. The latest data from this trial demonstrated a 

significant 42% reduction in the risk of death with the combination of eganelisib plus Opdivo 

versus Opdivo alone (median overall survival [OS]: 15.3 versus 7.9 months). 

 

The registration MARIO-4 trial for eganelisib will be a double-blind, randomized, controlled trial 

evaluating the addition of eganelisib to treatment with chemotherapy and a checkpoint 

inhibitor involving patients with PD-L1 positive and negative mTNBC, with PFS and OS endpoints. 

Discussions with regulatory bodies regarding the protocol for this trial are ongoing, but Perkins 

said that the study is expected to commence before the end of 2022. With respect to the 
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financial situation of the company, it was reported that cash reserves stood at $80.7m as of 31 

December 2021, and are expected to be between $25m and $35m by year end. This may have 

some influence on when and how Infinity decides to engage in closer partnerships with other 

companies working in this area. Although Infinity owns 100% of the rights to eganelisib at 

present, company representatives noted that the potential scope for development of eganelisib 

could require additional human and financial capital for their aims to be fulfilled. 

 

• Ironwood’s (IRWD) lead asset, Linzess, which is approved for adult IBS-C/CIC patients and was 

developed in collaboration with AbbVie, has demonstrated strong growth since its approval in 

2012. Net US sales revenue for Linzess is expected to exceed $1bn in 2021, $350m of which 

Ironwood expects to receive in 2021 as its share of the profits. Ironwood announced that it 

expects Linzess demand to grow in 2022 through patient activation, payer access, and lifecycle 

management opportunities.  

 

Ironwood is also expanding its pipeline, keeping its focus on gastrointestinal-related diseases by 

studying new agents CNP-104 and IW-3300, as well as investigating Linzess in pediatrics in hopes 

of receiving a label expansion. CNP-104 received fast track status from the FDA on 10 January 

2022, and the first Phase II study investigating its safety and efficacy in primary biliary 

cholangitis patients is expected to initiate imminently. Topline data readouts are expected in 

2023. IW-3300 is a second new pipeline molecule, which Ironwood is investigating in interstitial 

cystitis/bladder pain syndrome. An IND has been accepted by the FDA and the clinical study is 

expected to be initiated in Q1 2022.  

 

Looking forward to 2022, Ironwood believes Linzess US net sales growth will continue, albeit at a 

slower rate than in 2021, and total Ironwood revenue will slightly increase from $390m–$410m 

in 2021 to $420m–$430m in 2022. Furthermore, EBITDA is expected to increase from over 

$230m in 2021 to over $250m in 2022. 

 

• Focusing on the Jounce Therapeutics (JNCE) principle of “the right immunotherapy to the right 

patients”, CEO and president Richard Murray led the discussion with an overview of the 

company’s Translational Science Platform. The discovery platform utilizes a bioinformatics 

approach in looking at different immune cell types within the tumor environment to identify 

new mechanisms. Jounce recognizes primary or acquired resistance of PD-L1 as a challenge as it 

pursues its goal of driving new, innovative biomarker-enabled first-in-class programs forward to 

address unmet medical need. 

 

The Jounce pipeline consists of therapeutic interventions aimed at different key immune cell 

types. The lead program, JTX-8064, is a highly selective and potent IgG4 antibody to LILRB2 with 

the potential to reverse PD-(L)1i resistance. The Phase I INNATE study is designed to 

demonstrate as proof of concept the ability of JTX-8064 to reprogram macrophages to enhance 
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T-cell responses, assessing eight cohorts in seven different tumor types. The mono and 

pimivalimab combination dose-escalation and expansion study establishes safety, 

pharmacokinetic properties, receptor saturations, and clinical benefit. Data will be released in 

2022, preferably at a scientific meeting to be determined. In addition, expansion studies and 

biomarker data will also be disclosed this year. 

 

Murray indicated that the company intends to release clinical data on the SELECT biomarker 

selection study in the second half of 2022. It is a Phase II study of the PD-1 inhibitor JTX-4014 

alone and in combination with Jounce’s vopratelimab, an ICOS agonist, in biomarker-selected 

subjects with metastatic NSCLC after one prior platinum-containing regimen.  

 

There has been much progress with Jounce’s discovery programs. The company is committed to 

advance multiple new targets through the discovery pipeline with a goal of an IND every 12–18 

months. The focus is to build out mono-specific agents to many of the myeloid inhibitors, and bi-

specifics that couple two of the mechanisms into one antibody molecule from mono-specific 

binding components. The most recent development is moving the new JTX-1484 (anti-LILRB4) 

into IND-enabling studies to advance towards a 2023 IND filing.  

 

Murray closed the presentation with a brief financial summary. Jounce has a strong balance 

sheet cash runway through Q3 2023, excluding any potential milestones that may come into the 

company. The year-end cash guidance for 2021 is expected to be $220m, and a gross cash burn 

of $115m–$130m is anticipated for 2022. 

 

• Lexicon Pharmaceuticals (LXRX) CEO Lonnel Coats focused his presentation on Zynquista 

(sotagliflozin), the company’s dual inhibitor of SGLT-1/SGLT-2 which is currently under FDA 

regulatory review for heart failure in patients with type 2 diabetes, and has a PDUFA date of 30 

December 2022. If approved, Zynquista will be the company’s sole marketed product in the US 

(Zynquista is currently approved in the EU for type 1 diabetes). Coats reviewed results from two 

positive Phase III trials, SCORED for patients with chronic heart disease and SOLOIST for patients 

with recent worsening heart failure. The presentation outlined several factors that differentiate 

Zynquista from other SGLT inhibitors. First, it is the only inhibitor active on SGLT-2, which may 

explain why it reduced the risk of fatal or non-fatal stroke in addition to reducing the risk of fatal 

or non-fatal myocardial infarction (both post hoc endpoints in SCORED). Second, in both 

SCORED and SOLOIST, Zynquista showed efficacy across the entire spectrum of left ventricular 

ejection fraction. Third, and most importantly, if approved, Zynquista will be the only SGLT 

inhibitor with a label recommending use for patients with worsening heart failure as well as the 

first therapy for heart failure patients with preserved ejection fraction (which represent over 

half of all heart failure hospitalizations). Coats noted that heart failure is marked with acute 

episodes requiring hospitalization, with 25% of patients readmitted to hospital within 30 days 

and 65% of patients readmitted to hospital within a year. With hospitalization and readmissions 



  

 

January 2022|66 

 

accounting for 80% of heart failure related costs, there is a strong incentive for insurers to 

reduce hospitalization. Coats also highlighted the new European Society of Cardiology (ESC) 

guidelines which have added SGLT inhibitors as one of the four pillars of care and have moved 

SGLT inhibitors to front-line treatment in combination with a beta blocker. Also highlighted was 

that in the new ESC guidelines, only Zynquista was specifically named for treatment of 

hospitalized heart failure patients.  

 

During the Q&A session, Coats said they will look for a partner for the ex-US market but that 

they are committed to going alone in the US market. The presentation included a slide showing 

that a concentrated subset of 8,000 cardiologists dispense approximately 60% of total 

prescriptions. Lexicon thinks these cardiologists, which are concentrated geographically, can be 

targeted by a field force of less than 100. Coats said that if Zynquista has good uptake, they may 

then partner with companies that make MRA and ARNI therapies. Lexicon forecasts Zynquista 

sales to peak at approximately $800m.  

 

Also discussed during the presentation was LX9211, an oral small molecule inhibitor of adaptor 

protein 2-associated kinase (AAK1), a new target for neuropathic pain. Two Phase II studies are 

expected to read out in H1 2022. One study is enrolling approximately 300 US patients with 

diabetic peripheral neuropathic pain while the other is enrolling 74 patients with postherpetic 

neuralgia at 20 sites globally. Results from these studies will guide further development.  

 

Finally, Lexicon ends the year with $152.3m in cash and investments, and a debt of $11.6m.  

 

• With the approval of Livmarli in 2021 for Alagille syndrome (ALGS), Mirum Pharmaceuticals 

(MIRM) CEO Chris Peetz emphasized Mirum’s strong position in the rare disease space with 

unfettered access to a ~$500m opportunity in ALGS. In addition, Mirum preannounced the total 

net product revenue from the sale of Livmarli for the fourth quarter of 2021 to be approximately 

$3m, driven by direct-to-patient dispensed prescriptions (40% free drug through patient 

assistance program). Peetz remains confident with the consensus estimates and expects 

continued growth throughout 2022. Of note, Mirum reported an estimate that >90% of covered 

lives in the US have a reimbursable pathway as of January 2022, and this will help convert free 

drug to reimbursed. Upcoming commercial milestones for Livmarli include the potential launch 

in Europe in the second half of 2022.  

 

Touching on R&D endeavors, Mirum announced that the company had completed recruitment 

for the Phase III MARCH study of Livmarli in progressive familial intrahepatic cholestasis (PFIC), 

and topline data are expected in the second half of 2022, a slight delay from the previously 

guided Q2. Furthermore, Livmarli proof-of-concept data for biliary atresia remain on track for 

2023. Moving away from Livmarli, Mirum noted that data from the Phase IIb OHANA study of 

volixibat in intrahepatic cholestasis of pregnancy and Phase II VISTAS study in primary sclerosing 
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cholangitis are anticipated in the second half of 2022, potentially de-risking Mirum’s pipeline 

further. In addition, the Phase II VANTAGE study in PBC is actively enrolling patients. 

 

Mirum closed out the presentation with an emphasis on its strong balance sheet, with a 

projected 3+ years runway and an estimated $261.5m in cash and cash equivalents. Importantly, 

Mirum did not exercise the option on Vivet’s two gene therapy programs, resulting in R&D 

savings in 2022 and 2023. Mirum also noted the company has completed a sale of priority 

review voucher for Livmarli for $110m in 2021, with Janssen as the disclosed buyer. With a 

milestone-heavy year in 2022, Mirum is seeking to penetrate the ALGS patient population and 

encroach on the PFIC space as it transitions to a commercial-stage rare disease company. 

 

• For Myovant Sciences (MYOV), J.P. Morgan was a conference in which to reiterate the strength 

of the company in their industry. CEO David Marek opened his presentation by stating that 2021 

was a year of notable achievements. From a commercial standpoint, for calendar-year 2021, 

Myovant had approximately $65m of net product revenue. From a patient impact standpoint, 

Myovant’s Orgovyx, Myfembree, and Ryeqo products saw success. Over 11,000 men with 

advanced prostate cancer were treated with Orgovyx, approximately 1,400 women with uterine 

fibroid were treated with Myfembree, and Ryeqo was launched in 11 countries since July 2021. 

 

From a clinical development standpoint, the company released additional supporting data for 

some of its program pivotal trials, including data from the LIBERTY trial in patients with uterine 

fibroids and SPIRIT LTE in patients with endometriosis. From a regulatory standpoint, 

achievements in 2021 include the approval of Myfembree by the FDA, approval of Ryeqo by the 

EC and MHRA, acceptance of an sNDA for endometriosis, and acceptance of an MAA for 

prostate cancer. 

 

Marek also provided some guidance regarding the objectives for 2022, stating that the focus of 

the company continues to be commercial execution, through the driving of growth of Orgovyx 

and Myfembree, and pipeline expansion, which included clinical activities for some of its 

programs (MVT-062) and the submission of supplemental approval applications in uterine 

fibroids and endometriosis. It was also mentioned that new business development opportunities 

in urology, oncology, and women’s health will be a focus for the company.  

 

Important milestones for 2022 were also discussed. These milestones are the approval decisions 

by the FDA (endometriosis PDUFA date of 6 May 2022) and the EC (prostate cancer decision 

date of mid-2022), and the submission of supplemental marketing applications, including a 

Myfembree FDA submission on LIBERTY data for the uterine fibroid indication and an Orgovyx 

EC submission for the endometriosis indication. Further guidance is likely to be shared during 

the upcoming third fiscal quarter 2021 earnings conference on 26 January 2022. 
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• Mike Favet, CEO of epilepsy-focused NeuroPace (NPCE), gave an update on the company’s plans 

for their commercially available neuromodulation system that delivers electrical pulses to the 

brain to prevent seizures. After the battery-powered RNS System is surgically implanted in the 

skull, it monitors brain electrical activity in real time and the neurostimulator delivers brief 

pulses of stimulation when it detects activity that could lead to a seizure, as well as collecting 

diagnostic information that can be used by physicians to optimize therapy for individual 

patients. On that last point, the company released an insight forum that makes the recorded 

data actionable for treating physicians. As a surgical battery-based implant, the device would 

need to be surgically replaced and NeuroPace has submitted labeling to allow for increased 

longevity for the neurostimulation system to about a decade. 

 

Of the 3.4 million patients in the US living with epilepsy, a third are unable to control their 

disease with medication. That drug-resistant population represents about 1.2 million patients, 

about half of which can be served by NeuroPace’s RNS System currently. Annually, about 50,000 

drug-resistant epilepsy patients make it to a comprehensive epilepsy center seeking advanced 

treatment. There are about 200 of these centers in the US, thus streamlining the commercial 

model for NeuroPace with a targeted customer base. The company has increased the centers 

implanting their device to 150 in 2021. Of the 50,000 drug-resistant epilepsy patients admitted 

to these centers, about half meet NeuroPace’s annual core market opportunity as they comprise 

adults with focal epilepsy. However, the company has initiated enrollment in an investigational 

device exemption study for adolescents with focal epilepsy and plans to expand into generalized 

epilepsy, the other major type of epilepsy. The company expects to enroll the first patient into 

the generalized epilepsy study mid-year as they are working through the study start-up process. 

NeuroPace estimates that the adult focal epilepsy market in the US, for which the RNS System is 

currently indicated, is worth about $1.1bn, while the same indication for pediatrics and 

adolescents is worth another $270m. Expansion into generalized epilepsy opens another $900m 

market for the company. 

 

Favet pointed to the preliminary revenue of over $45m in 2021 released a day ahead of the 

presentation, representing 10% growth over 2020 and a 20% increase in the initial implant 

revenue, a main driver of the business. This is despite headwinds driven by COVID-19, which 

include delayed or postponed scheduling of implant procedures as well as reduced admissions 

to epilepsy monitoring units that would recommend the RNS System. The company is working 

on increasing awareness to generate more demand in light of COVID-19. NeuroPace is working 

on targeting the increasing number of epileptologists practicing outside of level 4 

comprehensive epilepsy centers, while also expanding the direct-to-patient and digital 

marketing efforts. 

 

• ORIC Pharmaceuticals (ORIC) enters 2022 in a strong position to continue building value. For 

the company, 2021 was a year focused on providing evidence to support further development of 
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its current drug pipeline, which the company clearly achieved as all data presented on the 

pipeline demonstrated strong evidence in safety, activity, and property profiles. For this reason, 

presenter CEO Jacob Chacko characterized 2021 as a year with substantial progress and 2022 as 

a year with potential for value building. 

 

Chacko continued on to provide guidance on ORIC-101, including an overview of its studies with 

enzalutamide in prostate cancer and nab-paclitaxel in solid tumors, and detailed 2022 expected 

milestones, which include data readouts on these two trials during the first half of 2022. 

 

An overview on the company’s other active programs was also presented by Chacko during the 

conference. For the ORIC-533 program, information on the ongoing Phase Ib trial in r/r multiple 

myeloma was discussed and a data readout on this trial was announced to occur in the first half 

of 2023. 

 

For the ORIC-114 and ORIC-944 programs, information on the achievements in 2021 were briefly 

touched on, with the major achievement being the filing of CTAs during the fourth quarter. 

Chacko also announced milestones expected for these programs, which included the 

announcement of an expected data readout for each program’s corresponding Phase I trial, 

anticipated to occur during the first half of 2023. 

 

Finally, Chacko announced that ORIC expects to provide additional information regarding a new 

program and/or indication during 2022, which will continue to support ORIC’s goal of increasing 

value. 

 

• Protagonist Therapeutics (PTGX) provided several updates across its pipeline at the JPM 

conference, focusing on the company’s peptide-based medicines including rusfertide, PN-943, 

and PN-235. Protagonist is also exploring the indication of hereditary hemochromatosis with its 

pipeline, with one Phase II proof-of-concept trial in 16 HH patients. 

 

Rusfertide, which is indicated for hematology and blood disorders, is currently ongoing several 

clinical trials. Of note is the Phase II REVIVE study in polycythemia vera (PV) patients, which 

includes a dose finding, efficacy evaluation, randomized withdrawal, and open label extension 

portion within this proof-of-concept study. Key endpoints include safety, maintaining of 

hematocrit levels <45%, reduction in phlebotomies, and other symptom improvements. For 

patients with hematocrit levels >48%, or considered as high hematocrit, the PACIFIC Phase II 

trial is ongoing to evaluate the effects of rusfertide on hematocrit levels. Randomization results 

from the REVIVE trial are expected in the first quarter of 2023. Based on the successful 

outcomes reached in the REVIVE study, the drug is being investigated in PERSIST, a double-blind, 

randomized, placebo-controlled Phase III trial for PV patients. PERSIST has finalized its study 

design and initiation is currently expected for 2022. The trial is expected to complete patient 
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enrollment in the first half of 2023. 

 

PN-943 is one of Protagonist’s peptide antagonists currently being investigated in multiple 

clinical trials for inflammatory and immunomodulatory diseases, alongside PN-235. For PN-943, 

the company anticipates topline data from a 150-patient Phase II study in ulcerative colitis in the 

second quarter of 2022. The company also expects two clinical trials to start for PN-235, with 

the trial investigating psoriasis expected to start in early 2022, and the trial investigating IBD to 

start in the second half of 2022. Protagonist also hopes to extend Janssen’s Stelara franchise, to 

transition from injectable to oral target therapy. The partnership with Janssen initiated in May 

2017, with $87.5m received in upfront and development milestones to date. 

 

• CEO Daphne Zohar launched PureTech Health’s (PRTC) JPM presentation by outlining the 

company’s excitement for the catalyst-rich year ahead, with 11 expected readouts across their 

pipeline and plans for advancement into late-stage clinical development of their lead 

therapeutic. The company is positioned well to fund these operations and expects their 

$387.3m (as of 30 September) to see them through to the first quarter of 2025. This estimation 

is not including an additional $100m gained from the sale of KRTX shares in early November 

2021. Their founded entities are also well positioned, having raised over $1.6bn in the last few 

years, 96% of which came from third-party investors. PureTech plans to use these resources to 

advance their wholly owned pipeline, which they plan to keep internalized.  

 

PureTech currently has 25 new therapeutics and therapeutic candidates, with 17 in clinical-stage 

trials and two progressed through to FDA and EU regulatory clearances. Investors will be keen to 

know that PureTech sits confidently above the industry average for probability of a drug 

transitioning from Phase I to regulatory filing. Zohar outlines that this greater clinical success can 

be attributed to the company’s unique R&D model, which substantially de-risks one clinical 

component. Additionally, PureTech affirms they focus their time and finances into advancing the 

most successful candidates, by canceling programs with observed risks in early phases. Their 

lead candidate LYT-100 is involved in various Phase I and II trials across numerous indications, 

with expected readouts this year. Last week, exciting topline results from a crossover study 

comparing LYT-100 to pirfenidone saw a 50% reduction in incidence of GI adverse events in 

healthy older adults. Zohar details how LYT-100 maintains pirfenidone’s pharmacology while 

also displaying this key differentiator of an improved tolerability profile. The CEO, therefore, 

preposes their lead therapeutic to have potential to replace the current standard of care for 

idiopathic pulmonary fibrosis. The beginning half of 2022 will see LYT-100 advance into late-

stage clinical development within this indication, starting with a dose ranging study, with topline 

results expected in 2023. LYT-100 is also currently being evaluated in Phase II trials for long 

COVID respiratory complications and lymphedema, with expected readouts for these also in the 

upcoming year. PureTech has patents for exclusivity of LYT-100 until 2033 and additional 



  

 

January 2022|71 

 

patents on dosing, formulation, and methods of treatment which further extend this exclusivity 

to 2040. 

 

Additionally to LYT-100, PureTech has two oncology programs, as well as a candidate for 

neurological indications. LYT-200 is under evaluation in Phase I trials as a single agent across 

multiple cancer indications. Data are expected within the first half of 2022, and pending these 

results, PureTech plans to initiate the Phase II expansion cohort to evaluate LYT-200 in 

combination with tislelizumab or chemotherapy. LYT-210 is also under evaluation for various 

cancer indications, however, it remains earlier in its development, with no expected readouts 

for 2022. The company reports positive expectations for LYT-300, which is being investigated in 

various neurological indications with significant unmet needs and large untreated patient 

populations. This candidate is currently undergoing Phase I trials across a range of neurological 

conditions, with results expected in the latter half of this year. 

 

In closing, 2022 is expected to be a catalyst-intense year for PureTech, with high output of early-

phase data. At the end of 2022, results for various early-stage clinical studies should be released 

and the company expects to be progressing the pipeline through to later stages of development. 

Zohar outlined PureTech’s intentions to retain these programs internally in the future for 

commercialization. 

 

• CEO Avanish Vellanki kicked off the JPM presentation stating that Rain Therapeutics (RAIN) is a 

small-molecule precision oncology company focused on targeting genetically defined patient 

populations. Rain’s mission is to understand the genetic profiles of the patients it will pursue, 

and every program will be based on a biomarker strategy to enhance the probabilities of success 

for bringing new therapies to cancer patients. Lead program milademetan (RAIN-32) is a mouse 

double minute 2 (MDM2) inhibitor being developed in patients with wild-type tumor protein 53 

(p53) cancers that are also exhibiting MDM2 dependence. MDM2 dependence may be occurring 

either through MDM2 gene amplification, protein overexpression, loss of an MDM2 regulator or 

other mechanism. Rain is currently actively enrolling in two clinical trials. The Phase III MANTRA 

trial will evaluate milademetan in patients with well-differentiated (WD)/de-differentiated (DD) 

liposarcoma (LPS) and the Phase II MANTRA-2 trial will evaluate the candidate in patients with 

MDM2-amplified solid tumors. In addition, two other trials will commence before the end of 

2022 – a Phase II MANTRA-3 study in Merkel cell carcinoma and Phase I MANTRA-4 trial to 

evaluate milademetan + Roche’s atezolizumab (Tecentriq) in patients with CDKN2A loss tumors. 

MANTRA-4 is Rain’s first combo study and was announced just last week. The company’s other 

pipeline program, RAD52, is in preclinical studies for homologous recombination deficiencies 

(HRD+) tumors. At the end of Q3 2021, the company had a cash runway of $150m which is 

sufficient to support completion of the four milademetan trials.  
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CEO Vellanki went on to further speak about the milademetan program, pointing out that 

MDM2 inhibition is a play on tumor protein p53, also referred to as the guardian of the genome. 

Tumor suppressor p53 plays a central role in the arrest of the cell cycle and apoptosis to prevent 

malignant transformation and cancer progression. MDM2, a critical regulator of p53 activity and 

its tumor suppressor function, is often overexpressed in various cancers. By inhibiting MDM2, 

milademetan may restore wild-type p53 activity to resume its role in controlling growth of 

tumors with MDM2 amplification. Several key milestones are anticipated for the milademetan 

program over the next 24 months. Final results for the MANTRA study should be announced in 

2023, interim data for MANTRA-2 are expected in the second half of 2022, the MANTRA-3 trial 

should start in mid-2022, and the MANTRA-4 combo study should commence in H2 2022.  

 

RAD52 plays a central role in the DNA damage response (DDR) pathway and may represent a 

novel strategy for patients that may exhibit HRD+. Current approaches to treating HRD+ cancers 

include PARP inhibitors, however, patients often relapse with PARP inhibitors and are left with 

few options. In cancer patients with BRCA1/2 deficiencies, or in patients relapsed to PARP 

inhibitor therapies, RAD52 may provide an alternative strategy. Rain anticipates selecting a lead 

clinical candidate for its RAD52 program in 2022. Rain’s CEO ended the presentation stating that 

all of its success is made possible by the company’s dedicated team of biotech drug 

professionals who believe that precision oncology is the best way to expedite new therapies into 

the hands of patients and physicians. 

 

• With ambitions to establish their products as a second cornerstone in immuno-oncology, 

Replimune (REPL) CEO Philip Astley-Sparke commenced the presentation outlining how the 

company plans to build a major skin cancer franchise for their lead asset RP1. The company is 

focusing on cutaneous squamous cell carcinoma (CSCC) as the lead indication for RP1 in either 

solo treatment or combination. Astley-Sparke highlighted some of the successes of their 

ongoing banner study CERPASS, a Phase II trial evaluating cemiplimab monotherapy versus 

cemiplimab in combination with RP1 for patients with locally advanced or metastatic CSCC, with 

positive expectations of meeting the primary endpoints – overall response rate and complete 

response rate. The company is also evaluating RP1 in the second-line setting in Phase I and 

Phase I/II studies. The Phase I trial evaluates RP1 for organ transplant recipients, and the Phase 

I/II trial evaluates RP1 in PD1-failed melanoma patients. The CERPASS study expects exciting 

milestones in the latter part of the year, such as the trigger for primary analysis, shortly followed 

by data disclosure. Directional data from the PD1-failed melanoma study are also expected in 

the second half of 2022. More immediate updates to be anticipated include detail on RP1’s 

commercialization strategy, which should be disclosed at the end of this quarter. 

 

Beyond RP1 and the indications of skin cancer, Replimune is developing oncolytic viruses RP2 

and RP3 to target hard-to-treat traditionally cold tumor types. RP2 is being evaluated in patients 

with liver metastases and in PD1-failed patient populations across various indications, including 
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head and neck cancer. Replimune plans to expand Phase I studies of RP2 and RP3 to focus on 

these prevalent tumor types, ahead of the Phase II programs. The overall Phase II development 

strategy for RP2 and RP3, including the indications and line of therapy which will be pursued, 

and whether any combination therapies will be evaluated, will be disclosed later in the year. 

Astley-Sparke also detailed intentions for collation of data from these RP2/RP3 Phase I 

expansion studies in the closing half of 2022. 

 

The CEO and Replimune team outlined their confidence in the upcoming year and beyond, 

resting on the positive CERPASS results, strong balance sheets, and their previous experience in 

commercializing oncolytic virus T-VEC. 2022 expects advances for RP1 in the lead indication 

CSCC, which will be valuable in building the company’s launch into a skin cancer franchise. 

 

• Entering 2022 with $210m in cash and investments, Solid Biosciences (SLDB) expects to 

continue the progress of the SGT-001 clinical development, as well as advance SGT-003 to the 

clinic.  

 

SGT-001 is a novel adeno-associated viral (AAV) vector-mediated gene transfer therapy designed 

to address the underlying genetic cause of Duchenne muscular dystrophy. Duchenne is the 

result of mutations in the dystrophin gene, which in turn lead to the absence or inadequate 

amount of the dystrophin protein. SGT-001 systemically delivers in the patient a synthetic 

dystrophin gene called microdystrophin, which encodes for a functional protein surrogate that 

uniquely includes the nNOS binding domain. The nNOS domain prevents activity-induced 

ischemia and associated muscle injury through the production of nitric oxide. SGT-001 is 

currently in a Phase I/II trial (IGNITE DMD) that is assessing its safety and efficacy in ambulatory 

children between four and 17 years old. At the JPM conference, Ilan Ganot, the co-founder and 

CEO of Solid Biosciences indicated that the trial has dosed nine patients so far and that the most 

common drug-related adverse events were nausea, vomiting, and fever, with all patients 

continuing long-term follow up and doing well up to 3.5 years post-dosing. At 18 months post-

dosing, patients 4–6 showed improvements in ambulatory motor function and pulmonary 

function when compared to the natural history of Duchenne patients. Clinical data for the 24-

month follow up of the IGNITE DMD trial are expected in 2022 for patients 4–6.  

 

The company also announced that a second-generation manufacturing process that reduces the 

viral load by 50% was used in three of the patients dosed in the trial, and that the trial will 

continue to enroll younger, ambulant boys with Duchenne. Additional trials for SGT-001 are also 

planned in a bid to expand the target populations (older ambulant and non-ambulant, 

adolescents and adults with Duchenne), with a registrational study planned.  

 

SGT-003, Solid Biosciences’ second asset, is a next-generation AAV gene transfer therapy in 

preclinical development that uses a novel, proprietary capsid with improved muscle-tropic 
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properties and improved efficacy per dose compared to SGT-001’s system; an IND filing is 

planned in early 2023 for this agent. The company also plans to develop novel gene therapy 

platforms designed to impact multiple targets with a single AAV construct, which would avoid 

high viral loads and separate manufacturing that would be necessary if two gene therapies were 

independently used. The concomitant use of multiple gene therapies may provide additional 

benefit to Duchenne patients (eg stabilize muscle and reduce fibrosis), and satisfy a high unmet 

need. 

 

• Verve Therapeutics (VERV) CEO Sekar Kathiresan began the presentation at J.P. Morgan by 

announcing that 2021 was a remarkable year for the company, as it achieved important 

milestones that allow for a strong entrance into 2022. Milestones of particular importance in 

2021, according to Kathiresan, included an IPO raise of $307m and the generation of data in 

non-human primates (NHP) that further support development of the company’s pipeline by 

demonstrating robust and durable gene editing and well-tolerated safety profiles of its 

programs.  

 

Kathiresan then switched the focus to provide guidance on the pipeline and what the company 

has anticipated for 2022. For its lead program, VERVE-101, which is being developed for the 

treatment of patients with heterozygous familial hypercholesterolemia (HeFH), the company 

anticipates submission of a clinical trial application and an investigational new drug filing, as well 

as the treatment of the first HeFH patient in a Phase I clinical trial. These milestones are 

expected in the second half of 2022.  

 

Anticipated milestones for its ANGPTL3 program were also shared. These include a candidate 

selection and initiation of IND-enabling studies, both expected to occur in the second half of 

2022. 

 

New preclinical data in NHPs on additional potential dosing regimens for its base editing 

programs for the treatment of atherosclerotic cardiovascular disease indications were also 

presented by Kathiresan at the conference. From the data generated, in studies exploring repeat 

dosing, the data suggest that repeat low doses of a PCSK9 base editor could achieve a high level 

of liver editing, and as no evidence of liver injury was observed following any of the doses, this 

provides evidence of the low immunogenicity of LNPs in NHPs. In studies exploring sequential 

dosing, the data shared suggest that sequential dosing of a PCSK9 base editor followed by an 

ANGPTL3 base editor may be administered to efficiently edit two genes that control key lipid 

pathways. Overall, data demonstrate potential to re-dose or sequentially dose base editing 

programs.  

 

Kathiresan closed the presentation by reiterating that 2022 will be an exciting year for the 

company given the anticipated milestones and the potential of the company’s program. 
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• Y-mAbs Therapeutics (YMAB) CEO Claus Moller began his presentation by emphasizing the 

company’s mission to become the world leader in developing better and safer antibody-based 

oncology products addressing clear unmet pediatric and adult medical needs. Y-mAbs’ four 

innovative platforms (Antibodies and Vaccines, Y-BiClone [BiSpecifics], Radio-immunotherapy, 

and SADA Platform Liquid Radiation), commercial leverage, and capital efficiency are the key 

drivers of sustainable long-term value for the company. 

 

Y-mAbs’ strong pipeline consists of lead candidate Danyelza (naxitamab-gqgk), the only FDA-

approved treatment for R/R high-risk neuroblastoma patients, which is the most common 

cancer in babies and the third most common cancer in children. Y-mAbs plans to initiate label 

expansion into adult indications (R/R osteosarcoma, soft-tissue sarcomas, triple-negative breast 

cancer, and melanoma) in 2022 through 2024. Another key milestone is potential Q1 BLA 

resubmission of omburtamab (for the treatment of pediatric patients with CNS/leptomeningeal 

metastasis from neuroblastoma) following an upcoming pre-BLA meeting with the FDA 

scheduled for this month. An MAA was submitted in April 2021, so the treatment could be 

approved by both agencies this year. Label expansion studies are ongoing. 

 

Y-BiClone Bispecific Platform involves the first two antibodies targeting GD2 and CD33 positive 

cancers. A Phase II/pivotal study for nivatrotamab is recruiting for the treatment of small cell 

lung cancer, and an IND has been filed for CD33xCD3. The SADA Technology Platform Liquid 

Radiation has a high affinity for tumor targets and rapid clearance from the bloodstream 

resulting in high tumor uptake with minimal exposure to all other tissues. SADA Technology can 

treat patient-derived neuroblastoma tumors without toxicity to the liver, kidneys, or bone 

marrow. An IND was filed in December 2021 for GD2-positive solid tumors, and additional INDs 

are being prepared for 2022 and 2023. 

 

The presentation concluded with a brief overview of the company’s financial position. Moller 

sees strong partnership potential for Y-mAbs’ SADA Technology, Y-BiClone, and antibody 

portfolio. That enhances the already strong financial position of Y-mAbs, including $215.7m of 

cash and cash equivalents as of 30 September 2021, and four candidates eligible for priority 

review vouchers on approval (each currently sell for ~$100m). 
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Event Additions from Biomedtracker/Meddevicetracker 
 

Aardvark Therapeutics, Inc. 

ARD-101 for Obesity 

Event Date: 01/13/2022 

Event Type: Trial Data - Top-Line Results (Clinical Analysis) 

Trial Name: Phase I - Healthy Volunteers  

Market Group: Metabolic 

Lead Company: Aardvark Therapeutics, Inc. 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 25% (Same As Avg.) 

Average Approval: 25% 

Analysis: 

Aardvark announced readout from the completed Phase I human study of ARD-101. 

Context 

The study was stopped as target therapeutic dose of 200mg/BID had been exceeded. 

Results 

The study demonstrated that ~99% of ARD-101 stays in digestive tract, and shown 100-fold below 

NOAEL. The study also showed positive effect of ARD-101 on gut microbiome in humans. 

Most Common Adverse Events 

No SAEs are observed for ARD-101 up to 240mg BID dosing for 14 days. 

Conclusion 

The first-in-human Phase I study confirmed ARD-101's favorable safety profile and pharmacodynamic 

activities. 

  

https://www.biomedtracker.com/DrugReport.cfm?DrugID=45069
https://www.biomedtracker.com/IndicationReport.cfm?IndID=135
https://www.biomedtracker.com/DrugDetail.cfm?RecID=63736
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=63810
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=26532
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433022,433023,433029,433030,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433034,433036,433043,433044,433045,432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432958&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (Aardvark, Slide 11-12)

 
 

ARD-380 for Overactive Bladder (OAB) 

Event Date: 01/13/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Urology 

Lead Company: Aardvark Therapeutics, Inc. 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Aardvark currently listed ARD-380 in preclinical proof of concept stage for overactive bladder in its 

pipeline. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (Aardvark, Slide 17) 

 
 

ARD-701 for Psoriasis 

 

Event Date: 01/13/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: Aardvark Therapeutics, Inc. 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=46069
https://www.biomedtracker.com/IndicationReport.cfm?IndID=543
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65295
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=26532
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433022,433023,433029,433030,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433034,433036,433043,433044,433045,432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432958&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=46070
https://www.biomedtracker.com/IndicationReport.cfm?IndID=155
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65296
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=26532


  

 

January 2022|82 

 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Aardvark Therapeutics announced IND enabling studies are ongoing for ARD-701, a topical modulator of 

inflammatory cytokines. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (Aardvark, Slide 15) 

 

AbbVie Inc. (ABBV) 

ABBV-154 for Crohn's Disease 

   

Event Date: 01/11/2022 

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase II - AIM-CD 

Market Group: Autoimmune/immunology 

Lead Company: AbbVie Inc. (ABBV) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: 19% 

Likelihood of Approval: 19% (Same As Avg.) 

Average Approval: 19% 

Analysis: 

AbbVie reported that the company initiated the Phase II study of ABBV-154 in Crohn's Disease. 

  

Source: 

https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433022,433023,433029,433030,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433034,433036,433043,433044,433045,432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432958&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=43027
https://www.biomedtracker.com/IndicationReport.cfm?IndID=156
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62505
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=65976
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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J.P. Morgan Healthcare Conference 01/11/2022 (ABBV, Slide 16) 

 

ABBV-668 for Inflammatory Disorders 

   

Event Date: 01/11/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: AbbVie Inc. (ABBV) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 11% (Same As Avg.) 

Average Approval: 11% 

Analysis: 

AbbVie currently listed ABBV-668 in Phase I development for multiple immunology diseases. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (ABBV, Slide 16) 

 

ATM AVI for Intra-Abdominal Infections (Antibacterial) 

   

Event Date: 01/11/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: AbbVie Inc. (ABBV) 

https://investors.abbvie.com/static-files/6eaf137c-4bee-4a5d-8047-33b9f299382d
https://www.biomedtracker.com/DrugReport.cfm?DrugID=46041
https://www.biomedtracker.com/IndicationReport.cfm?IndID=422
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65245
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.abbvie.com/static-files/6eaf137c-4bee-4a5d-8047-33b9f299382d
https://www.biomedtracker.com/DrugReport.cfm?DrugID=21811
https://www.biomedtracker.com/IndicationReport.cfm?IndID=536
https://www.biomedtracker.com/DrugDetail.cfm?RecID=29462
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5
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Partner Companies: 
AstraZeneca (AZN) 

Pfizer (PFE) 

Former Companies: Allergan (AGN) 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 59% (Same As Avg.) 

Average Approval: 59% 

Analysis: 

AbbVie currently listed Aztreonam/Avibactam in Phase III development for PBP3 infection. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (ABBV, Slide 16) 

 

Botox - Therapeutic for Migraine and Other Headaches 

   

Event Date: 01/11/2022 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase III - Episodic Migraine  

Market Group: Neurology 

Lead Company: AbbVie Inc. (ABBV) 

Partner Companies: 
Endo International (ENDP) 

GlaxoSmithKline (GSK) 

Former Companies: Allergan (AGN) 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

AbbVie announced that the Phase III study of Botox in episodic migraine is ongoing. 

 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=45
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=312
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=395
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.abbvie.com/static-files/6eaf137c-4bee-4a5d-8047-33b9f299382d
https://www.biomedtracker.com/DrugReport.cfm?DrugID=8016
https://www.biomedtracker.com/IndicationReport.cfm?IndID=288
https://www.biomedtracker.com/DrugDetail.cfm?RecID=15121
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=64720
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=142
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=180
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=395
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (ABBV, Slide 11) 

 

Navitoclax for Myelofibrosis (MF) 

   

Event Date: 01/11/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: AbbVie Inc. (ABBV) 

Partner Companies: Roche (RHHBY) 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 45% (1% Above Avg.) 

Average Approval: 44% 

Analysis: 

AbbVie reported that the company is progressing navitoclax through Phase III program, with pivotal trial 

readouts, regulatory submission and approval anticipated by 2023. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (ABBV, Slide 10) 

 

Qulipta for Migraine and Other Headaches 

   

Event Date: 01/11/2022 

Event Type: Progress Update - Product Launch (U.S.) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

https://investors.abbvie.com/static-files/6eaf137c-4bee-4a5d-8047-33b9f299382d
https://www.biomedtracker.com/DrugReport.cfm?DrugID=3209
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3052
https://www.biomedtracker.com/DrugDetail.cfm?RecID=49405
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=149
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.abbvie.com/static-files/6eaf137c-4bee-4a5d-8047-33b9f299382d
https://www.biomedtracker.com/DrugReport.cfm?DrugID=26330
https://www.biomedtracker.com/IndicationReport.cfm?IndID=288
https://www.biomedtracker.com/DrugDetail.cfm?RecID=36733
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Lead Company: AbbVie Inc. (ABBV) 

Partner Companies: Merck (MRK) 

Former Companies: Allergan (AGN) 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

AbbVie announced that the company has launched Qulipta with encouraging early launch trends from 

positive physician feedback and growing market access. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (ABBV, Slide 11) 

 

 

Abivax S.A. (ABVX) 

CCX-559 for Solid Tumors 

Event Date: 01/12/2022 

Event Type: Trial Data - Top-Line Results (Clinical Analysis) 

Trial Name: Phase I - First-in-Human 

Market Group: Oncology 

Lead Company: ChemoCentryx, Inc. (CCXI) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 5% (Same As Avg.) 

Average Approval: 5% 

Analysis: 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=254
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=395
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.abbvie.com/static-files/6eaf137c-4bee-4a5d-8047-33b9f299382d
https://www.biomedtracker.com/DrugReport.cfm?DrugID=42763
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/DrugDetail.cfm?RecID=60220
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=63469
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=454
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432913,432807,432849,432851,432852,432853,432854,432855,432856,432857,432816,432818,432819,432820,432821,432822,432823,432824,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432799,432800,432801&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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ChemoCentryx announced early data and observations from the Phase I study of CCX559 in cancer. 

Context 

Multiple patients are dosed at 120mg, the predicted efficacious human dose based on animal models 

and predicted human PK. 

Design 

This is a Phase I dose escalation study of CCX559 in patients with cancer. The trial employs Bayesian 

Optimal Interval design with 21 day treatment cycles.  

Results 

Pharmacokinetic (PK) data suggest patients at this dose likely meeting modeled therapeutic 

levels. Pharmacodynamic (PD) data are being analyzed. 

Most Common Adverse Events 

CCX559 is well tolerated to date. 

Conclusion 

CCX559 showed evidence of immune activation in patients. 

Source: 

J.P. Morgan Healthcare Conference 01/12/2022 (CCXI, Slide 23-25)   

   

 

Achilles Therapeutics plc (ACHL) 

ATL001 for Head and Neck Cancer 

   

Event Date: 01/13/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Achilles Therapeutics plc (ACHL) 

Partner Companies: N/A 

Former Companies: N/A 

https://ir.chemocentryx.com/static-files/b5deabc3-8897-4b9f-b8b3-ba6aff8ef62b
https://www.biomedtracker.com/DrugReport.cfm?DrugID=40060
https://www.biomedtracker.com/IndicationReport.cfm?IndID=230
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65275
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9043
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Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Achilles expects to file an IND for ATL001 for the treatment of Head and Neck Cancer in the first quarter 

of 2022. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (ACHL) 

 

ATL001 for Renal Cell Cancer (RCC) 

Event Date: 01/13/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Achilles Therapeutics plc (ACHL) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Achilles expects to file an IND for ATL001 for the treatment of Renal Cell Cancer in the second half of 

2023.  

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (ACHL)  

 

 

Allovir, Inc. (ALVR) 
 

https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=40060
https://www.biomedtracker.com/IndicationReport.cfm?IndID=216
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65276
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9043
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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ALVR107 for Hepatitis B (HBV) Treatment (Antiviral) 
 

Event Date: 01/10/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Allovir, Inc. (ALVR) 

Partner Companies: ElevateBio 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

AlloVir is advancing ALVR107 designed to target hepatitis B, or HBV, infected cells and cure chronic HBV 

infection and plan to complete preclinical IND enabling studies. 

Source: 

J.P. Morgan Healthcare Conference 01/10/2022 (ALVR, Slide 17) 

 

ALVR108 for Herpes Simplex Virus (HSV) (Antiviral) 

   

Event Date: 01/10/2022 

Event Type: Progress Update - Suspension (Clinical Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Allovir, Inc. (ALVR) 

Partner Companies: N/A 

Former Companies: N/A 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=42972
https://www.biomedtracker.com/IndicationReport.cfm?IndID=319
https://www.biomedtracker.com/DrugDetail.cfm?RecID=60540
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7732
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=25961
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432683,432800,432801&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.allovir.com/static-files/627d1590-2d5f-42a6-8b1d-f7bf3e2abc9a
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44368
https://www.biomedtracker.com/IndicationReport.cfm?IndID=665
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62652
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7732


  

 

January 2022|90 

 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

AlloVir reported the company paused its preclinical work on ALVR108 to treat human herpesvirus-8, or 

HHV-8, associated diseases including Kaposi Sarcoma, or KS, primary effusion lymphoma, or PEL, and 

multicentric Castleman’s disease, or MCD given the declining incidence of HHV-8 associated diseases. As 

such, we are suspending this drug, pending further updates from the company. 

Source: 

Informa Analysis 

J.P. Morgan Healthcare Conference 01/10/2022 (ALVR, Slide 7) 

 

Viralym-M for Antiviral - Other Treatments 

Event Date: 01/10/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Allovir, Inc. (ALVR) 

Partner Companies: 
Baylor College of Medicine 

ElevateBio 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 64% (5% Above Avg.) 

Average Approval: 59% 

 

Analysis: 

AlloVir announced that the company is focusing on the ongoing Phase III studies of posoleucel in vHC, 

AdV and multi-virus prevention in high risk allo-HCT recipients. The company is not pursuing a stand-

alone CMV treatment and prevention indications for posoleucel. 

https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432683,432800,432801&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.allovir.com/static-files/627d1590-2d5f-42a6-8b1d-f7bf3e2abc9a
https://www.biomedtracker.com/DrugReport.cfm?DrugID=35834
https://www.biomedtracker.com/IndicationReport.cfm?IndID=177
https://www.biomedtracker.com/DrugDetail.cfm?RecID=49804
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7732
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=6269
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=25961
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Source: 

J.P. Morgan Healthcare Conference 01/10/2022 (ALVR, Slide 18)

 

Amgen, Inc. (AMGN) 

Bemarituzumab for Gastric Cancer 

   

Event Date: 01/11/2022 

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase Ib/III - FORTITUDE-102 

Market Group: Oncology 

Lead Company: Amgen, Inc. (AMGN) 

Partner Companies: Zai Lab (ZLAB) 

Former Companies: Five Prime (FPRX) 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 49% (5% Above Avg.) 

Average Approval: 44% 

Analysis: 

Amgen has announced the initiation of a second Phase III study of bemarituzumab in subjects with 

previously untreated advanced gastric and gastroesophageal junction cancer with FGFR2b 

overexpression. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (AMGN) 

 

AnaptysBio, Inc. (ANAB) 

ANB030 for Inflammatory Disorders 

Event Date: 12/31/2021 

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

https://ir.allovir.com/static-files/627d1590-2d5f-42a6-8b1d-f7bf3e2abc9a
https://www.biomedtracker.com/DrugReport.cfm?DrugID=22679
https://www.biomedtracker.com/IndicationReport.cfm?IndID=223
https://www.biomedtracker.com/DrugDetail.cfm?RecID=30846
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=66458
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=30
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5227
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3230
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41734
https://www.biomedtracker.com/IndicationReport.cfm?IndID=422
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58590
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Trial Name: Phase II - AZURE 

Market Group: Autoimmune/immunology 

Lead Company: AnaptysBio, Inc. (ANAB) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: 8% 

Likelihood of Approval: 19% (Same As Avg.) 

Average Approval: 19% 

Analysis: 

AnaptysBio announced that it has initiated its Phase II AZURE trial for rosnilimab (AB030) for alopecia 

areata in the third quarter of 2021. The trial is expected to enroll 45 participants.  

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (ANAB, Slide 21)   

 
 

 

Anavex Life Sciences Corp. (AVXL) 

ANAVEX 3-71 for Schizophrenia 

   

Event Date: 01/13/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Psychiatry 

Lead Company: Anavex Life Sciences Corp. (AVXL) 

Partner Companies: Israel Institute for Biological Research 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

https://www.biomedtracker.com/TrialDetail.cfm?TrialID=66498
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4278
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=23903
https://www.biomedtracker.com/IndicationReport.cfm?IndID=170
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65282
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2992
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4656
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1


  

 

January 2022|93 

 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Anavex has announced that a Phase II trial of ANAVEX-371 is expected in frontotemporal dementia 

(FTD), schizophrenias and Alzheimer’s disease in 2022. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (AVXL, Slide 14) 

 
 

Annexon, Inc. (ANNX) 

ANX-005 for Autoimmune Hemolytic Anemia (AIHA) 

   

Event Date: 01/11/2022 

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase II - Complement-Mediated Patients 

Market Group: Hematology 

Lead Company: Annexon, Inc. (ANNX) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: 34% 

Likelihood of Approval: 34% (Same As Avg.) 

Average Approval: 34% 

Analysis: 

Annexon announced that Phase II enrollment is ongoing for the study investigating ANX-005 for the 

treatment of warm autoimmune hemolytic anemia. They expect data from this study in 2022. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (ANNX, Slide 18) 

 

https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=39799
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3647
https://www.biomedtracker.com/DrugDetail.cfm?RecID=60360
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=58703
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8972
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.annexonbio.com/static-files/7c6ead6d-7aae-4ca3-9704-f4c4e6a0d1dc
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ANX-105 for Neurology - Other 

   

Event Date: 01/11/2022 

Event Type: Trial Announcement (Clinical Analysis) 

Trial Name: Phase I - First-in-Human 

Market Group: Neurology 

Lead Company: Annexon, Inc. (ANNX) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Annexon announced that they plan to initiate a first-in-human study for ANX105 for the treatment of 

neurodegenerative disorders in the first half of 2022. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (ANNX, Slide 24) 

 

ANX-1502 for Autoimmune Disorders 

   

Event Date: 01/11/2022 

Event Type: Trial Announcement (Clinical Analysis) 

Trial Name: Phase I - First-in-Human 

Market Group: Autoimmune/immunology 

Lead Company: Annexon, Inc. (ANNX) 

Partner Companies: N/A 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=46038
https://www.biomedtracker.com/IndicationReport.cfm?IndID=192
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65241
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=66461
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8972
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.annexonbio.com/static-files/7c6ead6d-7aae-4ca3-9704-f4c4e6a0d1dc
https://www.biomedtracker.com/DrugReport.cfm?DrugID=46039
https://www.biomedtracker.com/IndicationReport.cfm?IndID=180
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65242
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=66462
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8972
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Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Annexon announced they plan to initiate a Phase I first-in-human study of ANX1502 for the treatment of 

autoimmune disorders in the first half of 2022. Data from this study is planned for 2023. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (ANNX, Slide 24) 

 

 

Aprea Therapeutics, Inc. (APRE) 

3rd Generation APR Program (Aprea) for Undisclosed 

Event Date: 01/13/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Not Specified 

Lead Company: Aprea Therapeutics, Inc. (APRE) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Aprea announced the company is developing a new third-generation APR molecule that is suitable for 

oral administration. The goal is to file an IND in the fourth quarter of 2022 with a new CoM IP. 

Source: 

https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.annexonbio.com/static-files/7c6ead6d-7aae-4ca3-9704-f4c4e6a0d1dc
https://www.biomedtracker.com/DrugReport.cfm?DrugID=46067
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3338
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65292
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3935
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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J.P. Morgan Healthcare Conference 01/13/2022 (APRE) 

 

Eprenetapopt for Solid Tumors 

Event Date: 01/13/2022 

Event Type: Trial Data - Updated Results (Clinical Analysis) 

Trial Name: Phase I/II - w/Pembrolizumab 

Market Group: Oncology 

Lead Company: Aprea Therapeutics, Inc. (APRE) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 11% (Same As Avg.) 

Average Approval: 11% 

Analysis: 

Aprea announced a program update to the company's Phase I/II trial in advanced solid tumors. 

Context 

The company completed enrollment in the expansion phase with 6 patients enrolled to gastric, 5 to 

bladder and 20 to NSCLC. A future study of oral eprenetapopt with IO therapy is planned. 

Design 

The study is a Phase I/II trial of eprenetapopt and pembrolizumab combination advanced solid tumors. 

Results 

2 patients with squamous NSCLC with prior PD1/PDL1 exposure had reductions in tumor size at 1st 

disease assessment. Subsequently, 1 patient has achieved at PR (~30% reduction in tumor volume). 1 

bladder cancer patient is relapsed after prior chemotherapy achieved CR and 1 patient without prior 

therapy has achieved PR. 

Source:  

J.P. Morgan Healthcare Conference 01/13/2022 (APRE, Slide Deck) 

 
 

https://ir.aprea.com/static-files/a17f6b20-a847-41a0-88db-be841f15f6ab
https://www.biomedtracker.com/DrugReport.cfm?DrugID=21020
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/DrugDetail.cfm?RecID=36016
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=61275
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3935
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.aprea.com/static-files/a17f6b20-a847-41a0-88db-be841f15f6ab
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Aurinia Pharmaceuticals, Inc. (AUPH) 

AUR200 for Autoimmune Disorders 

   

Event Date: 01/13/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: Aurinia Pharmaceuticals Inc. (AUPH) 

Partner Companies: N/A 

Former Companies: 

Baxalta (BXLT) 

Shire (SHPG) 

Takeda Pharmaceutical (TAK) 

Thunderbolt Pharma 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Aurinia announced AUR200 proof-of-concept study is completed and MOA is widely studied. The IND 

submission is targeted for 2023. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (AUPH, Slide 22) 

 

AUR300 for Autoimmune Disorders 

Event Date: 01/13/2022 

Event Type: Progress Update (Clinical Analysis) 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=29584
https://www.biomedtracker.com/IndicationReport.cfm?IndID=180
https://www.biomedtracker.com/DrugDetail.cfm?RecID=64195
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=737
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5374
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=355
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=826
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=27043
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://d1io3yog0oux5.cloudfront.net/_35d3c7daf051fbc8bd4d8343797cb7f2/auriniapharma/db/246/991/pdf/AUPH_Corp-presentation.update+corp+1.10.22.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=45375
https://www.biomedtracker.com/IndicationReport.cfm?IndID=180
https://www.biomedtracker.com/DrugDetail.cfm?RecID=64194
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Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: Aurinia Pharmaceuticals Inc. (AUPH) 

Partner Companies: N/A 

Former Companies: Riptide Bioscience 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Aurinia announced proof of principle for AUR300 is achieved. AUR300 acts to reduce M2 dysregulation 

upstream and can decrease fibrotic and inflammatory cytokines. An IND submission is targeted for 2023. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (AUPH, Slide 23) 

 
 

Beam Therapeutics, Inc. (BEAM) 

BEAM-101 for Sickle Cell Anemia 

   

Event Date: 01/09/2022 

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase I/II - BEACON-101 

Market Group: Hematology 

Lead Company: Beam Therapeutics Inc. (BEAM) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: 34% 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=737
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=27042
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://d1io3yog0oux5.cloudfront.net/_35d3c7daf051fbc8bd4d8343797cb7f2/auriniapharma/db/246/991/pdf/AUPH_Corp-presentation.update+corp+1.10.22.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=43822
https://www.biomedtracker.com/IndicationReport.cfm?IndID=576
https://www.biomedtracker.com/DrugDetail.cfm?RecID=61821
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=66167
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8792
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
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Likelihood of Approval: 34% (Same As Avg.) 

Average Approval: 34% 

Analysis: 

Beam has begun site selection and the institutional review board approval processes for the BEACON-

101 trial and plans to enroll the first subject in the second half of 2022.  

Phase I/II BEACON Study Design 

The BEACON-101 trial is a Phase I/II clinical trial designed to assess the safety and efficacy of BEAM-101 

for the treatment of SCD. The trial is expected to include an initial “sentinel” cohort of three patients, 

treated one at a time to confirm successful engraftment, followed by dosing in up to a total of 45 

patients. 

Source: 

Press Release 01/09/2022 (BEAM) 

J.P. Morgan Healthcare Conference 01/10/2022 (BEAM, Slide 11) 

 

BioMarin Pharmaceutical Inc. (BMRN) 

Roctavian for Hemophilia A 

Event Date: 01/10/2022 

Event Type: Trial Data - Updated Results (Clinical Analysis) 

Trial Name: Phase III - GENEr8-1 (6E13 vg/kg) 

Market Group: Hematology 

Lead Company: BioMarin Pharmaceutical Inc. (BMRN) 

Partner Companies: 
St. Jude Children's Research Hospital 

UCL 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 77% (6% Above Avg.) 

https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.beamtx.com/news-releases/news-release-details/beam-therapeutics-reports-progress-across-ex-vivo-and-vivo
https://investors.beamtx.com/static-files/62a92a18-c953-49f4-8c34-6181131422fd
https://www.biomedtracker.com/DrugReport.cfm?DrugID=21920
https://www.biomedtracker.com/IndicationReport.cfm?IndID=511
https://www.biomedtracker.com/DrugDetail.cfm?RecID=29630
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=44667
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=65
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3502
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3503
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
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Average Approval: 71% 

  

Analysis: 

BioMarin announced updated results from the Phase III study of valoctocogene roxaparvovec for the 

treatment of Hemophilia A at the 2022 J.P. Morgan Healthcare Conference. 

Data from this study were last seen in January 2022. 

Context 

The company plans to share additional data at a medical meeting in 2022. 

Design 

The global Phase III GENEr8-1 study evaluates superiority of valoctocogene roxaparvovec at the 6e13 

vg/kg dose compared to the current standard of care, FVIII prophylactic therapy. All study participants 

had severe hemophilia A at baseline, defined as less than or equal to 1 IU/dL of factor VIII activity. The 

study included 134 total participants, all of whom had a minimum of 24 months of follow-up at the time 

of the data cut. The first 22 participants were directly enrolled into the Phase III study, 17 of whom were 

HIV-negative and dosed at least 36 months or 3 years prior to the data cut date. The remaining 112 

participants (rollover population) completed at least six months in a separate non-interventional study 

to prospectively assess bleeding episodes, factor VIII use, and health-related quality of life while 

receiving factor VIII prophylaxis prior to rolling over to receive a single infusion of valoctocogene 

roxaparvovec in the GENEr8-1 study. 

Endpoints 

The study met all primary and secondary efficacy endpoints at 2-year analysis. 

Results 

• Annualized Bleeding Rate was reduced by 85% demonstrating superiority to factor VIII 
prophylaxis and a cumulative ABR of 0.8 (median 0.0) treated bleeding episodes per year 
through the entire efficacy evaluation period, in participants from a prior non-interventional 
study (N=112) 

• At year-2 factor VIII activity of 23 IU/dL (Chromogenic Assay); 36 IU/dL (One-Stage Assay) 
(N=132) 

• At year-3, ABR reduced by 94% demonstrating superiority to factor VIII prophylaxis with mean 
ABR of 0.61 (N=17). 

Most Common Adverse Events 

• Overall, in the Phase III study, valoctocogene roxaparvovec has continued to be well tolerated. 

https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/EventDetail.cfm?EventID=432615
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• Most patients had discontinued any corticosteroid (CS) use in year 1, and there were no CS-
related SAEs in the remaining patients being tapered off CS in year 2. 

• Overall, the most common adverse events associated with valoctocogene roxaparvovec 
occurred early and induced transient infusion associated reactions and mild to moderate rise in 
liver enzymes with no long-lasting clinical sequelae. 

• No participants developed inhibitors to factor VIII, malignancy or thromboembolic events. 
• During year 2, no new safety signals emerged, no treatment-related SAEs were reported. 

Conclusion 

Results from the 2-year update demonstrate consistent and durable bleed control in the Phase III gene 

therapy study in people with severe Hemophilia A. 

Source: 

J.P. Morgan Healthcare Conference 01/10/2022 (BMRN, Slides 12-16) 

 

BioXcel Therapeutics, Inc. (BTAI) 

BXCL501 for Major Depressive Disorder (MDD) 

Event Date: 01/13/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Psychiatry 

Lead Company: BioXcel Therapeutics, Inc. (BTAI) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

BioXcel announced they are preparing to submit an IND for BXCL501 for the treatment of major 

depressive disorder and initiate a clinical trial in 2022. 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=36633
https://www.biomedtracker.com/IndicationReport.cfm?IndID=167
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65283
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7982
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (BTAI, Slide 28) 

 

 

BridgeBio Pharma, Inc. (BBIO) 

Truseltiq for Achondroplasia 

   

Event Date: 01/10/2022 

Event Type: 
Trial Announcement - Data Monitoring Board Analysis (Clinical 

Analysis) 

Trial Name: Phase II - PROPEL2 

Market Group: Endocrine 

Lead Company: BridgeBio Pharma, Inc. (BBIO) 

Partner Companies: 

Helsinn Healthcare 

LianBio (LIAN) 

Novartis (NVS) 

Former Companies: N/A 

Change to Likelihood of 

Approval: 
0% 

Likelihood of Approval: 15% (Same As Avg.) 

Average Approval: 15% 

Analysis: 

BridgeBio announced that thus far, low dose infigratinib in Achondroplasia is safe and does not result in 

meaningful changes in phosphate. All 4 dose cohorts in this study have been cleared for safety by the 

DRC, with cohort 4 currently enrolling patients. Data from the PROPEL study is expected in mid 2022, 

and Phase III study will begin in 2023 if the data are positive. 

Source: 

J.P. Morgan Healthcare Conference 01/10/2022 (BBIO, Slide 27) 

 

C4 Therapeutics 

https://ir.bioxceltherapeutics.com/static-files/386e60ea-d3d5-4bb1-8e02-f1030cd8e0f4
https://www.biomedtracker.com/DrugReport.cfm?DrugID=21373
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3084
https://www.biomedtracker.com/DrugDetail.cfm?RecID=57613
https://www.biomedtracker.com/DrugDetail.cfm?RecID=57613
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=56506
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7803
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=462
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=25338
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=289
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investor.bridgebio.com/static-files/5adfc161-8a57-40e3-9b26-39d11d5eb709
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CFT7455 for Multiple Myeloma (MM) 

Event Date: 01/10/2022 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase I/II - MM & NHL 

Market Group: Oncology 

Lead Company: C4 Therapeutics, Inc. (CCCC)  

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 11% (Same As Avg.) 

Average Approval: 11% 

Analysis: 

C4 Therapeutics reported that the company is progressing the CFT7455 Phase I/II trial toward identifying 

a recommended Phase II dose for MM and NHL. Initial clinical data from Cohort A of the ongoing Phase 

I/II trial in relapsed or refractory MM and NHL are expected at a medical meeting in the first half of 

2022. 

Source: 

Press Release 01/10/2022 (CCCC) 

J.P. Morgan Healthcare Conference 01/10/2022 (CCCC, Slide 8) 

 

Caribou Biosciences, Inc. (CRBU) 

CB-011 for Multiple Myeloma (MM) 

   

Event Date: 01/13/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=43265
https://www.biomedtracker.com/IndicationReport.cfm?IndID=207
https://www.biomedtracker.com/DrugDetail.cfm?RecID=60998
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=59658
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9015
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.c4therapeutics.com/news-releases/news-release-details/c4-therapeutics-announces-2022-key-milestones-advance-targeted
https://ir.c4therapeutics.com/static-files/a0e225fd-a4ce-4583-8d69-6a2e615c0987
https://www.biomedtracker.com/DrugReport.cfm?DrugID=43781
https://www.biomedtracker.com/IndicationReport.cfm?IndID=207
https://www.biomedtracker.com/DrugDetail.cfm?RecID=61743
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Lead Company: Caribou Biosciences, Inc. (CRBU) 

Partner Companies: ProMab Biotechnologies 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Caribou Biosciences announced that it is progressing CB-011 towards clinical studies for multiple 

myeloma, with an IND filing planned for 2022.  

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (CRBU, Slide 30) 

 

CB-012 for Acute Myelogenous Leukemia (AML) 

Event Date: 01/13/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Caribou Biosciences, Inc. (CRBU) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Caribou Biosciences announced that it is progressing CB-012 towards clinical studies for acute myeloid 

leukemia, with an IND filing planned for 2023.  

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=10893
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8292
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=46061
https://www.biomedtracker.com/IndicationReport.cfm?IndID=97
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65280
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=10893
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (CRBU, Slide 24) 

 

 

Century Therapeutics, Inc. (IPSC) 

CNTY-102 for Non-Hodgkin's Lymphoma (NHL) 

   

Event Date: 01/11/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Century Therapeutics, Inc. (IPSC) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Century Therapeutics announced that the company is working on CNTY-102, a gamma delta iT candidate 

targeting CD19 and CD79b and in development for the treatment of B-cell malignancies. An IND 

submission for this program is expected in 2024. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (IPSC, Slide 7) 

 

CNTY-103 for Brain Cancer (Malignant Glioma; AA and glioblastoma (GBM)) 

   

Event Date: 01/11/2022 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=46037
https://www.biomedtracker.com/IndicationReport.cfm?IndID=205
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65239
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9221
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.centurytx.com/static-files/aecedaf8-832c-4a4b-a930-6351dd6616e5
https://www.biomedtracker.com/DrugReport.cfm?DrugID=46034
https://www.biomedtracker.com/IndicationReport.cfm?IndID=228
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Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Century Therapeutics, Inc. (IPSC) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Century Therapeutics announced that the company is working on its CNTY-103 program. The company 

anticipates initiating manufacturing of MCB in mid-2022 and IND enabling activities in Q4 2022. An IND 

submission is expected in 2023. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (IPSC, Slide 5,11) 

 

 

Cerevel Therapeutics Holdings, Inc. (CERE) 

CVL-231 for Schizophrenia 

Event Date: 01/10/2022 

Event Type: Trial Announcement (Clinical Analysis) 

Trial Name: 
Phase II - 10mg/30mg QD 

Phase II - 15mg/30mg QD 

Market Group: Psychiatry 

Lead Company: Cerevel Therapeutics Holdings, Inc. (CERE) 

Partner Companies: N/A 

https://www.biomedtracker.com/DrugDetail.cfm?RecID=65236
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9221
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.centurytx.com/static-files/aecedaf8-832c-4a4b-a930-6351dd6616e5
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41071
https://www.biomedtracker.com/IndicationReport.cfm?IndID=170
https://www.biomedtracker.com/DrugDetail.cfm?RecID=57653
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=66407
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=66408
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8823


  

 

January 2022|107 

 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 9% (2% Above Avg.) 

Average Approval: 7% 

Analysis: 

Cerevel announced the full details of the Phase II program of emraclidine in schizophrenia: 

• Two adequately powered placebo-controlled Phase II trials that will enable the full exploration 
of the therapeutic dose range of emraclidine 

• Trials will be initiated by the middle of 2022, with data for both trials expected in the first half of 
2024 

• Each trial will enroll 372 schizophrenia patients with acute exacerbation or relapse of psychotic 
symptoms and who exhibit baseline Positive and Negative Syndrome Scale (PANSS) total scores 
between 85 and 120 

• In each trial, patients will be randomized 1:1:1 into one of two emraclidine dose arms or placebo 
o The first trial will test emraclidine 10mg QD, emraclidine 30mg QD, and placebo 
o The second trial will test emraclidine 15mg QD, emraclidine 30mg QD, and placebo 

• The primary endpoint will be change in the PANSS total score after six weeks of in-patient 
treatment 

• In parallel, Cerevel will be prioritizing nonclinical and clinical safety pharmacology studies, 
including hepatic and renal insufficiency studies and an 8-week ambulatory blood pressure 
monitoring trial, along with other registration-enabling studies. 

Cerevel also plans to initiate a 52-week open-label safety extension trial to begin development of the 

patient safety database that will be required for registration. 

Source: 

J.P. Morgan Healthcare Conference 01/10/2022 (CERE) 

J.P. Morgan Healthcare Conference 01/10/2022 (CERE, Slide Deck) 

 

CVL-865 for Generalized Anxiety Disorder (GAD) 

Event Date: 01/10/2022 

Event Type: Trial Announcement - Trial Completed (Clinical Analysis) 

Trial Name: Phase I - Healthy Volunteers  

https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.cerevel.com/news-releases/news-release-details/cerevel-therapeutics-present-40th-annual-jp-morgan-healthcare
https://investors.cerevel.com/static-files/07bf94f0-9374-4d9b-bfe8-a28c8b8fc920
https://www.biomedtracker.com/DrugReport.cfm?DrugID=23829
https://www.biomedtracker.com/IndicationReport.cfm?IndID=169
https://www.biomedtracker.com/DrugDetail.cfm?RecID=35085
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=60916
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Market Group: Psychiatry 

Lead Company: Cerevel Therapeutics Holdings, Inc. (CERE) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 7% (Same As Avg.) 

Average Approval: 7% 

 

Analysis: 

Cerevel announced the Phase I acute anxiety trial of darigabat has been completed and data is expected 

in the next several weeks. 

Source: 

J.P. Morgan Healthcare Conference 01/10/2022 (CERE) 

 

Cyteir Therapeutics, Inc. (CYT) 

CYT-0851 for Cancer 

Event Date: 01/12/2022 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase I/II - Study 01 

Market Group: Oncology 

Lead Company: Cyteir Therapeutics, Inc. (CYT) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8823
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.cerevel.com/news-releases/news-release-details/cerevel-therapeutics-present-40th-annual-jp-morgan-healthcare
https://www.biomedtracker.com/DrugReport.cfm?DrugID=37546
https://www.biomedtracker.com/IndicationReport.cfm?IndID=313
https://www.biomedtracker.com/DrugDetail.cfm?RecID=52352
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=54907
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8250
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432913,432807,432849,432851,432852,432853,432854,432855,432856,432857,432816,432818,432819,432820,432821,432822,432823,432824,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432799,432800,432801&Maxrows=50&StartRow=1
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Likelihood of Approval: 11% (Same As Avg.) 

Average Approval: 11% 

Analysis: 

Cyteir Therapeutics announced that the first patient has been dosed in a Phase I trial evaluating CYT-

0851 in combination with three standard-of-care chemotherapy regimens in both hematologic 

malignancies and solid tumors. 

Cyteir also announced they have completed the Phase I dose escalation and have established a 

recommended Phase II monotherapy dose. They have also initiated the Phase II monotherapy expansion 

cohorts. 

Phase I/II Trial Design 

The Phase I combination trial with CYT-0851 is with three standard-of-care regimens: rituximab plus 

bendamustine, gemcitabine, and capecitabine, in both hematologic malignancies and solid tumors. 

Initial safety data from these combinations is expected by the end of 2022. 

Once the Phase I dose-finding portion for combinations is complete, CYT-0851 may move into Phase II 

dose confirmation and signal seeking combination cohorts. Potential tumor types that could be targeted 

with the proposed combinations include breast cancer, pancreatic cancer, colorectal cancer, ovarian 

cancer, soft-tissue sarcoma, diffuse large B-cell lymphoma and follicular lymphoma. 

Source: 

J.P. Morgan Healthcare Conference 01/12/2022 (CYT, Slide 8) 

BioSpace 01/12/2022 (CYT)   

 

 

CYT-0851 for Cancer 

   

Event Date: 01/12/2022 

Event Type: Trial Data - Updated Results (Clinical Analysis) 

Trial Name: Phase I/II - Study 01 

Market Group: Oncology 

Lead Company: Cyteir Therapeutics, Inc. (CYT) 

Partner Companies: N/A 

https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://s28.q4cdn.com/986586180/files/doc_presentation/2022/01/Cyteir-JPMorgan-Presentation-FINAL.pdf
https://www.biospace.com/article/releases/cyteir-therapeutics-announces-first-patient-dosed-in-phase-1-combination-trial-with-cyt-0851/?s=107
https://www.biomedtracker.com/DrugReport.cfm?DrugID=37546
https://www.biomedtracker.com/IndicationReport.cfm?IndID=313
https://www.biomedtracker.com/DrugDetail.cfm?RecID=52352
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=54907
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8250
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Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 11% (Same As Avg.) 

Average Approval: 11% 

Analysis: 

Cyteir provided an update on the Phase I/II study of CYT-0851 at the 2022 J.P. Morgan Conference. 

Data from this study were last seen in June 2021. 

Context 

The trial has completed the monotherapy dose escalation and initiated chemotherapy combinations. 

Phase II monotherapy expansion is expected to initiate in January 2022. 

Design 

• 3+3 Dose escalation 
• Pharmacodynamic backfill up to 12 total patients per dose to obtain paired biopsies. 

Endpoints 

• Primary  
o Recommended dose for Phase II  

• Secondary ‒ 
o Safety  
o Pharmacokinetics 
o Anti-tumor activity  

• Exploratory ‒ 
o Pharmacodynamic engagement 
o Predictive biomarkers. 

Results 

At the data cut off on November 15, 2021, 73 patients were dosed, and 46 were response evaluable. 

The clinical activity in solid tumors by RECIST showed 34 patients were response-evaluable, with 1 

unconfirmed PR (sarcoma), 16 patients with stable disease, and a 50% disease control rate. Clinical 

activity in Lymphoma as shown by the Lugano Criteria showed 12 patients as response-evaluable, with 1 

complete response, 1 partial response, and 1 patient with stable disease.  

https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432913,432807,432849,432851,432852,432853,432854,432855,432856,432857,432816,432818,432819,432820,432821,432822,432823,432824,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432799,432800,432801&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/EventDetail.cfm?EventID=416186
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Most Common Adverse Events 

Overall CYT-0851 has shown to be a well-tolerated orally administered small molecule. There has been 

no clinically significant myelosuppression or organ dysfunction at or above the MTD.  

• Dose-limiting toxicity (DLT) in cycle 1 of dose-escalation was acidosis 
• Adverse events meeting DLT criteria in cycle 2 or backfill patients: dry skin, body rash, 

polyarthritis, myalgia, fatigue, and anorexia 
• No grade 5 treatment-related adverse events at any dose level 
• No treatment-related discontinuation at ≤400mg once daily. 

Source: 

J.P. Morgan Healthcare Conference 01/12/2022 (CYT, Slides 14-17) 

   

 

CytomX (CTMX) 

CX-904 for Cancer 

Event Date: 01/12/2022 

Event Type: Regulatory - IND/CTA Filing (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Amgen, Inc. (AMGN) 

Partner Companies: CytomX (CTMX) 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

CytomX announced the company filed an IND for CX-904 for an undisclosed cancer indication. 

Source: 

J.P. Morgan Healthcare Conference 01/12/2022 (CTMX, Slide Deck)   

   

https://s28.q4cdn.com/986586180/files/doc_presentation/2022/01/Cyteir-JPMorgan-Presentation-FINAL.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=36219
https://www.biomedtracker.com/IndicationReport.cfm?IndID=313
https://www.biomedtracker.com/DrugDetail.cfm?RecID=50380
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=30
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3890
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432913,432807,432849,432851,432852,432853,432854,432855,432856,432857,432816,432818,432819,432820,432821,432822,432823,432824,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432799,432800,432801&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.cytomx.com/static-files/b4940438-8ed7-4757-a34f-05ddd048f07d
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Deciphera Pharmaceuticals, Inc. (DCPH) 

Qinlock for Gastrointestinal Stromal Tumor (GIST) 

Event Date: 01/10/2022 

Event Type: 
Progress Update - Product Launch (Europe) - Individual Country 

(Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Deciphera Pharmaceuticals, Inc. (DCPH) 

Partner Companies: 
Specialised Therapeutics 

Zai Lab (ZLAB) 

Former Companies: N/A 

Change to Likelihood of 

Approval: 
0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Deciphera Pharmaceuticals announced that Qinlock has been launched in Germany. 

Source: 

J.P. Morgan Healthcare Conference 01/10/2022 (DCPH, Slide 7) 

 

Denali Therapeutics Inc. (DNLI) 

DNL788 for Amyotrophic Lateral Sclerosis (ALS) 

   

Event Date: 01/11/2022 

Event Type: Trial Data - Top-Line Results (Clinical Analysis) 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=25674
https://www.biomedtracker.com/IndicationReport.cfm?IndID=626
https://www.biomedtracker.com/DrugDetail.cfm?RecID=35753
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3510
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5705
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5227
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.deciphera.com/static-files/0c9d917c-090b-407a-9527-5d9b6c976c71
https://www.biomedtracker.com/DrugReport.cfm?DrugID=42664
https://www.biomedtracker.com/IndicationReport.cfm?IndID=193
https://www.biomedtracker.com/DrugDetail.cfm?RecID=60051
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Trial Name: Phase I - Healthy Volunteers  

Market Group: Neurology 

Lead Company: Denali Therapeutics Inc. (DNLI) 

Partner Companies: Sanofi (SNY) 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 12% (Same As Avg.) 

Average Approval: 12% 

Analysis: 

Denali and Sanofi announced an update on the Phase I trial of DNL788. 

Design 

The study is a Phase I study of DNL788 for healthy subjects. 

Results 

In the trial, target engagement was demonstrated at doses that were generally well tolerated. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (DNLI) 

 

DNL126 for Mucopolysaccharidosis IIIA (MPS IIIA; Sanfilippo A Syndrome) 

   

Event Date: 01/11/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Metabolic 

Lead Company: Denali Therapeutics Inc. (DNLI) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

https://www.biomedtracker.com/TrialDetail.cfm?TrialID=61478
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5554
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=51
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.denalitherapeutics.com/investors/press-release?id=8631&type=api
https://www.biomedtracker.com/DrugReport.cfm?DrugID=46033
https://www.biomedtracker.com/IndicationReport.cfm?IndID=2982
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65235
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5554
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
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Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Denali announced the company’s submission of an IND application for DNL126 for MPS IIIA is planned 

for the first half of 2023. 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 

 

DNL151 for Parkinson's Disease (PD) 

   

Event Date: 01/11/2022 

Event Type: Trial Announcement (Clinical Analysis) 

Trial Name: 
Phase IIb - LUMA 

Phase III - LIGHTHOUSE 

Market Group: Neurology 

Lead Company: Denali Therapeutics Inc. (DNLI) 

Partner Companies: 
Biogen (BIIB) 

Roche (RHHBY) 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 6% (Same As Avg.) 

Average Approval: 6% 

Analysis: 

Denali announced, based on the results of the Phase I/Ib data, start-up activities are ongoing for two 

late-stage trials of BIIB122 in PD for which Biogen will lead operational execution. 

The LIGHTHOUSE Study is a global Phase III trial expected to enroll approximately 400 PD participants 

with LRRK2 mutations. The LUMA Study is a global Phase IIb trial expected to enroll approximately 640 

participants with PD who do not carry a LRRK2 mutation and is designed to potentially support 

registration of BIIB122. Minimum treatment periods are 96 weeks and 48 weeks in 

the LIGHTHOUSE and LUMA studies, respectively, and the primary endpoint of both trials will be 

https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.denalitherapeutics.com/investors/press-release?id=8631&type=api
https://www.biomedtracker.com/DrugReport.cfm?DrugID=36647
https://www.biomedtracker.com/IndicationReport.cfm?IndID=194
https://www.biomedtracker.com/DrugDetail.cfm?RecID=51053
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=66454
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=66453
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5554
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=64
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=149
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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assessed using the Movement Disorder Society-Sponsored Revision of the Unified Parkinson's Disease 

Rating Scale (MDS-UPDRS). 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (DNLI) 

 

DNL788 for Amyotrophic Lateral Sclerosis (ALS) 

   

Event Date: 01/11/2022 

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase II - HIMALAYA 

Market Group: Neurology 

Lead Company: Denali Therapeutics Inc. (DNLI) 

Partner Companies: Sanofi (SNY) 

Former Companies: N/A 

Change to Likelihood of Approval: 6% 

Likelihood of Approval: 12% (Same As Avg.) 

Average Approval: 12% 

Analysis: 

Denali announced, based on the Phase I trial of DNL788 for ALS, Sanofi decided to initiate a Phase II 

study named HIMALAYA. 

Phase II HIMALAYA Study Design 

HIMALAYA is a multi-center, randomized, double-blind, placebo-controlled trial, followed by an open-

label long-term extension, to evaluate the efficacy and safety of SAR443820. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (DNLI) 

 

DNL788 for Multiple Sclerosis (MS) 

   

https://www.denalitherapeutics.com/investors/press-release?id=8631&type=api
https://www.biomedtracker.com/DrugReport.cfm?DrugID=42664
https://www.biomedtracker.com/IndicationReport.cfm?IndID=193
https://www.biomedtracker.com/DrugDetail.cfm?RecID=60051
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=65171
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5554
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=51
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/trialdetail.cfm?trialid=61478
https://www.denalitherapeutics.com/investors/press-release?id=8631&type=api
https://www.biomedtracker.com/DrugReport.cfm?DrugID=42664
https://www.biomedtracker.com/IndicationReport.cfm?IndID=153
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Event Date: 01/11/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

Lead Company: Denali Therapeutics Inc. (DNLI) 

Partner Companies: Sanofi (SNY) 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Denali announced Sanofi plans to initiate a Phase II trial of SAR443820 in MS. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (DNLI) 

 

DNL919 for Alzheimer's Disease (AD) 

   

Event Date: 01/11/2022 

Event Type: Regulatory - IND/CTA Filing (Clinical Analysis) 

Trial Name: Phase I - Study 

Market Group: Neurology 

Lead Company: Denali Therapeutics Inc. (DNLI) 

Partner Companies: Takeda Pharmaceutical (TAK) 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

https://www.biomedtracker.com/DrugDetail.cfm?RecID=65232
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5554
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=51
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.denalitherapeutics.com/investors/press-release?id=8631&type=api
https://www.biomedtracker.com/DrugReport.cfm?DrugID=37077
https://www.biomedtracker.com/IndicationReport.cfm?IndID=141
https://www.biomedtracker.com/DrugDetail.cfm?RecID=51694
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=66457
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5554
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=826
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
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Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Denali announced the company submitted an investigational new drug (IND) application for DNL919 

with the US Food and Drug Administration (FDA) and, pending its acceptance, will initiate first-in-human 

clinical trials of DNL919 in the first half of 2022. Denali expects that human safety and biomarker data 

will be available in the second half of 2022, including the effects of DNL919 treatment on colony 

stimulating factor 1 receptor (CSF1R) in cerebrospinal fluid, a key indicator of TREM2 pathway 

engagement in the brain. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (DNLI) 

 

SAR443122 for Ulcerative Colitis (UC) 

   

Event Date: 01/11/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: Sanofi (SNY) 

Partner Companies: Denali Therapeutics (DNLI) 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Denali announced Sanofi plans to initiate a Phase II trial of SAR443122 in patients with ulcerative colitis. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (DNLI) 

https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.denalitherapeutics.com/investors/press-release?id=8631&type=api
https://www.biomedtracker.com/DrugReport.cfm?DrugID=39463
https://www.biomedtracker.com/IndicationReport.cfm?IndID=321
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65233
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=51
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5554
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.denalitherapeutics.com/investors/press-release?id=8631&type=api
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DNL593 for Dementia 

   

Event Date: 01/10/2022 

Event Type: Regulatory - IND/CTA Filing (Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

Lead Company: Takeda Pharmaceutical Co. Ltd. (TAK) 

Partner Companies: Denali Therapeutics (DNLI) 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Denali announced the company submitted a clinical trial application (CTA) in the United Kingdom and, 

pending its acceptance, will initiate first-in-human clinical trials of DNL593 in mid-2022.  

 

Source: 

J.P. Morgan Healthcare Conference 01/10/2022 (DNLI) 

 

DNL919 for Alzheimer's Disease (AD) 

   

Event Date: 12/31/2021 

Event Type: Partnership - Option Exercised (Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

Lead Company: Denali Therapeutics Inc. (DNLI) 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=43403
https://www.biomedtracker.com/IndicationReport.cfm?IndID=315
https://www.biomedtracker.com/DrugDetail.cfm?RecID=61197
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=826
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5554
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.denalitherapeutics.com/investors/press-release?id=8631&type=api
https://www.biomedtracker.com/DrugReport.cfm?DrugID=37077
https://www.biomedtracker.com/IndicationReport.cfm?IndID=141
https://www.biomedtracker.com/DrugDetail.cfm?RecID=51694
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5554
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Partner Companies: Takeda Pharmaceutical (TAK) 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Denali announced that Takeda exercised its option in December 2021 to co-develop and co-

commercialize DNL919 for the treatment of AD.  

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (DNLI) 

 

 

Dyne Therapeutics (DYN) 

DYNE-301 for Muscular Dystrophy 

   

Event Date: 01/12/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Metabolic 

Lead Company: Dyne Therapeutics (DYN) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=826
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.denalitherapeutics.com/investors/press-release?id=8631&type=api
https://www.biomedtracker.com/DrugReport.cfm?DrugID=46053
https://www.biomedtracker.com/IndicationReport.cfm?IndID=674
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65265
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=14197
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432913,432807,432849,432851,432852,432853,432854,432855,432856,432857,432816,432818,432819,432820,432821,432822,432823,432824,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432799,432800,432801&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Dyne Therapeutics announced that an IND for their new candidate, DYNE-301, is expected in the second 

half of 2022 for facioscapulohumeral muscular dystrophy.  

Source: 

J.P. Morgan Healthcare Conference 01/12/2022 (DYN, Slide 9) 

 

Edgewise Therapeutics, Inc. (EWTX) 

EDG-5440 for Undisclosed 

Event Date: 01/10/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Not Specified 

Lead Company: Edgewise Therapeutics, Inc. (EWTX) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Edgewise Therapeutics currently listed EDG-5440, a next-generation myosin ATPase modulator, for an 

undisclosed indication in preclinical development. 

Source: 

J.P. Morgan Healthcare Conference 01/10/2022 (EWTX, Slide 4) 

 

Erasca, Inc. (ERAS) 

ERAS-007 for Hematologic Cancer 

   

https://investors.dyne-tx.com/static-files/3ec2c3d1-7e05-448b-987b-d3ab88c2a056
https://www.biomedtracker.com/DrugReport.cfm?DrugID=46015
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3338
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65210
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9320
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=37639
https://www.biomedtracker.com/IndicationReport.cfm?IndID=196
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Event Date: 01/10/2022 

Event Type: Trial Announcement (Clinical Analysis) 

Trial Name: Phase I/II - HERKULES-4 

Market Group: Oncology 

Lead Company: Erasca, Inc. (ERAS) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Erasca announced they plan to initiate a Phase I/II HERKULES-4 study for ERAS-007 for the treatment of 

hematological malignancies in the first quarter of 2022. 

Source: 

J.P. Morgan Healthcare Conference 01/10/2022 (ERAS, Slide 18) 

 

Finch Therapeutics Group, Inc. (FNCH) 

FIN-211 for Autism Spectrum Disorders (Autism) 

Event Date: 01/13/2022 

Event Type: Regulatory - Meeting with FDA (Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

Lead Company: Finch Therapeutics Group, Inc. (FNCH)  

Partner Companies: N/A 

https://www.biomedtracker.com/DrugDetail.cfm?RecID=65218
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=66427
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=12246
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44664
https://www.biomedtracker.com/IndicationReport.cfm?IndID=619
https://www.biomedtracker.com/DrugDetail.cfm?RecID=63107
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7326
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Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Finch Therapeutics announced the company received feedback from the FDA from its pre-IND meeting. 

The FDA agreed that FIN-211 may proceed directly to children with Autism Spectrum Disorder (ASD). For 

data supporting a BLA filing, the FDA guided that FIN-211 could demonstrate benefit for either GI or 

behavioral symptoms. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (FNCH, Slide 32) 

 

Frequency Therapeutics Inc. (FREQ) 

FREQ-162 for Multiple Sclerosis (MS) 

   

Event Date: 01/13/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

Lead Company: Frequency Therapeutics Inc. (FREQ) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Frequency announced the company is initiating IND enabling studies for the remyelination program in 

MS. 

https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.finchtherapeutics.com/static-files/0919e023-ce07-4cf5-b223-eea34bc91caf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41330
https://www.biomedtracker.com/IndicationReport.cfm?IndID=153
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58007
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7875
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Source:  

J.P. Morgan Healthcare Conference 01/13/2022 (FREQ) 

 

 

FX-322 for Hearing Loss - General 

Event Date: 11/09/2021 

Event Type: Regulatory - Meeting with FDA (Clinical Analysis) 

Trial Name: Phase IIb - 208 (SNHL) 

Market Group: ENT/Dental 

Lead Company: Frequency Therapeutics Inc. (FREQ) 

Partner Companies: Astellas Pharma (4503:JP) 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 19% (5% Below Avg.) 

Average Approval: 24% 

Analysis: 

Frequency announced the FDA Type C meeting was held to gain alignment for FX-322 in November 

2021. The company gained alignment with the FDA on the primary endpoint of speech perception. The 

FDA reviewed and commented on the 208 study and these comments were incorporated into the study 

protocol. The patient reported outcomes (PRO) feedback was provided on the PRO development called 

RADIAL. A special meeting was granted for further discussion. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (FREQ, Slide 23) 

 

FX-345 for Hearing Loss - General 

Event Date: 01/13/2022 

Event Type: Progress Update (Clinical Analysis) 

https://investors.frequencytx.com/static-files/82a80eb8-8cd7-443b-a9c7-7c19d0d1b99d
https://www.biomedtracker.com/DrugReport.cfm?DrugID=36251
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3074
https://www.biomedtracker.com/DrugDetail.cfm?RecID=50452
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=65345
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7875
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=814
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.frequencytx.com/static-files/82a80eb8-8cd7-443b-a9c7-7c19d0d1b99d
https://www.biomedtracker.com/DrugReport.cfm?DrugID=46062
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3074
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65281


  

 

January 2022|124 

 

Trial Name: N/A 

Market Group: ENT/Dental 

Lead Company: Frequency Therapeutics Inc. (FREQ) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Frequency announced that FX-345 for hearing loss is in preclinical development in its pipeline. IND 

enabling GLP tox studies are ongoing. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (FREQ, Slide 3)   

 

Fulcrum Therapeutics, Inc. (FULC) 

FTX-6058 for Thalassemia 

   

Event Date: 12/31/2021 

Event Type: Regulatory - IND/CTA Filing (Clinical Analysis) 

Trial Name: N/A 

Market Group: Hematology 

Lead Company: Fulcrum Therapeutics Inc. (FULC) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7875
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.frequencytx.com/static-files/82a80eb8-8cd7-443b-a9c7-7c19d0d1b99d
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41980
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3638
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58984
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=6471
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
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Average Approval: N/A 

Analysis: 

Fulcrum announced they submitted an IND for FTX-6058 for non-SCD hemoglobinopathies in 2021. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (FULC, Slide 6) 

 

 

G1 Therapeutics Inc. (GTHX) 

Cosela for Bladder Cancer 

 

Event Date: 01/12/2022 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase II - PRESERVE3 

Market Group: Oncology 

Lead Company: G1 Therapeutics Inc. (GTHX)  

Partner Companies: 
Boehringer Ingelheim 

Simcere Pharmaceutical (2096) 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 11% (Same As Avg.) 

Average Approval: 11% 

Analysis: 

G1 Therapeutics announced that the Phase II Bladder (mUC) PRESERVE 3 study is ongoing. Initial results 

are expected in the second half of 2022. 

Source: 

J.P. Morgan Healthcare Conference 01/12/2022 (GTHX, Slide 26) 

 

 

https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=26202
https://www.biomedtracker.com/IndicationReport.cfm?IndID=217
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62292
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=61567
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5334
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=70
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3769
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432958,432959&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
http://investor.g1therapeutics.com/static-files/9fd49027-cd3e-495f-8c18-76a613aa9a77
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Cosela for Colorectal Cancer (CRC) 

   

Event Date: 01/12/2022 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase III - PRESERVE1 

Market Group: Oncology 

Lead Company: G1 Therapeutics Inc. (GTHX)  

Partner Companies: 
Boehringer Ingelheim 

Simcere Pharmaceutical (2096) 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 44% (Same As Avg.) 

Average Approval: 44% 

Analysis: 

G1 Therapeutics announced that the first-line CRC pivotal trial of Cosela PRESERVE 1 is ongoing. Initial 

results are expected in the first half of 2023. 

Source: 

J.P. Morgan Healthcare Conference 01/12/2022 (GTHX, Slide 22) 

 

Galapagos NV (GLPG) 

GLPG3970 for Psoriasis 

   

Event Date: 01/13/2022 

Event Type: Progress Update - Suspension (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: Galapagos NV (GLPG) 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=26202
https://www.biomedtracker.com/IndicationReport.cfm?IndID=213
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58545
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=60955
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5334
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=70
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3769
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432958,432959&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
http://investor.g1therapeutics.com/static-files/9fd49027-cd3e-495f-8c18-76a613aa9a77
https://www.biomedtracker.com/DrugReport.cfm?DrugID=40922
https://www.biomedtracker.com/IndicationReport.cfm?IndID=155
https://www.biomedtracker.com/DrugDetail.cfm?RecID=57430
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2613
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Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: -11% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Galapagos announced that the company is suspending development of GLPG3970 in order for the 

company to focus on more selective targets. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (GLPG) 

 

GLPG3970 for Rheumatoid Arthritis (RA) 

Event Date: 01/13/2022 

Event Type: Progress Update - Suspension (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: Galapagos NV (GLPG) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: -19% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Galapagos announced that the company is suspending development of GLPG3970 in order for the 

company to focus on more selective targets. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (GLPG) 

https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=40922
https://www.biomedtracker.com/IndicationReport.cfm?IndID=154
https://www.biomedtracker.com/DrugDetail.cfm?RecID=61307
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2613
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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GLPG3970 for Sjogren's Syndrome 

  

Event Date: 01/13/2022 

Event Type: Progress Update - Suspension (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: Galapagos NV (GLPG) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: -19% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Galapagos announced that the company is suspending development of GLPG3970 in order for the 

company to focus on more selective targets. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (GLPG)  

 

GLPG3970 for Systemic Lupus Erythematosus (SLE) 

Event Date: 01/13/2022 

Event Type: Progress Update - Suspension (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: Galapagos NV (GLPG) 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=40922
https://www.biomedtracker.com/IndicationReport.cfm?IndID=670
https://www.biomedtracker.com/DrugDetail.cfm?RecID=61847
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2613
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=40922
https://www.biomedtracker.com/IndicationReport.cfm?IndID=282
https://www.biomedtracker.com/DrugDetail.cfm?RecID=61848
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2613
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Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: -11% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Galapagos announced that the company is suspending development of GLPG3970 in order for the 

company to focus on more selective targets. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (GLPG) 

 

GLPG3970 for Ulcerative Colitis (UC) 

Event Date: 01/13/2022 

Event Type: Progress Update - Suspension (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: Galapagos NV (GLPG) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: -19% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Galapagos announced that the company is suspending development of GLPG3970 in order for the 

company to focus on more selective targets. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (GLPG)   

https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=40922
https://www.biomedtracker.com/IndicationReport.cfm?IndID=321
https://www.biomedtracker.com/DrugDetail.cfm?RecID=61306
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2613
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Gritstone Oncology (GRTS) 

HIV Vaccine-based Immunotherapy (Gilead/Gritstone) for HIV Prevention 

Event Date: 12/31/2021 

Event Type: 
Trial Announcement - Regulatory Approval to Initiate (Clinical 

Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Gilead Sciences, Inc. (GILD) 

Partner Companies: Gritstone Oncology (GRTS) 

Former Companies: N/A 

Change to Likelihood of 

Approval: 
0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Gritstone announced that an IND application was cleared in the fourth quarter of 2021. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (GRTS) 

 

GRANITE-001 for Solid Tumors 

Event Date: 12/31/2021 

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase II/III - w/Checkpoint Inhibitors 

Market Group: Oncology 

Lead Company: Gritstone bio, Inc. (GRTS) 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=44239
https://www.biomedtracker.com/IndicationReport.cfm?IndID=696
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62459
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62459
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=179
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=6168
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=35992
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/DrugDetail.cfm?RecID=50038
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=66506
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=6168
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Partner Companies: Arbutus (ABUS) 

Former Companies: N/A 

Change to Likelihood of Approval: 33% 

Likelihood of Approval: 44% (Same As Avg.) 

Average Approval: 44% 

Analysis: 

Gritstone announced that a randomized, controlled, Phase II/III clinical trial (single protocol) for the 

maintenance treatment of GRANITE for newly diagnosed metastatic MSS-CRC patients was initiated in 

the fourth quarter of 2021.  

Source: 

J.P. Morgan Healthcare Conference 12/31/2021 (GRTS) 

 

 

Idorsia Pharmaceuticals Ltd (IDIA) 

ACT-539313 for Eating Disorders 

   

Event Date: 01/12/2022 

Event Type: 
Trial Announcement - Patient Enrollment Completed (Clinical 

Analysis) 

Trial Name: Phase II - Binge Eating Disorder  

Market Group: Psychiatry 

Lead Company: Idorsia Pharmaceuticals Ltd (IDIA) 

Partner Companies: N/A 

Former Companies: Actelion (ATLN) 

Change to Likelihood of 

Approval: 
0% 

Likelihood of Approval: 14% (Same As Avg.) 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=557
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=35055
https://www.biomedtracker.com/IndicationReport.cfm?IndID=2951
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62837
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62837
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=62298
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7558
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432913,432807,432849,432851,432852,432853,432854,432855,432856,432857,432816,432818,432819,432820,432821,432822,432823,432824,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432799,432800,432801&Maxrows=50&StartRow=1
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432913,432807,432849,432851,432852,432853,432854,432855,432856,432857,432816,432818,432819,432820,432821,432822,432823,432824,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432799,432800,432801&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
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Average Approval: 14% 

Analysis: 

Idorsia reported that the Phase II study of ACT-539313 has completed recruitment. 

Source: 

J.P. Morgan Healthcare Conference 01/12/2022 (IDIA, Slide 6) 

 

 

Selatogrel for Acute Coronary Syndrome (ACS) 

Event Date: 01/12/2022 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase III - SOS-AMI 

Market Group: Cardiovascular 

Lead Company: Idorsia Pharmaceuticals Ltd (IDIA) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 46% (Same As Avg.) 

Average Approval: 46% 

Analysis: 

Idorsia announced the company is actively enrolling patients into the Phase III study of selatogrel. 

Source: 

J.P. Morgan Healthcare Conference 01/12/2022 (IDIA, Slide 5)   

 

Aprocitentan for Hypertension (Systemic) 

Event Date: 01/12/2022 

Event Type: 
Trial Announcement - Patient Enrollment Completed (Clinical 

Analysis) 

https://www.biomedtracker.com/LoA.cfm
https://www.idorsia.com/documents/com/fact-sheets-presentations/2022-idorsia-at-jpm.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=35051
https://www.biomedtracker.com/IndicationReport.cfm?IndID=179
https://www.biomedtracker.com/DrugDetail.cfm?RecID=48565
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=55842
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7558
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432913,432807,432849,432851,432852,432853,432854,432855,432856,432857,432816,432818,432819,432820,432821,432822,432823,432824,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432799,432800,432801&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.idorsia.com/documents/com/fact-sheets-presentations/2022-idorsia-at-jpm.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=34075
https://www.biomedtracker.com/IndicationReport.cfm?IndID=244
https://www.biomedtracker.com/DrugDetail.cfm?RecID=47058
https://www.biomedtracker.com/DrugDetail.cfm?RecID=47058
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Trial Name: Phase III - PRECISION 

Market Group: Cardiovascular 

Lead Company: Johnson & Johnson (JNJ) 

Partner Companies: Idorsia (IDIA) 

Former Companies: N/A 

Change to Likelihood of 

Approval: 
0% 

Likelihood of Approval: 46% (Same As Avg.) 

Analysis: 

Idorsia announced that the Phase III study of aprocitentan has completed enrollment. Results are 

expected in mid 2022. 

Source: 

J.P. Morgan Healthcare Conference 01/12/2022 (IDIA, Slide 6)   

 

Intra-Cellular Therapies, Inc. (ITCI) 

Lumateperone Long Acting Injectable (LLAI) for Schizophrenia 

Event Date: 01/10/2022 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase I - Safety and Tolerability 

Market Group: Psychiatry 

Lead Company: Intra-Cellular Therapies, Inc. (ITCI) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 7% (Same As Avg.) 

Average Approval: 7% 

https://www.biomedtracker.com/TrialDetail.cfm?TrialID=46353
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=223
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7558
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432913,432807,432849,432851,432852,432853,432854,432855,432856,432857,432816,432818,432819,432820,432821,432822,432823,432824,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432799,432800,432801&Maxrows=50&StartRow=1
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432913,432807,432849,432851,432852,432853,432854,432855,432856,432857,432816,432818,432819,432820,432821,432822,432823,432824,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432799,432800,432801&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.idorsia.com/documents/com/fact-sheets-presentations/2022-idorsia-at-jpm.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=45390
https://www.biomedtracker.com/IndicationReport.cfm?IndID=170
https://www.biomedtracker.com/DrugDetail.cfm?RecID=64219
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=64560
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3215
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Analysis: 

Intra-Cellular Therapies announced that the initial conduct of the Phase I single ascending dose study 

has been completed and results from this study will inform the dosing strategy for the multiple 

ascending dose study and for the efficacy study. 

Source: 

J.P. Morgan Healthcare Conference 01/10/2022 (ITCI, Slide 13) 

 

Jazz Pharmaceuticals plc (JAZZ) 

Epidiolex for Dravet Syndrome (Epilepsy) 

Event Date: 01/10/2022 

Event Type: 
Progress Update - Product Launch (Europe) - Individual Country 

(Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

Lead Company: Jazz Pharmaceuticals plc (JAZZ)  

Partner Companies: N/A 

Former Companies: GW Pharmaceuticals (GWPH)  

Change to Likelihood of 

Approval: 
0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Jazz announced the company launched Epidyolex for epilepsy in Ireland in the first quarter of 2022. 

Source: 

J.P. Morgan Healthcare Conference 01/10/2022 (JAZZ)   

 

https://ir.intracellulartherapies.com/static-files/c9a9b839-b6fe-4b84-b342-bac18a0ce9a7
https://www.biomedtracker.com/DrugReport.cfm?DrugID=23288
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3447
https://www.biomedtracker.com/DrugDetail.cfm?RecID=31892
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=508
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2079
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Epidiolex for Lennox-Gastaut Syndrome (LGS; Epilepsy) 

Event Date: 01/10/2022 

Event Type: 
Progress Update - Product Launch (Europe) - Individual Country 

(Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

Lead Company: Jazz Pharmaceuticals plc (JAZZ)  

Partner Companies: N/A 

Former Companies: GW Pharmaceuticals (GWPH)  

Change to Likelihood of 

Approval: 
0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Jazz announced the company launched Epidyolex for epilepsy in Ireland in the first quarter of 2022. 

Source: 

J.P. Morgan Healthcare Conference 01/10/2022 (JAZZ)   

 

Jounce Therapeutics, Inc. (JNCE) 

JTX-1484 for Cancer 

   

Event Date: 01/13/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=23288
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3008
https://www.biomedtracker.com/DrugDetail.cfm?RecID=32822
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=508
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2079
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=46071
https://www.biomedtracker.com/IndicationReport.cfm?IndID=313
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65297
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Lead Company: Jounce Therapeutics, Inc. (JNCE)  

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Jounce Therapeutics announced that the company continues working in advancing JTX-1484 towards a 

2023 IND. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (JNCE, Slide 23) 

 

 

Kiniksa Pharmaceuticals Corporation (KNSA) 

KPL-404 for Rheumatoid Arthritis (RA) 

Event Date: 01/10/2022 

Event Type: Progress Update - Development Review (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: Kiniksa Pharmaceuticals Corporation (KNSA) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 11% (Same As Avg.) 

Average Approval: 11% 

Analysis: 

Kiniksa provided a corporate update and announced anticipated milestones for 2022. 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=6345
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.jouncetx.com/static-files/2841c8a8-81ba-409d-bc1e-b6b7e84c8da1
https://www.biomedtracker.com/DrugReport.cfm?DrugID=37034
https://www.biomedtracker.com/IndicationReport.cfm?IndID=154
https://www.biomedtracker.com/DrugDetail.cfm?RecID=51635
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8079
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Corporate Update 

• Kiniksa’s resources are currently focused on growing the ARCALYST franchise and progressing 
the clinical trials of vixarelimab in prurigo nodularis and KPL-404 in rheumatoid arthritis.  

• Kiniksa’s year-end 2021 cash, cash equivalents and short-term investments of approximately 
$182m (unaudited) are expected to fund its current operating plan into 2024. 

Portfolio Update 

ARCALYST (IL-1α and IL-1β cytokine trap) 

• Kiniksa expects to provide full-year 2022 ARCALYST net revenue guidance with its fourth quarter 
and full-year 2021 financial results. 

Mavrilimumab (monoclonal antibody inhibitor targeting GM-CSFRα) 

• As previously reported, the Phase III portion of the Phase II/III trial of mavrilimumab in COVID-
19-related acute respiratory distress syndrome (ARDS) did not meet its primary efficacy 
endpoint of the proportion of patients alive and free of mechanical ventilation at Day 29. 

• Kiniksa continues to believe in the potential broad utility of mavrilimumab and is evaluating next 
steps for the molecule. 

Vixarelimab (monoclonal antibody inhibitor of signaling through OSMRβ) 

• Kiniksa expects data from the Phase IIb dose-ranging clinical trial of once-monthly subcutaneous 
vixarelimab in prurigo nodularis in the second half of 2022. 

KPL-404 (monoclonal antibody inhibitor of CD40-CD154 signaling) 

• Kiniksa is enrolling and dosing patients in a Phase II clinical trial of KPL-404 in rheumatoid 
arthritis which is designed to enable potential development in a spectrum of autoimmune 
diseases believed to be mediated by the CD40-CD154 pathway. 

Source: 

Press Release 01/10/2022 (Kiniksa) 

J.P. Morgan Healthcare Conference 01/10/2022 (Kiniksa)   

 

Mavrilimumab for COVID-19 Treatment 

Event Date: 01/10/2022 

https://investors.kiniksa.com/news-releases/news-release-details/kiniksa-provides-corporate-update-and-outlines-anticipated-2022
https://www.biomedtracker.com/DrugReport.cfm?DrugID=9516
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3651
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Event Type: Progress Update - Development Review (Clinical Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Kiniksa Pharmaceuticals Corporation (KNSA) 

Partner Companies: 
AstraZeneca (AZN) 

CSL (CSL) 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Kiniksa provided a corporate update and announced anticipated milestones for 2022. 

Corporate Update 

• Kiniksa’s resources are currently focused on growing the ARCALYST franchise and progressing 
the clinical trials of vixarelimab in prurigo nodularis and KPL-404 in rheumatoid arthritis.  

• Kiniksa’s year-end 2021 cash, cash equivalents and short-term investments of approximately 
$182m (unaudited) are expected to fund its current operating plan into 2024. 

Portfolio Update 

ARCALYST (IL-1α and IL-1β cytokine trap) 

• Kiniksa expects to provide full-year 2022 ARCALYST net revenue guidance with its fourth quarter 
and full-year 2021 financial results. 

Mavrilimumab (monoclonal antibody inhibitor targeting GM-CSFRα) 

• As previously reported, the Phase III portion of the Phase II/III trial of mavrilimumab in COVID-
19-related acute respiratory distress syndrome (ARDS) did not meet its primary efficacy 
endpoint of the proportion of patients alive and free of mechanical ventilation at Day 29. 

• Kiniksa continues to believe in the potential broad utility of mavrilimumab and is evaluating next 
steps for the molecule. 

Vixarelimab (monoclonal antibody inhibitor of signaling through OSMRβ) 

https://www.biomedtracker.com/DrugDetail.cfm?RecID=59224
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8079
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=45
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=870
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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• Kiniksa expects data from the Phase IIb dose-ranging clinical trial of once-monthly subcutaneous 
vixarelimab in prurigo nodularis in the second half of 2022. 

KPL-404 (monoclonal antibody inhibitor of CD40-CD154 signaling) 

• Kiniksa is enrolling and dosing patients in a Phase II clinical trial of KPL-404 in rheumatoid 
arthritis which is designed to enable potential development in a spectrum of autoimmune 
diseases believed to be mediated by the CD40-CD154 pathway. 

Source: 

Press Release 01/10/2022 (Kiniksa) 

J.P. Morgan Healthcare Conference 01/10/2022 (Kiniksa)   

 

Vixarelimab for Pruritus 

   

Event Date: 01/10/2022 

Event Type: Progress Update - Development Review (Clinical Analysis) 

Trial Name: N/A 

Market Group: Allergy 

Lead Company: Kiniksa Pharmaceuticals Corporation (KNSA) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 21% (3% Above Avg.) 

Average Approval: 18% 

Analysis: 

Kiniksa provided a corporate update and announced anticipated milestones for 2022. 

Corporate Update 

• Kiniksa’s resources are currently focused on growing the ARCALYST franchise and progressing 
the clinical trials of vixarelimab in prurigo nodularis and KPL-404 in rheumatoid arthritis.  

https://investors.kiniksa.com/news-releases/news-release-details/kiniksa-provides-corporate-update-and-outlines-anticipated-2022
https://www.biomedtracker.com/DrugReport.cfm?DrugID=36989
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3196
https://www.biomedtracker.com/DrugDetail.cfm?RecID=56044
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8079
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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• Kiniksa’s year-end 2021 cash, cash equivalents and short-term investments of approximately 
$182m (unaudited) are expected to fund its current operating plan into 2024. 

Portfolio Update 

ARCALYST (IL-1α and IL-1β cytokine trap) 

• Kiniksa expects to provide full-year 2022 ARCALYST net revenue guidance with its fourth quarter 
and full-year 2021 financial results. 

Mavrilimumab (monoclonal antibody inhibitor targeting GM-CSFRα) 

• As previously reported, the Phase III portion of the Phase II/III trial of mavrilimumab in COVID-
19-related acute respiratory distress syndrome (ARDS) did not meet its primary efficacy 
endpoint of the proportion of patients alive and free of mechanical ventilation at Day 29. 

• Kiniksa continues to believe in the potential broad utility of mavrilimumab and is evaluating next 
steps for the molecule. 

Vixarelimab (monoclonal antibody inhibitor of signaling through OSMRβ) 

• Kiniksa expects data from the Phase IIb dose-ranging clinical trial of once-monthly subcutaneous 
vixarelimab in prurigo nodularis in the second half of 2022. 

KPL-404 (monoclonal antibody inhibitor of CD40-CD154 signaling) 

• Kiniksa is enrolling and dosing patients in a Phase II clinical trial of KPL-404 in rheumatoid 
arthritis which is designed to enable potential development in a spectrum of autoimmune 
diseases believed to be mediated by the CD40-CD154 pathway. 

Source: 

Press Release 01/10/2022 (Kiniksa) 

J.P. Morgan Healthcare Conference 01/10/2022 (Kiniksa) 

 

Legend Biotech Corp. (LEGN) 

Ciltacabtagene Autoleucel for Multiple Myeloma (MM) 

   

Event Date: 01/11/2022 

https://investors.kiniksa.com/news-releases/news-release-details/kiniksa-provides-corporate-update-and-outlines-anticipated-2022
https://www.biomedtracker.com/DrugReport.cfm?DrugID=35218
https://www.biomedtracker.com/IndicationReport.cfm?IndID=207
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Event Type: 
Trial Announcement - Patient Enrollment Completed (Clinical 

Analysis) 

Trial Name: Phase III - CARTITUDE-4 

Market Group: Oncology 

Lead Company: Johnson & Johnson (JNJ) 

Partner Companies: Legend Biotech (LEGN) 

Former Companies: N/A 

Change to Likelihood of 

Approval: 
0% 

Likelihood of Approval: 99% (7% Above Avg.) 

Average Approval: 92% 

Analysis: 

Legend Biotech announced the Phase III CARTITUDE-4 clinical trial has completed enrollment of patients. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (LEGN, Slide 21) 

 

 

Medtronic plc (MDT) 

CoreValve for Cardiac Valve Surgery 

Event Date: 01/10/2022 

Event Type: 
Progress Update - Product Launch (Emerging Markets) (Clinical 

Analysis) 

Trial Name: N/A 

Market Group: Cardiovascular 

Lead Company: Medtronic plc (MDT) 

Partner Companies: N/A 

https://www.biomedtracker.com/DrugDetail.cfm?RecID=48872
https://www.biomedtracker.com/DrugDetail.cfm?RecID=48872
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=56092
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=223
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=24978
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.legendbiotech.com/static-files/5c1f2394-0676-49c3-8530-38436caf485b
https://www.biomedtracker.com/DrugReport.cfm?DrugID=15239
https://www.biomedtracker.com/IndicationReport.cfm?IndID=678
https://www.biomedtracker.com/DrugDetail.cfm?RecID=19365
https://www.biomedtracker.com/DrugDetail.cfm?RecID=19365
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=252
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Former Companies: N/A 

Change to Likelihood of 

Approval: 
0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Medtronic has announced that the Evolut FX System has already been launched in China. 

Source: 

J.P. Morgan Healthcare Conference 01/10/2022 (MDT, Slide 14) 

 

Merck & Co., Inc. (MRK) 

MK-2214 for Alzheimer's Disease (AD) 

Event Date: 01/10/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

Lead Company: Merck & Co., Inc. (MRK) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Merck lists MK-2214 for Alzheimer's disease in preclinical development in its pipeline. 

Source: 

J.P. Morgan Healthcare Conference 01/10/2022 (MRK) 

https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=46022
https://www.biomedtracker.com/IndicationReport.cfm?IndID=141
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65219
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=254
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Mirum Pharmaceuticals, Inc. (MIRM) 

Livmarli for Gastroenterologic Disorders 

   

Event Date: 01/11/2022 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase II - EMBARK 

Market Group: Gastroenterology (Non Inflammatory Bowel Disease) 

Lead Company: Mirum Pharmaceuticals, Inc. (MIRM) 

Partner Companies: 

CANbridge Pharmaceuticals 

GC Pharma (006280) 

Takeda Pharmaceutical (TAK) 

Former Companies: 
Lumena 

Shire (SHPG) 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 18% (Same As Avg.) 

Average Approval: 18% 

Analysis: 

Mirum announced the Phase IIb EMBARK study of Livmarli for biliary atresia currently enrolling; topline 

data anticipated in 2023. 

 

Source: 

Business Wire 01/11/2022 (MIRM) 

J.P. Morgan Healthcare Conference 01/11/2022 (MIRM, Slide 5) 

 

Livmarli for Progressive Familial Intrahepatic Cholestasis (PFIC) 

   

Event Date: 01/11/2022 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=22387
https://www.biomedtracker.com/IndicationReport.cfm?IndID=2944
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58504
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=61063
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8863
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5402
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3826
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=826
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4268
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=355
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.businesswire.com/news/home/20220111005592/en
https://ir.mirumpharma.com/static-files/f4ced0da-a226-4817-9e93-704a0255a43f
https://www.biomedtracker.com/DrugReport.cfm?DrugID=22387
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3588
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Event Type: 
Trial Announcement - Patient Enrollment Completed (Clinical 

Analysis) 

Trial Name: Phase III - MARCH-PFIC 

Market Group: Metabolic 

Lead Company: Mirum Pharmaceuticals, Inc. (MIRM) 

Partner Companies: 

CANbridge Pharmaceuticals 

GC Pharma (006280) 

Takeda Pharmaceutical (TAK) 

Former Companies: 
Lumena 

Shire (SHPG) 

Change to Likelihood of 

Approval: 
0% 

Likelihood of Approval: 59% (1% Above Avg.) 

Average Approval: 58% 

Analysis: 

Mirum announced that recruitment is completed for Phase III MARCH study in progressive familial 

intrahepatic cholestasis. 

 

Source: 

Business Wire 01/11/2022 

J.P. Morgan Healthcare Conference 01/11/2022 (MIRM) 

 

Volixibat for Primary Biliary Cholangitis (PBC) and Hepatic Fibrosis 

   

Event Date: 01/11/2022 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase II - VANTAGE 

Market Group: Autoimmune/immunology 

Lead Company: Mirum Pharmaceuticals, Inc. (MIRM) 

https://www.biomedtracker.com/DrugDetail.cfm?RecID=41756
https://www.biomedtracker.com/DrugDetail.cfm?RecID=41756
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=53078
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8863
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5402
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3826
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=826
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4268
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=355
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.businesswire.com/news/home/20220111005592/en
https://www.biomedtracker.com/DrugReport.cfm?DrugID=22396
https://www.biomedtracker.com/IndicationReport.cfm?IndID=1565
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65240
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=66460
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8863
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Partner Companies: Takeda Pharmaceutical (TAK) 

Former Companies: 
Lumena 

Shire (SHPG) 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 19% (Same As Avg.) 

Average Approval: 19% 

Analysis: 

Mirum announced the company will continue enrollment and country activation for Phase IIb VANTAGE 

study of volixibat for primary biliary cholangitis. 

 

Source: 

Business Wire 01/11/2022 (MIRM) 

J.P. Morgan Healthcare Conference 01/11/2022 (MIRM, Slide 5) 

 

Volixibat for Primary Sclerosing Cholangitis (PSC) 

   

Event Date: 01/11/2022 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase IIb - VISTAS 

Market Group: Autoimmune/immunology 

Lead Company: Mirum Pharmaceuticals, Inc. (MIRM) 

Partner Companies: Takeda Pharmaceutical (TAK) 

Former Companies: 
Lumena 

Shire (SHPG) 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 19% (Same As Avg.) 

Average Approval: 19% 

Analysis: 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=826
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4268
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=355
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.businesswire.com/news/home/20220111005592/en
https://ir.mirumpharma.com/static-files/f4ced0da-a226-4817-9e93-704a0255a43f
https://www.biomedtracker.com/DrugReport.cfm?DrugID=22396
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3469
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58505
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=61617
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8863
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=826
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4268
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=355
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Mirum announced the company is actively enrolling patients into its Phase II VISTA study of volixibat for 

primary sclerosing cholangitis. Top-line results are expected in the second half of 2022. 

 

Source: 

Business Wire 01/11/2022 (MIRM) 

J.P. Morgan Healthcare Conference 01/11/2022 (MIRM, Slide 35) 

 

Volixibat for Progressive Familial Intrahepatic Cholestasis (PFIC) 

   

Event Date: 01/11/2022 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase IIa/IIb - OHANA 

Market Group: Metabolic 

Lead Company: Mirum Pharmaceuticals, Inc. (MIRM) 

Partner Companies: Takeda Pharmaceutical (TAK) 

Former Companies: 
Lumena 

Shire (SHPG) 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 25% (Same As Avg.) 

Average Approval: 25% 

Analysis: 

Mirum continues to enroll patients into the Phase II OHANA study of volixibat. First interim analysis 

expected for OHANA for intrahepatic cholestasis of pregnancy in the second half of 2022. 

 

Source: 

Business Wire 01/11/2022 (MIRM) 

J.P. Morgan Healthcare Conference 01/11/2022 (MIRM, Slide 35) 

 

Monte Rosa Therapeutics, Inc. (GLUE) 

https://www.businesswire.com/news/home/20220111005592/en
https://ir.mirumpharma.com/static-files/f4ced0da-a226-4817-9e93-704a0255a43f
https://www.biomedtracker.com/DrugReport.cfm?DrugID=22396
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3588
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58506
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=61515
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8863
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=826
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4268
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=355
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.businesswire.com/news/home/20220111005592/en
https://ir.mirumpharma.com/static-files/f4ced0da-a226-4817-9e93-704a0255a43f
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MRT-2359 for Non-Small Cell Lung Cancer (NSCLC) 

   

Event Date: 01/11/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Monte Rosa Therapeutics, Inc. (GLUE) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Monte Rosa announced that they plan to file an IND for MRT-2359 in NSCLC and SCLC in mid-2022. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (GLUE, Slide 10) 

 

MRT-2359 for Small Cell Lung Cancer (SCLC) 

   

Event Date: 01/11/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Monte Rosa Therapeutics, Inc. (GLUE) 

Partner Companies: N/A 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=46040
https://www.biomedtracker.com/IndicationReport.cfm?IndID=211
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65243
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=25085
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=46040
https://www.biomedtracker.com/IndicationReport.cfm?IndID=111
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65244
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=25085
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Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Monte Rosa announced that they plan to file an IND for MRT-2359 in NSCLC and SCLC in mid-2022. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (GLUE, Slide 10) 

 

 

MorphoSys AG (MOR) 

Pelabresib for Myelofibrosis (MF) 

   

Event Date: 01/12/2022 

Event Type: 
Trial Announcement - Patient Enrollment Completed (Clinical 

Analysis) 

Trial Name: Phase I/II - MANIFEST (+/- Ruxolitinib) 

Market Group: Oncology 

Lead Company: MorphoSys AG (MOR) 

Partner Companies: N/A 

Former Companies: Constellation 

Change to Likelihood of 

Approval: 
0% 

Likelihood of Approval: 47% (3% Above Avg.) 

Average Approval: 44% 

Analysis: 

https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=22314
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3052
https://www.biomedtracker.com/DrugDetail.cfm?RecID=54941
https://www.biomedtracker.com/DrugDetail.cfm?RecID=54941
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=50761
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=264
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4245
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432913,432807,432849,432851,432852,432853,432854,432855,432856,432857,432816,432818,432819,432820,432821,432822,432823,432824,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432799,432800,432801&Maxrows=50&StartRow=1
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432913,432807,432849,432851,432852,432853,432854,432855,432856,432857,432816,432818,432819,432820,432821,432822,432823,432824,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432799,432800,432801&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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MorphoSys announced that the Phase II MANIFEST trial studying pelabresib for the treatment of 

myelofibrosis has completed enrollment. 

Source: 

J.P. Morgan Healthcare Conference 01/12/2022 (MOR, Slide 15) 

 

 

Nektar Therapeutics (NKTR) 

Bempegaldesleukin for Renal Cell Cancer (RCC) 

   

Event Date: 01/11/2022 

Event Type: 
Trial Announcement - Patient Enrollment Completed (Clinical 

Analysis) 

Trial Name: Phase III - w/Nivolumab (First-Line, Intermediate/Poor Risk) 

Market Group: Oncology 

Lead Company: Nektar Therapeutics (NKTR)  

Partner Companies: Bristol Myers Squibb (BMY) 

Former Companies: N/A 

Change to Likelihood of 

Approval: 
0% 

Likelihood of Approval: 44% (Same As Avg.) 

Average Approval: 44% 

Analysis: 

Nektar announced that they have completed enrollment in their Phase III study of Bempegaldesleukin 

for 1L metastatic renal cell cancer. The trial enrolled 623 participants. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (NKTR, Slide 10) 

 

 

Novartis AG (NVS) 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=20158
https://www.biomedtracker.com/IndicationReport.cfm?IndID=216
https://www.biomedtracker.com/DrugDetail.cfm?RecID=52114
https://www.biomedtracker.com/DrugDetail.cfm?RecID=52114
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=52126
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=210
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=73
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.nektar.com/static-files/df891926-2501-4725-a547-c17bcfe1f028
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Lutetium 177Lu-PSMA-617 for Prostate Cancer 

Event Date: 01/10/2022 

Event Type: Regulatory - MAA Submission (Europe) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Novartis AG (NVS) 

Partner Companies: N/A 

Former Companies: Endocyte (ECYT) 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 99% (7% Above Avg.) 

Average Approval: 92% 

Analysis: 

Novartis announced that it has completed submission of an MAA to the EMA and that approval is 

expected in the first half of 2022.  

Source: 

J.P. Morgan Healthcare Conference 01/10/2022 (NVS, Slide 12) 

 

ORIC Pharmaceuticals, Inc. (ORIC) 

ORIC-533 for Multiple Myeloma (MM) 

   

Event Date: 01/11/2022 

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase I - Safety and PK 

Market Group: Oncology 

Lead Company: ORIC Pharmaceuticals, Inc. (ORIC) 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=35144
https://www.biomedtracker.com/IndicationReport.cfm?IndID=215
https://www.biomedtracker.com/DrugDetail.cfm?RecID=48703
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=289
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=1989
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://jpmorgan.metameetings.net/events/healthcare22/sessions/40147-novartis/presentation_slides
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41726
https://www.biomedtracker.com/IndicationReport.cfm?IndID=207
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58581
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=63966
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7932
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Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: 5% 

Likelihood of Approval: 5% (Same As Avg.) 

Average Approval: 5% 

Analysis: 

ORIC Pharmaceuticals announced the initiation of a Phase Ib trial of ORIC-533 as a single agent in 

multiple myeloma and expects to report initial data in the first half of 2023. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (ORIC) 

 

 

Pliant Therapeutics (PLRX) 

PLN-74809 for Idiopathic Pulmonary Fibrosis (IPF) 

     

Event Date: 01/12/2022 

Event Type: 
Trial Announcement - Patient Enrollment Completed (Clinical 

Analysis) 

Trial Name: Phase IIa - INTEGRIS-IPF 

Market Group: Respiratory 

Lead Company: Pliant Therapeutics (PLRX) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of 

Approval: 
0% 

Likelihood of Approval: 13% (Same As Avg.) 

Average Approval: 13% 

https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.globenewswire.com/news-release/2022/01/10/2363959/0/en/ORIC-Pharmaceuticals-Provides-Corporate-Update-and-Highlights-Key-Upcoming-Milestones.html
https://www.biomedtracker.com/DrugReport.cfm?DrugID=29872
https://www.biomedtracker.com/IndicationReport.cfm?IndID=387
https://www.biomedtracker.com/DrugDetail.cfm?RecID=41500
https://www.biomedtracker.com/DrugDetail.cfm?RecID=41500
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=57883
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=6293
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432913,432807,432849,432851,432852,432853,432854,432855,432856,432857,432816,432818,432819,432820,432821,432822,432823,432824,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432799,432800,432801&Maxrows=50&StartRow=1
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432913,432807,432849,432851,432852,432853,432854,432855,432856,432857,432816,432818,432819,432820,432821,432822,432823,432824,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432799,432800,432801&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Analysis: 

Pliant Therapeutics has announced that the Phase IIa INTEGRIS-IPF trial has completed enrollment. 

Source: 

J.P. Morgan Healthcare Conference 01/12/2022 (PLRX, Slide 4) 

 

 

Precision BioSciences, Inc. (DTIL) 

PBGENE-DMD for Duchenne Muscular Dystrophy (DMD) 

   

   

Event Date: 01/12/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Metabolic 

Lead Company: Precision BioSciences, Inc. (DTIL) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Precision Biosciences is progressing PBGENE-DMD toward candidate selection. 

Source: 

J.P. Morgan Healthcare Conference 01/12/2022 (DTIL, Slide 26) 

 

Prometheus Biosciences Inc. (RXDX) 

PRA023 for Scleroderma 

   

https://ir.pliantrx.com/static-files/1975ab1b-5798-467c-aa75-1ebaabdddb3a
https://www.biomedtracker.com/DrugReport.cfm?DrugID=46055
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3620
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65267
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5740
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432913,432807,432849,432851,432852,432853,432854,432855,432856,432857,432816,432818,432819,432820,432821,432822,432823,432824,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432799,432800,432801&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investor.precisionbiosciences.com/static-files/8c16367d-5807-4263-b1f9-1e6478debc94
https://www.biomedtracker.com/DrugReport.cfm?DrugID=42578
https://www.biomedtracker.com/IndicationReport.cfm?IndID=457
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Event Date: 01/12/2022 

Event Type: Regulatory - Fast Track Status (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: Prometheus Biosciences Inc. (RXDX) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Prometheus announced the US FDA has granted Fast Track Designation for PRA023, for the treatment of 

Systemic Sclerosis-Associated Interstitial Lung Disease (SSc-ILD). 

Source: 

J.P. Morgan Healthcare Conference 01/12/2022 (RXDX) 

   

 

PRA023 for Scleroderma 

   

Event Date: 01/12/2022 

Event Type: Trial Announcement (Clinical Analysis) 

Trial Name: Phase II - ATHENA-SSc-ILD 

Market Group: Autoimmune/immunology 

Lead Company: Prometheus Biosciences Inc. (RXDX) 

Partner Companies: N/A 

Former Companies: N/A 

https://www.biomedtracker.com/DrugDetail.cfm?RecID=65262
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=19084
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432913,432807,432849,432851,432852,432853,432854,432855,432856,432857,432816,432818,432819,432820,432821,432822,432823,432824,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432799,432800,432801&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.prometheusbiosciences.com/news-releases/news-release-details/prometheus-biosciences-provides-corporate-updates-40th-annual-jp
https://www.biomedtracker.com/DrugReport.cfm?DrugID=42578
https://www.biomedtracker.com/IndicationReport.cfm?IndID=457
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65262
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=66486
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=19084
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Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Prometheus announced the company plans to initiate patient enrollment in ATHENA-SSc-ILD in the first 

quarter of 2022.  

Phase II ATHENA-SSc-ILD Study Design 

ATHENA-SSc-ILD is a placebo-controlled Phase II trial of PRA023 in SSc-ILD, with anticipated enrollment 

of approximately 100 patients who will be randomized 1:1 to either the active or placebo arm. The 

primary endpoint of the trial will be the annual rate of change in forced vital capacity (FVC) at 50 weeks. 

Secondary endpoints will be the change in quantitative interstitial lung disease by centrally-read high-

resolution computed tomography (HRCT) and improvement in the American College of Rheumatology 

Combined Response Index in Diffuse SSc (ACR-CRISS) score. 

Source: 

J.P. Morgan Healthcare Conference 01/12/2022 (RXDX) 

 

PRA023 Companion Diagnostic for Crohn's Disease 

Event Date: 01/12/2022 

Event Type: Patent - New (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: Prometheus Biosciences Inc. (RXDX) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432913,432807,432849,432851,432852,432853,432854,432855,432856,432857,432816,432818,432819,432820,432821,432822,432823,432824,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432799,432800,432801&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.prometheusbiosciences.com/news-releases/news-release-details/prometheus-biosciences-provides-corporate-updates-40th-annual-jp
https://www.biomedtracker.com/DrugReport.cfm?DrugID=46052
https://www.biomedtracker.com/IndicationReport.cfm?IndID=156
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65264
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=19084
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432913,432807,432849,432851,432852,432853,432854,432855,432856,432857,432816,432818,432819,432820,432821,432822,432823,432824,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432799,432800,432801&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Prometheus announced the US Patent and Trademark Office (USPTO) has granted a US patent to 

Prometheus covering its companion diagnostic technology. US Patent No. 11,136,386 B2 covers claims 

directed to methods of treating Crohn’s disease or ulcerative colitis by administering inhibitors of tumor 

necrosis factor-like cytokine 1A (TL1A) to patients selected by a defined companion diagnostic test. This 

newly granted patent reinforces Prometheus’ precision approach and extends the company’s patent 

coverage of its PRA023 companion diagnostic into 2040. 

Source: 

J.P. Morgan Healthcare Conference 01/12/2022 (RXDX)   

 

PRA023 Companion Diagnostic for Ulcerative Colitis (UC) 

   

Event Date: 01/12/2022 

Event Type: Patent - New (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: Prometheus Biosciences Inc. (RXDX) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Prometheus announced the US Patent and Trademark Office (USPTO) has granted a US patent to 

Prometheus covering its companion diagnostic technology. US Patent No. 11,136,386 B2 covers claims 

directed to methods of treating Crohn’s disease or ulcerative colitis by administering inhibitors of tumor 

necrosis factor-like cytokine 1A (TL1A) to patients selected by a defined companion diagnostic test. This 

newly granted patent reinforces Prometheus’ precision approach and extends the company’s patent 

coverage of its PRA023 companion diagnostic into 2040.  

Source: 

J.P. Morgan Healthcare Conference 01/12/2022 (RXDX) 

https://ir.prometheusbiosciences.com/news-releases/news-release-details/prometheus-biosciences-provides-corporate-updates-40th-annual-jp
https://www.biomedtracker.com/DrugReport.cfm?DrugID=46052
https://www.biomedtracker.com/IndicationReport.cfm?IndID=321
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65263
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=19084
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432913,432807,432849,432851,432852,432853,432854,432855,432856,432857,432816,432818,432819,432820,432821,432822,432823,432824,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432799,432800,432801&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.prometheusbiosciences.com/news-releases/news-release-details/prometheus-biosciences-provides-corporate-updates-40th-annual-jp
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Rallybio Corp. (RLYB) 

ENPP1 Inhibitor Program (RallyBio) for Hyperphosphatemia 

Event Date: 01/13/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Renal 

Lead Company: Rallybio Corp. (RLYB) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Together with its partner Exscientia, Rallybio has created and is advancing a set of development 

candidates targeting ENPP1 for the treatment of hypophosphatasia (HPP). The companies have 

completed the drug design phase and are working to select a development candidate to advance into 

the clinic, with investigational new drug (IND)-enabling studies expected to commence in the second 

half of 2022. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (RLYB, Slide 28) 

 

 

RLYB114 for Other Ophthalmological Indications (Ophthalmology) 

   

Event Date: 01/13/2022 

Event Type: Progress Update (Clinical Analysis) 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=46066
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3179
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65291
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=20832
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.rallybio.com/static-files/9a6116f9-5017-47b8-9e4b-504eebc596aa
https://www.biomedtracker.com/DrugReport.cfm?DrugID=46065
https://www.biomedtracker.com/IndicationReport.cfm?IndID=2569
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65290
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Trial Name: N/A 

Market Group: Ophthalmology 

Lead Company: Rallybio Corp. (RLYB) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Rallybio currently listed RLYB114 for ophthalmic indications of complement dysregulation. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (RLYB, Slide 25) 

 

 
 

RLYB211 for Thrombocytopenia 

Event Date: 01/13/2022 

Event Type: Progress Update - Suspension (Clinical Analysis) 

Trial Name: N/A 

Market Group: Hematology 

Lead Company: Rallybio Corp. (RLYB) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=20832
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.rallybio.com/static-files/9a6116f9-5017-47b8-9e4b-504eebc596aa
https://www.biomedtracker.com/DrugReport.cfm?DrugID=42514
https://www.biomedtracker.com/IndicationReport.cfm?IndID=188
https://www.biomedtracker.com/DrugDetail.cfm?RecID=59811
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=20832
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Analysis: 

Rallybio announced RLYB212 is the lead candidate in development for the prevention of FNAIT with the 

same mechanism of action as RLYB211. RLYB212 has additional attributes that include convenient SC 

dosing, which can enable optimized exposure over the course of treatment to prevent maternal 

alloimmunization and a sustainable commercial supply. As such, we are proactively suspending RLYB211, 

pending further updates from the company. 

Source: 

Informa Analysis 

J.P. Morgan Healthcare Conference 01/13/2022 (RLYB, Slide 5)   

 
 

RAPT Therapeutics, Inc. (RAPT) 

RPT193 for Asthma 

   

Event Date: 01/11/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Respiratory 

Lead Company: RAPT Therapeutics, Inc. (RAPT) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

RAPT Therapeutics has announced that RPT-193 is expected to be initiated in a Phase IIa trial in asthma 

in 2022. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (RAPT, Slide 26) 

https://investors.rallybio.com/static-files/9a6116f9-5017-47b8-9e4b-504eebc596aa
https://www.biomedtracker.com/DrugReport.cfm?DrugID=39945
https://www.biomedtracker.com/IndicationReport.cfm?IndID=72
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65231
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5061
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.rapt.com/static-files/6d6e7aef-4aaf-4929-a466-2b5960a52853
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Relay Therapeutics, Inc. (RLAY) 

RLY-1971 for Solid Tumors 

   

Event Date: 07/31/2021 

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase II - w/GDC-6036 

Market Group: Oncology 

Lead Company: Roche Holding AG (RHHBY) 

Partner Companies: Relay Therapeutics (RLAY) 

Former Companies: N/A 

Change to Likelihood of Approval: 6% 

Likelihood of Approval: 11% (Same As Avg.) 

Average Approval: 11% 

Analysis: 

Relay has announced the initiation of the Phase II combination trial of RLY-1971 with GDC-6036 in 

patients with solid tumors. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (RLAY, Slide 31) 

 

Revolution Medicines, Inc. (RVMD) 

RMC-8839 for Cancer 

   

Event Date: 01/11/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=42786
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/DrugDetail.cfm?RecID=60250
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=66450
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=149
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=14000
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.relaytx.com/static-files/7570ed71-a3e5-47df-9b2f-cf9dad20b139
https://www.biomedtracker.com/DrugReport.cfm?DrugID=46036
https://www.biomedtracker.com/IndicationReport.cfm?IndID=313
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65238
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Market Group: Oncology 

Lead Company: Revolution Medicines, Inc. (RVMD) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Revolution announced the company has moved into IND enabling development for RMC-8839 for KRAS 

G13C cancers. An IND is planned for the second half of 2023. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (RVMD) 

 

RMC-9805 for Cancer 

   

Event Date: 01/11/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Revolution Medicines, Inc. (RVMD) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8310
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=46035
https://www.biomedtracker.com/IndicationReport.cfm?IndID=313
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65237
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8310
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Revolution announced the company has moved into IND enabling development for RMC-9805 for KRAS 

G12D cancers. An IND is planned for the first half of 2023. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (RVMD) 

 

 

Sarepta Therapeutics, Inc. (SRPT) 

SRP-9001 for Duchenne Muscular Dystrophy (DMD) 

   

Event Date: 01/10/2022 

Event Type: Trial Data - Updated Results (Clinical Analysis) 

Trial Name: Phase II - Study 102 

Market Group: Metabolic 

Lead Company: Sarepta Therapeutics, Inc. (SRPT) 

Partner Companies: Roche (RHHBY) 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 60% (2% Above Avg.) 

Average Approval: 58% 

Analysis: 

Sarepta Therapeutics announced updated results from Part 2 of Study SRP-9001-102 (Study 102), an 

ongoing, randomized, double-blind, placebo-controlled clinical trial to evaluate the safety, efficacy and 

tolerability of a single dose of SRP-9001 (delandistrogene moxeparvovec) in 41 patients with Duchenne 

muscular dystrophy, 21 of whom were in the placebo crossover cohort. Results were presented at the 

40th Annual J.P. Morgan Healthcare Conference. 

Data from this study were last seen in September 2021.  

https://www.biomedtracker.com/DrugReport.cfm?DrugID=33130
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3620
https://www.biomedtracker.com/DrugDetail.cfm?RecID=45751
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=52865
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=52
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=149
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/EventDetail.cfm?EventID=424468
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Context 

The company anticipates enrollment of Study 301 (EMBARK) by the middle of 2022, with data at 

upcoming medical conferences.  

Design 

Study SRP-9001-102 (Study 102) is a double-blind, 1:1 randomized, placebo-controlled clinical trial of 

SRP-9001 in 41 participants with Duchenne muscular dystrophy between the ages of 4 to 7. Study 102 

uses clinical process SRP-9001 material and has two primary endpoints: micro-dystrophin expression at 

12 weeks and change in NSAA total score at 48 weeks compared to placebo. Secondary endpoints 

include certain timed functional tests; micro-dystrophin expression measured by immuno-fluorescence 

fiber intensity; and micro-dystrophin expression measured by immuno-fluorescence percent dystrophin 

positive fibers. In Part 1, results from the treatment and placebo groups were compared through 48 

weeks following treatment. In Part 2, the study remained blinded to the participants and investigators, 

while all participants in the placebo group crossed over to active treatment and all participants were 

followed for another 48 weeks while safety and efficacy were evaluated. Participants will be evaluated 

for five years total after treatment. 

Results 

SRP-9001-treated participants from the placebo crossover group (n=20, aged 5–8 at time of dosing SRP-

9001) scored a statistically significant 2.0 points higher on the mean North Star Ambulatory Assessment 

at 48 weeks compared to propensity-score weighted external controls (p value=0.0009). Mean NSAA 

scores from these Part 2 participants improved 1.3 points from baseline for the SRP-9001 treated group 

and the NSAA scores in the external control group (n=103) declined 0.7 points from baseline. 

Most Common Adverse Events 

The safety profile of patients treated in Part 2 of Study 102 is consistent with that seen in Part 1. There 

were no treatment-related serious adverse events, no deaths and no study discontinuations due to an 

adverse event. The most common treatment-related adverse event in patients treated in Part 2 was 

vomiting, similar to Part 1. For patients treated in Part 1, no new safety signals emerged after two years 

of follow up. 

Conclusion 

The results of Study 102 showed an improvement in NSAA score in patients vs. placebo at both Week 48 

and Week 96, with no new safety signals observed.  

Source: 

J.P. Morgan Healthcare Conference 01/10/2022 (SRPT) 

 

https://www.globenewswire.com/news-release/2022/01/10/2364223/36419/en/Sarepta-Therapeutics-Gene-Therapy-SRP-9001-Shows-Statistically-Significant-Functional-Improvements-Compared-to-Pre-specified-Matched-External-Control-in-Part-2-of-Study-SRP-9001-10.html
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Shattuck Labs, Inc. (STTK) 

SL-279137 for Cancer 

   

Event Date: 01/13/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Shattuck Labs, Inc. (STTK) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Shattuck Labs currently listed SL-279137 in preclinical development for cancer. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (STTK, Slide 6) 

 

Sutro Biopharma, Inc. (STRO) 

STRO-002 for Non-Small Cell Lung Cancer (NSCLC) 

   

Event Date: 01/13/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=46068
https://www.biomedtracker.com/IndicationReport.cfm?IndID=313
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65293
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9297
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.shattucklabs.com/static-files/3a838122-460b-4d75-bd97-75823232f865
https://www.biomedtracker.com/DrugReport.cfm?DrugID=35712
https://www.biomedtracker.com/IndicationReport.cfm?IndID=211
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65289


  

 

January 2022|164 

 

Lead Company: Sutro Biopharma, Inc. (STRO) 

Partner Companies: Tasly Bio 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Sutro announced they plan to initiate clinical trials for STRO-002 in NSCLC and other non-gynecologic 

solid tumors in the second half of 2022. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (STRO, Slide 5) 

 
 

Terns Pharmaceuticals, Inc. (TERN) 

TERN-601 for Non-Alcoholic Steatohepatitis (NASH) 

Event Date: 01/13/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Endocrine 

Lead Company: Terns Pharmaceuticals, Inc. (TERN) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4838
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=10690
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.sutrobio.com/wp-content/uploads/2022/01/Sutro-JP-Morgan-Healthcare-Conference-Jan-13-2022-FINAL.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=46064
https://www.biomedtracker.com/IndicationReport.cfm?IndID=683
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65285
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8322
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Terns lists TERN-601 in preclinical development for obesity and NASH in its pipeline. IND enabling 

activities is an expected upcoming milestone. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (TERN) 

 

TERN-601 for Obesity 

   

Event Date: 01/13/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Metabolic 

Lead Company: Terns Pharmaceuticals, Inc. (TERN) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Terns lists TERN-601 in preclinical development for obesity and NASH in its pipeline. IND enabling 

activities is an expected upcoming milestone. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (TERN) 

 

TRN-000632 for Chronic Myelogenous Leukemia (CML) 

Event Date: 01/13/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

https://ir.ternspharma.com/static-files/e38e51a0-9e9c-426c-b990-dd11f6ae9de2
https://www.biomedtracker.com/DrugReport.cfm?DrugID=46064
https://www.biomedtracker.com/IndicationReport.cfm?IndID=135
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65286
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8322
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.ternspharma.com/static-files/e38e51a0-9e9c-426c-b990-dd11f6ae9de2
https://www.biomedtracker.com/DrugReport.cfm?DrugID=42991
https://www.biomedtracker.com/IndicationReport.cfm?IndID=198
https://www.biomedtracker.com/DrugDetail.cfm?RecID=60583
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Market Group: Oncology 

Lead Company: Terns Pharmaceuticals, Inc. (TERN) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Terns continues to list the BCR-ABL allosteric inhibitor in preclinical development for CML.  

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (TERN) 

 

Tricida, Inc. (TCDA) 

Veverimer for Renal Disease / Renal Failure 

Event Date: 01/06/2022 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase III - VALOR-CKD (303)  

Market Group: Renal 

Lead Company: Tricida, Inc. (TCDA) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 38% (5% Below Avg.) 

Average Approval: 43% 

Analysis: 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8322
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.ternspharma.com/static-files/e38e51a0-9e9c-426c-b990-dd11f6ae9de2
https://www.biomedtracker.com/DrugReport.cfm?DrugID=24585
https://www.biomedtracker.com/IndicationReport.cfm?IndID=149
https://www.biomedtracker.com/DrugDetail.cfm?RecID=34151
https://www.biomedtracker.com/TrialDetail.cfm?TrialID=47989
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4822
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=433006,433007,433014,433015,433017,433018,433020,433029,433030,433034,433036,433043,433044,433045,433051,433052,433053,433056,433058,433059,433060,433064,433065,433066,433067,433091,433092,433093,433094,433095,433022,433023,433021,433050,433031,433033,433062,433063,433005,433027&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm


  

 

January 2022|167 

 

Tricida announced as of January 6, 2022, the VALOR-CKD trial has randomized over 1,480 subjects with 

an average treatment duration of ~21 months and has accrued 183 subjects with positively adjudicated 

primary endpoint events (renal death, ESRD, and/or ≥40% reduction in eGFR).  

Based on its financial runway, Tricida plans to stop the VALOR-CKD trial for administrative reasons in 

2022. The company plans to stop prior to reaching the protocol-specified 511 subjects with primary 

endpoint events, anticipating approximately 240–255 subjects with primary endpoint events in the final 

analysis. 

Source: 

J.P. Morgan Healthcare Conference 01/13/2022 (TCDA. Slide 21-22) 

 

 
 

UCB S.A. (UCB) 

Bimekizumab for Hidradenitis Suppurativa 

Event Date: 01/12/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Dermatology 

Lead Company: UCB S.A. (UCB) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 67% (Same As Avg.) 

Average Approval: 67% 

Analysis: 

UCB reported that bimekizumab is in Phase III development for Hidradenitis Suppurativa. The Phase III 

program is enrolling patients and results are expected in the second half of 2022. 

Source: 

J.P. Morgan Healthcare Conference 01/12/2022 (UCB, Slide 10)   

https://ir.tricida.com/static-files/0ee3c1a2-2d0f-48d3-866d-259d59072932
https://www.biomedtracker.com/DrugReport.cfm?DrugID=22180
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3332
https://www.biomedtracker.com/DrugDetail.cfm?RecID=49737
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=88
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432915,432926,432934,432936,432937,432939,432947,432948,432949,432950,432951,432952,432953,432954,432955,432956,432957,432913,432807,432849,432851,432852,432853,432854,432855,432856,432857,432816,432818,432819,432820,432821,432822,432823,432824,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432799,432800,432801&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Vera Therapeutics, Inc. (VERA) 

MAU868 for Antiviral - Other Treatments 

   

Event Date: 01/11/2022 

Event Type: Regulatory - Fast Track Status (Clinical Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Vera Therapeutics, Inc. (VERA) 

Partner Companies: Novartis (NVS) 

Former Companies: 
Amplyx Pharmaceuticals 

Pfizer (PFE) 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 23% (Same As Avg.) 

Average Approval: 23% 

Analysis: 

Vera announced that MAU868 has received Fast Track designation for BKV by the US FDA. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (VERA) 

 

Atacicept for Lupus Nephritis 

   

Event Date: 12/31/2021 

Event Type: Regulatory - Meeting with FDA (Clinical Analysis) 

Trial Name: N/A 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=38598
https://www.biomedtracker.com/IndicationReport.cfm?IndID=177
https://www.biomedtracker.com/DrugDetail.cfm?RecID=53888
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9321
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=289
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=6707
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=312
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.veratx.com/static-files/bf0e3b08-4edc-430e-b8e4-d02178d8377b
https://www.biomedtracker.com/DrugReport.cfm?DrugID=739
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3111
https://www.biomedtracker.com/DrugDetail.cfm?RecID=25729
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Market Group: Autoimmune/immunology 

Lead Company: Vera Therapeutics, Inc. (VERA) 

Partner Companies: 
Bristol Myers Squibb (BMY) 

Merck KGaA (MKKGY) 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 11% (Same As Avg.) 

Average Approval: 11% 

Analysis: 

Vera announced that the company proposed a Phase II and Phase III trial of atacicept for LN to the FDA. 

Feedback was received in the fourth quarter of 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (VERA) 

 

 

 

Verve Therapeutics, Inc. (VERV) 

ANGPTL3 Program (Verve) for Dyslipidemia / Hypercholesterolemia 

Event Date: 01/10/2022 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Cardiovascular 

Lead Company: Verve Therapeutics, Inc. (VERV) 

Partner Companies: N/A 

Former Companies: N/A 

Change to Likelihood of Approval: N/A 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9321
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=73
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=255
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.veratx.com/static-files/bf0e3b08-4edc-430e-b8e4-d02178d8377b
https://www.biomedtracker.com/DrugReport.cfm?DrugID=46021
https://www.biomedtracker.com/IndicationReport.cfm?IndID=506
https://www.biomedtracker.com/DrugDetail.cfm?RecID=65217
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=14201
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432626,432631,432634,432640,432641,432643,432646,432653,432656,432662,432666,432668,432670,432680,432681,432682,432683,432690,432691,432692,432696,432702,432693&Maxrows=50&StartRow=1
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Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Verve Therapeutics announced an update on its second program designed to permanently turn off the 

ANGPTL3 gene, a key regulator of cholesterol and triglyceride metabolism. Verve plans to develop this 

program initially for the treatment of both homozygous familial hypercholesterolemia (HoFH) and 

HeFH. Previously data have demonstrated that a single administration of Verve’s ANGPTL3-targeting 

base editor led to potent reductions in blood ANGPTL3 protein levels and LDL-C in a novel NHP model of 

HoFH. 

Key program milestones anticipated in 2022 include: 

• Development candidate selection in the second half of 2022, and 
• IND-enabling studies to begin in the second half of 2022. 

Source: 

J.P. Morgan Healthcare Conference 01/10/2022 (VERV) 

 

Y-mAbs Therapeutics Inc. (YMAB) 

GD2-SADA for Solid Tumors 

   

Event Date: 12/31/2021 

Event Type: Regulatory - IND/CTA Filing (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Y-mAbs Therapeutics Inc. (YMAB) 

Partner Companies: 
Massachusetts Institute of Technology 

Memorial Sloan Kettering 

Former Companies: N/A 

Change to Likelihood of Approval: 0% 

https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.vervetx.com/news-releases/news-release-details/verve-therapeutics-announces-2022-anticipated-milestones-and
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44082
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62242
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=6807
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7352
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4362
https://www.biomedtracker.com/eventdetailall.cfm?EventID=DETAIL&EventIDList=432818,432819,432820,432821,432822,432825,432827,432828,432829,432831,432832,432834,432838,432842,432843,432786,432797,432849,432851,432852,432853,432854,432855,432856,432857,432807,432809,432812,432794,432795,432806,432799,432802,432804,432641,432779,432805,432844,432790&Maxrows=50&StartRow=1
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Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Y-mAbs Therapeutics announced that an IND for GD2-SADA in GD2 positive solid tumors was filed in 

December 2021.  

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2022 (YMAB, Slide 5) 

 
 

https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.ymabs.com/static-files/07286921-49a8-481c-b381-f0e60be16b6d


Expected Begin Date Expected End Date Company Symbol Drug Indication Phase Expected Catalyst Catalyst Title Analysis

07/01/2022 09/30/2022
Aardvark Therapeutics, 
Inc. ARD-101 Obesity II

Trial Data - Top-Line 
Results

Phase II UCSD - Top-Line 
Results

Aardvark expects readout from the Phase II study of ARD-
101 in the third quarter of 2022.

01/01/2022 12/31/2022 AbbVie Inc. ABBV ABBV-383 Multiple Myeloma (MM) I
Trial Announcement - 
Initiation Phase III - Trial to Start

AbbVie expects to begin Phase III;studies of ABBV 383 in 
relapsed/refractory MM in 2022.

01/01/2022 12/31/2022 AbbVie Inc. ABBV Venclexta
Myelodysplastic Syndrome 
(MDS) III

Regulatory - sNDA/sBLA 
Filing sNDA Filing - Higher Risk MDS

AbbVie announced that a submission of a sNDA for 
Venclexta in higher-risk MDS is planned for later in 2021.

01/01/2022 12/31/2022 AbbVie Inc. ABBV ABBV-668 Inflammatory Disorders I
Trial Announcement - 
Initiation Phase II - Trial to Start

AbbVie expects to begin Phase II studies for ABBV-668 in 
2022.

03/01/2023 03/31/2023 AbbVie Inc. ABBV ABBV-157 Psoriasis IIb
Trial Announcement - 
Trial Completion

Phase IIb SAD - Trial 
Completed

Inventiva announced the company anticipates completetion 
of its Phase IIb clinical trial of ABBV-157 for psoriasis in 
March 2023.

01/01/2023 12/31/2023 AbbVie Inc. ABBV Telisotuzumab Vedotin
Non-Small Cell Lung Cancer 
(NSCLC) II

Trial Data - Updated 
Results Phase II - Updated Results

AbbVie announced longer-term Phase II Teliso-V data are 
expected in 2023.

01/01/2022 03/31/2022 Abivax S.A. ABVX ABX464 Rheumatoid Arthritis (RA)
Development 
Outside U.S.

Trial Data - Updated 
Results

Phase IIa Mutiple Doses Study - 
Updated Results

AbiVax announced that Phase IIa maintenance data in 
rheumatoid arthritis is to be reported in Q1 2022.

01/01/2023 12/31/2023
ACADIA Pharmaceuticals 
Inc. ACAD Nuplazid Schizophrenia III

Trial Data - Top-Line 
Results

Phase III ADVANCE-2 - Top-
Line Results

ACADIA Pharmaceuticals has announced that results from 
the Phase III ADVANCE-2 study of pimavanserin in negative 
symptoms of schizophrenia are expected in 2023.

01/01/2022 03/31/2022 Achilles Therapeutics plc ACHL ATL001 Head and Neck Cancer Preclinical
Regulatory - IND/CTA 
Filing IND Filing

Achilles expects to file an IND for ATL001 for the treatment 
of Head and Neck Cancer in the first quarter of 2022.

07/01/2023 12/31/2023 Achilles Therapeutics plc ACHL ATL001 Renal Cell Cancer (RCC) Preclinical
Regulatory - IND/CTA 
Filing IND Filing

Achilles expects to file an IND for ATL001 for the treatment 
of Renal Cell Cancer in the second half of 2023. 

01/01/2022 12/31/2022 Aduro Biotech, Inc. ADRO BION-1301
Immunoglobulin A (IgA) 
Nephropathy (Berger's Disease) I

Trial Data - Updated 
Results

Phase I ADU-CL-19 - Updated 
Results

Chinook Therapeutics announced the company anticipates 
additional cohort 1 IV and SC Phase I/II data in IgAN patients 
in 2022.

07/01/2022 12/31/2023 Aduro Biotech, Inc. ADRO BION-1301
Immunoglobulin A (IgA) 
Nephropathy (Berger's Disease) I

Trial Data - Updated 
Results

Phase I ADU-CL-19 - Updated 
Results

Chinook Therapeutics announced the company anticipates 
additional cohort 2/3 SC Phase I/II data in IgAN patients in 
the second half of 2022 or 2023.

01/01/2023 12/31/2023 Aduro Biotech, Inc. ADRO BION-1301
Immunoglobulin A (IgA) 
Nephropathy (Berger's Disease) I

Trial Announcement - 
Initiation Trial Initiation - Pivotal

Chinook Therapeutics announced the company anticipates 
initiation of a pivotal clinical trial in IgAN in 2023. 

01/12/2022 12/31/2022
Aeglea BioTherapeutics, 
Inc. AGLE AGLE-177 Homocystinuria I/II

Trial Data - Top-Line 
Results Phase I/II - Top-Line Results

Aeglea BioTherapeutics announced that it expects top-line 
data from the Phase I/II study for AGLE-177 for 
homocystinuria in 2022. 

01/12/2022 12/31/2022
Aeglea BioTherapeutics, 
Inc. AGLE Pegzilarginase

Urea Cycle Disorders and 
Derangements (UCD) III

Trial Data - Updated 
Results

Phase III PEACE - Updated 
Results

Aeglea BioTherapeutics announced that it expects to 
present updated results from the Phase III PEACE trial at an 
upcoming metabolic conference in 2022. 

01/01/2022 06/30/2022
Agios Pharmaceuticals, 
Inc. AGIO AG-946 Sickle Cell Anemia I

Trial Announcement - 
Other

Phase I - Sickle Cell Cohort To 
Start

Agios expects to initiate the sickle cell disease cohort of the 
Phase I study of novel PK activator AG-946 in the first half of 
2022.

04/01/2022 08/31/2022
Agios Pharmaceuticals, 
Inc. AGIO Mitapivat Pyruvate Kinase Deficiency NDA

Trial Announcement - 
Initiation

Phase III ACTIVATE-KidsT - Trial 
To Start

Agios expects to initiate the Phase III ACTIVATE-kids and 
ACTIVATE-kidsT studies of mitapivat in not regularly 
transfused and regularly transfused pediatric patients with 
PK deficiency, respectively, in mid-2022.

01/01/2022 12/31/2022
Agios Pharmaceuticals, 
Inc. AGIO Mitapivat Sickle Cell Anemia I

Trial Announcement - 
Other

Phase II/III RISE UP - Phase II 
Enrollment Completed

Agios expects to complete enrollment in the Phase II portion 
of the RISE UP study of mitapivat in sickle cell disease by the 
end of 2022.

01/01/2022 12/31/2022
Agios Pharmaceuticals, 
Inc. AGIO AG-946

Myelodysplastic Syndrome 
(MDS) Preclinical

Trial Announcement - 
Initiation

Phase IIa Low/Med Risk 
Patients - Trial To Start

Agios has announced that the company expects to initiate a 
Phase IIa study of AG-946 in adults with low- to 
intermediate-risk myelodysplastic syndrome (MDS) by the 
end of 2022.

07/01/2022 12/31/2022 Akero Therapeutics, Inc. AKRO Efruxifermin
Non-Alcoholic Steatohepatitis 
(NASH) II/III

Regulatory - Meeting with 
FDA Meeting with FDA

Akero announced they plan to conduct an end-of-Phase II 
meeting with the FDA to finalize a Phase III protocol. As 
such, we await the meeting in the date range above.

06/22/2022 06/26/2022 Aligos Therapeutics, Inc. ALGS ALG-000184
Hepatitis B (HBV) Treatment 
(Antiviral)

Development 
Outside U.S.

Trial Data - Updated 
Results

Phase Ia/Ib - Updated Results 
at EASL

Aligos announced a readout for the Phase Ia/Ib trial of ALG-
000184 for CHB is expected at EASL from June 22-26, 2022.

06/22/2022 06/26/2022 Aligos Therapeutics, Inc. ALGS ALG-020572
Hepatitis B (HBV) Treatment 
(Antiviral)

Development 
Outside U.S.

Trial Data - Top-Line 
Results

Phase I - Top-Line Results at 
EASL

Aligos announced a readout for the Phase I trial of ALG-
020572 for HV is expected at EASL from June 22-26, 2022.

04/01/2022 06/30/2022 Aligos Therapeutics, Inc. ALGS ALG-000184
Hepatitis B (HBV) Treatment 
(Antiviral)

Development 
Outside U.S.

Trial Announcement - 
Initiation

Combination w/Entecavir - 
Trial to Start

Aligos announced the company is planning to initiate a 12-
week combination study of ALG-000184 with entecavir for 
CHB in the second quarter of 2022.

10/01/2022 12/31/2022 Aligos Therapeutics, Inc. ALGS ALG-097431 COVID-19 Treatment Preclinical
Regulatory - IND/CTA 
Filing IND Filing

Aligos announced the company is developing ALG-097431, a 
COVID protease inhibitor. ALG-097431 is expected to move 
into toxicology studies in the third quarter of 2022 and FIH 
clinical filing in the fourth quarter of 2022.

01/01/2023 06/30/2023 Allovir, Inc. ALVR Viralym-M Antiviral - Other Treatments III

Trial Announcement - 
Patient Enrollment 
Completed

Phase III Virus-Associated HC - 
Enrollment Completion

Allovir announced enrollment in the Phase III study of 
posoleucel in virus-associated HC is expected to complete in 
1H 2023.

01/11/2022 06/30/2022
Alnylam Pharmaceuticals 
Inc. ALNY VIR-2218

Hepatitis B (HBV) Treatment 
(Antiviral)

Development 
Outside U.S.

Trial Data - Updated 
Results

Phase II  w/PEG-IFN-a - 
Updated Results

Vir announced they expect additional Phase II data from 
their study evaluating VIR-2218 in combination with PEG-
IFN-a for the treatment of Hepatitis B in the first half of 
2022.

09/01/2022 12/31/2022
Alnylam Pharmaceuticals 
Inc. ALNY ALN-HBV

Hepatitis B (HBV) Treatment 
(Antiviral) Suspended

Trial Data - Top-Line 
Results Phase II - Top-Line Results

Alnylam announced that it expects top-line results from its 
Phase II study of ALN-HBV for HBV infection in late 2022. 

09/01/2022 12/31/2022
Alnylam Pharmaceuticals 
Inc. ALNY Vutrisiran

Stargardt Disease 
(Ophthalmology) Preclinical

Trial Announcement - 
Initiation Phase III - Trial to Start

Alnylam announced that it expects to initiate a Phase III trial 
of vutrisiran for Stargard Disease in late 2022. 

01/13/2022 06/30/2022
Alpine Immune Sciences 
Inc. ALPN ALPN-303

Systemic Lupus Erythematosus 
(SLE) I

Trial Data - Top-Line 
Results

Phase I Healthy Adults - 
Topline Results

Alpine Immune Sciences expects topline data from the 
Phase I trial of ALPN-303 in healthy adults in the first half of 
2022. 

04/01/2022 09/30/2022
Alpine Immune Sciences 
Inc. ALPN ALPN-303

Systemic Lupus Erythematosus 
(SLE) I

Trial Announcement - 
Initiation Phase II - Trial to Start

Alpine Immune Sciences expects the Phase II trial initiation 
of ALPN-303 in systemic lupus erythematosus (SLE) in the 
middle of 2022.

01/11/2022 12/31/2022 ALX Oncology, Inc. ALXO ALX148
Myelodysplastic Syndrome 
(MDS) I/II

Trial Data - Updated 
Results

Phase Ib/II ASPEN-02 - 
Updated Results

ALX announced that MDS dose optimization Phase Ib/II - 
ASPEN-02 trial readout is expected in 2022.

01/01/2023 12/31/2023 ALX Oncology, Inc. ALXO ALX148 Gastric Cancer I
Trial Data - Top-Line 
Results

Phase II/III ASPEN-06 - Top-
Line Results

ALX Oncology announced that the Phase II/III ASPEN-06 
data is anticipated in 2023.

01/01/2024 12/31/2024 ALX Oncology, Inc. ALXO ALX148 Head and Neck Cancer II
Trial Data - Top-Line 
Results

Phase II ASPEN-03 - Top-Line 
Results

ALX Oncology announced that the Phase II ASPEN-03 data is 
anticipated in 2024.

01/01/2024 12/31/2024 ALX Oncology, Inc. ALXO ALX148 Head and Neck Cancer II
Trial Data - Top-Line 
Results

Phase II ASPEN-04 - Top-Line 
Results

ALX Oncology announced that the Phase II ASPEN-04 data is 
anticipated in 2024.

01/12/2022 06/30/2022 Amgen, Inc. AMGN CX-904 Cancer IND
Trial Announcement - 
Initiation Phase I - Trial to Start

CytomX expects a Phase I study of CX-904 for an 
undisclosed cancer indication to initiate in 2022.

Biomedtracker/Meddevicetracker JPM New Catalysts
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07/01/2022 12/31/2022 Amgen, Inc. AMGN Bemarituzumab Gastric Cancer III
Trial Announcement - 
Initiation Phase III - Trial to Start

Zai Lab announced that it expects a Phase III study of 
bemarituzumab for gastric cancer in the second half of 
2022. 

01/13/2022 12/31/2022
Anavex Life Sciences 
Corp. AVXL ANAVEX 3-71 Dementia Preclinical

Trial Announcement - 
Initiation Phase II - Study To Start

Anavex has announced that a Phase II trial of ANAVEX-371 is 
expected in frontotemporal demetia (FTD), schizophrenias 
and Alzheimers diease in 2022.

01/13/2022 12/31/2022
Anavex Life Sciences 
Corp. AVXL ANAVEX 3-71 Alzheimer's Disease (AD)

Development 
Outside U.S.

Trial Announcement - 
Initiation Phase II - Study To Start

Anavex has announced that a Phase II trial of ANAVEX-371 is 
expected in frontotemporal demetia (FTD), schizophrenias 
and Alzheimers diease in 2022.

01/13/2022 12/31/2022
Anavex Life Sciences 
Corp. AVXL ANAVEX 3-71 Schizophrenia Preclinical

Trial Announcement - 
Initiation Phase II - Study To Start

Anavex has announced that a Phase II trial of ANAVEX-371 is 
expected in frontotemporal demetia (FTD), schizophrenias 
and Alzheimers diease in 2022.

01/11/2022 06/30/2022 Annexon, Inc. ANNX ANX-105 Neurology - Other Preclinical
Trial Announcement - 
Initiation

Phase I First-in-Human - Trial 
to Start

Annexon announced that they plan to initiate a first-in-
human study for ANX105 for the treatment of 
neurodegenerative disorders in the first half of 2022.

01/01/2022 06/30/2022 Annexon, Inc. ANNX ANX-1502 Autoimmune Disorders Preclinical
Trial Announcement - 
Initiation

Phase I First-in-Human - Trial 
to Start

Annexon announced they plan to initiate a Phase I first-in-
human study of ANX1502 for the treatment of autoimmune 
disorders in the first half of 2022.

01/01/2023 12/31/2023 Annexon, Inc. ANNX ANX-1502 Autoimmune Disorders Preclinical
Trial Data - Top-Line 
Results

Phase I First-in-Human - Top-
Line Results

Annexon announced they plan to initiate a Phase I first-in-
human study of ANX1502 for the treatment of autoimmune 
disorders in the first half of 2022. Data from this study is 
planned for 2023.

01/01/2023 12/31/2023 Annexon, Inc. ANNX ANX-105 Neurology - Other Preclinical
Trial Data - Top-Line 
Results

Phase I First-in-Human - Top-
Line Results

Annexon announced that they plan to initiate a first-in-
human study for ANX105 for the treatment of 
neurodegenerative disorders in the first half of 2022. Data 
from this study is expected in 2023.

01/01/2023 12/31/2023 Annexon, Inc. ANNX ANX-005 Guillain-Barré Syndrome II/III
Trial Data - Top-Line 
Results

Phase II/III Bangladesh - Top-
Line Results

Annexon announced they anticipate data from their Phase 
II/III placebo-controled study (n=180) of ANX-005 in GBS in 
2023.

01/10/2022 06/30/2022
Apellis Pharmaceuticals, 
Inc. APLS APL-9

Complement Deficiencies / 
Abnormalities I Trial Data - Other Preclinical Results

Apellis announced that it expects to announce pre-clinical 
data for APL-9 in the first half of 2022. 

10/01/2022 12/31/2022
Apellis Pharmaceuticals, 
Inc. APLS Empaveli

Dry Age-Related Macular 
Degeneration (Dry 
AMD)/Geographic Atrophy 
(Ophthalmology) III

Regulatory - 
PDUFA/Approval Decision 
(US) PDUFA/Approval Decision (US)

Appellis Pharmaceuticals announced that it expects a 
PDUFA/Approval decision for empaveli  in the fourth 
quarter of 2022.  

07/01/2022 12/31/2022
Apellis Pharmaceuticals, 
Inc. APLS Empaveli

Dry Age-Related Macular 
Degeneration (Dry 
AMD)/Geographic Atrophy 
(Ophthalmology) III

Regulatory - MAA 
Submission (Europe) MAA Submission (Europe)

Apellis Pharmaceuticals annoucned that it expects to submit 
an MAA for empaveli in geographic atrophy in the second 
half of 2022. 

03/01/2022 06/30/2022 Aprea Therapeutics, Inc. APRE Eprenetapopt
Non-Hodgkin's Lymphoma 
(NHL) I/II

Trial Announcement - 
Initiation

Phase I Combination - Trial to 
Start

Aprea announced the company anticipates to initiate a 
Phase I trial of eprenetapopt in R/R TP53 mutant 
Ritcher&#39;s transformed NHL in the second quarter of 
2022. Preliminary tolerability and efficacy data is 
anticipated in the second half of 2022.

03/01/2022 06/30/2022 Aprea Therapeutics, Inc. APRE Eprenetapopt
Acute Myelogenous Leukemia 
(AML) II

Trial Announcement - 
Initiation

Phase I Dose Optimization - 
Trial to Start

Aprea announced the company plans to initiate a Phase I 
trial in R/R TP53 mutant MDS/AML with first patient 
enrolled in the second quarter of 2022.

03/01/2022 06/30/2022 Aprea Therapeutics, Inc. APRE Eprenetapopt
Myelodysplastic Syndrome 
(MDS) III

Trial Announcement - 
Initiation

Phase I Dose Optimization - 
Trial to Start

Aprea announced the company plans to initiate a Phase I 
trial in R/R TP53 mutant MDS/AML with first patient 
enrolled in the second quarter of 2022.

01/13/2022 06/30/2022 Aprea Therapeutics, Inc. APRE APR-548
Myelodysplastic Syndrome 
(MDS) I

Trial Announcement - 
Patient Enrollment 
Completed

Phase I - Patient Enrollment 
Completed

Aprea announced the company plans to complete patient 
enrollment in the Phase I trial of APR-548 for MDS in the 
first half of 2022.

07/01/2022 12/31/2022 Aprea Therapeutics, Inc. APRE Eprenetapopt
Myelodysplastic Syndrome 
(MDS) III

Trial Data - Top-Line 
Results

Phase I Dose Optimization - 
Top-Line Results

Aprea announced the company plans to initiate a Phase I 
trial in R/R TP53 mutant MDS/AML with first patient 
enrolled in the second quarter of 2022 with data anticipated 
in the second half of 2022.

07/01/2022 12/31/2022 Aprea Therapeutics, Inc. APRE Eprenetapopt
Acute Myelogenous Leukemia 
(AML) II

Trial Data - Top-Line 
Results

Phase I Dose Optimization - 
Top-Line Results

Aprea announced the company plans to initiate a Phase I 
trial in R/R TP53 mutant MDS/AML with first patient 
enrolled in the second quarter of 2022 with data anticipated 
in the second half of 2022.

07/01/2022 12/31/2022 Aprea Therapeutics, Inc. APRE Eprenetapopt
Non-Hodgkin's Lymphoma 
(NHL) I/II

Trial Data - Top-Line 
Results

Phase I Combination - Top-
Line Results

Aprea announced the company anticipates to initiate a 
Phase I trial of eprenetapopt in R/R TP53 mutant 
Ritcher&#39;s transformed NHL in the second quarter of 
2022. Preliminary tolerability and efficacy data is 
anticipated in the second half of 2022.

10/01/2022 12/31/2022 Aprea Therapeutics, Inc. APRE
3rd Generation APR 
Program (Aprea) Undisclosed Preclinical

Regulatory - IND/CTA 
Filing IND Filing

Aprea announced the company is developing a new third 
generation APR molecule that are suitable for oral 
administration. The goal is to file an IND in the fourth 
quarter of 2022 with a new CoM IP.

01/01/2023 12/31/2023 Aprea Therapeutics, Inc. APRE Eprenetapopt
Acute Myelogenous Leukemia 
(AML) II

Trial Announcement - 
Initiation

Combination (w/AZA) Study to 
Start

 Aprea announced the company plans to initiate a 
registrational trial of eprenetapopt + AZA in TP53 mutant 
MDS/AML post-HCT maintenance in 2023.

01/01/2023 12/31/2023 Aprea Therapeutics, Inc. APRE Eprenetapopt
Myelodysplastic Syndrome 
(MDS) III

Trial Announcement - 
Initiation

Combination (w/AZA) Study to 
Start

Aprea announced the company plans to initiate a 
registrational trial of eprenetapopt + AZA in TP53 mutant 
MDS/AML post-HCT maintenance in 2023.

04/01/2023 09/30/2023 Aptinyx, Inc. APTX NYX-2925
Diabetic Peripheral Neuropathy 
(DPN) II

Trial Announcement - 
Initiation Phase III - Trial to Start

Aptinyx plans to start a Phase III study of NYX-2925 in 
painful DPN in mid 2023.

07/01/2023 12/31/2023 Aptinyx, Inc. APTX NYX-2925 Fibromyalgia II
Trial Announcement - 
Initiation Phase III - Trial to Start

Aptinyx plans to initiate a Phase III study of NYX-2925 in 
fibromyalgia in the second half of 2023.

10/01/2023 03/31/2024 Aptinyx, Inc. APTX NYX-458 Parkinson's Disease (PD) II
Trial Announcement - 
Initiation Phase IIb - Trial to Start

Aptinyx plans to start a Phase IIb for NYX-458 in late 2023 to 
early 2024.

04/01/2022 06/30/2022 argenx N.V. ARGX Vyvgart Myasthenia Gravis (MG) Approved

Regulatory - Filing for 
Approval (Emerging 
Markets) Filing for Approval (Israel)

Argenx has announced that Medison is to file for approval 
VYVGART for treatment of generalized myasthenia gravis 
(gMG) in Israel in second quarter of 2022.

01/10/2022 06/30/2022 argenx N.V. ARGX Efgartigimod (SC) Myasthenia Gravis (MG) III
Trial Data - Top-Line 
Results

Phase III ADAPT-SC - Top-Line 
Results

Argenx has announced Topline data of subcutaneous (SC) 
efgartigimod for gMG in the Phase III ADAPT-SC trial is 
expected in first quarter of 2022.

04/30/2022 08/31/2022 argenx N.V. ARGX Vyvgart Myasthenia Gravis (MG) Approved

Regulatory - Filing for 
Approval (Emerging 
Markets) Filing for Approval (China)

Argenx has announced that Zai Lab is to file for approval 
VYVGART for treatment of generalized myasthenia gravis 
(gMG) in Greater China by mid-2022.

04/01/2022 09/30/2022 argenx N.V. ARGX Efgartigimod (SC) Myasthenia Gravis (MG) III
Regulatory - NDA/BLA 
Filing NDA Filing (China)

Zai Lab announced that it expects to submit a New Drug 
Application (NDA) in generalized myasthenia gravis (gMG) in 
mid-2022. 
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10/01/2022 12/31/2022 argenx N.V. ARGX Efgartigimod (SC) Pemphigus Vulgaris III
Trial Data - Top-Line 
Results

Phase III ADDRESS - Top-Line 
Results

Argenx has announced that topline data of SC efgartigimod 
for pemphigus foliaceous and vulgaris in the Phase III 
ADDRESS trial is expected in fourth quarter of 2022.

01/01/2023 03/31/2023 argenx N.V. ARGX Efgartigimod (SC)
Immune Thrombocytopenic 
Purpura (ITP) III

Trial Data - Top-Line 
Results

Phase III ADVANCE-SC - Top-
Line Results

Argenx has announced that topline data of SC efgartigimod 
for primary ITP in the Phase III ADVANCE-SC trial is expected 
in first quarter of 2023.

01/01/2023 03/31/2023 argenx N.V. ARGX Efgartigimod (SC)

Chronic Inflammatory 
Demyelinating Polyneuropathy 
(CIDP) II

Trial Data - Top-Line 
Results

Phase II ADHERE - Top-Line 
Results

Argenx has announced that topline data of SC efgartigimod 
for chronic inflammatory demyelinating polyneuropathy in 
the Phase II ADHERE trial is expected in first quarter of 2023.

10/01/2022 12/31/2022 Ascendis Pharma A/S ASND TransCon PTH Hypoparathyroidism III
Regulatory - IND/CTA 
Filing

IND Filing (Pediatric 
Hypoparathyroidism)

Ascendis Pharma anticipates an IND filing of TransCon PTH 
for pediatric hypoparathyroidism in the fourth quarter of 
2022. 

10/01/2022 12/31/2022 Ascendis Pharma A/S ASND TransCon IL-2 Cancer II
Trial Data - Top-Line 
Results Phase I/II - Topline Results

Ascendis anticipates TransCon IL-2 monotherapy top-line 
results from the Phase I/II Trial in the fourth quarter of 
2022.

10/01/2022 12/31/2022 Ascendis Pharma A/S ASND TransCon IL-2 Cancer II
Regulatory - IND/CTA 
Filing

IND Filing w/ TransCon TLR7/8 
Agonist

Ascendis plans to file an IND or similar submission for Phase 
II cohort expansion for combination TransCon TLR7/8 
Agonist and TransCon IL-2 therapy in cancer in the fourth 
quarter of 2022.

01/10/2022 12/31/2022 Astellas Pharma, Inc. 4503:JP Padcev Bladder Cancer Approved
Trial Announcement - 
Trial Completion

Phase III EV-302 - Trial 
Completed

Seagen announced the EV-302 Phase III trial of PADCEV in 1L 
mUC regardless of platinum eligibility is expected to be 
complete in 2022.

01/12/2022 12/31/2022 AstraZeneca PLC AZN AZD8233
Dyslipidemia / 
Hypercholesterolemia II

Trial Data - Top-Line 
Results Phase IIb - Top-Line Results

Ionis Pharmaceuticals announced that it expects top-line 
results from the Phase IIb trial for ION449 for 
hyperlipidaemia in 2022. 

01/01/2022 03/31/2022
Atara Biotherapeutics, 
Inc. ATRA Tabelecleucel Hematologic Cancer III

Regulatory - Meeting with 
FDA Meeting with FDA

Atara announced they plan to have furhter interations with 
the FDA for theTab-cel BLA through a Type B CMC meeting 
in the first quarter of 2022.

01/01/2022 12/31/2022
Atea Pharmaceuticals, 
Inc. AVIR AT-527 COVID-19 Treatment II

Trial Announcement - 
Initiation

Phase II Monotherapy - Trial 
To Start

Atea has announced plans to initiate a Phase II study of AT-
527 for COVID-19 treatment as monotherapy in outpatient 
settings in 2022.

01/01/2022 12/31/2022
Atea Pharmaceuticals, 
Inc. AVIR AT-527 COVID-19 Treatment II

Trial Announcement - 
Initiation

Phase II/III w/Protease 
inhibitor - Trial To Start

Atea has announced plans to initiate a Phase II 
Bemnifosbuvir in combination with protease inhibitor trial 
in late 2022. As such, we await an update in the timeframe 
above.

09/01/2022 12/31/2022
Atea Pharmaceuticals, 
Inc. AVIR AT-527 COVID-19 Treatment II

Trial Data - Top-Line 
Results

Phase II Monotherapy - Top-
Line Results

Atea has announced plans to initiate a Phase II study of AT-
527 for COVID-19 treatment as monotherapy in outpatient 
settings in 2022. Top-line results are expected in late 2022. 
As such, we await an update in the timeframe above.

01/10/2022 12/31/2022 AtriCure, Inc. ATRC
cryoICE Cryoablation 
Probes Dysrhythmia (Arrhythmia) Approved

Progress Update - 
Product Launch (Europe) Product Launch (Europe)

Atricure annoucned that the product launch of cryoICE 
Cryoablation Probes is anticipated in Europe in 2022.

01/10/2022 12/31/2022 AtriCure, Inc. ATRC
AtriClip LAA Exclusion 
System Atrial Fibrillation/Flutter Approved

Trial Announcement - 
Initiation Clinical Trial to Start

AtriCure announced that it expects to initiate a clinical trial 
for AtriClip LAA Exclusion System in cardiac surgery in 2022. 

01/10/2022 12/31/2022 AtriCure, Inc. ATRC
 Isolator Encompass 
Ablation System Atrial Fibrillation/Flutter Development

Progress Update - 
Product Launch (U.S.) Product Launch (U.S.)

AtriCure announced that it expects to launch the Isolator 
Encompass Ablation System in the U.S. in 2022. 

01/01/2023 12/31/2023
Aurinia Pharmaceuticals 
Inc. AUPH AUR300 Autoimmune Disorders Preclinical

Regulatory - IND/CTA 
Filing IND Filing Aurinia plans to file an IND for AUR300 in 2023.

01/01/2022 03/31/2022 Autolus Therapeutics plc AUTL AUTO1

Indolent Non-Hodgkin's 
Lymphoma (Including Follicular 
Lymphoma) - NHL

Development 
Outside U.S.

Trial Data - Updated 
Results

Phase I ALLCAR19 (Adults; UK) - 
Updated Results

Autolus has announced that longer term follow up and 
enrollment of additional DLBCL and CLL patients is ongoing 
in the Phase I trial of obe-cel in NHL. Further data from the 
trial is expected to be released in the first quarter of 2022.

07/01/2022 12/31/2022 Autolus Therapeutics plc AUTL AUTO1/22
Acute Lymphoblastic Leukemia 
(ALL) I

Trial Data - Updated 
Results

Phase I pALL - Updated Results 
(Long-Term)

Autolus has announced that clinical data from the 
AUTO1/22 CARPALL extension trial in pediatric ALL is 
expected in the first half of 2022 with longer follow up data 
in the second half of 2022.

02/01/2022 02/28/2022 Bayer AG BAYN Nubeqa Prostate Cancer Approved
Trial Data - Updated 
Results

Phase III ARASENS - Updated 
Results

Bayer announced that the company anticipates a data 
readout of its Phase III ARASENS clinical trial in February 
2022.

01/01/2022 12/31/2022 Bayer AG BAYN ATA2271 Mesothelioma I
Trial Data - Updated 
Results Phase I - Updated Results

Atara announced that they expect updated safety/efficacy 
data from their Phase I study of ATA2271 for patients with 
advanced mesothelioma in 2022.

01/01/2025 12/31/2025 Bayer AG BAYN Nubeqa Prostate Cancer Approved
Trial Data - Top-Line 
Results

Phase III ARANOTE - Topline 
Results

Bayer announced that the company anticipates topline 
results from its Phase III ARANOTE clinical trial in 2025.

01/01/2024 12/31/2025 Bayer AG BAYN Kerendia Renal Disease / Renal Failure III
Trial Data - Top-Line 
Results

Phase III - FIND-CKD - Topline 
Results

Bayer announced the company anticipates results from the 
Phase III trial of Kerendia in non-diabetic CKD in 2024/2025.

01/01/2024 12/31/2025 Bayer AG BAYN Kerendia

Chronic Heart Failure - 
Preserved Ejection Fraction 
(Chronic HFpEF) III

Trial Data - Top-Line 
Results

Phase III FINEARTS-HF - 
Topline Results

Bayer announced the company anticipates results from the 
Phase III trial of Kerendia in HFpEF in 2024/2025.

07/01/2022 12/31/2022 Beam Therapeutics Inc. BEAM BEAM-102 Sickle Cell Anemia Preclinical
Regulatory - IND/CTA 
Filing IND Filing

Beam plans to submit an investigational new drug (IND) 
application for BEAM-102 in the second half of 2022.

07/01/2022 12/31/2022 Beam Therapeutics Inc. BEAM BEAM-201
Acute Lymphoblastic Leukemia 
(ALL) Preclinical

Regulatory - IND/CTA 
Filing IND Filing

Beam Therapeutics plans to submit IND for BEAM-201 in the 
second half of 2022.

01/01/2022 06/30/2022 BeiGene, Ltd. BGNE BGB-A445 Solid Tumors
Development 
Outside U.S.

Trial Announcement - 
Other

Phase I +/-Tsilelizumab - Dose 
Expansion

BeiGene announced the company anticipates initiation of 
dose expansion of BGB-A445 in the first half of 2022.

04/01/2022 06/30/2022 BeiGene, Ltd. BGNE Tislelizumab

Hepatocellular (Liver) Cancer 
(HCC) (Including Secondary 
Metastases) III

Trial Data - Top-Line 
Results

Phase III vs. Sorafenib - Topline 
Results

BeiGene announced it expects results from the 1L HCC 
global trial of tislelizumab in the second quarter of 2022.

01/01/2022 12/31/2022 BeiGene, Ltd. BGNE Brukinsa

Chronic Lymphocytic Leukemia 
(CLL)/Small Cell Lymphocytic 
Lymphoma (SLL) - NHL III

Regulatory - NDA/BLA 
Filing NDA/BLA Filing

BeiGene announced the company anticpates filing 
regulatory approval applications for Brukinsa in CLL with the 
FDA and EMA in 2022.

01/01/2022 12/31/2022 BeiGene, Ltd. BGNE Brukinsa

Chronic Lymphocytic Leukemia 
(CLL)/Small Cell Lymphocytic 
Lymphoma (SLL) - NHL III

Regulatory - MAA 
Submission (Europe) MAA Filing

BeiGene announced the company anticpates filing 
regulatory approval applications for Brukinsa in CLL with the 
FDA and EMA in 2022.

07/01/2022 12/31/2022 BeiGene, Ltd. BGNE BGB-15025 Solid Tumors I
Trial Announcement - 
Other

Phase I w/Tislelizumab - Dose 
Expansion

BeiGene announced the company anticipates initiation of 
dose expansion for BGB-15025 in the second half of 2022.

07/01/2022 12/31/2022 BeiGene, Ltd. BGNE LBL-007 Solid Tumors Preclinical
Trial Announcement - 
Initiation

Phase II w/tislelizumab - Trial 
Initiation

BeiGene announced the company anticipates intiation of a 
Phase II trial of LBL-007 with tislelizumab in the second half 
of 2022.
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07/01/2022 12/31/2022 BioAtla, Inc. BCAB BA3182 Solid Tumors Preclinical
Trial Announcement - 
Initiation Phase I - Trial to Start

BioAtla expects to initiate a Phase I clinical trial for the 
EpCAM &amp; CD3 bispecific (BA-3182) for solid tumors in 
the second half of 2022. 

01/10/2022 01/31/2024
BioCryst Pharmaceuticals, 
Inc. BCRX BCX9930

Paroxysmal Nocturnal 
Hemoglobinuria (PNH) II

Trial Data - Top-Line 
Results

Phase II REDEEM-1 - Topline 
Results

BioCryst announced that the company anticipates a data 
readout of the REDEEM-1 clinical trial of BCX9930 in PNH 
within the next two years. As such , we await an update 
through the time frame above.

01/10/2022 01/31/2024
BioCryst Pharmaceuticals, 
Inc. BCRX BCX9930

Paroxysmal Nocturnal 
Hemoglobinuria (PNH) II

Trial Data - Top-Line 
Results

Phase II REDEEM-2 - Topline 
Results

BioCryst announced that the company anticipates a data 
readout of the REDEEM-2 clinical trial of BCX9930 in PNH 
within the next two years. As such , we await an update 
through the time frame above.

01/10/2022 01/31/2024
BioCryst Pharmaceuticals, 
Inc. BCRX BCX9930

Paroxysmal Nocturnal 
Hemoglobinuria (PNH) II

Regulatory - NDA/BLA 
Filing NDA Submission

BioCryst announced that the company anticipates 
submitting regulatory filings for approval of BXC9930 in PNH 
based from results of the REDEEM clinical trials within two 
years. As such, we await an update through the time frame 
above.

01/10/2022 03/31/2022 Biogen, Inc. BIIB Vumerity Multiple Sclerosis (MS) Approved
Progress Update - 
Product Launch (Europe) Product Launch (EU)

Biogen announced that the comapny anticipates the 
product launch of VUMERITY in Europe in the first quarter 
of 2022.

04/01/2022 10/31/2022 Biogen, Inc. BIIB BIIB080 Alzheimer's Disease (AD) I/II
Trial Announcement - 
Initiation Phase II - Trial to Start

Biogen announced that a Phase II study for BIIB080 in 
Alzheimer&rsquo;s disease is anticipated in mid 2022.

01/01/2022 03/31/2022
BioMarin Pharmaceutical 
Inc. BMRN Voxzogo Achondroplasia Approved

Trial Data - Top-Line 
Results

Phase II 111-206 (Age 0 to <60 
Months) - Top-Line Results

BioMarin announced they anticipate 52-week data from 
their Phase II study of Voxogo treating achondroplasia 
patients aged 0-5 years old in the first quarter of 2022.

01/01/2022 03/31/2022
BioMarin Pharmaceutical 
Inc. BMRN Roctavian Hemophilia A III

Regulatory - Meeting with 
FDA Meeting with FDA

BioMarin announced they plan to have a meeting with the 
FDA in the first quarter of 2022 for the valoctocogene 
roxaparvovec resubmission.

04/01/2022 09/30/2022
BioMarin Pharmaceutical 
Inc. BMRN Voxzogo Achondroplasia Approved

Trial Data - Top-Line 
Results

Phase II Investigator Initiated 
(GSS) - Top-Line Results

BioMarin announced they anticipate Phase II data for their 
study of Voxzogo treating genetic forms of short stature in 
mid-2022.

07/01/2022 12/31/2022
BioMarin Pharmaceutical 
Inc. BMRN Voxzogo Achondroplasia Approved

Regulatory - Approval 
Decision (Japan) Japanese Approval Decision

BioMarin announced they submitted a regulatory filing in 
Japan for Voxzogo for the treatment of achondroplasia in 
the third quarter of 2021. The company expects the 
approval decision to occur in the second half of 2022.

07/01/2022 12/31/2022
BioMarin Pharmaceutical 
Inc. BMRN Voxzogo Achondroplasia Approved

Regulatory - Approval 
(Australia/New Zealand) Australian Approval Decision

BioMarin announced they submitted a regulatory filing in 
Australia for Voxzogo for the treatment of achondroplasia 
in Australia in the fourth quarter of 2021. They expect an 
approval decision in the second half of 2022.

01/01/2022 12/31/2022
BioMarin Pharmaceutical 
Inc. BMRN Roctavian Hemophilia A III

Trial Data - Updated 
Results

Phase III GENEr8-1 (6E13 
vg/kg) - Updated Results

BioMarin announced they anticipate updated data from the 
Phase III Roctavian study at a medical meeting in 2022.

07/01/2022 12/31/2022
BioMarin Pharmaceutical 
Inc. BMRN Roctavian Hemophilia A III

Progress Update - 
Product Launch (Europe) Product Launch (Europe)

BioMarin announced that if approved, they plan to launch 
valoctocogene roxaparvovec for Hemophilia A in Europe in 
the second half of 2022.

01/01/2022 06/30/2022 Biomea Fusion, Inc. BMEA BMF-219 Hematologic Cancer I
Trial Announcement - 
Initiation

Phase I DLBCL/MM - Trial to 
Start

Biomea announced they plan to initiate a Phase I study of 
BMF-219 for DLBCL/MM in the first half of 2022.

10/01/2022 12/31/2022 Biomea Fusion, Inc. BMEA BMF-219 Solid Tumors Preclinical
Trial Announcement - 
Initiation Clinical Studies to Start

Biomea announced they plan to initiate clinical studies of 
BMF-219 in the following solid tumors - on-small cell lung 
cancer (NSCLC), pancreatic cancer, and colorectal cancer 
(CRC)&mdash; in the fourth quarter of 2022. 

07/01/2022 12/31/2022 Biomea Fusion, Inc. BMEA BMF-219 Solid Tumors Preclinical
Regulatory - IND/CTA 
Filing IND Filing

Biomea announced they plan to file an IND for BMF-219 for 
a Phase I study for KRAS mutant solid tumors in the second 
half of 2022.

07/01/2022 12/31/2022 Biomea Fusion, Inc. BMEA BMF-219 Diabetes Mellitus, Type II Preclinical
Trial Announcement - 
Initiation Phase I/II - Trial to Start

Biomea announced subject to submission and clearance of 
an IND, they plan to initiate a Phase I/II clinical trial of BMF-
219 in diabetes during the second half of 2022.

07/01/2022 12/31/2022 Biomea Fusion, Inc. BMEA BMF-219 Diabetes Mellitus, Type II Preclinical
Regulatory - IND/CTA 
Filing IND Filing

Biomea announced they plan to file an IND for BMF-219 for 
the treatment of diabetes in the second half of 2022.

01/01/2022 06/30/2022 BioXcel Therapeutics, Inc. BTAI BXCL501 Bipolar Disorder NDA
Regulatory - MAA 
Submission (Europe) MAA Submission

BioXcel announced they plan to file an MAA in the EU for 
BXCL501 for shizophrenia and bipolar disorders in the first 
half of 2022.

01/01/2022 06/30/2022 BioXcel Therapeutics, Inc. BTAI BXCL501 Schizophrenia NDA
Regulatory - MAA 
Submission (Europe) MAA Submission

BioXcel announced they plan to file an MAA in the EU for 
BXCL501 for shizophrenia and bipolar disorders in the first 
half of 2022.

01/01/2022 12/31/2022 BioXcel Therapeutics, Inc. BTAI BXCL501
Major Depressive Disorder 
(MDD) Preclinical

Trial Announcement - 
Initiation Clinical Trials to Start

BioXcel announced they are preparing to submit an IND for 
BXCL501 for the treatment of major depressive disorder and 
initiate a clinical trial in 2022.

01/01/2022 12/31/2022 BioXcel Therapeutics, Inc. BTAI BXCL501
Major Depressive Disorder 
(MDD) Preclinical

Regulatory - IND/CTA 
Filing IND Filing

BioXcel announced they are preparing to submit an IND for 
BXCL501 for the treatment of major depressive disorder and 
initiate a clinical trial in 2022.

03/07/2022 03/07/2022 bluebird bio BLUE Zynteglo Thalassemia BLA
Regulatory - FDA Advisory 
Panel Brief FDA Advisory Panel Brief

bluebrid announced an FDA Advisory Committee is set to 
discuss the Biologics License Application (BLA) for beti-cell 
on March 9, 2022. The FDA intends to make background 
material available to the public no later than 2 business 
days before the meeting. As the date falls on a weekend, we 
expect the brief on the previous Friday.

03/09/2022 03/09/2022 bluebird bio BLUE Zynteglo Thalassemia BLA
Regulatory - FDA Advisory 
Panel Meeting FDA Advisory Panel Meeting

bluebrid announced an FDA Advisory Committee is set to 
discuss the Biologics License Application (BLA) for beti-cell 
on March 9, 2022.

04/01/2022 09/30/2022 bluebird bio BLUE Lenti-D Adrenoleukodystrophy BLA
Progress Update - 
Product Launch Product Launch (US)

bluebird announced the company plans to launch eli-cel for 
CALD in the U.S. in mid-2022.

07/01/2022 12/31/2022
Blueprint Medicines 
Corporation BPMC BLU-701

Non-Small Cell Lung Cancer 
(NSCLC) Preclinical

Trial Data - Top-Line 
Results

Phase I/II HARMONY - Top-
Line Results

Zai Lab announced that it expects top-line data from the 
Phase I/II SYMPHOMNY trial of BLU-701 in EGFR-driven lung 
cancer in the second half of 2022. 

01/01/2022 06/30/2022 BridgeBio Pharma, Inc. BBIO Encaleret Hypoparathyroidism IIb
Trial Data - Updated 
Results Phase II - Updated Results

BridgeBio plans to present complete Phase II data for 
encaleret for autosomal dominant hypocalcemia type 1 
(ADH1) in the first half of 2022.

01/01/2022 12/31/2022 BridgeBio Pharma, Inc. BBIO Encaleret Hypoparathyroidism IIb
Trial Announcement - 
Initiation Phase III - Study to Start

BridgeBio expects to initiate a Phase III registrational study 
of Encaleret in 2022.

01/10/2022 12/31/2022
Bristol Myers Squibb 
Company BMY Breyanzi

Diffuse Large B-Cell Lymphoma 
(DLBCL) - NHL Approved

Regulatory - PDUFA for 
sNDA/sBLA PDUFA for sBLA - 2L LBCL

Bristol Myers Squibb has announced that the company 
anticipates the approval of Breyanzi for the second-line 
treatment of patients with LBCL in 2022.
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01/10/2022 12/31/2022
Bristol Myers Squibb 
Company BMY Breyanzi

Diffuse Large B-Cell Lymphoma 
(DLBCL) - NHL Approved

Regulatory - 
Supplemental Approval 
(Europe)

Supplemental Approval (EU) - 
3rd Line

Bristol Myers Squibb has announced that the company 
anticipates the approval of Breyanzi for the 3L+ treatment 
of patients with LBCL in Europe in 2022.

01/10/2022 12/31/2022
Bristol Myers Squibb 
Company BMY Opdivo

Non-Small Cell Lung Cancer 
(NSCLC) Approved

Regulatory - PDUFA for 
sNDA/sBLA

PDUFA for sBLA - Neo-adj lung 
EFS (CM-816)

Bristol Myers Squibb announced that the company 
anticipated the supplemental approval of Opdivo for Neo-
adj lung EFS based on the Phase III checkmate 816 study in 
2022. 

01/13/2022 12/31/2022
Bristol Myers Squibb 
Company BMY Abecma Multiple Myeloma (MM) Approved

Trial Data - Top-Line 
Results

Phase II - KarMMa-2 - Topline 
Results

2seventy bio anticipates topline data from the Phase II 
KarMMa-2 trial of Abecma for multiple myeloma by the end 
of 2022. 

01/01/2022 06/30/2022 C4 Therapeutics, Inc. CCCC CFT8634 Sarcoma IND Trial Data - Other
Preclinical Results at Medical 
Meeting

C4 Therapeutics plans to present pre-clinical data on the 
discovery and characterization of CFT8634, a potent and 
selective degrader of BRD9 for the treatment of SMARCB1-
perturbed cancers in the first half of 2022.

01/12/2022 12/31/2022 Cabaletta Bio, Inc. CABA MuSK-CAART Myasthenia Gravis (MG) Preclinical
Trial Announcement - 
Initiation First-in-Human - Trial to Start

Cabaletta Bio announced that it plans to initiate a clinical 
trial for MuSK-CAART for myasthenia gravis, subject to IND 
clearance by the FDA, in 2022.

04/01/2022 06/30/2022 Cara Therapeutics, Inc. CARA Korsuva Pruritus Approved
Trial Data - Top-Line 
Results

Phase II KOMFORT - Top-Line 
Results

Cara expects Phase II readout for Korsuva in Notalgia 
Paresthetica (NP) in the second quarter of 2022.

01/13/2022 12/31/2022 Caribou Biosciences, Inc. CRBU CB-011 Multiple Myeloma (MM) Preclinical
Regulatory - IND/CTA 
Filing IND Filing

Caribou Biosciences expects to file an IND with the FDA for 
CB-011 in multiple myeloma in 2022.

01/01/2023 12/31/2023 Caribou Biosciences, Inc. CRBU CB-012
Acute Myelogenous Leukemia 
(AML) Preclinical

Regulatory - IND/CTA 
Filing IND Filing

Caribou Biosciences expects an IND filing for CB-012 in AML 
in 2023. 

01/01/2023 12/31/2023
Century Therapeutics, 
Inc. IPSC CNTY-103

Brain Cancer (Malignant 
Glioma; AA and glioblastoma 
(GBM)) Preclinical

Regulatory - IND/CTA 
Filing CTA/IND Filing

Century Therapeutics announced the company anticipates a 
CTA/IND submission for it CNTY-103 program in 2023.

01/01/2024 12/31/2024
Century Therapeutics, 
Inc. IPSC CNTY-102

Non-Hodgkin's Lymphoma 
(NHL) Preclinical

Regulatory - IND/CTA 
Filing CTA/ IND Filing

Century Therapeutics announced that the company is 
working on CNTY-102, a gamma delta iT candidate targeting 
CD19 and CD79b and in development for the treatment of B-
cell malignancies. An IND submission for this program is 
expected in 2024.

01/01/2024 06/30/2024
Cerevel Therapeutics 
Holdings, Inc. CERE CVL-231 Schizophrenia I

Trial Data - Top-Line 
Results

Phase II 10/30mg - Top-Line 
Results

Cerevel announced two adequately-powered placebo-
controlled Phase II trials that will enable the full exploration 
of the therapeutic dose range of emraclidine. The trials will 
be initiated in mid 2022, with data for both trials expected 
in the first half of 2024.

01/01/2024 06/30/2024
Cerevel Therapeutics 
Holdings, Inc. CERE CVL-231 Schizophrenia I

Trial Data - Top-Line 
Results

Phase II 15/30mg - Top-Line 
Results

Cerevel announced two adequately-powered placebo-
controlled Phase II trials that will enable the full exploration 
of the therapeutic dose range of emraclidine. The trials will 
be initiated in mid 2022, with data for both trials expected 
in the first half of 2024.

01/01/2022 12/31/2022 ChemoCentryx, Inc. CCXI CCX-559 Solid Tumors I
Trial Data - Updated 
Results Phase I - Updated Results

ChemoCentryx expects further dose escalation data from 
the Phase I study of CCX559 in 2022.

01/01/2023 12/31/2023
Chinook Therapeutics, 
Inc. KDNY CHK-RARE1 Renal Disease / Renal Failure Preclinical

Trial Announcement - 
Initiation Phase II - Trial Initiation

Chinook Therapeutics announced the company anticipates 
initiation of a Phase II POC trial in PH in 2023.

01/01/2023 12/31/2023
Chinook Therapeutics, 
Inc. KDNY CHK-RARE1 Renal Disease / Renal Failure Preclinical

Trial Data - Top-Line 
Results

Phase I Healthy Volunteers - 
Topline Results

Chinook Therapeutics announced the company anticipates 
Phase I healthy volunteer data in 2023.

01/12/2022 12/31/2022 Clovis Oncology, Inc. CLVS FAP-2286 Solid Tumors I/II
Trial Announcement - 
Other

Phase I/II LuMIERE - Phase II 
Cohort Initiation

Clovis Oncology announced that the Phase II expansion 
cohort of the Phase I/II LuMIERE trial in multiple tumor 
types is expected to initiate in 2022.

01/10/2022 12/31/2022 Coherus BioSciences, Inc. CHRS Toripalimab Nasopharyngeal Cancer BLA
Progress Update - 
Product Launch Product Launch

Coherus announced that the potential product launch of 
Toripalimab is expected in 2022.

01/01/2023 12/31/2023
Crinetics 
Pharmaceuticals, Inc. CRNX Paltusotine Neuroendocrine Tumors (NET) Preclinical

Trial Data - Top-Line 
Results Phase II -Topline Results

Crinetics announced the initiation of patient dosing in a 
Phase II trial of paltusotine in patients with carcinoid 
syndrome associated with neuroendocrine tumors (NETs) is 
expected in 2022. Topline results are expcted in 2023.

01/10/2022 12/31/2022 CRISPR Therapeutics AG CRSP CTX001 Sickle Cell Anemia II/III
Regulatory - NDA/BLA 
Filing BLA Filing

Vertex Pharamceuticals has announced that a BLA filing is 
expected from  CTX001 in the year 2022.

01/10/2022 12/31/2022 CRISPR Therapeutics AG CRSP CTX001 Thalassemia II/III
Regulatory - NDA/BLA 
Filing BLA Filing

Vertex Pharamceuticals has announced that a BLA filing is 
expected from  CTX001 in the year 2022.

01/13/2022 06/30/2023 Cullinan Oncology, Inc. CGEM CLN-619 Solid Tumors I
Trial Data - Top-Line 
Results

Phase I +/- Pembrolizumab - 
Top-Line Results

Cullinan has announced that a clincial data update is 
expected from CLN-619 in the next 12-18 months from 
January 2022.

01/13/2022 06/30/2023 Cullinan Oncology, Inc. CGEM CLN-049
Acute Myelogenous Leukemia 
(AML) I

Trial Data - Top-Line 
Results

Phase I/II rrAML - Top-Line 
Results

Cullinan has announced that a clincial data update is 
expected from CLN-049 in the next 12-18 months from 
January 2022.

01/13/2022 06/30/2023 Cullinan Oncology, Inc. CGEM CLN-081
Non-Small Cell Lung Cancer 
(NSCLC) I/II

Trial Announcement - 
Initiation Pivotal Trial To Start (2L)

Cullinan has announced that a pivotal trial of CLN-081 as 
second line therapy is expected to start in the next 12-18 
months from January 2022.

12/18/2022 06/30/2023 Cullinan Oncology, Inc. CGEM CLN-081
Non-Small Cell Lung Cancer 
(NSCLC) I/II

Regulatory - Progress 
Update Regulatory Update

Cullinan has announced that a regulatory update is 
expected for CLN-081 in the next 12-18 months from 
January 2022.

01/01/2022 06/30/2022 Cyteir Therapeutics, Inc. CYT CYT-0851 Cancer I/II
Trial Data - Updated 
Results

Phase I - Updated Results 
(Dose Escalation)

Cyteir announced they plan to present data from their 
Phase I CYT-0851 dose escalation trial in the first half of 
2022.

01/01/2023 12/31/2023 Cyteir Therapeutics, Inc. CYT CYT-0851 Cancer I/II
Trial Announcement - 
Initiation Registrational Trial to Start

Cyteir announced they plan to initiate a registrational trial 
with CYT-0851 in 2023.

01/11/2022 12/31/2022 Cytokinetics, Inc. CYTK Reldesemtiv
Amyotrophic Lateral Sclerosis 
(ALS) III

Trial Data - Top-Line 
Results

Phase III COURAGE-ALS - 
Topline Results

Cytokinetics expects topline data from the Phase III 
COURAGE-ALS trial of Reldesemtiv for ALS in 2022. 

01/11/2022 03/31/2022
Day One 
Biopharmaceuticals, LLC DAWN DAY101 Solid Tumors I/II

Trial Announcement - 
Initiation

Phase Ib/II (Combination) - 
Trial to Start

Day One Biopharmaceuticals announced that it expects to 
initiate the FIRELIGHT-1 combination trial of DAY101 with 
pimasertib in the first quarter of 2022. 

01/11/2022 06/30/2022
Day One 
Biopharmaceuticals, LLC DAWN DAY101

Brain Cancer (Malignant 
Glioma; AA and glioblastoma 
(GBM)) II

Trial Announcement - 
Initiation

Phase II FIREFLY-2 - Trial to 
Start

Day One Biopharmaceuticals announced that it expects to 
initiate the Phase III FIREFLY-2 study in frontline pediatric 
low-grade glioma (pLGG) in the first half of 2022. 

01/01/2023 12/31/2023
Day One 
Biopharmaceuticals, LLC DAWN DAY101

Brain Cancer (Malignant 
Glioma; AA and glioblastoma 
(GBM)) II

Regulatory - NDA/BLA 
Filing NDA Filing

Day One Biopharmaceuticals announced that it anticipates 
filing an NDA for DAY 101 in pLGG in 2023, if data from the 
Phase II FIREFLY-1 trial are supportive.

07/01/2022 12/31/2022
Deciphera 
Pharmaceuticals, Inc. DCPH Vimseltinib Solid Tumors I/II

Trial Data - Updated 
Results Phase I/II - Updated Results

Deciphera Pharmaceuticals announced that updated Phase 
I/II data in TGCT patients is expected in the second half of 
2022.

01/10/2022 06/30/2022 Denali Therapeutics Inc. DNLI DNL788 Multiple Sclerosis (MS) Preclinical
Trial Announcement - 
Initiation Phase II - Trial to Start

Denali announced Sanofi plass to initiate a Phase II tiral of 
SAR443820 in MS. As such, we await an update in the time 
frame above.
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01/11/2022 06/30/2022 Denali Therapeutics Inc. DNLI DNL919 Alzheimer's Disease (AD) IND
Trial Announcement - 
Initiation Clinical Trials to Start

Denali announced the company submitted an 
investigational new drug (IND) application for DNL919 with 
the U.S. Food and Drug Administration (FDA) and, pending 
its acceptance, will initiate first-in-human clinical trials of 
DNL919 in the first half of 2022. Denali expects that human 
safety and biomarker data will be available in the second 
half of 2022, including the effects of DNL919 treatment on 
colony stimulating factor 1 receptor (CSF1R) in 
cerebrospinal fluid, a key indicator of TREM2 pathway 
engagement in the brain.

04/01/2022 09/30/2022 Denali Therapeutics Inc. DNLI DNL343
Amyotrophic Lateral Sclerosis 
(ALS) I

Trial Data - Top-Line 
Results Phase Ib - Top-Line Results

Denali announced the company expects that safety and 
biomarker results from the Phase Ib trial will be available in 
mid 2022.

07/01/2022 12/31/2022 Denali Therapeutics Inc. DNLI DNL919 Alzheimer's Disease (AD) IND
Trial Data - Top-Line 
Results Phase I - Top-Line Results

Denali announced the company submitted an 
investigational new drug (IND) application for DNL919 with 
the U.S. Food and Drug Administration (FDA) and, pending 
its acceptance, will initiate first-in-human clinical trials of 
DNL919 in the first half of 2022. Denali expects that human 
safety and biomarker data will be available in the second 
half of 2022, including the effects of DNL919 treatment on 
colony stimulating factor 1 receptor (CSF1R) in 
cerebrospinal fluid, a key indicator of TREM2 pathway 
engagement in the brain.

01/01/2023 06/30/2023 Denali Therapeutics Inc. DNLI DNL126

Mucopolysaccharidosis IIIA 
(MPS IIIA; Sanfilippo A 
Syndrome) Preclinical

Regulatory - IND/CTA 
Filing IND Filing

Denali announced the company a submission of an IND 
application for DNL126 for MPS IIIA is planned for the first 
half of 2023.

01/01/2023 12/31/2023 DiNAQOR AG DiNA-001 Cardiomyopathy - Hypertrophic Preclinical
Regulatory - IND/CTA 
Filing IND Filing

BioMarin announced they plan to file an IND for DiNA-001 
for a Phase I study in hypertrophic cardiomyopathy in 2023.

07/01/2022 12/31/2022 Dyne Therapeutics DYN DYNE-301 Muscular Dystrophy Preclinical
Regulatory - IND/CTA 
Filing IND Filing

Dyne Therapeutics announced that an IND for their new 
candidate, DYNE-301, is expected in the second half of 2022 
for facioscapulohumeral muscular dystrophy. 

01/12/2022 02/28/2022
Eagle Pharmaceuticals, 
Inc. EGRX Rapibloc Dysrhythmia (Arrhythmia) II

Regulatory - Meeting with 
FDA Pre-NDA Meeting with FDA

Eagle announced the company is having a pre-NDA meeting 
with the FDA and will have updates from the meeting in the 
next few weeks. As such, we await an update in the time 
frame above.

01/01/2022 06/30/2022
Edgewise Therapeutics, 
Inc. EWTX EDG-5506 Muscular Dystrophy I

Trial Data - Updated 
Results Phase I - Updated Results

Edgewise expects to present interim data from the open 
label study of EDG-5506 in BMD in the first half of 2022.

07/01/2022 12/31/2022
Edgewise Therapeutics, 
Inc. EWTX EDG-5440 Undisclosed Preclinical Trial Data - Other Preclinical Results

Edgewise expects preclinical POC data with a next 
generation myosin ATPase modulator in the second half of 
2022.

01/01/2022 06/30/2022 Editas Medicine EDIT EDIT-101
Leber's Congenital Amaurosis 
(Ophthalmology) I/II

Trial Announcement - 
Other

Phase I/II Brilliance - Pediatric 
Mid-Dose Cohort Completed

Editas announced the company remains on track to 
complete dosing of the pediatric mid-dose cohort in the first 
half of 2022, and expects to initiate dosing of the pediatric 
high-dose cohort following a safety assessment by an 
independent data monitoring committee. 

07/01/2022 12/31/2022 Editas Medicine EDIT EDIT-101
Leber's Congenital Amaurosis 
(Ophthalmology) I/II

Trial Data - Updated 
Results

Phase I/II Brilliance - Updated 
Results

Editas announced it expects to provide a clinical update on 
the BRILLIANCE trial in the second half of 2022, including 
safety and efficacy assessments on all patients who have 
had at least 6 months of follow-up evaluations.

07/01/2022 12/31/2022 Editas Medicine EDIT EDIT-301 Sickle Cell Anemia I/II
Trial Data - Top-Line 
Results

Phase I/II RUBY - Topline 
Results

Editas announced its Phase I/II RUBY trial for the treatment 
of sickle cell disease is currently enrolling study participants 
and is on track to present initial clinical results expected by 
the end of 2022.

01/10/2022 12/31/2022
Edwards Lifesciences 
Corp. EW HemoSphere

Hemodynamic/Vital Sign 
Monitoring Approved

Trial Announcement - 
Initiation Smart BP - Trial to Start

Edwards Lifesciences announced that it expects the SMART 
BP trial for HemoSphere to initiate in 2022. 

01/10/2022 12/31/2022
Edwards Lifesciences 
Corp. EW EVOQUE Cardiac Valve Surgery Development

Regulatory - PMA 
Approval Decision PMA Approval Decision

Edwards Lifesciences announced that it expects the 
EVOQUE TR to be approval in Europe in 2022. 

01/10/2022 12/31/2022
Edwards Lifesciences 
Corp. EW MITRIS RESILIA Cardiac Valve Surgery Development

Regulatory - PMA 
Approval Decision PMA Approval Decision

Edwards Lifesciences announced that it expects MITRIS 
RESILIA for cardiac valve surgery to be approved in the U.S. 
in 2022. 

01/11/2022 12/31/2022 Eli Lilly and Company LLY NKTR-358 Atopic Dermatitis (Eczema) I
Trial Data - Updated 
Results Phase Ib - Updated Results

Nektar announced they anticipate updated results for the 
Phase Ib study of NKTR-358 in AD to be presented at a 
medical meeting in 2022.

01/11/2022 06/30/2023 Eli Lilly and Company LLY NKTR-358 Ulcerative Colitis (UC) II
Trial Data - Top-Line 
Results

Phase II INSTRUCT-UC - Top-
Line Results

Nektar announced they anticipate data from their Phase II 
study of NKTR-358 for the treatment of ulcerative colitis in 
the next 18 months.

01/11/2022 06/30/2023 Eli Lilly and Company LLY NKTR-358
Systemic Lupus Erythematosus 
(SLE) II

Trial Data - Top-Line 
Results

Phase II ISLAND-SLE  - Top-Line 
Results

Nektar announced that they anticipate data from their 
Phase II study for NKTR-358 for the treatment of lupus 
within the next 18 months.

01/01/2022 06/30/2023 Eli Lilly and Company LLY NKTR-358 Atopic Dermatitis (Eczema) I
Trial Announcement - 
Initiation Phase II - Trial to Start

Nektar announced that Eli Lilly plans to initiate a Phase II 
trial in atopic dermatitis for LY3471851/NKTR-358 in the 
next 12 to 18 months.

01/01/2022 06/30/2022
Elpiscience Biopharma, 
Ltd. ES014 Cancer Preclinical

Regulatory - IND/CTA 
Filing IND Submission

Elpiscience announced the company anticipates an IND 
submission to the FDA for ES014 during the first half of 
2022 and expects to initiate a first-in-human trial in the 
second half of 2022.

07/01/2022 12/31/2022
Elpiscience Biopharma, 
Ltd. ES014 Cancer Preclinical

Trial Announcement - 
Initiation

Phase I First-In-Human - Trial 
Initiation

Elpiscience announced the company anticipates an IND 
submission to the FDA for ES014 during the first half of 
2022 and expects to initiate a first-in-human trial in the 
second half of 2022.

01/01/2023 06/30/2023
Elpiscience Biopharma, 
Ltd. ES004 Solid Tumors Preclinical

Regulatory - IND/CTA 
Filing IND Submission

Elpiscience announced the company anticipates an IND 
submission for ES004 to the FDA during the first half of 
2023.

09/30/2022 12/31/2022
Entasis Therapeutics 
Holdings Inc. ETTX SUL-DUR

Acinetobacter-Specific Agents 
(Antibacterial) III

Regulatory - NDA/BLA 
Filing NDA Filing (China)

Zai Lab announced that it expects to file an NDA in China for 
SUL-DUR for the treament of carbapenem-resistant 
Acinetobacter infections (CRAB) in 

01/01/2022 03/31/2022 Erasca, Inc. ERAS ERAS-007 Hematologic Cancer Preclinical
Trial Announcement - 
Initiation

Phase I/II HERKULES-4 - Trial to 
Start

Erasca announced they plan to initiate a Phase I/II 
HERKULES-4 study for ERAS-007 for the treatment of 
hematological malignancies in the first quarter of 2022.

07/01/2022 12/31/2022 Erasca, Inc. ERAS ERAS-007 Solid Tumors I/II
Trial Data - Top-Line 
Results

Phase Ib HERKULES-1 - Top-
Line Results

Erasca announced they anticipate Phase Ib data from their 
HERKULES-1 study in the second half of 2022.

07/01/2022 12/31/2022 Erasca, Inc. ERAS ERAS-601 Solid Tumors I
Trial Data - Top-Line 
Results

Phase I FLAGSHIP-1 - Top-Line 
Results

Erasca announced they anticipate Phase I data from their 
FLAGSHIP-1 study in the second half of 2022.

10/01/2022 06/30/2023 Erasca, Inc. ERAS ERAS-007 Colorectal Cancer (CRC) I/II
Trial Data - Top-Line 
Results

Phase I/II HERKULES-3 - Top-
Line Results

Erasca announced they anticipate Phase Ib results from 
their HERKULES-3 study between the fourth quarter of 2022 
and the first half of 2023.

01/01/2023 12/31/2023 Erasca, Inc. ERAS ERAS-007
Non-Small Cell Lung Cancer 
(NSCLC) I/II

Trial Data - Top-Line 
Results

Phase I/II HERKULES-2 - Top-
Line Results

Erasca announced they anticipate Phase Ib combo data 
from their HERKULES-2 study in 2023. 
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10/01/2023 12/31/2024 Erasca, Inc. ERAS ERAS-007 Hematologic Cancer Preclinical
Trial Data - Top-Line 
Results

Phase I/II HERKULES-4 - Top-
Line Results

Erasca announced they anticipate Phase Ib data from their 
HERKULES-4 study between the fourth quarter of 2023 and 
the end of 2024.

01/01/2023 03/31/2023
Esperion Therapeutics, 
Inc. ESPR Nexletol

Dyslipidemia / 
Hypercholesterolemia Approved

Trial Data - Top-Line 
Results

Phase III CLEAR Outcomes - 
Topline Results

Esperion expects topline data from the Phase III CLEAR 
Outcomes trial of Nexletol for 
dyslipidemia/hypercholesterolemia in the first quarter of 
2023. 

01/19/2022 06/30/2022 Exelixis, Inc. EXEL XL092 Colorectal Cancer (CRC) Preclinical
Trial Announcement - 
Initiation

Phase III STELLAR-303 - Trial to 
Start

Exelixis announced they plan to launch the pivotal Phase III 
STELLAR-303 trial for XL092 in the first half of 2022.

01/10/2022 12/31/2022 Exelixis, Inc. EXEL XB002 Solid Tumors I
Trial Data - Top-Line 
Results Phase I - Top-Line Results

Exelixis announced they anticipate initial clinical data for 
XB002 in 2022. 

01/10/2022 12/31/2022 Exelixis, Inc. EXEL Cabometyx / Cometriq Prostate Cancer III

Trial Announcement - 
Patient Enrollment 
Completed

Phase III CONTACT-02 - Patient 
Enrollment Completed

Exelixis announced that they anticipate completing 
enrollment for their Phase III CONTACT-02 study by year 
end of 2022.

01/01/2022 12/31/2022 Exelixis, Inc. EXEL XL102 Solid Tumors I
Trial Data - Top-Line 
Results Phase I - Top-Line Results

Exelixis announced they anticipate an initial data readout 
for XL102 in 2022.

07/01/2022 12/31/2022 Exelixis, Inc. EXEL Cabometyx / Cometriq Renal Cell Cancer (RCC) Approved
Trial Data - Top-Line 
Results

Phase III CONTACT-03 - Top-
Line Results

Royalty Pharma announced that Cabometyx, Tecentriq 
Phase III results in RCC during or following ICI (CONTACT-03) 
is expected in the second half of 2022.

07/01/2022 09/30/2022
Frequency Therapeutics 
Inc. FREQ FX-322 Hearing Loss - General IIb

Trial Announcement - 
Patient Enrollment 
Completed

Phase IIb 208 - Patient 
Enrollment Completed

Frequency announced the projected enrollment completion 
for the Phase II FX-322-208 trial of FX-322 in SNHL is 
expected in the third quarter of 2022.

07/01/2022 12/31/2022
Frequency Therapeutics 
Inc. FREQ FX-345 Hearing Loss - General Preclinical

Trial Announcement - 
Initiation Phase Ib - Trial to Start

Frequency expects a Phase Ib trial of FX-345 for hearing loss 
to start in the second half of 2022.

10/01/2022 03/31/2023
Frequency Therapeutics 
Inc. FREQ FX-322 Hearing Loss - General IIb

Trial Data - Top-Line 
Results

Phase IIb 208 - Top-Line 
Results

Frequency announced the projected enrollment completion 
for the Phase II FX-322-208 trial of FX-322 in SNHL is 
expected in the third quarter of 2022 with a readout in the 
fourth quarter of 2022 or first quarter of 2023.

01/01/2023 06/30/2023
Frequency Therapeutics 
Inc. FREQ FX-345 Hearing Loss - General Preclinical

Trial Data - Top-Line 
Results Phase Ib - Top-Line Results

Frequency expects a Phase Ib trial of FX-345 for hearing loss 
to start in the second half of 2022 with readout expected in 
the first half of 2023.

04/01/2022 06/30/2022 Fulcrum Therapeutics Inc. FULC FTX-6058 Thalassemia IND
Trial Announcement - 
Initiation Phase Ib - Trial to Start

Fulcrum announced they plan to initiate a Phase Ib study for 
FTX-6058 for non-SCD hemoglobinopathies in the second 
quarter of 2022.

04/01/2022 12/31/2022 Fulcrum Therapeutics Inc. FULC Losmapimod Muscular Dystrophy II
Trial Announcement - 
Initiation Phase III - Trial to Start

Fulcrum announced they anticipate initiation of their Phase 
III study of Losmapimod for FSHD between the second and 
fourth quarter of 2022.

07/01/2022 12/31/2022 G1 Therapeutics Inc. GTHX Cosela Small Cell Lung Cancer (SCLC) Approved

Regulatory - Approval 
Decision (Emerging 
Markets) Approval Decision (China)

Simcere Pharmaceutical announced that the NDA of 
trilaciclib in China (myeloprotection for small-cell lung 
cancer, SCLC) received priority review designation from the 
China National Medical Products Administration (NMPA) on 
December 22, 2021. Based on an internal analysis of the 
Chinese approval procedure, we estimate an approval 
decision for this drug for this indication will be granted in 
approximately 1 year and are awaiting an update in the 
second half of 2022.

07/01/2022 12/31/2022 Genmab A/S GMAB GEN3013
Diffuse Large B-Cell Lymphoma 
(DLBCL) - NHL III

Regulatory - NDA/BLA 
Filing NDA Filing

AbbVie announced that Phase III studies of epcoritamab are 
ongoing in relapsed /refractory DLBCL and additional Phase 
III studies to begin in 2022, with potential to support 
regulatory submission in the second half of 2022.

07/01/2022 12/31/2022 Genmab A/S GMAB GEN3013
Diffuse Large B-Cell Lymphoma 
(DLBCL) - NHL III

Regulatory - MAA 
Submission (Europe) MAA Filing

AbbVie announced that Phase III studies of epcoritamab are 
ongoing in relapsed /refractory DLBCL and additional Phase 
III studies to begin in 2022, with potential to support 
regulatory submission in the second half of 2022.

01/13/2022 06/30/2022 Gilead Sciences, Inc. GILD

HIV Vaccine-based 
Immunotherapy 
(Gilead/Gritstone) HIV Prevention IND

Trial Announcement - 
Initiation Clinical Trial to Start

Gritstone announced that an IND application was cleared in 
the fourth quarter of 2021. We await a trial initiation in the 
time frame above.

01/01/2022 06/30/2022 GlaxoSmithKline plc GSK GSK3377794 Sarcoma II
Trial Announcement - 
Initiation

IND Submission - Sinovial 
Sarcome (Lyell)

Lyell Immunopharma announced the company anticipates 
an IND submission of its NY-ESO-1 cell product candidate in 
the first half of 2022.

01/10/2022 12/31/2022 GlaxoSmithKline plc GSK N6LS HIV / AIDS I
Trial Data - Top-Line 
Results Phase I - Top-Line Results

Halozyme announced the company is expecting Phase I data 
delivery of N6LS plus ENHANZE in 2022.

07/01/2022 12/31/2022 GlaxoSmithKline plc GSK MenABCWY (GSK)

Meningococcal Vaccines and 
Other Meningococcus-Specific 
Agents (Antibacterial) III

Trial Data - Top-Line 
Results Phase III - Top-Line Results

GlaxoSmithKline announced the Phase III data readout of 
the MenABCWY vaccine is anticipated in the second half of 
2022.

01/11/2022 06/30/2022
Global Blood 
Therapeutics, Inc. GBT GBT601 Sickle Cell Anemia I

Trial Announcement - 
Initiation Phase II - Trial to Start

Global Blood Therapeutics announced that it plans to 
initiate a Phase II study for GBT601 for the treatment of 
sickle cell anemia in the first half of 2022. 

10/01/2022 10/31/2022
Gyroscope Therapeutics 
Limited GT005

Dry Age-Related Macular 
Degeneration (Dry 
AMD)/Geographic Atrophy 
(Ophthalmology) II

Trial Data - Top-Line 
Results

Phase II HORIZON - Top-Line 
Results

Novartis announced that top-line results from the Phase II 
HORIZON trial for GT-005 in October 2022. 

10/01/2022 10/31/2022
Gyroscope Therapeutics 
Limited GT005

Dry Age-Related Macular 
Degeneration (Dry 
AMD)/Geographic Atrophy 
(Ophthalmology) II

Trial Data - Updated 
Results

Phase I/II FocuS - Updated 
Results

Novartis announced that updated results from the Phase I/II 
FocuS trial for GT-005 in October 2022. 

02/01/2023 02/28/2023
Gyroscope Therapeutics 
Limited GT005

Dry Age-Related Macular 
Degeneration (Dry 
AMD)/Geographic Atrophy 
(Ophthalmology) II

Trial Data - Top-Line 
Results

Phase II EXPLORE - Top-Line 
Results

Novartis announced that top-line results from the Phase II 
EXPLORE trial for GT-005 in February 2023. 

01/13/2022 06/30/2022
Harmony Biosciences 
Holdings, Inc. HRMY Wakix Prader-Willi Syndrome II

Trial Data - Top-Line 
Results Phase II - Top-Line Results

Harmony Biosciences annoucned it expects top-line results 
from the Phase II trial for Wakix in Prader-Willi syndrome in 
the first half of 2022. 

01/01/2023 12/31/2023 Horizon Therapeutics plc HZNP HZN-7734
Systemic Lupus Erythematosus 
(SLE) II

Trial Data - Top-Line 
Results Phase III - Topline Results

Horizon Therapeutics announced that a data readout is 
expected from the Phase III study of Daxdilimab in SLE in 
2023.

01/01/2022 06/30/2022
Idorsia Pharmaceuticals 
Ltd IDIA Lucerastat Fabry's Disease III

Progress Update - 
Development Review

Development Review - Go/No 
Go Decision

Idorsia plans to consult with health authorities to define the 
regulatory pathway for lucerastat in Fabry disease. A go/no-
go decision is anticipated in the first half of 2022.

07/01/2022 12/31/2022
Idorsia Pharmaceuticals 
Ltd IDIA Cenerimod

Systemic Lupus Erythematosus 
(SLE) II

Trial Announcement - 
Initiation Phase III - Study to Start

Idorsia anticipates the initiation of a Phase III program for 
cenerimod in the second half of 2022.

01/10/2022 12/31/2022
Idorsia Pharmaceuticals 
Ltd IDIA NBI-827104 Partial Seizures (Epilepsy) II

Trial Data - Top-Line 
Results

Phase II CSWS - Top-Line 
Results

Neurocrine has announced that Phase II data of NBI-827104 
in CSWS is expected in 2022.

01/10/2022 12/31/2022
Idorsia Pharmaceuticals 
Ltd IDIA NBI-827104 Essential Tremor II

Trial Data - Top-Line 
Results

Phase II Essential Tremor - Top-
Line Results

Neurocrine has announced that Phase II data of NBI-827104 
in essential tremor is expected to take place in 2022.
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08/01/2022 01/31/2023
Idorsia Pharmaceuticals 
Ltd IDIA Quviviq Insomnia Approved

Regulatory - Approval 
(Canada) Canadian Approval Decision

Idorsia announced a New Drug Application (NDA) for 
daridorexant was submitted to Health Canada on August 
25, 2021. Based on an internal analysis of the Canadian 
approval procedure, we estimate an approval decision for 
this drug for this indication will be granted in approximately 
12-17 months.

01/01/2022 12/31/2022 IGM Biosciences, Inc. IGMS IGM-2644 Multiple Myeloma (MM) Preclinical
Trial Announcement - 
Initiation Phase I - Trial To Start

IGM has announced plans to initiate a Phase I trial of IGM-
2644 in 2022.

01/01/2022 12/31/2022 IGM Biosciences, Inc. IGMS IGM-2644 Multiple Myeloma (MM) Preclinical
Regulatory - IND/CTA 
Filing IND filing

IGM has announced plans to file an IND application of in 
2022 with the U.S. Food and Drug Administration (FDA) for 
IGM-2644 to begin clinical testing in multiple myeloma.

01/01/2022 12/31/2022 IGM Biosciences, Inc. IGMS IGM-6268 COVID-19 Treatment I
Trial Data - Top-Line 
Results

Phase I Healthy Volunteers - 
Top-Line Results

IGM has announced that the company expects to release 
top-line results from the Phase I trial of IGM-6268 in healthy 
volunteers in 2022.

01/01/2022 12/31/2022 IGM Biosciences, Inc. IGMS IGM-7354 Solid Tumors Preclinical
Trial Announcement - 
Initiation Phase I - Trial To Start

IGM has announced that they expect to start a Phase I 
clinical trial of IGM-7354 in 2022.

01/12/2022 06/30/2022 Immunocore, Ltd. IMCR Tebentafusp Uveal Melanoma BLA
Progress Update - 
Product Launch Product Launch

Immunocore announced that the company expects the 
commercial launch of Tebentafusp in the first half of 2022.

04/01/2022 06/30/2022 Immunocore, Ltd. IMCR IMC-M113V HIV / AIDS Preclinical
Trial Announcement - 
Initiation Clinical Trial to Start

Immunocore announced that the company expects to begin 
clinical trials of IMC-M113V for HIV / AIDS in the second 
quarter of 2022.

04/01/2022 06/30/2022 Inari Medical, Inc. NARI
FlowTriever Infusion 
Aspiration System

Venous Thromboembolism 
(VTE) Approved

Trial Announcement - 
Patient Enrollment 
Completed

FLAME Study - Patient 
Enrollment Completion

Inari expects to enroll the last patient to the FLAME study in 
the second quarter of 2022.

01/10/2022 06/30/2022 Incyte Corporation INCY Opzelura Atopic Dermatitis (Eczema) Approved
Trial Announcement - 
Initiation

Chronic Hand Eczema - Trial to 
Start

Incyte annoucned that it expects to initiate a trial of 
ruxolitinibc cream for chronic hand eczema in the first half 
fo 2022. 

01/10/2022 12/31/2022 Incyte Corporation INCY INCAGN2385 Solid Tumors I
Trial Announcement - 
Initiation Phase II - Trial to Start

Incyte annoucned that it expects to initiate the Phase II trial 
for INCAGN2385 LAG-3+TIM-3 with and without PD-1 in 
melanoma by the end of 2022. 

01/10/2022 12/31/2022 Incyte Corporation INCY INCA00186 Cancer Preclinical
Trial Data - Top-Line 
Results Phase I - Top-Line Results

Incyte announced that it expects top-line results from its 
Phase I trial of INCA00186 with PD-1 and/or A2A/A2B in 
2022. 

01/10/2022 12/31/2022 Incyte Corporation INCY INCB106385 Solid Tumors I
Trial Data - Top-Line 
Results Phase I - Top-Line Results

Incyte announced that it expects top-line results from its 
Phase I trial of INCB106385 for solid tumours in 2022. 

07/01/2022 12/31/2022
Infinity Pharmaceuticals, 
Inc. INFI Eganelisib Solid Tumors II

Trial Data - Updated 
Results

Phase I MARIO-1 - Updated 
Results

Infinity Therapeutics annoucned it expects updated results 
from the MARIO-1 trial in the second half of 2022.

07/01/2022 12/31/2022 InflaRx N.V. IFRX INF904 Inflammatory Disorders Preclinical
Trial Announcement - 
Initiation

Phase I First-in-Human - Trial 
to Start

InflaRx expects to initiate a Phase I program in the second 
half of 2022 and plans to study INF904 in complement-
mediated, chronic autoimmune and inflammatory diseases 
where oral administration is the preferred choice for 
patients.

01/01/2022 12/31/2022 Intellia Therapeutics, Inc. NTLA NTLA-2001

Transthyretin Amyloid 
Cardiomyopathy (ATTR-CM, 
Wild Type Or Hereditary) Preclinical

Trial Announcement - 
Patient Enrollment 
Completed

Phase I - Patient Enrollment 
Completed

Intellia announced they plan to complete enrollment of 
their Phase I study for NTLA-2001 for both ATTRv-PN and 
ATTR-CM in 2022.

01/01/2022 12/31/2022 Intellia Therapeutics, Inc. NTLA NTLA-2001

Hereditary Transthyretin 
(hATTR) Amyloidosis With 
Polyneuropathy (Familial 
Amyloid Polyneuropathy) I

Trial Announcement - 
Patient Enrollment 
Completed

Phase I - Patient Enrollment 
Completed

Intellia announced they plan to complete enrollment of 
their Phase I study for NTLA-2001 for both ATTRv-PN and 
ATTR-CM in 2022.

07/01/2022 12/31/2022 Intellia Therapeutics, Inc. NTLA NTLA-2002 Hereditary Angioedema (HAE)
Development 
Outside U.S.

Trial Data - Top-Line 
Results Phase I/II - Top-Line Results

Intellia announced they plan to present interim data from 
their Phase I/II study of NTLA-2002 in the second half of 
2022.

01/01/2023 12/31/2023 Intellia Therapeutics, Inc. NTLA NTLA-3001
Alpha-1 Antitrypsin Deficiency 
(A1AD or AATD) Preclinical

Regulatory - IND/CTA 
Filing IND Filing

Intellia announced they plan to file an IND for NTLA-3001 in 
2023.

01/10/2022 03/31/2022
Intra-Cellular Therapies, 
Inc. ITCI ITI-214 Parkinson's Disease (PD) II

Trial Announcement - 
Initiation Phase II - Trial to Start

Intra-Cellular Therapies announced that a Phase II trial in PD 
is expected to enroll first patient in the first half of 2022 for 
lenrispodun (ITI-214).

01/12/2022 12/31/2022
Ionis Pharmaceuticals, 
Inc. IONS IONIS-AGT-LRx Hypertension (Systemic) II

Trial Data - Top-Line 
Results Phase IIb - Top-Line Results

Ionis Pharmaceuticals announced that it expects top-line 
results from the Phase IIb trial of fesomersen for 
hypertension in 2022. 

01/12/2022 12/31/2022
Iovance Biotherapeutics, 
Inc. IOVA IOV-3001 Solid Tumors Preclinical

Trial Announcement - 
Initiation First-in-Human - Trial to Start

Iovance Biotherapeutics announced that it expects to 
initiate first-in-human IND-enabling studies for IOV-3001 in 
2022. 

01/12/2022 12/31/2022
Iovance Biotherapeutics, 
Inc. IOVA IOV-4001 Cancer Preclinical

Trial Announcement - 
Initiation Clinical Study - Trial to Start

Iovance Biotherapeutics announced that it expects the 
initiation of a clinical trial for IOV-4001 for the treatment of 
cancer. 

01/12/2022 12/31/2022
Iovance Biotherapeutics, 
Inc. IOVA IOV-4001 Cancer Preclinical

Regulatory - IND/CTA 
Filing IND Filing

Iovance Biotherapeutics announced that it expects to file an 
IND for IOV-4001 for cancer in 2022. 

04/01/2022 10/31/2022 Johnson & Johnson JNJ Tremfya Ulcerative Colitis (UC) II/III
Trial Data - Top-Line 
Results

Phase IIb/III QUASAR - Top-
Line Results

Royalty Pharma announced that the copany anticipates 
Tremfya Phase IIb UC and Crohn&rsquo;s Disease results in 
the second to third quarter 0f 2022.

01/01/2022 12/31/2022 Jounce Therapeutics, Inc. JNCE JTX-8064 Solid Tumors I
Trial Data - Top-Line 
Results

Phase I INNATE - Topline 
Results

Jounce Therapeutics announced the company anticipates 
data from the Phase I INNATE clinical trial in 2022/

01/01/2023 12/31/2023 Jounce Therapeutics, Inc. JNCE JTX-1484 Cancer Preclinical
Regulatory - IND/CTA 
Filing IND Submission

Jounce Therapeutics announced that company continues 
working in advancing JTX-1484 towards a 2023 IND.

01/11/2022 06/30/2022 Karuna Therapeutics, Inc. KRTX KarXT Alzheimer's Disease (AD) I
Progress Update - 
Development Review Phase III Program Details

Karuna Therapeutics annoucned that it plans to announce 
details of the Phase III program of KarXT in psychosis in 
Alzheimer&#39;s disease in the first half of 2022. 

04/01/2022 09/30/2022 Karuna Therapeutics, Inc. KRTX KarXT Alzheimer's Disease (AD) I
Trial Announcement - 
Initiation Phase III - Trial to Start

Karuna Therapeutics announced that it expects the 
initiation of a Phase III trial for KarXT in psychosis in 
Alzheimer&rsquo;s disease in mid-2022.

01/01/2022 03/31/2022 Kymera Therapeutics, Inc. KYMR KT-474 Atopic Dermatitis (Eczema) I
Trial Announcement - 
Other

Phase I KT474-HV-101 - Cohort 
C Initiation

Kymera expects to initiate an open-label cohort in the Phase 
I KT474-HV-101 trial for HS and AD patients in the first 
quarter of 2022, followed by proof of biology results in 
patients in the second half of 2022.

01/01/2022 03/31/2022 Kymera Therapeutics, Inc. KYMR KT-474 Hidradenitis Suppurativa I
Trial Announcement - 
Other

Phase I KT474-HV-101 - Cohort 
C Initiation

Kymera expects to initiate an open-label cohort in the Phase 
I KT474-HV-101 trial for HS and AD patients in the first 
quarter of 2022, followed by proof of biology results in 
patients in the second half of 2022.

01/01/2022 12/31/2022 Kymera Therapeutics, Inc. KYMR KT-474 Atopic Dermatitis (Eczema) I
Trial Announcement - 
Other

Phase I KT474-HV-101 - Dose 
Escalation Cohort Completed

Kymera expects to complete the dose escalation cohort in 
the healthy volunteer Phase I trial of KT-474 in 2022.
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07/01/2022 12/31/2022 Kymera Therapeutics, Inc. KYMR KT-474 Atopic Dermatitis (Eczema) I
Trial Data - Updated 
Results

Phase I KT474-HV-101 - 
Updated Results

Kymera expects to initiate an open-label cohort in the Phase 
I KT474-HV-101 trial for HS and AD patients in the first 
quarter of 2022, followed by proof of biology results in 
patients in the second half of 2022.

01/01/2022 12/31/2022 Kymera Therapeutics, Inc. KYMR KT-474 Hidradenitis Suppurativa I
Trial Announcement - 
Other

Phase I KT474-HV-101 - Dose 
Escalation Cohort Completed

Kymera expects to complete the dose escalation cohort in 
the healthy volunteer Phase I trial of KT-474 in 2022.

07/01/2022 12/31/2022 Kymera Therapeutics, Inc. KYMR KT-474 Hidradenitis Suppurativa I
Trial Data - Updated 
Results

Phase I KT474-HV-101 - 
Updated Results

Kymera expects to initiate an open-label cohort in the Phase 
I KT474-HV-101 trial for HS and AD patients in the first 
quarter of 2022, followed by proof of biology results in 
patients in the second half of 2022.

07/01/2022 12/31/2022 Lava Therapeutics NV LVTX LAVA-1207 Prostate Cancer
Development 
Outside U.S.

Trial Data - Top-Line 
Results

Phase I/IIa LAVA1207-001 - 
Top-Line Results

LAVA Therapeutics has announced that Phase I data from 
the Phase I/IIa trial of LAVA-1207 in metastatic castration-
resistant prostate cancer is expected in the second half of 
2022.

01/01/2023 12/31/2023 Lava Therapeutics NV LVTX LAVA-1207 Prostate Cancer
Development 
Outside U.S.

Trial Data - Updated 
Results

Phase I/IIa LAVA1207-001 - 
Updated Results

LAVA Therapeutics has announced that Phase IIa data from 
the Phase I/IIa trial of LAVA-1207 in metastatic castration-
resistant prostate cancer is expected in 2023.

07/01/2022 09/30/2022 Leap Therapeutics, Inc. LPTX DKN-01 Gastric Cancer II Trial Data - Final Results
Phase IIa DisTinGuish - Final 
Data

Leap Therapeutics announced that final data from the 
Phase IIa DisTinGuish study of DKN-01 in patients with 
gastric or gastroesophageal junction cancer are expected in 
the third quarter of 2022.

01/11/2022 06/30/2022
Magenta Therapeutics, 
Inc. MGTA MGTA-145

Bone Marrow Transplant and 
Stem Cell Transplant II

Trial Announcement - 
Initiation

Dosing and Optimization Trial 
to Start

Magenta plans to initiate a dose and administration 
optimization data for MGTA-145 in combination with 
plerixafor. Data is expected in the second half of 2022. As 
such, we await an update in the time frame above.

01/11/2022 12/31/2022
Magenta Therapeutics, 
Inc. MGTA MGTA-117

Myelodysplastic Syndrome 
(MDS) I/II

Trial Data - Top-Line 
Results Phase I/II - Top-Line Results

Magenta expects to have data from the Phase I/II MGTA-
117 study of AML/MDS in 2022.

07/01/2022 12/31/2022
Magenta Therapeutics, 
Inc. MGTA MGTA-145

Bone Marrow Transplant and 
Stem Cell Transplant II

Trial Data - Top-Line 
Results

Phase II Dosing and 
Optimization - Top-Line 
Results

Magenta plans to initiate a dose and administration 
optimization data for MGTA-145 in combination with 
plerixafor. Data is expected in the second half of 2022. 

07/01/2022 12/31/2022
Magenta Therapeutics, 
Inc. MGTA MGTA-145 Sickle Cell Anemia I

Trial Data - Top-Line 
Results Phase II - Top-line Results

Magenta announced the company plans to generate data 
from the Phase II trial of MGTA-145 for SCD in the second 
half of 2022.

06/01/2022 06/30/2022
Marinus Pharmaceuticals, 
Inc. MRNS Ztalmy Seizure Disorders (Epilepsy) NDA

Progress Update - 
Product Launch (U.S.) Product Launch (US)

Marinus expects to launch Ztalmy in June 2022 following 
the PDUFA date.

01/10/2022 12/31/2022 Medtronic plc MDT
Abre Venous Self-
Expanding Stent System

Sinusoidal Obstruction 
Syndrome (Veno-Occlusive 
Disease / VOD) Approved

Progress Update - 
Product Launch (U.S.) Product Launch (US)

Medtronic has announced that a product launch of Abre 
Self-Expanding Stent is expected to happen in the next few 
quarters from January 2022. As such, we expect an update 
in the timeframe above.

01/01/2022-
03/31/2022

Mersana Therapeutics, 
Inc.

MRSN XMT-2056 Solid Tumors Preclinical Regulatory - IND Filing IND Filing
Mersana announced an IND submission for XMT-1660 is 
expected in the first quarter of 2022.

01/01/2022-
03/31/2022

Mersana Therapeutics, 
Inc.

MRSN XMT-1660 Solid Tumors Preclinical Regulatory - IND Filing IND Filing
Mersana announced an IND submission for XMT-1660 is 
expected in the first quarter of 2022.

01/01/2022-
12/31/2022

Microbio Group OB-318
Hepatocellular (Liver) Cancer 
(HCC) (Including Secondary 
Metastases)

IND
Trial Announcement - 
Trial Completion 
(Emerging Markets)

Phase II - Trial completion
Oneness Biotech expects the Phase I study to be completed 
in 2022.

04/01/2022 09/30/2022 MiMedx Group, Inc. MDXG EpiFix Diabetic Foot and Other Ulcers 361 HCT/P
Progress Update - 
Product Launch (Japan) Product Launch (Japan)

MiMedx announced the company anticipates launching 
EpiFix in Japan in mid-2022.

04/01/2022 09/30/2022 MiMedx Group, Inc. MDXG EpiFix Chronic Venous Ulcers 361 HCT/P
Progress Update - 
Product Launch (Japan) Product Launch (Japan)

MiMedx announced the company anticipates launching 
EpiFix in Japan in mid-2022.

04/01/2022 09/30/2022 MiMedx Group, Inc. MDXG EpiFix Wound Healing 361 HCT/P
Progress Update - 
Product Launch (Japan) Product Launch (Japan)

MiMedx announced the company anticipates launching 
EpiFix in Japan in mid-2022.

01/01/2022-
06/30/2022

MiMedx Group, Inc. MDXG AmnioFix
Osteoarthritis and 
Osteoarthritis Pain

IIb
Trial Announcement - 
Initiation

Phase III - Trial to Start
MiMedx plans to initiate a Phase III study of AmnioFix for 
the treatment of knee osteoarthritis (OA) in the first half of 
2022.

04/01/2021-
09/30/2021

MiMedx Group, Inc. MDXG AmnioFix
Osteoarthritis and 
Osteoarthritis Pain

IIb
Regulatory - Meeting with 
FDA

Meeting with FDA
MiMedx plans to meet with the FDA in mid-2021 to discuss 
AmnioFix for the treatment of knee osteoarthritis (OA).

01/20/2022 03/31/2022

MingMed Guangzhou 
Inming 
Biopharmaceutical 
Technology Co., Ltd. YY001 Wrinkles Preclinical

Regulatory - IND/CTA 
Filing IND Approval (China)

MingMed Biotechnology announced that it expects to 
obtain IND approval for YY001 in the first quarter of 2022. 

01/20/2022 03/31/2022

MingMed Guangzhou 
Inming 
Biopharmaceutical 
Technology Co., Ltd. QA-102

Dry Age-Related Macular 
Degeneration (Dry 
AMD)/Geographic Atrophy 
(Ophthalmology) I

Trial Announcement - 
Initiation Phase II - Trial to Start

MingMed Biotechnology announced that it expects to apply 
for a Phase II trial for QA-102 in the first quarter of 2022. 

01/20/2022 06/30/2022

MingMed Guangzhou 
Inming 
Biopharmaceutical 
Technology Co., Ltd. QD109 Dry Eye (Ophthalmology) Preclinical

Regulatory - IND/CTA 
Filing IND Filing (U.S.)

MingMed Biotechnology announced that it expects submit 
an IND for QD109 to the U.S. FDA for a Phase II trial for the 
treatment of dry eye disease in the first half of 2022. 

01/01/2022 04/30/2022 Mirati Therapeutics, Inc. MRTX Adagrasib
Non-Small Cell Lung Cancer 
(NSCLC) NDA

Regulatory - 
PDUFA/Approval Decision 
(US)

PDUFA for NDA - First Review 
(RTOR)

Mirati Therapeutics announced that during the fourth 
quarter of 2021, the company submitted an NDA filing to 
the FDA for approval of adagrasib in 2L NSCLC as a part of 
the ROTR program. Based on an internal analysis of the Real-
Time Oncology Review (RTOR) procedure, we estimate the 
PDUFA decision for the BLA filing for this indication should 
occur in approximately 4 months.

07/01/2021-
12/31/2021

Mirati Therapeutics, Inc. MRTX MRTX849 Colorectal Cancer (CRC) I/II
Trial Data - Top-Line 
Results

Phase III w/Cetuximab - Top-
Line Results

Mirati Therapeutics expects POC data from the Phase III 
study of MRTX849 in combination with cetuximab for 2L 
CRC in the second half of 2021.

07/01/2021-
12/31/2021

Mirati Therapeutics, Inc. MRTX MRTX849
Non-Small Cell Lung Cancer 
(NSCLC)

III
Trial Data - Updated 
Results

Phase I/II KRYSTAL-1 - Updated 
Results (2L+ NSCLC Data)

Mirati Therapeutics plans to provide a data update 
regarding 2L+ NSCLC monotherapy data from MRTX849 in 
the second half of 2021.

07/01/2021-
12/31/2021

Mirati Therapeutics, Inc. MRTX MRTX849
Non-Small Cell Lung Cancer 
(NSCLC)

III
Trial Data - Top-Line 
Results

Phase II KRYSTAL-7 
(w/Pembrolizumab) - Top-Line 
Results

Mirati Therapeutics expects POC data from the Phase II 
study of MRTX849 in combination with pembrolizumab for 
1L NSCLC in the second half of 2021.

Now-12/31/2021 Mirati Therapeutics, Inc. MRTX MRTX849
Non-Small Cell Lung Cancer 
(NSCLC)

III
Trial Announcement - 
Initiation

Phase II w/Palbociclib (2L/3L) - 
Cohort to Initiate

Mirati Therapeutics expects to initiate a proof of concept 
Phase II study of MRTX849 in combination with CDK4/6 
inhibitor palbociclib in 2021 for the treatment of NSCLC.

04/01/2021-
09/30/2021

Mirati Therapeutics, Inc. MRTX MRTX849 Solid Tumors I/II
Trial Data - Updated 
Results

Phase II - SHP2 POC Data
Mirati Therapeutics expects initial SHP2 data of MRTX849 in 
2L+ NSCLC and CRC in the second or third quarter of 2021.
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07/01/2022 12/31/2022
Mirum Pharmaceuticals, 
Inc. MIRM Volixibat

Primary Sclerosing Cholangitis 
(PSC) IIb

Trial Data - Top-Line 
Results

Phase IIb VISTA - Top-Line 
Results

Mirum announced the company is actively enrolling 
patients into its Phase II VISTA study of volixibat for primary 
sclerosing cholangitis. Interim analysis are expected in the 
second half of 2022.

07/01/2022 12/31/2022
Mirum Pharmaceuticals, 
Inc. MIRM Volixibat

Progressive Familial 
Intrahepatic Cholestasis (PFIC) II

Trial Data - Top-Line 
Results

Phase II OHANA - Top-Line 
Results

Mirum continues to enroll patients into the Phase II OHANA 
study of volixibat. First interim analysis expected for OHANA 
for intrahepatic cholestasis of pregnancy in the second half 
of 2022.

01/01/2023 12/31/2023
Mirum Pharmaceuticals, 
Inc. MIRM Livmarli Gastroenterologic Disorders II

Trial Data - Top-Line 
Results

Phase II EMBARK - Top-Line 
Results

Mirum announced the Phase IIb EMBARK study of Livmarli 
for biliary atresia currently enrolling; topline data are 
anticipated in 2023.

07/01/2021-
12/31/2021

Mirum Pharmaceuticals, 
Inc.

MIRM Maralixibat Alagille Syndrome NDA
Regulatory - 
PDUFA/Approval Decision 
(US)

Approval Decision (US)
Mirum expects to receive FDA approval for ALGS in the 
second half of 2021.

07/01/2021-
07/31/2021

Moderna, Inc. MRNA mRNA-1273 COVID-19 Prevention III
Trial Announcement - 
Initiation

Phase III - Booster Study to 
Start

Moderna expects the adult 1-year booster study of its 
COVID-19 vaccine to start in July 2021

Now-12/31/2021 Moderna, Inc. MRNA mRNA-1189 Epstein Barr Virus (EBV) Preclinical
Trial Announcement - 
Initiation

Phase I - Trial to Start
Modern plans to initiating a Phase I study of mRNA-1189 for 
EBV in 2021.

Now-12/31/2021 Moderna, Inc. MRNA mRNA-1644 HIV Prevention Preclinical
Trial Announcement - 
Initiation

Phase I - Trial to Start
Moderna plans to start a Phase I study of mRNA-1644 in 
2021.

Now-12/31/2021 Moderna, Inc. MRNA mRNA-1547 HIV Prevention Preclinical
Trial Announcement - 
Initiation

Phase I - Trial to Start

Modern announced that mRNA-1574 is being evaluated in 
collaboration with the National Institutes of Health (NIH) 
and includes multiple native-like trimer antigens. The 
Company expects to begin Phase I clinical trial for mRNA-
1574 in 2021.

Now-12/31/2021 Moderna, Inc. MRNA mRNA-1010 Seasonal Influenza Vaccines Preclinical
Trial Announcement - 
Initiation

Phase I - Trial to Start
Moderna plans to initiate a Phase I study of mRNA-1010 in 
2021.

Now-12/31/2021 Moderna, Inc. MRNA mRNA-1020 Seasonal Influenza Vaccines Preclinical
Trial Announcement - 
Initiation

Phase I - Trial to Start
Moderna plans to initiate a Phase I study of mRNA-1020 in 
2021.

Now-12/31/2021 Moderna, Inc. MRNA mRNA-1030 Seasonal Influenza Vaccines Preclinical
Trial Announcement - 
Initiation

Phase I - Trial to Start
Moderna plans to initiate a Phase I study of mRNA-1030 in 
2021.

Now-12/31/2021 Moderna, Inc. MRNA mRNA-1893 Zika Virus Disease I
Trial Announcement - 
Initiation

Phase II - Trial to Start
Modern plans to start a Phase II study of its Zika vaccine 
(mRNA-1893) in 2021.

01/01/2022 12/31/2022 Molecular Partners AG MOLN MP0420 COVID-19 Treatment III
Trial Announcement - 
Other

Phase II/III EMPATHY - Part B 
To Start

Agios expects to initiate part B of the Pase II/III EMPATHY 
trial in 2022.

07/01/2022 12/31/2022 Molecular Partners AG MOLN MP0317 Solid Tumors
Development 
Outside U.S.

Trial Data - Top-Line 
Results

Phase I First-in-human 
(Europe) - Top-Line Results

Molecular has announced that top-line results from the 
Phase I first in human study of MP0317 is expected in the 
second half of 2022.

07/01/2022 12/31/2022 Molecular Partners AG MOLN MP0533
Acute Myelogenous Leukemia 
(AML) Preclinical

Trial Announcement - 
Initiation Phase I - Trial To Start

Molecular has announced that the company expects to 
initiate a Phase I trial of MP0533 in the second half of 2022.

04/01/2022 09/30/2022
Monte Rosa 
Therapeutics, Inc. GLUE MRT-2359

Non-Small Cell Lung Cancer 
(NSCLC) Preclinical

Regulatory - IND/CTA 
Filing IND Filing

Monte Rosa announced that they plan to file an IND for 
MRT-2359 in NSCLC and SCLC in mid-2022.

04/01/2022 09/30/2022
Monte Rosa 
Therapeutics, Inc. GLUE MRT-2359 Small Cell Lung Cancer (SCLC) Preclinical

Regulatory - IND/CTA 
Filing IND Filing

Monte Rosa announced that they plan to file an IND for 
MRT-2359 in NSCLC and SCLC in mid-2022.

01/01/2022 03/31/2022 Morphic Therapeutic, Inc. MORF MORF-057
Inflammatory Bowel Disease 
(IBD) I

Trial Announcement - 
Initiation Phase IIa - Trial Initiation

Morphic announced the company anticipates initiation of a 
Phase IIa clinical trial of MORF-057 during the first quarter 
of 2022.

04/01/2022 12/31/2022 Morphic Therapeutic, Inc. MORF MORF-057
Inflammatory Bowel Disease 
(IBD) I

Trial Announcement - 
Initiation Phase IIb - Trial Initiation

Morphic announced the company anticipates initiation of a 
Phase IIb clinical trial of MORF-057 shortly after the 
initiation of a Phase IIa trial anticipated for Q1 2022. As 
such, we await an update through the time frame above.

Now-06/30/2021 Morphic Therapeutic, Inc. MORF MORF-057
Inflammatory Bowel Disease 
(IBD)

I
Trial Data - Top-Line 
Results

Trial Data- Top Line Results
Morphic anticipates data from the MORF-057 Phase I trial to 
be released in the first half of 2021.

07/01/2022 12/31/2022 MorphoSys AG MOR Felzartamab Autoimmune Disorders II
Trial Data - Top-Line 
Results

Phase Ib/II M-PLACE - Top-Line 
Results

MorphoSys announced they plan to have data for their 
Phase Ib/II M-PLACE study for Felzartamab in the second 
half of 2022.

07/01/2022 12/31/2022 MorphoSys AG MOR Felzartamab Autoimmune Disorders II
Trial Data - Top-Line 
Results

Phase IIa newPLACE - Top-Line 
Results

MorphoSys announced they plan to have data for their 
Phase IIa newPLACE study for Felzartamab in the second 
half of 2022.

10/01/2022 12/31/2022 MorphoSys AG MOR Felzartamab Autoimmune Disorders II
Trial Data - Top-Line 
Results

Phase II IGNAZ - Top-Line 
Results

MorphoSys announced they anticipate PoC data for their 
Phase II IGNAZ study for Felzartamab in the fourth quarter 
of 2022.

01/01/2023 12/31/2023 MorphoSys AG MOR Monjuvi

Indolent Non-Hodgkin's 
Lymphoma (Including Follicular 
Lymphoma) - NHL III

Trial Data - Top-Line 
Results

Phase III inMIND - Top-Line 
Results

MorphoSys announced they anticipate data from their 
Phase III inMIND study in 2023.

01/01/2024 06/30/2024 MorphoSys AG MOR Pelabresib Myelofibrosis (MF) III
Trial Data - Top-Line 
Results

Phase III MANIFEST-2 - Top-
Line Results

MorphoSys announced they anticipate the primary data 
analysis results from their Phase III MANIFEST-2 study in the 
first half of 2024.

Now-06/30/2021 MorphoSys AG MOR Felzartamab Autoimmune Disorders I/II
Trial Data - Top-Line 
Results

Phase Ib/IIa M-PLACE - Top-
Line Results

MorphoSys expects to have proof-of-concept data from the 
Phase Ib/IIa M-PLACE study of Felzartamab in autoimmune 
diseases in the first half of 2021.

Now-12/31/2021 MorphoSys AG MOR Monjuvi
Diffuse Large B-Cell Lymphoma 
(DLBCL) - NHL

Approved
Trial Announcement - 
Initiation

Phase II w/Plamotamab to 
Start

MorphoSys is investigating tafasitamab in combination with 
Xenecor's plamotamab. Clinical development in r/r DLBCL 1L 
DLBCL and Follicular lymphoma will be sponsored by Xencor 
and the first clinical trial is expected to start in 2021.

Now-12/31/2021 MorphoSys AG MOR Monjuvi
Diffuse Large B-Cell Lymphoma 
(DLBCL) - NHL

Approved
Trial Announcement - 
Initiation

Phase II w/Parsaclisib to Start
MorphoSys expects to initiate a clinical trial of Tafasitamab 
in combination with Parsaclisib for r/r B-cell malignancies in 
2021.

01/01/2022 12/31/2022 Myovant Sciences Ltd. MYOV Orgovyx Endometriosis NDA
Trial Data - Updated 
Results

Phase III SPIRIT - Updated 
Results

Myovant announced it anticipates 2 year data from the 
SPIRIT clinical trials in 2022.

01/01/2022 12/31/2022 Myovant Sciences Ltd. MYOV Orgovyx Endometriosis NDA
Trial Announcement - 
Trial Completion

Phase III SPIRIT Ext. - Trial 
Completion

Myovant announced the company anticipates complete 
two-year SPIRIT LTE in endometriosis in 2022

Now-03/31/2021 Myovant Sciences Ltd. MYOV Orgovyx Prostate Cancer Approved
Regulatory - MAA 
Submission (Europe)

MAA Submission
Myovant plans to file for approval of Orgovyx for advanced 
prostate cancer in the EU in the first quarter of 2021.

Now-03/31/2021 Myovant Sciences Ltd. MYOV Orgovyx Uterine Fibroids NDA
Trial Data - Top-Line 
Results

Phase III Withdrawal Study - 
Top-Line Results

Myovant expects to have results from the randomized 
withdrawal study of Orgovyx in uterine fibroids in the first 
quarter of 2021.

07/01/2022 12/31/2022 Nektar Therapeutics NKTR Bempegaldesleukin
Non-Small Cell Lung Cancer 
(NSCLC) I/II

Trial Data - Updated 
Results

Phase I/II PROPEL - Updated 
Results

Nektar announced they anticipate data from their Phase I/II 
PROPEL study for 1L NSCLC patients treated with bempeg 
plus pembrolizumab plus chemotherapy in the second half 
of 2022.

01/10/2022 12/31/2022 Nektar Therapeutics NKTR Bempegaldesleukin Bladder Cancer III

Regulatory - 
PDUFA/Approval Decision 
(US) PDUFA for BLA - First Review

Bristol Myers Squibb has announced that the company 
anticipates the approval of bempeg for the first-line 
treatment of patients with bladder cancer.

01/10/2022 12/31/2022 Nektar Therapeutics NKTR Bempegaldesleukin Melanoma III

Regulatory - 
PDUFA/Approval Decision 
(US) PDUFA for BLA - First Review

Bristol Myers Squibb has announced that the company 
anticipates the approval of bempeg for the first-line 
treatment of patients with melanoma.

01/10/2022 12/31/2022 Nektar Therapeutics NKTR Bempegaldesleukin Renal Cell Cancer (RCC) III

Regulatory - 
PDUFA/Approval Decision 
(US) PDUFA for BLA - First Review

Bristol Myers Squibb has announced that the company 
anticipates the approval of bempeg for the first-line 
treatment of patients with Renal Cell Cancer (RCC).
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01/01/2025 06/30/2025 Nektar Therapeutics NKTR Bempegaldesleukin Head and Neck Cancer II/III
Trial Data - Top-Line 
Results

Phase II/III w/Keytruda - Top-
Line Results

Nektar announced they anticipate inital data from their 
Phase II/III study for HNSCC in the first half of 2025.

Now-06/30/2022 Nektar Therapeutics NKTR NKTR-255 Multiple Myeloma (MM) I/II
Trial Data - Updated 
Results

Phase I/II - Updated Results

Nektar announced clinical data from the NKTR-255 Phase 
I/II study in patients with NHL and MM (dose-escalation and 
in combination with Rituxan and Darzalex Faspro) is 
expected in the upcoming 18 months.

Now-12/31/2021 Nektar Therapeutics NKTR Bempegaldesleukin
Non-Small Cell Lung Cancer 
(NSCLC)

I/II
Trial Announcement - 
Initiation

Phase III - Trial to Start
Nektar announced a Phase III study of BEMPEG for NSCLC is 
expected in 2021.

01/10/2022 12/31/2022
Neurocrine Biosciences, 
Inc. NBIX NBI-1117568 Schizophrenia

Development 
Outside U.S.

Trial Announcement - 
Initiation Phase II - Study To Start

Neurocrine has announced that a Phase II trial of NBI-
1117568 is expected to initiate in Schizophrenia in 2022.

01/10/2022 12/31/2022
Neurocrine Biosciences, 
Inc. NBIX Ingrezza Schizophrenia III

Trial Announcement - 
Initiation Registrational Study To Start

Neurocrine has announced that the company expects to 
initatie a 2nd registrational study of vabenazine in 
adjunctive treatment of schizophrenia.

01/01/2023 12/31/2023
Neurocrine Biosciences, 
Inc. NBIX NBI-74788

Congenital Adrenal Hyperplasia 
(CAH) III

Trial Data - Top-Line 
Results

Phase III Paediatric - Top-Line 
Results

Neurocrine has announced that registrational top-line data 
is expected from Crinecerfont for CAH in pediatrics in 2023.

01/01/2023 12/31/2023
Neurocrine Biosciences, 
Inc. NBIX NBI-74788

Congenital Adrenal Hyperplasia 
(CAH) III

Trial Data - Top-Line 
Results

Phase III CAHtalyst - Top-Line 
Results

Neurocrine has announced that registrational top-line data 
is expected from Crinecerfont for CAH in adults in 2023.

01/01/2023 12/31/2023
Neurocrine Biosciences, 
Inc. NBIX NBI-1065845

Major Depressive Disorder 
(MDD) I

Trial Data - Top-Line 
Results

Phase II Treatment-Resistant 
Depression - Top-Line Results

Neurocrine has announced that Phase II data is expected 
from NBI-1065845 for inadequate response to treatment in 
MDD to be announced in 2023.

01/01/2023 12/31/2023
Neurocrine Biosciences, 
Inc. NBIX NBI-1065846

Major Depressive Disorder 
(MDD) II

Trial Data - Top-Line 
Results

Phase II TERPSIS - Top-Line 
Results

Neurocrine has announced that Phase II data of NBI-
1065846 for anhedonia is expected to be released in 2023.

01/01/2022-
04/30/2022

Neurocrine Biosciences, 
Inc.

NBIX Ingrezza Huntington's Disease III
Regulatory - sNDA/sBLA 
Filing

sNDA Filing
Neurocrine announced it plans to submit a sNDA for 
valbenazine for the treatment of chorea associated with 
Huntington's disease in early 2022.

01/01/2022 03/31/2022
NGM Biopharmaceuticals, 
Inc.    NGM Aldafermin

Non-Alcoholic Steatohepatitis 
(NASH) IIb

Trial Announcement - 
Patient Enrollment 
Completed

Phase II ALPINE 4 - Enrollment 
Completed

NGM Bio announced the company anticipates the last 
patient in for the Phase II ALPINE 4 clinical trial in the first 
quarter of 2022.

07/01/2022 12/31/2022
NGM Biopharmaceuticals, 
Inc.    NGM NGM120 Cachexia / Weight Loss I

Trial Data - Top-Line 
Results

Phase I SAD/MAD - Topline 
Results

NGM Bio announced the company anticipates results from 
the Phase Ia/Ib clinical trial fo NGM120 during the second 
half of 2022.

07/01/2022 12/31/2022
NGM Biopharmaceuticals, 
Inc.    NGM NGM707 Solid Tumors I/II

Trial Data - Top-Line 
Results

Phase I/II w/Pembrolizumab - 
Topline Results

NGM Bio announced the company anticipates topline data 
from the Phase Ia portion of the Phase I/II clinical trial of 
NGM707 with pembrolizumab during the second half of 
2022.

01/10/2022 06/30/2022 Novartis AG NVS
Lutetium 177Lu-PSMA-
617 Prostate Cancer NDA

Regulatory - Approval 
Decision (Europe) Approval Decision (Europe)

Novartis expects 177Lu-PSMA-617 for the treatment of 
mCRPC to be approved in Europe in the first half of 2022.

01/10/2022 12/31/2022 Novartis AG NVS YTB-323
Diffuse Large B-Cell Lymphoma 
(DLBCL) - NHL I

Trial Announcement - 
Initiation Phase III - Trial to Start

Novartis announced that it plans to initiate a Phase III trial 
for YTB323 for Diffuse Large B-Cell Lymphoma (DLBCL) in 
2022.

01/10/2022 12/31/2022 Novartis AG NVS PHE885 Multiple Myeloma (MM) I
Trial Announcement - 
Initiation Phase II - Trial to Start

Novartis announced that it expects to initiate a Phase II trial 
of PHE885 for multiple myeloma in 2022. 

Now-12/31/2021 Novartis AG NVS Cosentyx Hidradenitis Suppurativa III
Trial Data - Top-Line 
Results

Phase III - Top-Line Results
Novartis announced they expect results from their Phase III 
study of Cosentyx for the treatment of Hidradenitis 
supportiva in 2021.

Now-12/31/2021 Novartis AG NVS Cosentyx Hidradenitis Suppurativa III
Trial Data - Top-Line 
Results

Phase III - Top-Line Results
Novartis announced they expect results from their Phase III 
study of Cosentyx for the treatment of Hidradenitis 
supportiva in 2021.

Now-12/31/2021 Novartis AG NVS Entresto Hypertension (Systemic)
Development 
Outside U.S.

Regulatory - Approval 
Decision (Japan)

Japanese Approval Decision
Novartis announced they anticipate a regulatory approval 
for Entresto for HTN in Japan in 2021.

Now-12/31/2021 Novartis AG NVS Entresto Hypertension (Systemic)
Development 
Outside U.S.

Regulatory - Approval 
(Canada)

Canadian Approval Decision
Novartis announced they anticipate a regulatory decision 
for Entresto for the treatment of HTN in Canada in 2021.

01/01/2022 03/31/2022 Novavax, Inc. NVAX NVX-CoV2373 COVID-19 Prevention BLA
Regulatory - sNDA/sBLA 
Filing sBLA Filing (Pediatrics)

Novavax has announced that they plan to complete 
regulatory filing of NVX-CoV2373 for COVID-19 Prevention 
for the pediatric indication (12 &ndash; 17 years) in the first 
quarter of 2022.

07/01/2022 12/31/2022 Novavax, Inc. NVAX NVX-CoV2373 COVID-19 Prevention BLA
Trial Announcement - 
Initiation

Phase II +/-NanoFlu - Trial To 
Start

Novavax has announced plans to initiate a Phase II clinical 
trial for COVID-NanoFlu combination vaccine and NanoFlu 
standalone in the second half of 2022.

01/01/2022 12/31/2022 Novavax, Inc. NVAX NVX-CoV2373 COVID-19 Prevention BLA
Trial Data - Updated 
Results

Phase IIb South Africa - 
Updated Results

Novavax has announced additional data is expected from 
the ongoing Phase IIb South Africa study in 2022.

01/01/2022 12/31/2022 Novavax, Inc. NVAX NVX-CoV2373 COVID-19 Prevention BLA
Trial Data - Updated 
Results

Phase III PREVENT-19 - 
Updated Results

Novavax has announced additional data is expected from 
the ongoing Phase III PREVENT-19 study in 2022.

Now-03/31/2021 Novavax, Inc. NVAX NVX-CoV2373 COVID-19 Prevention III
Trial Announcement - 
Initiation (Emerging 
Markets)

Phase II/III - Trial Initiation 
(India)

Novavax announced that the company planned enrollment 
of the Phase II/III clinical trial of NVX-CoV2373 to be 
conducted by the Serum Institute in India in the first quarter 
of 2021.

Now-03/31/2021 Novavax, Inc. NVAX NVX-CoV2373 COVID-19 Prevention III
Trial Announcement - 
Initiation

Phase I/II - Trial Initiation 
(Japan)

Novavax announced that the company planned enrollment 
of the Phase I/II clinical trial of NVX-CoV2373 to be 
conducted by the Takeda in Japan in the first quarter of 
2021.

Now-03/31/2021 Novavax, Inc. NVAX NVX-CoV2373 COVID-19 Prevention III
Trial Announcement - 
Initiation (Emerging 
Markets)

Phase II - Trial Initiation (Czech 
Republic)

Novavax announced that the company planned enrollment 
of the Phase II clinical trial of NVX-CoV2373 in the Czech 
Republic in the first quarter of 2021.

07/01/2021-
12/31/2021

Nurix Therapeutics, Inc. NRIX NX-5948 Hematologic Cancer Preclinical
Trial Announcement - 
Initiation

Phase I - Trial to Start
Nurix expects to initiate the Phase I study for NX-5948 in the 
second half of 2021.

07/01/2021-
12/31/2021

Nurix Therapeutics, Inc. NRIX NX-1607 Solid Tumors Preclinical
Trial Announcement - 
Initiation

Phase I - Trial to Start
Nurix expects to initiate the Phase I study for NX-1607 in the 
second half of 2021.

07/01/2021-
12/31/2021

Nurix Therapeutics, Inc. NRIX DeTIL-0255 Solid Tumors Preclinical
Trial Announcement - 
Initiation

Phase I - Trial to Start
Nurix expects to initiate the Phase I study for DeTIL-0255 in 
the second half of 2021.

01/11/2022 12/31/2022 Nuvation Bio, Inc. NUVB NUV-422

Brain Cancer (Malignant 
Glioma; AA and glioblastoma 
(GBM)) I/II

Trial Announcement - 
Initiation Phase II rGBM - Trial to Start

Nuvation announced that the company plans to initiate 
Phase II monotherapy dose expansion cohorts in recurrent 
Glioblastoma (rGBM), aBC and mCRPC in 2022.

01/11/2022 12/31/2022 Nuvation Bio, Inc. NUVB NUV-422 Breast Cancer IND
Trial Announcement - 
Initiation Phase II aBC - Trial to Start

Nuvation announced that the company plans to initiate 
Phase II monotherapy dose expansion cohorts in recurrent 
Glioblastoma (rGBM), aBC and mCRPC in 2022.

01/11/2022 12/31/2022 Nuvation Bio, Inc. NUVB NUV-422 Prostate Cancer IND
Trial Announcement - 
Initiation Phase II mCRPC - Trial to Start

Nuvation announced that the company plans to initiate 
Phase II monotherapy dose expansion cohorts in recurrent 
Glioblastoma (rGBM), aBC and mCRPC in 2022.
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01/01/2023-
12/31/2023

OBI Pharma, Inc. 4174 OBI-822 Breast Cancer III
Trial Announcement - 
Patient Enrollment 
Completed

Phase III - Patient Enrollment 
Completed

OBI Pharma expects to complete enrollment of the Phase III 
GLORIA study of OBI-822 in TNBC in 2023.

01/01/2022-
12/31/2022

OBI Pharma, Inc. 4174 OBI-999 Gastric Cancer I/II
Trial Data - Updated 
Results

Phase I/II - Updated Results 
(Stage 1)

OBI Pharma expects stage 1 data of the Phase II portion of 
 the Phase I/II study of OBI-999 in 2022.

01/01/2022-
12/31/2022

OBI Pharma, Inc. 4174 OBI-3424
Hepatocellular (Liver) Cancer 
(HCC) (Including Secondary 
Metastases)

I/II
Trial Data - Updated 
Results

Phase I/II - Updated Results 
(Stage 1)

OBI Pharma expects stage 1 data of the Phase II portion of 
the Phase I/II study of OBI-3424 in 2022.

01/01/2023-
12/31/2023

OBI Pharma, Inc. 4174 OBI-3424
Hepatocellular (Liver) Cancer 
(HCC) (Including Secondary 
Metastases)

I/II
Trial Announcement - 
Other

Phase I/II - Stage 2 to Start 
OBI Pharma expects to initiate stage 2 of the Phase II 
portion of the Phase I/II study of OBI-3424 in 2023.

01/01/2022-
12/31/2022

OBI Pharma, Inc. 4174 OBI-999 Pancreatic Cancer I/II
Trial Data - Updated 
Results

Phase I/II - Updated Results 
(Stage 1)

OBI Pharma expects stage 1 data of the Phase II portion of 
 the Phase I/II study of OBI-999 in 2022.

Now-04/30/2021 OBI Pharma, Inc. 4174 OBI-999 Pancreatic Cancer I/II
Trial Data - Top-Line 
Results

Phase I/II - Top-Line Results

OBI Pharma expects to have the end of Phase I 
recommended Phase II dose data in the next few months in 
2021. As such we continue to await an update in the time 
frame above.

01/01/2022-
12/31/2022

OBI Pharma, Inc. 4174 OBI-3424 Solid Tumors I/II
Trial Data - Updated 
Results

Phase I/II - Updated Results 
(Stage 1)

OBI Pharma expects stage 1 data of the Phase II portion of 
the Phase I/II study of OBI-3424 in 2022.

01/01/2022-
12/31/2022

OBI Pharma, Inc. 4174 OBI-888 Solid Tumors I
Trial Announcement - 
Trial Completion

Phase I/II - Trial Completion
OBI Pharma plans to complete the stage 2 portion of the 
Phase I/II trial of OBI-888 in the second half of 2022.

01/01/2023-
12/31/2023

OBI Pharma, Inc. 4174 OBI-3424 Solid Tumors I/II
Trial Announcement - 
Other

Phase I/II - Stage 2 to Start 
OBI Pharma expects to initiate stage 2 of the Phase II 
portion of the Phase I/II study of OBI-3424 in 2023.

10/01/2021-
12/31/2021

ObsEva SA OBSV Yselty Endometriosis III
Trial Data - Top-Line 
Results

Phase III EDELWEISS 3 - 
Topline Results

ObsEva announced that the EDELWEISS 3 trial of Yselty for 
endometriosis in the EU is progressing as planned with 
primary endpoint data expected in the fourth quarter of 
2021.

10/01/2021-
12/31/2021

ObsEva SA OBSV Ebopiprant Preterm Labor II
Trial Announcement - 
Initiation

Phase IIb - Trial to Start

Based on the positive data from the PROLONG Phase IIa 
proof-of-concept trial of ebopiprant in preterm labor 
ObsEva anticipates the initiation of a Phase IIb dose ranging 
study in the EU and Asia in the fourth quarter of of 2021.

Now-06/30/2021 ObsEva SA OBSV OBE001 Reproductive Disorder III
Trial Announcement - 
Initiation (Emerging 
Markets)

Phase I - Trial Initiation (China)
ObsEva announced its plan to initiate a Phase I/II trial of 
Nolasiban for IVF in China during the first half of 2021.

Now-03/31/2021 ObsEva SA OBSV Yselty Uterine Fibroids III
Trial Data - Updated 
Results

Phase III PRIMROSE 1 - Topline 
Results

ObsEva announced that the company anticipates PRIMROSE 
1 and 2 follow-up data and 6-month post treatment 
assessment data of Yselty for the treatment of uterine 
fibroids in the first quarter of 2021.

Now-06/30/2021 ObsEva SA OBSV Yselty Uterine Fibroids III Partnership - New
Regional Commercial 
Partnership

ObsEva announced plans for regional commercial 
partnerships for Yselty (uterine fibroids) during the first half 
of 2021.

01/01/2022 03/31/2022
Olema Pharmaceuticals, 
Inc. OLMA OP-1250 Breast Cancer I/II

Trial Announcement - 
Other

Phase I/II OP-1250-001 - Phase 
II Dose Cohort Initiation

Olema announced the company anticipates intiiation of the 
Phase II portion of the Phase I/II clinical trial of OP-1250 
during the first quarter of 2022.

07/01/2022 12/31/2022
Olema Pharmaceuticals, 
Inc. OLMA OP-1250 Breast Cancer I/II

Trial Announcement - 
Initiation

Phase Ib HER2+ - Trial 
Initiation

Olema announced the company anticipates initiation of a 
Phase Ib HER2+ clinical trial of OP-1250 during the second 
half of 2022.

01/01/2022 12/31/2022
Olema Pharmaceuticals, 
Inc. OLMA OP-1250 Breast Cancer I/II

Trial Data - Top-Line 
Results

Phase Ib OP-1250-002 - 
Topline Results

Olema announced the company anticipates updated data 
on its Phase Ib combination clinical trial during 2022.

01/01/2022 12/31/2022
Olema Pharmaceuticals, 
Inc. OLMA OP-1250 Breast Cancer I/II

Trial Data - Updated 
Results

Phase I/II OP-1250-001 - 
Updated results

Olema announced the company anticipates updated data 
on its monotherpy Phase I/II clinical trial of OP-1250 during 
2022.

01/01/2022-
12/31/2022

Omeros Corporation OMER Narsoplimab
Immunoglobulin A (IgA) 
Nephropathy (Berger's Disease)

III
Trial Data - Top-Line 
Results

Phase III ARTEMIS - Top-Line 
Results

Omeros reported that data for the Phase III ARTEMIS study 
of Narsoplimab is delayed beyond 2021 due to enrollment 
challenges from COVID-19. As such we await an update in 
the time frame above.

01/13/2022 04/30/2022
Orchard Therapeutics 
Limited ORTX OTL-103 Wiskott-Aldrich Syndrome III

Regulatory - Meeting with 
FDA Pre-BLA Meeting

Orchard Therapeutics announced that it expects pre-BLA 
interactions with the FDA for OTL-103 for Wiskott-Aldrich 
Syndrome in early 2022. 

Now-12/31/2021
Orchard Therapeutics 
Limited

ORTX OTL-104 Crohn's Disease Preclinical Trial Data - Other Preclinical Results
Orchard Therapeutics plans to announce NOD2-CD 
preclinical data for OTL-104 in 2021.

Now-12/31/2021
Orchard Therapeutics 
Limited

ORTX OTL-204 Dementia Preclinical Trial Data - Other Preclinical Results
Orchard Therapeutics plans to announce GRN-FTD 
preclinical data for OTL-204 in 2021.

04/01/2021-
09/30/2021

Orchard Therapeutics 
Limited

ORTX OTL-200
Metachromatic 
Leukodystrophy

III
Regulatory - Meeting with 
FDA

Meeting with FDA (BLA Path)

Orchard Therapeutics announced that it plans to complete 
interactions with the U.S. Food and Drug Administration 
(FDA) to determine the path to a BLA filing for OTL-200 by 
mid-2021.

01/01/2022 06/30/2022
ORIC Pharmaceuticals, 
Inc. ORIC ORIC-101 Prostate Cancer I

Trial Data - Updated 
Results

Phase Ib w/Enzalutamide - 
Updated Results

ORIC Pharmaceuticals announced the company anticipates 
to provide an update on its Phase Ib clinical trial of ORIC-101 
and enzalutamide in the first half of 2022.

01/01/2023 06/30/2023
ORIC Pharmaceuticals, 
Inc. ORIC ORIC-533 Multiple Myeloma (MM) I

Trial Data - Top-Line 
Results Phase Ib - Topline Results

ORIC Pharmaceuticals announced the initiation of a Phase Ib 
trial of ORIC-533 as a single agent in multiple myeloma and 
expects to report initial data in the first half of 2023.

01/01/2023 06/30/2023
ORIC Pharmaceuticals, 
Inc. ORIC ORIC-114 Cancer Preclinical

Trial Data - Top-Line 
Results

Phase I (South Korea) - Topline 
Results

ORIC Pharmaceuticals announced the company expects to 
report initial Phase Ib data in the first half of 2023.

01/01/2023 06/30/2023
ORIC Pharmaceuticals, 
Inc. ORIC ORIC-944 Prostate Cancer IND

Trial Data - Top-Line 
Results Phase I - Topline Results

ORIC Pharmaceuticals announced the company plans to 
pursue a single agent clinical development plan in 
metastatic prostate cancer and expects to report initial 
Phase Ib data in the first half of 2023.

04/01/2022 09/30/2022 Otsuka Holdings Co., Ltd. 4578 Rexulti Alzheimer's Disease (AD) III
Trial Data - Updated 
Results

Phase III Agitation - Pivotal 
Headline Results

Lundbeck anticipates pivotal headline results by the middle 
of 2022 for Phase III Agitation trial of Rexulti in 
Alzheimer&#39;s disease. 

07/01/2022 09/30/2022 Oyster Point Pharma, Inc. OYST Tyrvaya
Ophthalmic Wound Healing 
(Ophthalmology) II

Trial Data - Top-Line 
Results

Phase II - OLYMPIA - Topline 
Results

Oyster Point expects topline data from the Phase II 
OLYMPIA trial of OC-01 for neurotrophic keratopathy in the 
third quarter of 2022. 

04/01/2022 10/31/2022 Passage Bio PASG PBML-04
Metachromatic 
Leukodystrophy Preclinical

Regulatory - IND/CTA 
Filing IND Filing

Passage announced that the company anticipates filing an 
IND for PBML04 for MLD in mid 2022.

Now-06/30/2021 Passage Bio PASG PBML-04
Metachromatic 
Leukodystrophy

Preclinical
Trial Announcement - 
Initiation

IND-Enabling Phase
Passage Bio expects to advance PBML04 for the treatment 
metachromatic leukodystrophy into IND-enabling studies in 
the first half of 2021.

07/01/2021-
12/31/2021

Pfizer Inc. PFE Vupanorsen
Dyslipidemia / 
Hypercholesterolemia

II
Trial Data - Top-Line 
Results

Phase IIb - TRANSLATE-TIMI 70 
- Topline Results

Ionis Pharmaceuticals announced that the company 
anticipates a data readout of the Phase IIb clinical trial of 
vupanorsen in the second half of 2021.

07/01/2021-
12/31/2021

Pfizer Inc. PFE SB-525 Hemophilia A III
Trial Data - Updated 
Results

Phase I/II - Updated Results
Sangamo anticipates 2-year hemophilia A Phase I/II data of 
SB-525 in the second half of 2021.
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01/01/2022-
12/31/2022

PharmaEssentia 
Corporation

6446 Ropeginterferon alfa-2b
Essential Thrombocythemia 
(ET)

III
Trial Announcement - 
Trial Completion

Phase III SURPASS ET - Trial 
Completion

PharmaEssentia announced that the company anticipates 
trial completion of the Phase III SURPASS ET clinical trial of 
ropeginterferon alfa-2b in essential thrombocythemia in 
2022.

Now-03/31/2021
PharmaEssentia 
Corporation

6446 Ropeginterferon alfa-2b Myelofibrosis (MF) II
Trial Announcement - 
Initiation (Emerging 
Markets)

Phase II - Trial to Start (South 
Korea/Taiwan)

PharmaEssentia announced that the company plans to 
initiate a clinical trial to evaluate ropeginterferon alfa-2b in 
prefibrotic primary myelofibrosis patients in South Korea 
and Taiwan in the first quarter of 2021.

07/01/2021-
09/30/2021

PharmaEssentia 
Corporation

6446 Ropeginterferon alfa-2b Polycythemia Vera (PV) BLA
Regulatory - Filing for 
Approval (Emerging 
Markets)

Filing for Approval (Singapore)
PharmaEssentia announced that the company anticipates a 
regulatory submission of ropeginterferon alfa-2b in 
Singapore in the third quarter of 2021.

01/12/2022 06/30/2022 Pliant Therapeutics PLRX PLN-74809
Idiopathic Pulmonary Fibrosis 
(IPF) II

Trial Announcement - 
Initiation

Phase IIa 6-Month - Trial To 
Start

Pliant Therapeutics has announced that a 6-month Phase IIa 
trial of PLN-74809 at 320 mg in IPF patients is expected to 
start in the first half of 2022.

04/01/2022 09/30/2022 Pliant Therapeutics PLRX PLN-74809
Primary Sclerosing Cholangitis 
(PSC) II

Trial Announcement - 
Patient Enrollment 
Completed

Phase IIa INTEGRIS-PSC - 
Enrollment Compete

Pliant Therapeutics has announced that enrollment in the 
Phase IIa INTEGRIS-PSC trial is expected to be complete in 
mid-2022.

09/01/2022 04/30/2023 Pliant Therapeutics PLRX PLN-74809
Primary Sclerosing Cholangitis 
(PSC) II

Trial Data - Top-Line 
Results

Phase IIa INTEGRIS-PSC – Top-
Line Results

Pliant Therapeutics has announced that top-line results 
from the Phase IIa INTEGRIS-PSC trial is expected to be 
presented between late 2022 and early 2023.

Now-06/30/2021
Portola Pharmaceuticals, 
Inc.

PTLA Andexxa Drug Toxicity Approved
Trial Announcement - 
Initiation

Phase II (Urgent Surgery) - Trial 
Initiation

Alexion expects a Phase II study for Andexxa-S to be 
initiated in the first half of 2021.

Now-12/31/2021
Portola Pharmaceuticals, 
Inc.

PTLA Andexxa Drug Toxicity Approved
Regulatory - J-NDA Filing 
(Japan)

J-NDA Filing Alexion expects to submit a Japan NDA for Andexxa in 2021.

Now-06/30/2021
Portola Pharmaceuticals, 
Inc.

PTLA Cerdulatinib
Peripheral T-Cell Lymphoma 
(PTCL) - NHL

I/II
Trial Data - Top-Line 
Results

Phase I/IIa - Top-Line-Results
Alexion expects top-line results from the Phase I/IIa study of 
Cerdulatinib in lymphoma (CTCL PTCL FL) during the first 
half of 2021.

01/01/2022 06/30/2022 Precigen, Inc. PGEN PRGN-3006
Acute Myelogenous Leukemia 
(AML) I

Trial Announcement - 
Other

Trial Progressing - Initiation of 
Expansion Phase

Precigen announced enrollment completion for Dose Level 3 
of the lymphodepletion cohort. The dose escalation phase 
of the study is now complete for both the lymphodepletion 
and non-lymphodepletion cohorts and the company plans 
to initiate a multicenter expansion phase of the study at 
Dose Level 3 with lymphodepletion in the first half of 2022. 
The Company plans to incorporate a repeat dosing regimen 
in the expansion phase. 

01/12/2022 12/31/2022 Precigen, Inc. PGEN PRGN-3006
Acute Myelogenous Leukemia 
(AML) I

Trial Data - Updated 
Results Phase I/Ib - Updated Results

Precigen anticipates updated data from the Phase I/Ib trial 
of PRGN-3006 for AML. 

01/12/2022 12/31/2022 Precigen, Inc. PGEN PRGN-3007 Solid Tumors IND
Trial Announcement - 
Initiation Phase I/Ib SAD - Trial to Start

Precigen expects to initiate the Phase I/Ib trial of PRGN-3007 
in solid tumors in 2022. 

07/01/2022 12/31/2022 Precigen, Inc. PGEN PRGN-2012 Head and Neck Cancer I
Trial Data - Updated 
Results Phase I RRP - Updated Results

Precigen expects updated results from the Phase I trial of 
PRGN-2012 in RRP patients in the second half of 2022. 

Now-12/31/2021 Precigen, Inc. PGEN PRGN-3006
Acute Myelogenous Leukemia 
(AML)

I
Trial Data - Updated 
Results

Phase I - Updated Results
Precigen plans to present updated data from the PRGN-
3006 Phase I trial in AML and MDS in 2021.

Now-12/31/2021 Precigen, Inc. PGEN AG019 Diabetes Mellitus, Type I I/II
Trial Data - Updated 
Results

Phase I/II - Updated Results
Precigen plans to disclosure more updated data for the 
Phase I/II study of AG019 in type 1 diabetes in 2021.

Now-12/31/2021 Precigen, Inc. PGEN PRGN-2012 Head and Neck Cancer IND
Trial Announcement - 
Initiation

Phase I - Trial to Start
Precigen reported that an IND application to initiate Phase I 
study of PRGN-2012 was approved by the FDA. The 
company expects to start the trial in 2021.

Now-12/31/2021 Precigen, Inc. PGEN PRGN-3006
Myelodysplastic Syndrome 
(MDS)

I
Trial Data - Updated 
Results

Phase I - Updated Results
Precigen plans to present updated data from the PRGN-
3006 Phase I trial in AML and MDS in 2021.

Now-12/31/2021 Precigen, Inc. PGEN PRGN-3005 Ovarian Cancer I
Trial Data - Updated 
Results

Phase I - Updated Results
Precigen plans to complete the dose escalation phase and 
initiate expansion phase of PRGN-3005 Phase I study and 
presents corresponding interim data in 2021.

01/01/2022-
12/31/2022

Precigen, Inc. PGEN
Non-Viral TCR Program 
(ZIOPHARM/Intrexon/NCI
)

Solid Tumors II
Trial Data - Top-Line 
Results

Phase II Personalized TCR-T 
Program (NCI) - Top-Line 
Results

Ziopharm expects to have Phase II data from its NCI 
sponsored trial of the Personalized TCR-T Program in 2022.

01/01/2022-
12/31/2022

Precigen, Inc. PGEN
Non-Viral TCR Program 
(ZIOPHARM/Intrexon/NCI
)

Solid Tumors II Regulatory - IND Filing
IND Filing - Next-Gen TCR-T 
Program

Ziopharm expects to receive Phase I IND clearance for its 
personalized/Next Gen TCR-T Program in 2022.

01/01/2022-
12/31/2022

Precigen, Inc. PGEN
Non-Viral TCR Program 
(ZIOPHARM/Intrexon/NCI
)

Solid Tumors II
Trial Data - Top-Line 
Results

Phase I/II - Library TCR-T - Top-
Line Results

Ziopharm expects to have Phase I initial data readout from 
its Library TCR-T trial in 2022.

07/01/2021-
12/31/2021

Precigen, Inc. PGEN
Non-Viral TCR Program 
(ZIOPHARM/Intrexon/NCI
)

Solid Tumors II
Trial Announcement - 
Initiation

Phase II - Personalized TCR-T 
(NCI) Trial to Start

Ziopharm plans to initiate a Phase II study of personalized 
TCR-T program with the NCI in the second half of 2021.

Now-12/31/2021 Precigen, Inc. PGEN PRGN-2009 Solid Tumors I/II
Trial Data - Updated 
Results

Phase I/II - Updated Results
Precigen plans to present further interim data from the 
Phase I study of PRGN-2009 in 2021.

Now-12/31/2021 Precision BioSciences, Inc. DTIL PBCAR269A Multiple Myeloma (MM) I/II
Trial Data - Top-Line 
Results

Phase I/IIa w/Nirogacestat - 
Top-Line Results

Precision announced Phase I data for PBCAR269A for adults 
with R/R multiple myeloma is expected in 2021.

04/01/2021-
09/30/2021

Precision BioSciences, Inc. DTIL PBCAR0191
Non-Hodgkin's Lymphoma 
(NHL)

I/II
Trial Data - Updated 
Results

Phase I/II - Updated Results
Precision announced an update on interim data for 
PBCAR0191 is expected in mid-2021.

01/12/2022 03/31/2022
Prometheus Biosciences 
Inc. RXDX PRA023 Scleroderma Preclinical

Trial Announcement - 
Initiation Phase II - Trial to Start

Prometheus announced the company plans to initiate 
patient enrollment in the Phase II ATHENA-SSc-ILD of 
PRA023 trial in the first quarter of 2022.  

07/01/2022 09/30/2022
Prometheus Biosciences 
Inc. RXDX

PRA023 Companion 
Diagnostic Ulcerative Colitis (UC) Development

Regulatory - IDE 
Submission IDE Submission

Prometheus announced the company plans to submit an 
IDE for PRA023 companion diagnostic in the third quarter of 
2022.

07/01/2021-
12/31/2021

Protagonist Therapeutics, 
Inc.

PTGX PTG-300 Iron Overload II
Trial Data - Top-Line 
Results

Phase II Hereditary 
Hemochromatosis - Top-Line 
Results

Protagonist Therapeutics expects to disclose preliminary 
data from the Phase II hereditary hemochromatosis trial for 
PTG-300 in the second half of 2021.

01/01/2022-
12/31/2022

Protagonist Therapeutics, 
Inc.

PTGX PN-943 Ulcerative Colitis (UC) II
Trial Announcement - 
Trial Completion

Phase II - Trial Completion
Protagonist Therapeutics anticipates completion of the 
Phase II IDEAL trial of PN-943 for Ulcerative Colitis (UC) to be 
completed in 2022.

04/01/2022 06/30/2022 PTC Therapeutics, Inc. PTCT PTC596 Sarcoma I
Trial Announcement - 
Initiation

Phase II SUNRISE-LMS - Trial To 
Start

PTC has announced plans to initiate a Phase II SUNRISE-LMS 
trial of Unesbulin in LMS in the second half of 2022.

07/01/2021-
12/31/2021

PTC Therapeutics, Inc. PTCT PTC596
Brain Cancer (Malignant 
Glioma; AA and glioblastoma 
(GBM))

I
Trial Data - Top-Line 
Results

Phase Ib - Top-Line Results
PTC announced they anticipate data for their Phase I study 
of PTC596 for the treatment of DIPG in the second half of 
2021.

01/01/2023-
12/31/2023

PTC Therapeutics, Inc. PTCT PTC743 Friedreich's Ataxia III
Trial Data - Top-Line 
Results

Phase II/III - Top-Line Results
PTC announced they expect top-line results from their 
Phase II/III MOVE-FA study in 2023.
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07/01/2021-
12/31/2021

PTC Therapeutics, Inc. PTCT PTC596 Sarcoma I
Trial Data - Top-Line 
Results

Phase Ib - Top-Line Results
PTC announced they anticipate results from their Phase I 
PTC 596 trial for the treatment of sarcoma in the second 
half of 2021.

07/01/2022-
09/30/2022

PTC Therapeutics, Inc. PTCT PTC743 Seizure Disorders (Epilepsy) III
Trial Data - Top-Line 
Results

Phase II/III - Top-Line Results
PTC announced they anticipate data for their Phase II/III 
study for PTC743 for the treatment of seizure disorders in 
the third quarter of 2022.

Now-12/31/2021 Puma Biotechnology, Inc. PBYI Nerlynx Breast Cancer Approved
Trial Data - Updated 
Results

Phase Ib/II NSABP FB-10 (w/T-
DM1) - Updated Results

Puma is anticipating that an update of that to the FB-10 trial 
could be presented sometime in 2021.

01/12/2022 12/31/2022 PureTech Health plc PRTC VOR33
Acute Myelogenous Leukemia 
(AML) I/II

Trial Data - Top-Line 
Results

Phase I/IIa CD33-Positive – Top-
Line Results

Puretech has announced that top-line results from the 
Phase I/IIa trial of VOR33 is expected to be presented in 
2022.

04/01/2023-
06/30/2023

Radius Health, Inc. RDUS RAD011 Prader-Willi Syndrome Preclinical
Trial Data - Top-Line 
Results

Phase IIb/III - Topline Results

Radius Health announced that the company anticipates a 
data readout of the Phase IIb/III clinical study of RAD011 in 
Prader-Willi Syndrome patients in the second quarter of 
2023.

Now-03/31/2021 Radius Health, Inc. RDUS RAD011 Prader-Willi Syndrome Preclinical
Regulatory - Meeting with 
FDA

Meeting with FDA
Radius Health announced that the company plans an FDA 
meeting to discuss its RAD011 Phase IIb/III clinical study 
protocol in the first quarter of 2021.

Now-03/31/2021
Rafael Pharmaceuticals, 
Inc.

CPI-613 Biliary Tract Cancer I/II
Trial Announcement - 
Trial Completion

Phase Ib/II BilT-04 - Trial 
Completion

Rafael Pharmaceuticals announced the Phase I/bII BilT-04 
trial is expected to complete in the first quarter of 2021.

Now-03/31/2021
Rafael Pharmaceuticals, 
Inc.

CPI-613
Burkitt Lymphoma/Burkitt 
Leukemia - NHL

II
Trial Announcement - 
Trial Completion

Phase II - Trial Completion
Rafael Pharmaceuticals announced the Phase II trial is 
expected to complete in the first quarter of 2021.

Now-03/31/2021
Rafael Pharmaceuticals, 
Inc.

CPI-613 Colorectal Cancer (CRC) I
Trial Announcement - 
Initiation

Phase II - Trial to Start

Rafael Pharmaceuticals announced a Phase II trial of 
devimistat + FOLFOXIRI + bevacizumab for the treatment of 
metastatic colorectal cancer is expected to start in the first 
quarter of 2021.

04/01/2021-
06/30/2021

Rafael Pharmaceuticals, 
Inc.

CPI-613
Myelodysplastic Syndrome 
(MDS)

II
Trial Announcement - 
Initiation

Phase I/II 
w/Hydroxychloroquine - Trial 
to Start

Rafael Pharmaceuticals announced a study of CPI-613 and 
Hydroxychloroquine is expected to start in the second 
quarter of 2021.

04/01/2021-
06/30/2021

Rafael Pharmaceuticals, 
Inc.

CPI-613 Pancreatic Cancer III
Trial Announcement - 
Initiation

Phase II 1L mPC - Trial to Start

Rafael Pharmaceuticals announced a Phase II first-line 
metastatic pancreatic cancer (devimistat + gemcitabine + 
nab-paclitaxel) study is anticipated to start in the second 
quarter of 2021.

04/01/2021-
06/30/2021

Rafael Pharmaceuticals, 
Inc.

CPI-613 Pancreatic Cancer III
Trial Announcement - 
Trial Completion

Phase II w/FOLFIRINOX - Trial 
Completion

Rafael Pharmaceuticals announced the first-line locally 
advanced pancreatic cancer trial of devimistat + 
mFOLFIRINOX is expected to complete in the second quarter 
of 2021.

01/11/2022 12/31/2022 RAPT Therapeutics, Inc. RAPT RPT193 Asthma Preclinical
Trial Announcement - 
Initiation Phase IIa - Trial To Start

RAPT Therapeutics has announced that RPT-193 is expected 
to be initiated in a Phase IIa trial in asthma in 2022.

07/01/2022 12/31/2022
Recursion 
Pharmaceuticals, Inc. RXRX REC-3964

Clostridium difficile-Associated 
Diarrhea/Infection (CDAD/CDI) Preclinical

Trial Announcement - 
Initiation Phase I - Trial To Start

Recursion expect to initiate a Phase I trial of Rec-3964 for C 
diff. in the second half of 2022.

01/01/2023 12/31/2023
Regeneron 
Pharmaceuticals, Inc. REGN Evkeeza

Dyslipidemia / 
Hypercholesterolemia Approved

Progress Update - 
Product Launch (Europe) Product Launch (Europe)

Ultragenyx plans to launch Evkeeza in Europe in 2023 for 
dyslipidemia/hypercholesterolemia, where it was previously 
approved for HoFH. 

02/15/2021-
03/31/2021

Regeneron 
Pharmaceuticals, Inc.

REGN REGN-COV2 COVID-19 Treatment III
Trial Data - Updated 
Results

Phase I/II/III Non-hospitalized - 
Updated Results

Regeneron Pharmaceuticals announced additional data 
(including lower 1.2g dose) is expected in the late first 
quarter of 2021.

Now-06/30/2021
Regeneron 
Pharmaceuticals, Inc.

REGN Arcalyst Inflammatory Disorders BLA
Progress Update - 
Product Launch

Product Launch (U.S.)
Kiniksa announced that Rilonacept has the potential for a 
commercial launch in the first half of 2021.

07/01/2022 12/31/2022
Reistone Biopharma 
Company Limited SHR0302 Atopic Dermatitis (Eczema)

Development 
Outside U.S.

Trial Data - Top-Line 
Results

Phase III RSJ10333 - Top-Line 
Results

Reistone Biopharma has annoucned that Phase III top-line 
data of SHR0302 in atopic dermatitis is expected to be 
released in the second half of 2022.

01/01/2023 12/31/2023
Reistone Biopharma 
Company Limited SHR0302 Atopic Dermatitis (Eczema)

Development 
Outside U.S.

Regulatory - NDA/BLA 
Filing NDA Filing

Reistone Biopharma has annoucned that an NDA filing of 
SHR0302 in atopic dermatitis is expected to be filed in the 
2023.

01/01/2023 12/31/2023
Reistone Biopharma 
Company Limited SHR0302 Alopecia Areata II

Trial Data - Top-Line 
Results Phase III - Top-Line Results

Reistone has announced that top-line results from the 
Phase III trial of SHR0302 in alopecia areata is expected to 
be announced in 2023.

Now-12/31/2021 Relay Therapeutics, Inc. RLAY RLY-4008 Solid Tumors I
Progress Update - 
Development Review

Clinical Update
Relay announced it will provide a clinical update on RLY 
4008 in 2021.

Now-12/31/2021 Relay Therapeutics, Inc. RLAY RLY-PI3K1047 Solid Tumors Preclinical
Trial Announcement - 
Initiation

Pre-IND Trials - Initiation
Relay announced that IND enabling studies are expected in 
2021 for RLY-PI3K1047.

07/01/2022 12/31/2022 Repare Therapeutics, Inc. RPTX RP-6306 Solid Tumors I
Trial Data - Top-Line 
Results

Phase I MYTHIC - Top-Line 
Results

RepareRx expects early readout from the MYTHIC 
monotherapy study of RP-6306 in the second half of 2022.

07/01/2021-
09/30/2021

Repare Therapeutics, Inc. RPTX RP-6306 Cancer Preclinical
Trial Announcement - 
Initiation

Phase I Trial Intiation
Repare expects to initiate a Phase I trial of RP-6306 in Q3 
2021.

10/01/2022 12/31/2022 Replimune Group Inc. REPL RP-1
Skin Cancer - Squamous Cell 
Carcinoma (SCC) II

Trial Data - Updated 
Results

Phase Ib ARTACUS - Updated 
Results

Replimmune has announced that RP1 ARTACUS single agent 
data in CSCC organ transplant patients is expected in the 
fourth quarter of 2022.

01/01/2022-
12/31/2022

Replimune Group Inc. REPL RP3 Solid Tumors I
Trial Data - Updated 
Results

Phase I RP3-301 - Updated 
Results (w/Opdivo)

Replimune expects Phase I data from the all comers study of 
RP3 in combination with Opdivo in 2022.

Now-12/31/2021 Replimune Group Inc. REPL RP2 Solid Tumors I
Trial Data - Updated 
Results

Phase I w/Nivolumab - 
Updated Results

Replimune expects initial data in the all comers study 
evaluating RP2 with Opdivo in 2021.

Now-12/31/2021 Replimune Group Inc. REPL RP3 Solid Tumors I
Trial Data - Top-Line 
Results

Phase I RP3-301 - Top-Line 
Results (Single Agent)

Replimune expects Phase I initial single agent data from the 
all comers study of RP3 in 2021.

Now-12/31/2021 Replimune Group Inc. REPL RP1 Solid Tumors I/II
Trial Data - Updated 
Results

Phase I/II IGNYTE (w/Opdivo) - 
Anti-PD1 Failed NSCLC Data

Replimune expects data from the clinical study of RP1 with 
Opdivo in anti-PD1 failed NSCLC patients in 2021.

Now-12/31/2021 Replimune Group Inc. REPL RP1 Solid Tumors I/II
Trial Data - Updated 
Results

Phase I/II IGNYTE (w/Opdivo) - 
Anti-PD1 Failed CSCC Data

Replimune expects data from the clinical study of RP1 with 
Opdivo in anti-PD1 failed CSCC patients in 2021.

07/01/2022 12/31/2022
Revolution Medicines, 
Inc. RVMD RMC-4630 Solid Tumors I/II

Trial Announcement - 
Patient Enrollment 
Completed

Phase II w/ KRASG12C - 
Patient Enrollment Completed

Revolution announced the company plans to complete 
enrollment for the Phase II RMC-4630-03 trial of RMC-4630 
in solid tumors in the second half of 2022.

01/01/2023 06/30/2023
Revolution Medicines, 
Inc. RVMD RMC-9805 Cancer Preclinical

Regulatory - IND/CTA 
Filing IND Filing

Revolution announced the company has moved into IND 
enabling development for RMC-9805 for KRAS G12D 
cancers. An IND is planned for the first half of 2023.

01/01/2023 12/31/2023
Revolution Medicines, 
Inc. RVMD RMC-4630 Solid Tumors I/II

Trial Data - Updated 
Results

Phase II w/ KRASG12C - 
Updated Results

Revolution Med announced the company plans to release 
additional evidence of clinical benefit of RMC-4630 as a RAS 
companion inhibitor from RMC-4630-03 in 2023.

07/01/2023 12/31/2023
Revolution Medicines, 
Inc. RVMD RMC-8839 Cancer Preclinical

Regulatory - IND/CTA 
Filing IND Filing

Revolution announced the company has moved into IND 
enabling development for RMC-8839 for KRAS G13C 
cancers. An IND is planned for the second half of 2023.

01/01/2022-
06/30/2022

Revolution Medicines, 
Inc.

RVMD RMC-6291 Cancer Preclinical Regulatory - IND Filing IND Filing
Revolution Medicines expects to file an IND for RMC-6291 in 
the first half of 2021.
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01/01/2022-
06/30/2022

Revolution Medicines, 
Inc.

RVMD RMC-6236 Solid Tumors Preclinical Regulatory - IND Filing IND Filing
Revolution Medicines expects to file an IND for RMC-6236 in 
the first half of 2021.

01/01/2022-
12/31/2022

RIBOMIC, Inc. 4591 RBM-007 Achondroplasia
Development 
Outside U.S.

Trial Announcement - 
Initiation

Phase IIa - Trial to Start
RIBOMIC announced the Company plan on initiating a Phase 
IIa trial of RBM-007 for the treatment of achondroplasia in 
2022.

01/01/2022-
12/31/2022

RIBOMIC, Inc. 4591 RBM-007
Wet Age-Related Macular 
Degeneration (Wet AMD) 
(Ophthalmology)

II
Trial Announcement - 
Initiation

Phase III - Trial to Start
RIBOMIC announced the Company plan on initiating the 
Phase III trial of RBM-007 for the treatment of wet AMD in 
2022.

Now-12/31/2021 RIBOMIC, Inc. 4591 RBM-007
Wet Age-Related Macular 
Degeneration (Wet AMD) 
(Ophthalmology)

II
Trial Announcement - 
Trial Completion

Phase II - Trial Completed
RIBOMIC announced the Company plan on completing the 
Phase II trial of RBM-007 for the treatment of wet AMD in 
2021.

04/01/2021-
04/30/2021

Rigel Pharmaceuticals, 
Inc.

RIGL Tavalisse COVID-19 Treatment
Investigator 
Initiated

Trial Data - Top-Line 
Results

Phase II NIH - Top-Line Results
Rigel Pharmaceuticals announced that the topline data from 
NIH Phase II clinical trial in COVID-19 expected in April 2021.

01/11/2022 12/31/2022 Roche Holding AG RHHBY Tiragolumab Esophageal Cancer III
Trial Data - Top-Line 
Results

Phase III SKYSCRAPER-08 - Top-
Line Results

Roche has announced that results from the SYKSCRAPER-08 
trial of tiragolumab for the first line of esophageal 
squamous cell carcinoma is expected in 2022.

01/01/2023 12/31/2024 Roche Holding AG RHHBY Tecentriq Breast Cancer Approved
Trial Data - Top-Line 
Results

Phase III GeparDouze - Top-
Line Results

Roche has announced that the company expects top-line 
result from the Phase III NSABP/GBG trial in beyond 2022.

01/01/2023 12/31/2024 Roche Holding AG RHHBY Tecentriq Breast Cancer Approved
Trial Data - Top-Line 
Results

Phase III NeoTRIPaPDL1 - Top-
Line Results

Roche has announced that the company expects top-line 
result from the Phase III NeoTRIPaPDL1 trial in beyond 2022.

Now-12/31/2021 Roche Holding AG RHHBY RLY-1971 Solid Tumors I
Trial Announcement - 
Initiation

Phase II - Combo Trial to Start
Relay announced that a Phase II KRAS G12C combo trial of 
RLY-1971 (SHP2) will start in 2021.

04/01/2022 06/30/2022
Rocket Pharmaceuticals 
Inc. RCKT RP-L201 Autoimmune Disorders I/II

Trial Data - Updated 
Results

Phase I/II LAD-I - Updated 
Results

Rocket Pharma anticipates updated data in the second 
quarter of 2022 in the Phase II portion of the Phase I/II LAD-I 
study of RP-L201 in leukocyte adhesion deficiency.

07/01/2022 09/30/2022
Rocket Pharmaceuticals 
Inc. RCKT RP-L102 Fanconi Anemia II

Trial Data - Top-Line 
Results

Phase II FANCOLEN-II - Topline 
Results

Rocket Pharmaceuticals anticipates a topline data readout 
in the third quarter of 2022 for the Phase II pivotal trial of 
RP-L102 in fanconi anemia. 

01/01/2023 12/31/2023
Rocket Pharmaceuticals 
Inc. RCKT RP-L301 Pyruvate Kinase Deficiency I

Trial Announcement - 
Initiation Expansion Study - Trial to Start

Rocket Pharmaceuticals anticpates the trial initiation of the 
expansion study of RP-L301 in PKD in 2023.

Now-06/30/2021
Rocket Pharmaceuticals 
Inc.

RCKT RP-L201 Autoimmune Disorders I/II
Trial Data - Top-Line 
Results

Phase I/II LAD-I (US) - Topline 
Results

Rocket Pharmaceuticals announced that the company 
anticipates a Phase II data readout of the LAD-I clinical trial 
in the first half of 2021.

Now-06/30/2021
Rocket Pharmaceuticals 
Inc.

RCKT RP-L201 Autoimmune Disorders I/II
Trial Announcement - 
Patient Enrollment 
Completed

Phase I/II LAD-I (US) - Patient 
Enrollment Completed

Rocket Pharmaceuticals announced that the company 
anticipates Phase II study enrollment completion in the first 
half of 2021.

07/01/2021-
12/31/2021

Rocket Pharmaceuticals 
Inc.

RCKT RP-A501 Glycogen Storage Disease (GSD) I
Trial Data - Updated 
Results

Phase I Danon Disease - 
Updated Results

Rocket Pharmaceuticals announced that the company 
anticipates a data update for the Phase I clinical trial of RP-
A501 in the second half of 2021.

07/01/2021-
12/31/2021

Rocket Pharmaceuticals 
Inc.

RCKT RP-L401 Osteopetrosis IND
Trial Data - Top-Line 
Results

Phase I 0120 (Pediatric 
Patients) - Topline Results

Rocket Pharmaceuticals announced that the company 
anticipates a data readout for the Phase I clinical trial of RP-
L401 in the second half of 2021.

07/01/2021-
12/31/2021

Rocket Pharmaceuticals 
Inc.

RCKT RP-L301 Pyruvate Kinase Deficiency I
Trial Data - Updated 
Results

Phase I 0119 - Updated Results
Rocket Pharmaceuticals announced that the company 
anticipates an updated data readout for the Phase I clinical 
trial of RP-L301 in the second half of 2021.

Now-06/30/2021
Rocket Pharmaceuticals 
Inc.

RCKT RP-L301 Pyruvate Kinase Deficiency I
Trial Announcement - 
Other

Phase I 0119 - Second Cohort 
Enrollment

Rocket Pharmaceuticals announced that the company plans 
to enroll a second cohort of older patients in the Phase I 
clinical trial of RP-L301 in the first half of 2021.

04/01/2022 06/30/2022 Roivant Sciences Tapinarof Psoriasis NDA
Progress Update - 
Product Launch (U.S.) Product Launch (U.S.)

Roivant announced that assuming Tapinarof is approved, 
they plan to launch in psoriasis in the second quarter of 
2022.

01/01/2022 06/30/2022 Roivant Sciences LSVT-1701

Staphylococcal Vaccines and 
Other Staphylococcus-Specific 
Agents (Antibacterial)

Development 
Outside U.S.

Trial Announcement - 
Initiation MAD Trial to Start

Roivant announced they remain on track to initiate a MAD 
trial of LSVT-1701 for SAB at Lysovant. An IND was 
submitted in December 2021.

01/01/2022 12/31/2022 Roivant Sciences RVT-2001
Myelodysplastic Syndrome 
(MDS) I

Trial Announcement - 
Initiation

Phase I/II Expansion Study - 
Trial to Start

Roivant announced they plan to conduct a robust open-
label expansion of an ongoing Phase I/II trial for RVT-2001 in 
2022. 

01/01/2023 06/30/2023 Roivant Sciences Tapinarof Atopic Dermatitis (Eczema) III
Trial Data - Top-Line 
Results

Phase III ADORING 1 - Top-Line 
Results

Roivant announced that enrollment is progressing in 
ADORING 1 and 2 Phase III trials evaluating tapinarof for the 
treatment of atopic dermatitis, with topline data expected 
in the first half of 2023.

01/01/2023 06/30/2023 Roivant Sciences Tapinarof Atopic Dermatitis (Eczema) III
Trial Data - Top-Line 
Results

Phase III ADORING 2 - Top-Line 
Results

Roivant announced that enrollment is progressing in 
ADORING 1 and 2 Phase III trials evaluating tapinarof for the 
treatment of atopic dermatitis, with topline data expected 
in the first half of 2023.

01/01/2023 06/30/2023 Roivant Sciences ARU-1801 Sickle Cell Anemia I/II
Trial Announcement - 
Initiation Phase III - Trial to Start

Roivant announced they plan to initiate a Phase III study for 
ARU-1801 in the first half of 2023.

Now-03/31/2021
Rongchang 
Pharmaceuticals, Ltd.

Disitamab Vedotin Bladder Cancer IND
Regulatory - Meeting with 
FDA

Meeting with FDA
RemeGen plans to meet with the FDA to clarify the 
regulatory pathway and clinical strategy for RC48 for 
urothelial cancer in the first quarter of 2021.

Now-06/30/2021
Rongchang 
Pharmaceuticals, Ltd.

Disitamab Vedotin Bladder Cancer IND
Regulatory - Filing for 
Approval (Emerging 
Markets)

Chinese NDA Filing
RemeGen plans to submit a NDA for Disitamab Vedotin for 
Urothelial cancer in the first half of 2021.

Now-08/31/2022
Rongchang 
Pharmaceuticals, Ltd.

Disitamab Vedotin Gastric Cancer IND
Regulatory - Approval 
Decision (Emerging 
Markets)

Chinese Approval Decision

RemeGen has filed a new drug application (NDA) in China 
for Disitamab Vedotin for gastric cancer in August 2020 for 
conditional approval. The NDA is currently under review by 
NMPA. We await an update through August 2022.

Now-12/31/2021
Rongchang 
Pharmaceuticals, Ltd.

Disitamab Vedotin Gastric Cancer IND
Trial Announcement - 
Initiation

Phase II Trial to Start
RemeGen plasn to initiate a Phase II clinical trial of RC48 for 
gastric cancer in 2021.

Now-12/31/2021
Rongchang 
Pharmaceuticals, Ltd.

Telitacicept
Immunoglobulin A (IgA) 
Nephropathy (Berger's Disease)

IND
Trial Announcement - 
Initiation

Phase II Study to Start
RemeGen announced that a IND for a US Phase II study of 
Telitacicept for IgA Nephritis has been granted by the FDA. 
We await the start of the study through 2021.

Now-12/31/2021
Rongchang 
Pharmaceuticals, Ltd.

Telitacicept
Systemic Lupus Erythematosus 
(SLE)

III
Regulatory - Approval 
Decision (Emerging 
Markets)

Chinese Approval Decision

RemeGen has filed a new drug application (NDA) for 
Telitacicept for SLE in China in the fourth quarter of 2019. 
The NDA is currently under review by China's NMPA. We 
await an approval through 2021.

07/01/2022 12/31/2022 Rubius Therapeutics, Inc. RUBY RTX-240 Solid Tumors I/II
Trial Data - Updated 
Results

Phase I - Updated Results Arm 
IV (w/Pembrolizumab)

Rubius Therapeutics annoucned that it expects initial clinical 
data from the Phase I arm of the RTX-240 clinical trial in 
combination with pembrolizumab in patients with advanced 
solid tumors during the second half of 2022.

Now-04/30/2021 Rubius Therapeutics, Inc. RUBY RTX-240 Solid Tumors I/II
Trial Data - Updated 
Results

Phase I/II - Updated Results at 
Scientific Conference

Rubius plans to present additional clinical data from the 
Phase I/II study of RTX-240 in solid tumor patients in early 
2021 and submit it for presentation at a scientific 
conference.
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04/01/2022 09/30/2022 Sage Therapeutics, Inc. SAGE SAGE-718 Huntington's Disease II
Trial Announcement - 
Initiation

Phase II SURVEYOR - Study To 
Start

Sage Therapeutics has announced that a Phase II 
randomized study, SURVEYOR (CIH-202), is expected to be 
initated in Huntington&#39;s disease in mid 2022.

04/01/2022 09/30/2022 Sage Therapeutics, Inc. SAGE SAGE-324 Essential Tremor II
Trial Announcement - 
Initiation

Phase II/III Safety Study - Trial 
To Start

Sage Therapeutics has announced that a Phase II/III study of 
SAGE-324 is expected to start in mid 2022.

09/01/2022 12/31/2022 Sage Therapeutics, Inc. SAGE SAGE-324 Essential Tremor II

Trial Announcement - 
Patient Enrollment 
Completed

Phase II KINETIC - Enrollment 
Complete

SAGE Therapeutics has announced that the company 
expects to complete enrollment in Phase IIb KINETIC 2 Study 
in late 2022.

09/01/2022 12/31/2022 Sage Therapeutics, Inc. SAGE SAGE-718 Huntington's Disease II
Trial Announcement - 
Initiation

Phase III CIH-301 - Study to 
Start

Sage Therapeutics has announced that a Phase III open-
label study in Huntington&#39;s disease (CIH-301) is 
expected to start in late 2022.

09/01/2022 12/31/2022 Sage Therapeutics, Inc. SAGE SAGE-718 Alzheimer's Disease (AD) II
Trial Announcement - 
Initiation

Phase II CNA-202 - Study To 
Start

Sage Therapeutics has announced that a Phase II study of 
SAGE-718 will be initiated in Alzheimers disease in late 2022.

07/01/2021-
12/31/2021

Sage Therapeutics, Inc. SAGE SAGE-718 Huntington's Disease I
Trial Announcement - 
Initiation

Phase II - Trial to Start
Sage Therapeutics plans to initiate a placebo-controlled 
Phase II study of SAGE-718 in Huntington's disease in late 
2021 (Q3-Q4).

07/01/2021-
12/31/2021

Sage Therapeutics, Inc. SAGE SAGE-217
Major Depressive Disorder 
(MDD)

III
Trial Data - Updated 
Results

Phase IIIa ROBIN - Updated 
Results

Biogen announced they anticipate data from their Phase III 
SAGE217 PPD study in the second half of 2021.

01/11/2022 06/30/2022 Sanofi SNY SAR443122 Ulcerative Colitis (UC) Preclinical
Trial Announcement - 
Initiation Phase II - Trial to Start

Denali announced Sanofi plans to initiate a Phase II trial of 
SAR443122 in patients with ulcerative colitis. As such, we 
await an update in the time frame above.

01/01/2023-
12/31/2024

Sanofi SNY Dupixent
Fungal Infections - Non-
Systemic

III
Regulatory - sNDA/sBLA 
Filing

sBLA Filing - AFRS
Sanofi plans to file for US approval of Dupixent for the 
treatment of Allergic Fungal Rhinosinusitis in 2023 and 
beyond.

01/01/2023-
12/31/2024

Sanofi SNY Dupixent Inflammatory Disorders II/III
Regulatory - sNDA/sBLA 
Filing

sBLA Filing - CRSsNP
Sanofi plans to file for US approval of Dupixent for chronic 
sinusitis without nasal polpys in 2023 and beyond.

07/01/2022 12/31/2022 Sarepta Therapeutics, Inc. SRPT SRP-5051
Duchenne Muscular Dystrophy 
(DMD) II

Trial Announcement - 
Patient Enrollment 
Completed

Phase II MOMENTUM - Patient 
Enrollment Completed

Sarepta anticipates the Phase II MOMENTUM trial of SRP-
5051 in DMD to fully enroll by the second half of 2022. 

10/01/2022 12/31/2022 Sarepta Therapeutics, Inc. SRPT SRP-6004 Muscular Dystrophy I
Trial Announcement - 
Initiation

Proof of Concept - Trial to 
Start

Sarepta announced that a Proof of Concept (POC) trial for 
SRP-6004 in muscular dystrophy is anticipated to start in 
late 2022. 

10/01/2021-
12/31/2021

Sarepta Therapeutics, Inc. SRPT RG6356
Duchenne Muscular Dystrophy 
(DMD)

II
Trial Data - Updated 
Results

Phase I/II 102 - Updated 
Results

Sarepta expects to continue to advance Part 2 crossover 
phase of the  study 102 of SRP 9001 with data readout from 
all 41 patients by the end of 2021.

09/01/2021-
12/31/2021

Scholar Rock, LLC SRRK Apitegromab Spinal Muscular Atrophy II
Trial Announcement - 
Initiation

Phase III to Start
Scholar Rock expects to initiate a Phase III program of 
Apitegromab in SMA later in 2021.

01/10/2022 12/31/2022 Seagen Inc. SGEN Tukysa Breast Cancer Approved
Trial Announcement - 
Initiation

Phase III HER2CLIMB-05 - Trial 
to Start

Seagen announced the randomized, double-blind, Phae III 
HER2CLIMB-05 study of Tukysa or placebo in combination 
with standard of care frontline trastuzumab and 
pertuzumab as maintenance therapy for advanced HER2+ 
breast cancer. As such, we await an update in the time 
frame above.

Now-12/31/2021 Seagen Inc. SGEN Tisotumab Vedotin Cervical Cancer III
Regulatory - J-NDA Filing 
(Japan)

J-NDA Filing
Genmab announced the company plans a JNDA submission 
for tisotumab vedotin for cervical cancer in 2021.

Now-12/31/2021 Seagen Inc. SGEN SEA-CD40 Solid Tumors I
Trial Data - Updated 
Results

Phase I - Updated Results
Seagen expects to report data from the Phase I study of SEA-
CD40 at the appropriate medical meeting in 2021.

Now-12/31/2021 Seagen Inc. SGEN Ladiratuzumab Vedotin Solid Tumors II
Trial Announcement - 
Initiation

Pivotal Study to Start
Seagen expects to begin pivotal studies of Ladiratuzumab 
Vedotin by the end of 2021.

Now-11/30/2021
Shanghai Junshi 
Biosciences Co., Ltd.

1877 UBP1211 Rheumatoid Arthritis (RA)
Development 
Outside U.S.

Regulatory - Approval 
Decision (Emerging 
Markets)

Chinese Approval Decision

Shanghai Junshi announced that it submitted an NDA 
application for UBP1211 a biosimilar of adalimumab to 
China's NMPA and was accepted in November 2019. Based 
on an internal analysis of the Chinese approval procedure 
we estimate an approval decision for this drug for this 
indication will be granted in approximately 1 to 2 years.

Now-12/31/2021
Shanghai Junshi 
Biosciences Co., Ltd.

1877 JS009 Solid Tumors Preclinical Regulatory - IND Filing IND Filing
Shanghai Junshi plans to file an IND for JS009 for solid 
tumors in 2021.

Now-12/31/2021
Shanghai Junshi 
Biosciences Co., Ltd.

1877 JS019 Solid Tumors Preclinical
Regulatory - Progress 
Update

CTA Filing
Shanghai Junshi plans to file an IND for JS019 for solid 
tumors in China in 2021.

Now-12/31/2021
Shanghai Junshi 
Biosciences Co., Ltd.

1877 JS201 Solid Tumors Preclinical Regulatory - IND Filing IND Filing
Shanghai Junshi plans to file an IND for JS201 for solid 
tumors in 2021.

01/01/2022-
12/31/2022

Shasqi, Inc. SQ3370 Solid Tumors I
Trial Announcement - 
Initiation

Phase II - Trial Initiation
Shasqi expects to initiate a registrational Phase II study of 
SQ3370 in 2022.

04/01/2021-
09/30/2021

Shasqi, Inc. SQ3370 Solid Tumors I
Regulatory - Meeting with 
FDA

Meeting with FDA
Shasqi expects to have a Type C meeting with the FDA in 
mid-2021 to dusciss SQ3370.

10/01/2021-
12/31/2021

Shasqi, Inc. SQ3370 Solid Tumors I
Trial Data - Top-Line 
Results

Phase I - Top-Line Results
Shasqi expects to have an initial data readout of PF / 
biomarker data from the Phase I study of SQ3370 at year 
end 2021.

01/01/2022 12/31/2022 Shattuck Labs, Inc. STTK SL-172154 Ovarian Cancer I
Trial Announcement - 
Initiation Combination Study to Start

Shattuck Labs plans to start a combination study program 
for SL-172154 in ovarian cancer in 2022.

07/01/2021-
12/31/2021

Sigilon Therapeutics, Inc. SGTX SIG-001 Hemophilia A I/II
Trial Announcement - 
Patient Enrollment 
Completed

Phase I/II - Patient Enrollment 
Completed

Sigilon Therapeutics plans to complete enrollment of dose 
cohorts of the Phase I/II trial of SIG-001 in patients with 
Hemophilia A in the second half of 2021.

07/01/2021-
12/31/2021

Sigilon Therapeutics, Inc. SGTX SIG-001 Hemophilia A I/II
Trial Data - Updated 
Results

Phase I/II - Updated Results 
(12-Month)

Sigilon Therapeutics plans to announce 12-month follow-up 
data from the Phase I/II trial of SIG-001 in patients with 
Hemophilia A in the second half of 2021.

Now-06/30/2021 Sigilon Therapeutics, Inc. SGTX SIG-001 Hemophilia A I/II
Trial Data - Top-Line 
Results

Phase I/II - Top-Line Results (3-
6 Months)

Sigilon Therapeutics plans to announce 3-6 month follow-up 
data from the Phase I/II trial of SIG-001 in patients with 
Hemophilia A in the first half of 2021.

01/01/2022-
12/31/2022

Sigilon Therapeutics, Inc. SGTX SIG-005
Mucopolysaccharidosis I (MPS I; 
Hurler Syndrome)

Preclinical
Trial Data - Top-Line 
Results

Phase I/II - Top-Line Results
Sigilon Therapeutics plans to announce follow-up data from 
the Phase I/II trial of SIG-005 in patients with 
mucopolysaccharidosis type I (MPS-1) in 2022.

Now-06/30/2021 Sigilon Therapeutics, Inc. SGTX SIG-005
Mucopolysaccharidosis I (MPS I; 
Hurler Syndrome)

Preclinical Regulatory - IND Filing IND Filing

Sigilon Therapeutics announced that the company plans to 
file an IND for SIG-005 in patients with 
mucopolysaccharidosis type I (MPS-1) in the first half of 
2021.

01/13/2022 04/30/2022 Solid Biosciences Inc. SLDB SGT-003
Duchenne Muscular Dystrophy 
(DMD) Preclinical

Regulatory - IND/CTA 
Filing IND Filing

Solid Biosciences anticipates advancing towards target IND 
filing in early 2023.

07/01/2021-
12/31/2021

Solid Biosciences Inc. SLDB SGT-001
Duchenne Muscular Dystrophy 
(DMD)

I
Trial Data - Updated 
Results

Phase I/II IGNITE DMD  - 
Updated Results

Solid Biosciences anticipate presenting 90-day biopsy 
datafor additional patientsdosed in IGNITE DMD study in 
the second half of 2021.

Now-03/31/2021 Solid Biosciences Inc. SLDB SGT-001
Duchenne Muscular Dystrophy 
(DMD)

I
Trial Data - Updated 
Results

Phase I/II IGNITE DMD  - 
Updated Results

Solid Biosciences anticipate presenting 12-month safety& 
efficacy for patients 1-6 of the IGNITE DMD study in the first 
quarter of 2021.
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07/01/2021-
12/31/2021

Stoke Therapeutics, Inc. STOK STK-001 Dravet Syndrome (Epilepsy) I/II
Trial Announcement - 
Other

Phase I/II MONARCH - MAD 
Study to Start

Stoke announced the company plans to initiate the multiple 
ascending dose (MAD) study in the Phase I/II MONARCH 
study of STK-001 for Dravet syndrome in the second half of 
2021.

Now-06/30/2021 Stoke Therapeutics, Inc. STOK STK-001 Dravet Syndrome (Epilepsy) I/II
Trial Announcement - 
Initiation

Swallowtail OLE - Study to 
Start

Stoke announced the open-label extension for STK-001 in 
Dravet syndrome is expected to initiate in the first half of 
2021.

07/01/2022 09/30/2022 Surrozen Inc. SZN-043 Liver Failure / Cirrhosis Preclinical
Trial Announcement - 
Initiation Phase I - Trial to Start

Surrozen announced that it expects to initiate a Phase I 
clinical trial of SZN-043 in healthy volunteers. 

01/01/2022 12/31/2022 Sutro Biopharma, Inc. STRO STRO-002 Ovarian Cancer I
Trial Announcement - 
Initiation Pivotal Trial to Start

Sutro announced they plan to initiate a pivotal trial for STRO-
002 for the treatment of ovarian cancer before the end of 
2022.

07/01/2022 12/31/2022 Sutro Biopharma, Inc. STRO STRO-002 Ovarian Cancer I
Trial Data - Updated 
Results Phase I - Updated Results

Sutro announced they anticipate dose-expansion data with 
durability for STRO-002 at a scientific meeting in the second 
half of 2022.

07/01/2022 12/31/2022 Sutro Biopharma, Inc. STRO STRO-002
Non-Small Cell Lung Cancer 
(NSCLC) Preclinical

Trial Announcement - 
Initiation Clinical Trials to Start

Sutro announced they plan to initiate clinical trials for STRO-
002 in NSCLC and other non-gynecologic solid tumors in the 
second half of 2022.

07/01/2021-
12/31/2021

Sutro Biopharma, Inc. STRO STRO-001 Hematologic Cancer I
Trial Announcement - 
Other

Dose Expansion Cohort to 
Initiate

Sutro plans to initiate dose-expansion of its Phase I study of 
STRO-001 in lymphomas and multiple myeloma in the 
second half of 2021.

07/01/2021-
12/31/2021

Sutro Biopharma, Inc. STRO STRO-001 Multiple Myeloma (MM) I
Trial Announcement - 
Other

Dose Expansion Cohort to 
Initiate

Sutro plans to initiate dose-expansion of its Phase I study of 
STRO-001 in lymphomas and multiple myeloma in the 
second half of 2021.

07/01/2021-
12/31/2021

Sutro Biopharma, Inc. STRO STRO-002 Ovarian Cancer I
Trial Data - Updated 
Results

Phase I - Updated Results 
(Initial Dose-Expansion Data)

Sutro anticipates initial dose-expansion data from the Phase 
I study of STRO-002 in ovarian cancer in the first half of 
2021.

09/01/2021-
12/31/2021

Sutro Biopharma, Inc. STRO STRO-002 Ovarian Cancer I
Trial Announcement - 
Initiation

Combination Study to Start
Sutro anticipates beginning a combination study of STRO-
002 for ovarian or endometrial cancers in late 2021.

Now-06/30/2021 Sutro Biopharma, Inc. STRO STRO-002 Ovarian Cancer I
Trial Data - Updated 
Results

Phase I - Updated Results
Sutro anticipates updated dose-escalation data from the 
Phase I study of STRO-002 in ovarian and endometrial 
cancers in the first half of 2021.

01/01/2022-
06/30/2021

Syros Pharmaceuticals, 
Inc.

SYRS SY-2101
Acute Myelogenous Leukemia 
(AML)

I
Trial Data - Top-Line 
Results

Dose Confirmation Study - Top-
Line Results

Syros Pharmaceuticals announced confirmatory dose/PK 
data for SY-2101 is expected in the first half of 2022.

01/01/2022-
12/31/2022

Syros Pharmaceuticals, 
Inc.

SYRS SY-1425
Acute Myelogenous Leukemia 
(AML)

II
Trial Data - Top-Line 
Results

Phase II RARA+, 1st Line - Top-
Line Results

Syros Pharmaceuticals announced initial data from the 
Phase II trial in ND unfit AML is expected in 2022.

01/01/2024-
12/31/2024

Syros Pharmaceuticals, 
Inc.

SYRS SY-1425
Myelodysplastic Syndrome 
(MDS)

II
Regulatory - NDA/BLA 
Filing

NDA Filing
Syros Pharmaceuticals are planning for a potential NDA 
filing of SY-1425 in ND HR-MDS in 2024.

07/01/2021-
12/31/2021

Syros Pharmaceuticals, 
Inc.

SYRS SY-5609 Solid Tumors I
Trial Announcement - 
Initiation

Phase I - Expansion Portion
Syros announced that company expects to initiate 
expansion portion of Phase I trial in the second half of 2021.

04/01/2022 09/30/2022
Takeda Pharmaceutical 
Co. Ltd. TAK DNL593 Dementia IND

Trial Announcement - 
Initiation Clinical Trials to Start

Denali announced the company submitted a clinical trial 
application (CTA) in the United Kingdom and, pending its 
acceptance, will initiate first-in-human clinical trials of 
DNL593 in mid-2022. 

04/01/2022 03/31/2023
Takeda Pharmaceutical 
Co. Ltd. TAK TAK-755

Thrombotic Thrombocytopenic 
Purpura (TTP) III

Trial Announcement - 
Initiation Pivotal Study to Start

Takeda announced they plan to initiate a pivotal study for 
TAK-755 for iTTP in FY2022.

04/01/2022 03/31/2023
Takeda Pharmaceutical 
Co. Ltd. TAK TAK-861 Sleep Apnea I

Trial Announcement - 
Initiation

Phase II POC NT1 - Trial to 
Start

Takeda announced they plan to initiate a Phase II proof of 
concept study in FY22.

Now-03/31/2021
Takeda Pharmaceutical 
Co. Ltd.

TAK CoVIg-19 COVID-19 Treatment III
Trial Data - Top-Line 
Results

Phase III INSIGHT 013 - Top-
Line Results 

Takeda expects Phase III readout for the CoVIg-19 trial 
during Q4FY20.

09/30/2022-
03/31/2023

Takeda Pharmaceutical 
Co. Ltd.

TAK SHP611
Metachromatic 
Leukodystrophy

I/II
Trial Announcement - 
Initiation

Phase II Embolden - Top-Line 
Results

Takeda expects Phase II readout for the study of TAK-611 
for the treatment of metachromatic leukodystrophy in 
H2FY22.

09/30/2021-
03/31/2022

Takeda Pharmaceutical 
Co. Ltd.

TAK TAK-994 Narcolepsy I
Trial Announcement - 
Initiation

Pivotal Trial to Start
Takeda expects to initiate a pivotal study of TAK-994 for 
narcolepsy in H2FY21.

04/01/2022-
03/31/2023

Takeda Pharmaceutical 
Co. Ltd.

TAK TAK-788
Non-Small Cell Lung Cancer 
(NSCLC)

III
Trial Data - Top-Line 
Results

Phase III EXCLAIM-2 - Top-Line 
Results

Takeda expects top-line results from EXCLAIM-2 in FY2022.

04/01/2022 09/30/2022 Talaris Therapeutics, Inc. FCR001 Kidney Transplant Rejection III
Trial Data - Updated 
Results

Phase III FREEDOM-1 - 
Updated Results

Talaris announced the company expects the next update on 
the FREEDOM-1 trial of FCR001 for LDKT in mid-2022.

07/01/2021-
12/31/2021

Talaris Therapeutics, Inc. FCR001 Kidney Transplant Rejection III
Trial Announcement - 
Initiation

Phase II FREEDOM-2 - Trial 
Initiation

Talaris expects to initiate the Phase II FREEDOM-2 study of 
FCR001 in the second half of 2021.

01/13/2022 12/31/2022
Taysha Gene Therapies, 
Inc. TSHA TSHA-102 Rett Syndrome Preclinical

Trial Data - Top-Line 
Results Phase I/II - Topline Results

Taysha Gene Therapies announced prelimilary clinical data 
for TSHA-102 in Retts Syndrome is expected in 2022.

01/13/2022 06/30/2022 TCR² Therapeutics Inc. TCRR TC-510 Solid Tumors Preclinical
Trial Announcement - 
Initiation Phase I - Study To Start

TCR2 Therapeutics has announced that a Phase I study of TC-
510 is expected in the first half of 2022.

01/13/2022 06/30/2022 TCR² Therapeutics Inc. TCRR gavo-cel Solid Tumors I/II
Trial Data - Updated 
Results

Phase I/II Mesothelin-
Expressing - Updated Phase I 
Results

TCRR Therapeutics has annoucned that a Phase I data 
summary is expected to be released in the first half of 2022.

07/01/2022 12/31/2022 TCR² Therapeutics Inc. TCRR gavo-cel Solid Tumors I/II
Trial Data - Updated 
Results

Phase I/II Mesothelin-
Expressing - Updated Phase II 
Results

TCRR Therapeutics has annoucned that a Phase II data 
summary is expected to be released in the first half of 2022.

07/01/2022 12/31/2022 TCR² Therapeutics Inc. TCRR TC-510 Solid Tumors Preclinical
Trial Data - Top-Line 
Results Phase I - Top-Line Results

TCR2 Therapeutics has announced that results from a  
Phase I study of TC-510 is expected in the second half of 
2022.

01/01/2022-
12/31/2022

TCR² Therapeutics Inc. TCRR TC-210 Solid Tumors I/II
Trial Announcement - 
Initiation

Registrational Trial to Start
TCR2 Therapeutics plans to initiate a registrational study of 
TC-210 in 2022.

Now-12/31/2021 TCR² Therapeutics Inc. TCRR TC-510 Solid Tumors Preclinical Regulatory - IND Filing IND Filing TCR2 plans to file an IND for TC-510 in 2021.

01/01/2022-
06/30/2022

Tempest Therapeutics, 
Inc.

TPST-1495 Solid Tumors I
Trial Data - Top-Line 
Results

Phase I - Top-Line Results
Tempest expects to have monotherapy dose expansion data 
at the recommended Phase II dose level in the first half of 
2022.

07/01/2021-
12/31/2021

Tempest Therapeutics, 
Inc.

TPST-1120 Solid Tumors I
Trial Data - Updated 
Results

Phase I - Updated Results
Tempest expects to have monotherapy expansion data at 
the recommended Phase II dosage in patients with 
cholangiocarcinoma in the second half of 2021.

07/01/2022-
12/31/2022

Tempest Therapeutics, 
Inc.

TPST-1120 Solid Tumors I
Trial Data - Updated 
Results

Phase I - Updated Results
Tempest expects to have data of TPST-1120 in combination 
with an PD-1 inhibitor at the recommended Phase II dose in 
the second half of 2022.

Now-06/30/2021
Tempest Therapeutics, 
Inc.

TPST-1120 Solid Tumors I
Trial Data - Top-Line 
Results

Phase I - Dose Escalation Data
Tempest Therapeutics expects to reach the recommended 
Phase II dose and present dose escalation data in the first 
half of 2021.

01/13/2022 06/30/2022
Terns Pharmaceuticals, 
Inc. TERN TERN-501

Non-Alcoholic Steatohepatitis 
(NASH) I

Trial Announcement - 
Initiation

Clinical Trial to Start - 
Combination (w/TERN-101)

Terns announced the company is initiation a Phase IIa 
combination trial for the company&#39;s TERN-101 and 
TERN-501 programs in the first half of 2022.
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01/13/2022 06/30/2022
Terns Pharmaceuticals, 
Inc. TERN TRN-000632

Chronic Myelogenous Leukemia 
(CML) Preclinical

Regulatory - IND/CTA 
Filing (Emerging Markets) IND Filing (China)

Terns announced an IND submission in China for the BCR-
ABL allosteric inhibitor in CML is an upcoming milestone. As 
such, we await an update in the time frame above.

01/01/2022-
03/31/2022

TG Therapeutics, Inc. TGTX TG-1303
Chronic Lymphocytic Leukemia 
(CLL)/Small Cell Lymphocytic 
Lymphoma (SLL) - NHL

BLA
Trial Data - Top-Line 
Results

Phase IIb ULTRA-V - Top-Line 
Results

TG Therapeutics announced that the primary endpoint of 
the Phase IIb ULTRA-V trial evaluating TG-1303 for the 
treatment of chronic lymphocytic leukemia (CLL) will be at 
12 months. The company anticipates data around this time 
in 2022. As such we await an update on the top-line results 
in the time frame above.

Now-12/31/2021 Tizona Therapeutics, Inc. TTX-030 Cancer I
Trial Data - Top-Line 
Results

Phase I/II - Top-Line Results
AbbVie expects data from the Phase I TTX-030 study in 
2021.

Now-06/30/2021
Turning Point 
Therapeutics Inc.

TPTX Repotrectinib
Non-Small Cell Lung Cancer 
(NSCLC)

I/II
Trial Announcement - 
Other

Phase II Chinese Enrollment
Zai labs expects to enroll the first Chinese patient into the 
global TRIDENT-1 trial in the first half of 2021.

07/01/2022 09/30/2022 UCB S.A. UCB Rozanolixizumab Myasthenia Gravis (MG) III
Regulatory - NDA/BLA 
Filing NDA Filing

UCB expects to submit rozanolixizumab for regulatory 
approval in the third quarter of 2022.

07/01/2022 09/30/2022 UCB S.A. UCB Rozanolixizumab Myasthenia Gravis (MG) III
Regulatory - MAA 
Submission (Europe) MAA Submission

UCB expects to submit rozanolixizumab for regulatory 
approval in the third quarter of 2022.

04/01/2021-
09/30/2021

UCB S.A. UCB UCB0107 Alzheimer's Disease (AD) Preclinical
Trial Announcement - 
Initiation

Phase II - Clinical Trial to Start
UCB announced that the company plans to initiate a Phase 
II clinical trial of UCB0107 during mid-2021.

07/01/2022 12/31/2022
Ultragenyx 
Pharmaceutical Inc. RARE UX053 Glycogen Storage Disease (GSD) II

Trial Data - Top-Line 
Results

Phase I/II - GSD III - Topline 
Results

Ultragenyx anticipates topline data for the Phase I/II GSD III 
trial of UX053 in glycogen storage disease in the second half 
of 2022.

07/01/2022 12/31/2022
Ultragenyx 
Pharmaceutical Inc. RARE UX143 Osteogenesis Imperfecta (OI) IIb

Trial Announcement - 
Initiation

Phase II Patients under 5 - Trial 
to Start

Ultragenyx expects to launch a Phase II study of UX143 in 
patients aged 5 and younger for osteogenesis imperfecta in 
the second half of 2022. 

07/01/2021-
12/31/2021

Ultragenyx 
Pharmaceutical Inc.

RARE UX053 Glycogen Storage Disease (GSD) Preclinical
Trial Announcement - 
Initiation

Phase I/II - Trial to Start
Ultragenyx plans to initiate a Phase I/II study of UX053 for 
the treatment of GSDIII (Debrancher deficiency) in the 
second half of 2021.

Now-12/31/2021
United Therapeutics 
Corporation

UTHR RemUnity System
Pulmonary Arterial 
Hypertension (PAH) and 
Pulmonary Hypertension (PH)

Approved
Progress Update - 
Product Launch

Commercial launch
United Therapeutics announced it anticipates the 
commercial launch of of its FDA-cleared Remunity for PAH.

Now-12/31/2021
United Therapeutics 
Corporation

UTHR Tyvaso
Pulmonary Arterial 
Hypertension (PAH) and 
Pulmonary Hypertension (PH)

Approved
Regulatory - sNDA/sBLA 
Filing

sNDA Filing

United Therapeutics expects to file a New Drug Application 
with the FDA for Tyvaso Inhalation System for Pulmonary 
Arterial Hypertension as well as Pulmonary Hypertension 
associated with Lung Disease..

Now-06/30/2021 UroGen Pharma, Ltd. URGN VesiGel Bladder Cancer III
Trial Data - Published 
Results

Phase IIb - Published Results
Urogen announced they anticipate a potential publication 
of Phase IIb results from their UGN-102 study for bladder 
cancer in the first half of 2021.

04/01/2021-
09/30/2021

Vaxxinity, Inc. UB-612 COVID-19 Prevention
Development 
Outside U.S.

Regulatory - Progress 
Update

EUA Submission
Vaxxinity hopes to file a Emergency Use Authorization for 
UB-612 for COVID-19 in mid-2021.

Now-01/31/2021 Vaxxinity, Inc. UB-612 COVID-19 Prevention
Development 
Outside U.S.

Trial Data - Top-Line 
Results

Phase I Taiwan - Top-Line 
Results

Vaxxinity expects to read out data from its Phase I study of 
UB-612 in Taiwan in January 2021.

Now-03/31/2021 Vaxxinity, Inc. UB-612 COVID-19 Prevention
Development 
Outside U.S.

Trial Announcement - 
Initiation

Global Phase II/III Trial to Start
Vaxxinity expects to initiate a global Phase II/III trial of UB-
612 along with its partners UNMC Aurobindo DASA and 
Maersk for COVID-19 in the first quarter of 2021.

Now-12/31/2021 Vaxxinity, Inc. UB-313 Migraine and Other Headaches Preclinical Regulatory - IND Filing IND Filing
Vaxxinity expects to file an IND for its UB-313 vaccine for 
migraines in 2021.

Now-06/30/2021 VBI Vaccines Inc. VBIV VBI-2601
Hepatitis B (HBV) Treatment 
(Antiviral)

Development 
Outside U.S.

Trial Announcement - 
Initiation

Phase II w/VIR-2218 to Start
Vir Biotechnology expects to start a Phase II study of VIR-
2218 in combination with BRII-179 for HBV in the first half 
of 2021.

01/11/2022 12/31/2022 Vedanta Biosciences, Inc. VE202
Inflammatory Bowel Disease 
(IBD) I

Trial Announcement - 
Initiation Phase II - Study To Start

Puretech has announced that a Phase II trial of VE202 is 
expected in irritable bowel disease in 2022.

04/01/2022 09/30/2022 Vera Therapeutics, Inc. VERA Atacicept
Immunoglobulin A (IgA) 
Nephropathy (Berger's Disease) II

Trial Announcement - 
Patient Enrollment 
Completed

Phase IIb ORIGIN - Patient 
Enrollment Completed

Vera announced the company plans for the Phase IIb 
ORIGIN IgAN study of atacicept to be fully enrolled in mid 
2022.

04/01/2022 09/30/2022 Vera Therapeutics, Inc. VERA MAU868 Antiviral - Other Treatments II
Trial Data - Top-Line 
Results Phase II - Top-Line Results

Vera announced Phase II results of MAU868 for BK virus 
nephropathy is expected in mid-2022, targeting a medical 
conference.

10/01/2022 12/31/2022 Vera Therapeutics, Inc. VERA Atacicept
Immunoglobulin A (IgA) 
Nephropathy (Berger's Disease) II

Trial Data - Top-Line 
Results Phase IIb - Top-Line Results

Vera announced the company is conducting a Phase IIb trial 
of atacicept for IgAN with primary endpoint data expected 
in the fourth quarter of 2022.

08/01/2021-
10/31/2021

Vertex Pharmaceuticals 
Incorporated

VRTX Trikafta Cystic Fibrosis (CF) Approved
Regulatory - PDUFA for 
sNDA/sBLA

PDUFA for sNDA - First Review 
(Ages 6-11)

Vertex Pharmaceuticals lists that in 2020 they submitted a 
sNDA filing to the U.S. Food and Drug Administration (FDA) 
to expand the eligibility for Trikafta 
(elexacaftor/tezacaftor/ivacaftor and ivacaftor) in cystic 
fibrosis (CF) patients aged 6 to 11. We assume the filing took 
place in the fourth quarter of 2020. Based on a standard 10-
month supplemental NDA filing under PDUFA VI guidelines 
the PDUFA decision should occur in the time frame listed 
above.

Now-12/31/2021
Vertex Pharmaceuticals 
Incorporated

VRTX Trikafta Cystic Fibrosis (CF) Approved
Progress Update - 
Product Launch (U.S.)

Product Launch (U.S.) - Rare 
Mutations

Vertex Pharmaceuticals lists that they plan to launch 
Trikafta in rare mutations associated with cystic fibrosis in 
2021.

Now-12/31/2021
Vertex Pharmaceuticals 
Incorporated

VRTX Trikafta Cystic Fibrosis (CF) Approved
Trial Announcement - 
Patient Enrollment 
Completed

Phase III Ages 2-5 - Patient 
Enrollment Completed

Vertex Pharmaceuticals lists that they expect to complete 
enrollment in the Phase III study of Trikafta in cystic fibrosis 
patients aged 2 through 5 in 2021.

07/01/2022 12/31/2022 Verve Therapeutics, Inc. VERV VERVE-101
Dyslipidemia / 
Hypercholesterolemia Preclinical

Regulatory - IND/CTA 
Filing CTA/IND Submission

Verve Therapeutics announced the company anticipates a 
clinical trial application (CTA) and investigational new drug 
(IND) submission in the second half of 2022.

01/01/2022-
12/31/2022

Viatris Inc. VTRS Biosimilar Botox (Mylan) Wrinkles Preclinical Regulatory - IND Filing IND Filing
Revance Therapeutics announced that the company 
anticipates filing an IND application for a botox biosimilar to 
the FDA in 2022.

07/01/2021-
12/31/2021

Vifor Pharma Group VIFN VIT-2763 Thalassemia II
Trial Data - Top-Line 
Results

Phase II - Top-Line Results
Vifor Pharma expects the Phase II study of VIT-2763 in beta 
thalassemia to readout in the second half of 2021.

01/01/2022 06/30/2022 Vir Biotechnology, Inc. VIR VIR-3434
Hepatitis B (HBV) Treatment 
(Antiviral)

Development 
Outside U.S.

Trial Data - Updated 
Results Phase I - Updated Results

Vir announced they expect additional results from their 
Phase I study of VIR-3434 for the treatment of Hepatitis B in 
the first half of 2022.

07/01/2022 12/31/2022 Vir Biotechnology, Inc. VIR VIR-2482 Influenza (excluding vaccines) I/II
Trial Announcement - 
Initiation Phase II - Trial to Start

Vir announced that VIR-2482 is expected to start Phase II in 
the second half of 2022.

04/01/2021-
06/30/2021

Vir Biotechnology, Inc. VIR VIR-7831 COVID-19 Treatment II/III
Trial Announcement - 
Initiation

Phase III COMET STAR to Start
Vir plans to initiate the Phase III COMET STAR study of the 
prophylaxis treatment of VIR-7831 for COVID-19 in the 
second quarter of 2021.

Now-03/31/2021 Vir Biotechnology, Inc. VIR VIR-7831 COVID-19 Treatment II/III
Trial Data - Top-Line 
Results

Phase III ACTIV-3 - Top-Line 
Results

Vir expects to have part 1 review data from the Phase III NIH 
study of VIR-7831 for COVID-19 is expected in the first 
quarter of 2021.
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07/01/2021-
12/31/2021

Vir Biotechnology, Inc. VIR VIR-1111 HIV / AIDS I
Trial Data - Top-Line 
Results

Phase I - Top-Line Results
Vir Biotechnology expects to have Phase I data on VIR-1111 
for HIV in the second half of 2021.

01/01/2023 12/31/2023
Xenon Pharmaceuticals, 
Inc. XENE NBI-921352 Partial Seizures (Epilepsy)

Development 
Outside U.S.

Trial Data - Top-Line 
Results

Phase II - Adult Focal Epilepsy - 
Top-Line Results

Neurocrine has announced that Phase II data is expected 
from NBI-921352 in focal onset seizures in 2023.

01/11/2022 12/31/2023 Y-mAbs Therapeutics Inc. YMAB GD2-SADA Solid Tumors Preclinical
Regulatory - IND/CTA 
Filing IND Filing

Y-mAbs Therapeutics announced it is preparing to file 
additional INDs for GD2-SADA in 2022 and 2023.

01/01/2022-
12/31/2022

Y-mAbs Therapeutics Inc. YMAB HER2-SADA Breast Cancer Preclinical Regulatory - IND Filing IND Filing
Y-mAbs Therapeutics expects an IND filing for HER2-SADA 
for the treatment of breast cancer in 2022.

01/01/2022-
12/31/2022

Y-mAbs Therapeutics Inc. YMAB GPA33-SADA Colorectal Cancer (CRC) Preclinical Regulatory - IND Filing IND Filing
Y-mAbs Therapeutics expects an IND filing for GPA33-SADA 
for the treatment of colon therapeutic in 2022.

Now-03/31/2021 Y-mAbs Therapeutics Inc. YMAB Nivatrotamab Neuroendocrine Tumors (NET) I/II
Trial Announcement - 
Initiation

Phase II 3L NB - Trial to Start
Y-mAbs Therapeutics expects to initiate a Phase II study of 
Nivatrotamab in 3L NB in the first quarter of 2021.

Now-03/31/2021 Y-mAbs Therapeutics Inc. YMAB Nivatrotamab Neuroendocrine Tumors (NET) I/II
Trial Announcement - 
Initiation

Phase II Osteosarcoma - Trial 
to Start

Y-mAbs Therapeutics expects to initiate a Phase II study of 
Nivatrotamab in osteosarcoma in the first quarter of 2021.

01/01/2022-
12/31/2022

Y-mAbs Therapeutics Inc. YMAB B7-H3-SADA Prostate Cancer Preclinical Regulatory - IND Filing IND Filing
Y-mAbs Therapeutics expects an IND filing for B7-H3-SADA 
for the treatment of prostate cancer  in 2022.

01/01/2022-
12/31/2022

Y-mAbs Therapeutics Inc. YMAB GD2-SADA Solid Tumors Preclinical Regulatory - IND Filing IND Filing
Y-mAbs Therapeutics expects an IND filing for GD2-SADA for 
the treatment of GD2 positive solid tumor in 2022.

07/01/2022 12/31/2022 Zai Lab Ltd. ZLAB ZL-1102 Psoriasis
Development 
Outside U.S.

Trial Announcement - 
Initiation Phase II - Trial to Start

Zai Lab announced that it expects to initiate a Phase II trial 
for ZL-1102 for the treatment of chronic plaque psoriasis in 
the second half of 2022. 

07/01/2021-
12/31/2021

Ziopharm Oncology, Inc. ZIOP
Sleeping Beauty CAR-T 
Program (Ziopharm/Eden 
Biocell)

Cancer Preclinical
Trial Data - Top-Line 
Results

Phase I Taiwan Trial - Top-Line 
Results

Ziopharm expects to have preliminary Phase I data from its 
Taiwan trial of CD19 CAR-T RPM Autologous program in the 
second half of 2021.

Now-06/30/2021 Ziopharm Oncology, Inc. ZIOP
Sleeping Beauty CAR-T 
Program (Ziopharm/Eden 
Biocell)

Cancer Preclinical
Trial Announcement - 
Initiation

Phase I Taiwan Trial to Start
Ziopharm expects to initiate a Phase I study of its CD19 CAR-
T RPM Autologous therapy for hematologic malignancies in 
Taiwan in the first half of 2021.

01/01/2025-
12/31/2025

Zydus Cadila CDH Lipaglyn
Non-Alcoholic Steatohepatitis 
(NASH)

II
Regulatory - NDA/BLA 
Filing

NDA Filing
Zydus Cadila expects to file a NDA for saroglitazar in pre-
cirrhotic NASH in 2025.

01/01/2023-
12/31/2023

Zydus Cadila CDH Lipaglyn
Primary Biliary Cholangitis (PBC) 
and Hepatic Fibrosis

II
Regulatory - NDA/BLA 
Filing

NDA Filing
Zydus Cadila plans to submit a NDA for sarogliazar for PBC in 
the US given positive readout in 2023.

01/01/2022 06/30/2022 Zymeworks, Inc. ZYME Zanidatamab Breast Cancer II
Trial Data - Top-Line 
Results

Phase IIa w/Palbociclib + 
Fulvestrant - Top-Line Results

Zymeworks has announced that data from the Phase IIa trial 
of zanidatamab + Ibrance (anti-CDK4/6) + fulvestrant in 
HER2+ HR+ breast cancer is expected in the first half of 
2022.

01/01/2022 06/30/2022 Zymeworks, Inc. ZYME Zanidatamab Breast Cancer II
Trial Data - Top-Line 
Results

Phase Ib/II w/Chemo +/- 
Tislelizumab - Top-Line Results

Zymeworks has announced that top-line results from the 
Phase I/II trial of zanidatamab + docetaxel in HER2+ breast 
cancer is expected in the first half of 2022.

01/01/2022 06/30/2022 Zymeworks, Inc. ZYME Zanidatamab Gastric Cancer III
Trial Data - Top-Line 
Results

Phase II w/Tislelizumab - Top-
Line Results

Zymeworks has announced that results from the Phase II 
trial of zanidatamab + chemo + tislelizumab in HER2+ GEA is 
expected in the first half of 2022.

01/01/2022 12/31/2022 Zymeworks, Inc. ZYME ZW49 Cancer I
Trial Announcement - 
Trial Completion

Phase I ZWI-ZW49-101 - 
Expansion Cohort Completed

Zymeworks expects the completion of expansion cohorts in 
the Phase I ZWI-ZW49-101 trial in 2022.

Now-12/31/2021 Zymeworks, Inc. ZYME Zanidatamab Biliary Tract Cancer II
Trial Announcement - 
Patient Enrollment 
Completed

Phase IIb HER2-amplified - 
Patient Enrollment Complete 

Zyneworks expects to complete enrollment of the 
zanidatamab pivotal trial in HER2+ biliary tract cancer in 
2021.

1/27/2021 Zymeworks, Inc. ZYME ZW49 Cancer I
Progress Update - 
Development Review

Development Review
Zymeworks will be providing a clinical progress update for 
ZW49 by webcast on Wednesday January 27 2021.

04/01/2021-
09/30/2021

Zymeworks, Inc. ZYME Zanidatamab Gastric Cancer II
Trial Announcement - 
Initiation

Pivotal Trial to Start (1L HER2+ 
GEA)

Zymeworks announced clinical data from patients with 
refractory GEA treated with zanidatamab monotherapy as 
well as zanidatamab in combination with chemotherapy 
were updated and support plans to launch a second pivotal 
trial as 1st line treatment for advanced HER2-positive GEA 
in mid-2021 with partner BeiGene.
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01/13/2022 04/30/2022 AbbVie Inc. ABBV GLPG2737 Polycystic Kidney Disease
Development 
Outside U.S.

Trial Data - Top-Line 
Results

Phase II MANGROVE - Top-Line 
Results

Galapagos announced completion of recruitment in the 
MANGROVE Phase II trial with investigational CFTR inhibitor 
GLPG2737 in patients with autosomal dominant polycystic 
kidney disease (ADPKD). Galapagos expects topline results 
in the first half of 2023.

Galapagos announced that it expects top-line data from the 
Phase II trial of GLPG2737 in patients with autosomal 
dominant polycystic kidney disease (ADPKD) in early 2023. 

01/01/2022 06/30/2022 AbbVie Inc. ABBV ABBV-951 Parkinson's Disease (PD) III
Regulatory - NDA/BLA 
Filing NDA Filing

AbbVie announced a regulatory submission for ABBV-951 
for PD is expected in 2021.

AbbVie announced a regulatory submission for ABBV-951 
for Parkinson&#39;s Disease is expected in the first half of 
2022.

01/01/2022 06/30/2022 AbbVie Inc. ABBV Vraylar
Major Depressive Disorder 
(MDD) III

Regulatory - sNDA/sBLA 
Filing sNDA Filing

AbbVie expects regulatory submissions for Vraylar for 
aMDD in 2022.

AbbVie expects regulatory submissions for Vraylar as an 
adjunctive treatment of MDD in the first half of 2022.

01/13/2022 12/31/2022 AbbVie Inc. ABBV ABBV-2222 Cystic Fibrosis (CF) II
Trial Data - Top-Line 
Results

Phase II w/GLPG-3067 - Top-
Line Results

AbbVie announced that the company expects a data readout 
of its Phase II clinical trial of ABBV-3067 in combination with 
ABBV-2222 for the treatment of cystic fibrosis in 2021.

Galapagos announced that AbbVie expects top-line data for 
its Phase II clinical trial of ABBV-3067 in combination with 
ABBV-2222 for the treatment of cystic fibrosis in 2022, 

01/13/2022 12/31/2022 AbbVie Inc. ABBV GLPG3067 Cystic Fibrosis (CF) II
Trial Data - Top-Line 
Results

Phase II w/ABBV-2222 - Top-
Line Results

AbbVie announced that the company expects a data readout 
of its Phase II clinical trial of ABBV-3067 in combination with 
ABBV-2222 for the treatment of cystic fibrosis in 2021.

Galapagos announced that AbbVie expects top-line data for 
its Phase II clinical trial of ABBV-3067 in combination with 
ABBV-2222 for the treatment of cystic fibrosis in 2022, 

01/01/2022 12/31/2022 AbbVie Inc. ABBV Imbruvica

Chronic Lymphocytic Leukemia 
(CLL)/Small Cell Lymphocytic 
Lymphoma (SLL) - NHL Approved

Regulatory - 
Supplemental Filing 
(Europe) Supplemental European Filing

Johnson & Johnson announced they plan to submit for 
supplemental approval for Imbruvica for the treatment of 
frontline Chronic Lymphocytic Leukemia in combination
with venetoclax (fixed duration) in 2021.

AbbVie announced a regulatory submission for Imbruvica 
and Venclexta first line CLL is expected in 2022.

10/01/2022 12/31/2022
ACADIA Pharmaceuticals 
Inc. ACAD ACP-044

Osteoarthritis and 
Osteoarthritis Pain II

Trial Data - Top-Line 
Results

Phase II - Osteoarthritis study - 
Top-line Results

ACADIA expects the top-line results of Phase II study of ACP-
044 in chronic pain (osteoarthritis) in 2022.

ACADIA expects the top-line results of Phase II study of ACP-
044 in chronic pain (osteoarthritis) in the fourth quarter of 
2022.

07/01/2022 12/31/2022
Adrenas Therapeutics, 
Inc. BBP-631

Congenital Adrenal Hyperplasia 
(CAH) I/II

Trial Data - Top-Line 
Results

Phase I/II First-in-Human - Top-
Line Results

BridgeBio Pharma announced that IND enabling studies for 
BBP-631 are proceeding and the Company remains on track 
to initiate a first in human Phase I/II study and report initial 
data in 2021.

BridgeBio expects initial data from the Phase I/II study of 
BBP-631 in congenital adrenal hyperplasia in the second half 
of 2022.

04/01/2022 08/31/2022
Agios Pharmaceuticals, 
Inc. AGIO Mitapivat Pyruvate Kinase Deficiency NDA

Trial Announcement - 
Initiation

Phase III ACTIVATE-Kids - Trial 
To Start

Pyruvate kinase deficiency pivotal development plan for 
pediatric patients expected to be finalized by end of 2020 
and initiated in 2021.

Agios expects to initiate the Phase III ACTIVATE-kids and 
ACTIVATE-kidsT studies of mitapivat in not regularly 
transfused and regularly transfused pediatric patients with 
PK deficiency, respectively, in mid-2022.

01/21/2022 04/30/2022
AiCuris Anti-infective 
Cures GmbH AIC649 COVID-19 Treatment Preclinical

Trial Announcement - 
Initiation Phase II - Trial Initiation

AiCuris plans to initiate a trial of AIC649 for COVID-19 in the 
first quarter of 2021.

AiCuris has not provided an update on the Phase II trial 
initiation of AIC648 for the prevention of COVID-19. As such, 
we await an update in the time frame above.

07/01/2022 09/30/2022 Akero Therapeutics, Inc. AKRO Efruxifermin
Non-Alcoholic Steatohepatitis 
(NASH) II/III

Trial Data - Top-Line 
Results

Phase IIb HARMONY - Top-Line 
Results

Akero Therapeutics announced it has screened the first 
patients for its Phase IIb HARMONY study evaluating 
efruxifermin (EFX), the company's lead product candidate 
for the treatment of NASH. The company expects to dose 
patients beginning early in the second quarter of 2021 and 
to report topline results in the second half of 2022.

Akero announed they anticipate preliminary HARMONY 
results in the third quarter of 2022.

07/01/2022 09/30/2022 Aligos Therapeutics, Inc. ALGS ALG-125755
Hepatitis B (HBV) Treatment 
(Antiviral) Preclinical

Trial Announcement - 
Initiation Phase I - Trial to Start

Aligos Therapeutics announced that ALG-125755 has 
advanced into GLP toxicology studies and is on track to 
enter Phase I clinical trials in first half of 2022.

Aligos announced the company is on track to dose in the 
Phase I trial of ALG-125755 of HV in the third quarter of 
2022.

04/01/2022 09/30/2022
Allogene Therapeutics 
Inc. ALLO ALLO-501A

Diffuse Large B-Cell Lymphoma 
(DLBCL) - NHL I/II

Trial Announcement - 
Other

Phase I/II ALPHA2 - Phase II to 
Start

Allogene Therapeutics expects to begin the Phase II portion 
of Phase I/II ALPHA2 study evaluating ALLO-501A for the 
treatment for non-Hodgkin&#39;s lymphoma in 2021.

Allogene plans to initiate its pivotal Phase II trial of ALLO-
501A in relapsed/refractory Large B Cell Lymphoma (LBCL) 
mid-year 2022.

01/01/2022 06/30/2022 Allovir, Inc. ALVR Viralym-M Antiviral - Other Treatments III
Trial Data - Top-Line 
Results

Phase II BKV in KT - Top-Line 
Results

Allovir expects to have interim data from the Phase II trial of 
Viralym for the treatment of BKV in KT patients in 2021.

Allovir expects to have interim data from the Phase II trial of 
Viralym for the treatment of BKV in kidney transplant 
patients in the first half of 2022.

01/01/2022 06/30/2022 Allovir, Inc. ALVR ALVR107
Hepatitis B (HBV) Treatment 
(Antiviral) Preclinical

Regulatory - IND/CTA 
Filing IND Filing

Allovir plans to submit an IND application to the FDA for 
ALVR107 in the second half of 2021. 

Allovir plans to initiate a POC study for ALVR107 by end of 
2022. As such, we await an update on the IND filing in the 
first half of 2022.

01/11/2022 12/31/2022 ALX Oncology, Inc. ALXO ALX148 Gastric Cancer I
Trial Announcement - 
Initiation

Phase II/III ASPEN-06 - Trial to 
Start

ALX Oncology intends to initiate a randomized Phase II trial 
of trastuzumab and chemotherapy with and without ALX148 
for subjects with untreated HER2-positive gastric/GEJ 
cancer by the second half of 2021.

ALX Oncology announced that the Phase II/III ASPEN-06 
study is anticipated to initiate in 2022.

01/01/2023 12/31/2023 ALX Oncology, Inc. ALXO ALX148
Acute Myelogenous Leukemia 
(AML) I/II

Trial Data - Top-Line 
Results

Phase I ASPEN-05 - Top-Line 
Results

ALX Oncology plans to announce data from the Phase I 
clinical trial evaluating ALX148 in combination with 
standard of care in acute myeloid leukemia (AML) patients 
in the first quarter of 2022.

ALX Oncology plans to announce data from the Phase I 
clinical trial evaluating ALX148 in combination with 
standard of care in acute myeloid leukemia (AML) patients 
in 2023.

07/01/2022 12/31/2022 Amarin Corporation plc AMRN Vascepa Cardiovascular Disease Approved

Regulatory - Approval 
Decision (Emerging 
Markets)

Approval Decision (Hong 
Kong)

Amarin Corporation announced that its corporate partner in 
China, Edding, has progressed VASCEPA (icosapent ethyl) 
into commencement of the regulatory review processes in 
Mainland China and Hong Kong. In Hong Kong, on a 
separate track, the Hong Kong Department of Health is 
evaluating VASCEPA based on current approvals in the 
United States and Canada. The review process in Hong Kong 
is anticipated to conclude near the end of 2021.

Amarin has announced that the final regulatory actions on 
VASCEPA in Mainland China and in Hong Kong is expected in 
second half of 2022.

07/01/2022 12/31/2022 Amarin Corporation plc AMRN Vascepa Cardiovascular Disease Approved

Regulatory - Approval 
Decision (Emerging 
Markets) Approval Decision (China)

Amarin Corporation announced that its corporate partner in 
China, Edding, has progressed VASCEPA (icosapent ethyl) 
into commencement of the regulatory review processes in 
Mainland China and Hong Kong. In Mainland China, the 
Chinese National Medical Products Administration (NMPA) 
has accepted for review the new drug application (NDA) for 
VASCEPA. Edding currently anticipates receiving a decision 
in Mainland China near the end of 2021.

Amarin has announced the submission in China was 
accepted. The anticipated approval decision is due in the 
second half of 2022.

01/12/2022 06/30/2022 Amgen, Inc. AMGN CX-904 Cancer IND
Trial Announcement - 
Initiation Phase I - Trial to Start

CytomX expects a Phase I study of CX-904 for an undisclosed 
cancer indication to initiate in 2022.

CytomX Therapeutics announced that the U.S. Food and 
Drug Administration (FDA) has cleared the 
company&rsquo;s Investigational New Drug (IND) 
application for CX-904, an EGFRxCD3 T-cell-engaging 
bispecific antibody being co-developed by CytomX and 
Amgen. The company is ready to initiate the Phase I dose-
escalation study for CX-904. As such, we await an update in 
the first half of 2022.

01/01/2022 12/31/2022 Amgen, Inc. AMGN AMG 890
Dyslipidemia / 
Hypercholesterolemia II

Trial Data - Top-Line 
Results Phase II - Top-Line Results

Amgen announced that enrollment of a Phase II study of 
AMG 890 in patients with elevated lipoprotein(a) has 
completed, with data expected in the first half of 2022.

Amgen has announced that the Phase II data will be 
released in 2022.

01/13/2022 12/31/2022
Anavex Life Sciences 
Corp. AVXL ANAVEX 2-73 Parkinson's Disease (PD) II

Trial Announcement - 
Initiation

Imaging Focused PD - Trial To 
Start

Anavex announced that the initiation of ANAVEX 2-73 
imaging-focused Parkinson&rsquo;s disease clinical trial is 
expected in 2021.

Anavex announced that the initiation of ANAVEX 2-73 
imaging-focused Parkinson&rsquo;s disease clinical trial is 
expected in 2022.

01/13/2022 12/31/2022
Anavex Life Sciences 
Corp. AVXL ANAVEX 2-73 Fragile X Syndrome Preclinical

Trial Announcement - 
Initiation Phase II/III - Study To Start

Anavex announced that the initiation of pivotal Phase II/III 
Fragile X clinical trial is expected in 2021.

Anavex announced that the initiation of pivotal Phase II/III 
Fragile X clinical trial is expected in 2022.

01/01/2022 06/30/2022 Annexon, Inc. ANNX ANX-009 Lupus Nephritis I
Trial Announcement - 
Initiation Phase Ib Study to Start

Annexon plans to advance ANX009 into a Phase Ib study in 
Lupus Nephritis patients in early 2022. 

Annexon announced they plan to initiate their Phase Ib 
study of ANX009 for the treatment of lupus in the first half 
of 2022.

01/01/2022 12/31/2022 Annexon, Inc. ANNX ANX-005
Autoimmune Hemolytic Anemia 
(AIHA) II

Trial Data - Top-Line 
Results Phase II - Top-Line Results

Annexon expects to have top-line results from the Phase II 
trial of ANX-005 in patients with wAIHA in the second half of 
2021.

Annexon announced that Phase II enrollment is ongoing for 
the study investigating ANX-005 for the treatment of warm 
autoimmune hemolytic anemia. They expect data from this 
study in 2022.

01/01/2023 12/31/2023 Annexon, Inc. ANNX ANX-005
Amyotrophic Lateral Sclerosis 
(ALS) II

Trial Data - Top-Line 
Results Phase IIa - Top-Line Results

Annexon expects to have top-line results from the Phase IIa 
trial of ANX005 in patients with ALS in the second half of 
2021.

Annexon announced they anticipate data from their Phase II 
study of ANX005 in ALS in 2023.

01/01/2023 12/31/2023 Annexon, Inc. ANNX ANX-009 Lupus Nephritis I
Trial Data - Top-Line 
Results Phase Ib - Top-Line Results

Annexon Biosciences anticipates Phase II data of ANX-009 in 
autoimmune indications in 2022.

Annexon announced they anticipate proof of biology data 
from their Phase Ib study of ANX-009 for the treatment of 
lupus in 2023.

01/10/2022 03/31/2022 Antengene Corporation 06996 ATG-018 Solid Tumors Preclinical
Regulatory - IND/CTA 
Filing IND Filing (US)

Antengene announced that the company is targeting IND 
submissions for ATG-018 in Australia, United States and 
China by the end of 2021, or the beginning of 2022.

Antengene has announced that an IND submission for ATG-
018 is expected to be filed in the first quarter of 2022.

01/10/2022 03/31/2022 Antengene Corporation 06996 ATG-018 Solid Tumors Preclinical
Regulatory - IND/CTA 
Filing IND Filing (Australia)

Antengene announced that the company is targeting IND 
submissions for ATG-018 in Australia, United States and 
China by the end of 2021, or the beginning of 2022.

Antengene has announced that an IND submission for ATG-
018 is expected to be filed in the first quarter of 2022.

01/10/2022 03/31/2022 Antengene Corporation 06996 ATG-018 Solid Tumors Preclinical
Regulatory - IND/CTA 
Filing (Emerging Markets) IND Filing (China)

Antengene announced that the company is targeting IND 
submissions for ATG-018 in Australia, United States and 
China by the end of 2021, or the beginning of 2022.

Antengene has announced that an IND submission for ATG-
018 is expected to be filed in the first quarter of 2022.

Biomedtracker/Meddevicetracker JPM Updated Catalysts
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01/01/2023 03/31/2023 Antengene Corporation 06996 ATG-012 Solid Tumors Preclinical
Regulatory - IND/CTA 
Filing IND Filing

Antengene announced that ATG-012 is a combination agent 
with ATG-017 and ATG-101, is in late pre-clinical research 
stage, with IND submissions expected in Q3 2022.

Antengene has announced that ATG-012 is expecting an IND 
submission in the first quarter of 2023.

01/10/2022 03/31/2022
Apellis Pharmaceuticals, 
Inc. APLS Empaveli

C3 Glomerulopathy (C3G), 
including Dense Deposit 
Disease (DDD) and C3 
Glomerulonephritis (C3GN) II

Trial Announcement - 
Initiation Phase III - Trial to Start

Apellis plans to begin a Phase III study of pegcetacoplan for 
C3G / IC-MPGN in the first half of 2021 with reduction in 
proteinuria as its primary endpoint.

Apellis Pharmaceuticals announced that it expects to initiate 
the Phase III trial of empaveli in immune complex 
membranoproliferative glomerulonephritis (IC-MPGN) and 
C3 glomerulopathy (C3G) in the first quarter of 2022. 

01/10/2022 03/31/2022
Apellis Pharmaceuticals, 
Inc. APLS Empaveli

Transplant-Associated 
Thrombotic Microangiopathy 
(TA-TMA) Preclinical

Trial Announcement - 
Initiation Phase II - Trial to Start

Swedish Orphan Biovitrum (Sobi) and Apellis 
Pharmaceuticals announced that new registrational 
programmes for APL-2 in cold agglutinin disease (CAD) and 
haematopoietic stem cell transplantation-associated 
thrombotic microangiopathy (HSCT-TMA) are expected to 
start in 2021.

Apellis Pharmaceuticals announced that it expects to initiate 
its Phase II study in hematopoietic stem cell transplantation-
associated thrombotic microangiopathy (HSCT-TMA) in the 
first quarter of 2022. 

04/01/2022 06/30/2022
Apellis Pharmaceuticals, 
Inc. APLS Empaveli

Dry Age-Related Macular 
Degeneration (Dry 
AMD)/Geographic Atrophy 
(Ophthalmology) III

Regulatory - NDA/BLA 
Filing NDA Filing

Apellis Pharmaceuticals reported top-line results from the 
Phase III DERBY and OAKS studies evaluating intravitreal 
pegcetacoplan, an investigational targeted C3 therapy, in 
1,258 adults with geographic atrophy (GA) secondary to age-
related macular degeneration (AMD). Based on results from 
the studies, the company plans to submit a New Drug 
Application (NDA) for pegcetacoplan for GA to the U.S. Food 
and Drug Administration (FDA) in the first half of 2022.

Apellis Pharmaceuticals announced that it expects to submit 
an NDA for empaveli in the second quarter of 2022 and that 
it plans to request 6-month priority review. 

01/10/2022 06/30/2022
Apellis Pharmaceuticals, 
Inc. APLS Empaveli

Amyotrophic Lateral Sclerosis 
(ALS) II

Trial Announcement - 
Patient Enrollment 
Completed

Phase II MERIDIAN - Patient 
Enrollment Complete

Apellis plans on completing enrollment of the Phase II 
MERIDIAN study by the end of 2021.

Apellis Pharmaceuticals announced that it expects to 
complete enrollment for the Phase II MERIDIAN trial of 
empaveli for ALS in the first half of 2022. 

07/01/2022 12/31/2022
Apellis Pharmaceuticals, 
Inc. APLS APL-1030 Neurology - Other Preclinical

Regulatory - IND/CTA 
Filing IND Filing

Apellis is developing APL-1030 in neurodegeneration and 
anticipates an IND in the first half of 2022.

Apellis Pharmaceuticals announced that it expects to file an 
IND for APL-1030 in the second half of 2022. 

03/01/2022 06/30/2022 argenx N.V. ARGX Vyvgart
Immune Thrombocytopenic 
Purpura (ITP) III

Trial Data - Top-Line 
Results

Phase III ADVANCE - Top-line 
Results

argenx announced that topline data for the Phase III 
ADVANCE study of efgartigimod for the treatment of 
immune thrombocytopenia expected in first half of 2022.

Argenx has announced topline data is expected in the 
second quarter of 2022.

01/10/2022 06/30/2022 argenx N.V. ARGX Efgartigimod (SC) Myasthenia Gravis (MG) III
Trial Data - Top-Line 
Results

Phase III ADAPT-SC - Top-Line 
Results

Argenx has announced Topline data of subcutaneous (SC) 
efgartigimod for gMG in the Phase III ADAPT-SC trial is 
expected in first quarter of 2022.

Halozyme announced the readout on the Phase III data of 
efgartigimod SC with ENHANZE in MG is expected in the first 
half of 2022.

04/01/2022 06/30/2022 Ascendis Pharma A/S ASND Skytrofa
Short Stature / Growth 
Hormone Deficiency Approved

Trial Announcement - 
Patient Enrollment 
Completed

Phase III foresiGHt - Patient 
Enrollment Completed

Ascendis announced the company anticipates completion of 
enrollment in the Phase III foresiGHt trial of TransCon hGH 
in adult patients with GHD by late 2021 or early 2022.

Ascendis anticipates the completion of patient enrollment in 
the Phase III foresiGHt Trial of TransCon hGH in adult GHD in 
the second quarter of 2022. 

07/01/2022 09/30/2022 Ascendis Pharma A/S ASND TransCon TLR7/8 Agonist Solid Tumors I
Trial Data - Top-Line 
Results

Phase I TranscendIT-101 - Top-
Line Results

Ascendis announced initial monotherapy dose escalation 
results for TransCon TLR7/8 agonist for solid tumors are 
expected in the fourth quarter of 2021.

Ascendis anticipates topline monotherapy dose escalation 
and combo-therapy dose escalation data for TransCon 
TLR7/8 agonist for solid tumors are expected in the third 
quarter of 2022.

07/01/2022 12/31/2022 Astellas Pharma, Inc. 4503:JP Padcev Bladder Cancer Approved
Trial Data - Updated 
Results

Phase III EV -103 - Updated 
Results

Seagen announced that EV -103 Cohort K is testing the 
combination of PADCEV and KEYTRUDA as treatment for 
patients who are ineligible for Cisplatin therapy. The trial is 
intended to support an application for accelerated approval 
in the U.S., and the company expect to report top-line 
results in 2022.

Seagen announced the company expects data from the EV-
103 study of PADCEV for 1L mUC cis-ineligible patients in 
the second half of 2022.

04/01/2022 06/30/2022
Atara Biotherapeutics, 
Inc. ATRA ATA188 Multiple Sclerosis (MS) I/II

Trial Data - Top-Line 
Results Phase II - Interim Analysis

Atara announced plans to conduct a formal interim analysis 
in the first half of 2022, including efficacy and safety, to 
confirm current development strategy for a Phase II Study of 
ATA188.

Atara announced they are continuing to make progress 
enrolling the Phase II randomized, double-blind, placebo-
controlled dose-expansion EMBOLD study evaluating the 
efficacy and safety of ATA188 in patients with progressive 
MS. A formal interim analysis is planned for the second 
quarter of 2022.

04/01/2022 06/30/2022
Atara Biotherapeutics, 
Inc. ATRA Tabelecleucel Hematologic Cancer III

Regulatory - Rolling 
NDA/BLA Completion Rolling BLA Completion

Atara remains on track to initiate a BLA submission for 
patients with EBV+ PTLD by the end of 2020. The Company 
will continue engaging with the FDA as part of its rolling BLA 
and BTD status and expects to finalize the BLA submission in 
the third quarter of 2021.

Atara announced they plan to complete the Biologics 
License Application (BLA) submission for tab-cel for patients 
with EBV+ PTLD in the second quarter of 2022.

10/01/2022 12/31/2022
Atara Biotherapeutics, 
Inc. ATRA ATA3219 Hematologic Cancer I

Regulatory - IND/CTA 
Filing IND Filing

Atara Biotherapeutics has initiated IND-enabling studies for 
ATA3219 and anticipates filing an IND in 2021. Atara expects to submit an IND for ATA3219 for B-cell 

malignancies in the fourth quarter of 2022.

10/01/2022 12/31/2022
Atara Biotherapeutics, 
Inc. ATRA ATA3271 Solid Tumors Preclinical

Regulatory - IND/CTA 
Filing IND Filing

Atara announced that an ATA3271 IND Submission is 
expected in second to third quarter of 2022.

Atara announced they are continuing to make progress on 
IND-enabling studies for ATA3271 and expect an IND filing in 
the fourth quarter of 2022.

07/01/2022 12/31/2022
Atea Pharmaceuticals, 
Inc. AVIR AT-752

Dengue Fever - Vaccines and 
Treatments

Development 
Outside U.S.

Trial Data - Top-Line 
Results Phase II - Top-Line Results

Atea Pharmaceuticals plans to initiate a global Phase II proof-
of-concept trial and a human challenge study for AT-752 for 
dengue fever in the US during the first half of 2022. Atea 
expects to report results from these studies in late 2022.

Atea expects to report results from these studies in the 
second half of 2022.

01/01/2023 12/31/2023
Aurinia Pharmaceuticals 
Inc. AUPH AUR200 Autoimmune Disorders Preclinical

Regulatory - IND/CTA 
Filing IND Filing

Aurinia Pharmaceuticals announced  AUR200 is currently 
undergoing pre-clinical development with projected 
submission of an IND to the FDA by the end of 2022.

Aurinia Pharmaceuticals announced projected submission of 
an IND for AUR200 to the FDA is targeted for 2023.

01/01/2023 12/31/2023
Aurinia Pharmaceuticals 
Inc. AUPH AUR300 Autoimmune Disorders Preclinical

Trial Announcement - 
Initiation Clinical Trial to Start

Aurinia announced AUR300 will commence clinical 
development during the first half of 2023.

Aurinia plans to file an IND for AUR300 in 2023. We await 
the initiation of the study in the same timeframe.

01/01/2022 06/30/2022 Autolus Therapeutics plc AUTL AUTO8 Multiple Myeloma (MM) Preclinical
Trial Announcement - 
Initiation Phase I - Trial to Start

Autolus Therapeutics expects to initiate a Phase I trial of 
AUTO8 in multiple myeloma in the second half of 2020.

Autolus has announced theat Phase I trials are expected to 
be initiated in the first half of 2022 with AUTO6NG in 
Neuroblastoma and AUTO8 in Multiple Myeloma.

01/01/2022 06/30/2022 Autolus Therapeutics plc AUTL AUTO6NG Cancer Preclinical
Trial Announcement - 
Initiation Phase I - Trial to Start

Autolus Therapeutics expects to initiate a Phase I trial of 
AUTO6NG in neuroblastoma, melanoma, osteosarcoma and 
SCLC in the second half of 2020.

Autolus has announced theat Phase I trials are expected to 
be initiated in the first half of 2022 with AUTO6NG in 
Neuroblastoma and AUTO8 in Multiple Myeloma.

01/11/2022 04/30/2022
Bausch Health Companies 
Inc. BHC Jublia

Fungal Infections - Non-
Systemic Approved

Regulatory - Meeting 
with European Medicines 
Agency Meeting with EMA

Almirall and Kaken Pharmaceutical announced that the 
companies have entered into a license and distribution 
agreement in which Kaken grants Almirall the exclusive 
right for the development and commercialization of the 
topical formulation of efinaconazole in Europe. Almirall 
plans to have a pre-submission meeting with regulatory 
authorities within the year 2022, to prepare the approval of 
the product in Europe.

Almirall announced that pre-submission meetings with EU 
regulatory authorities is expected at the beginning of 2022.

04/01/2022 06/30/2022 BeiGene, Ltd. BGNE Brukinsa

Chronic Lymphocytic Leukemia 
(CLL)/Small Cell Lymphocytic 
Lymphoma (SLL) - NHL III

Trial Data - Updated 
Results

Phase III  ALPINE - Updated 
Results

BeiGene announced results from a planned interim analysis 
of the Phase III ALPINE trial comparing BRUKINSA 
(zanubrutinib) against ibrutinib in adults with relapsed or 
refractory (R/R) chronic lymphocytic leukemia (CLL) or small 
lymphocytic lymphoma (SLL). The study is ongoing, with pre-
specified endpoints of ORR and PFS to be evaluated at the 
planned final analysis expected in 2022. 

BeiGene announced the company anticipate updated results 
from the Phase III ALPINE trial in r/r CLL/SLL in the second 
quarter of 2022.

01/01/2022 12/31/2022 BeiGene, Ltd. BGNE Tislelizumab Esophageal Cancer BLA
Regulatory - MAA 
Submission (Europe) MAA Filing

Novartis announced that the company is on track to submit 
ex-China filings for tislelizumab in ESCC and NSCLC in 2021.

BeiGene announced that the company anticipates filing for 
approval of tislelizumab in 2022.

01/11/2022 06/30/2022 BioAtla, Inc. BCAB BA3011 Solid Tumors I/II
Trial Data - Top-Line 
Results Phase II - Top-Line Results

BioAtla has completed the Phase I dose escalation trial in 
advanced cancer patients, established a recommended 
Phase II dose and initiated dosing in a Phase II clinical trial in 
soft tissue and bone sarcoma. BioAtla has also initiated a 
Phase II clinical trial in PD-1 refractory NSCLC patients. 
Interim analysis for both trials is anticipated in 2021 and the 
complete registrational data set expected in 2022.

BioAtla expects topline data from the Phase II trial of BA-
3011 for NSCLC in the first half of 2022.

07/01/2022 12/31/2022 BioAtla, Inc. BCAB BA3021 Solid Tumors I/II
Trial Data - Top-Line 
Results Phase II - Top-Line Results

BioAtla has completed the dose escalation part of a Phase I 
clinical trial in patients with locally advanced unresectable 
or metastatic solid tumors who were refractory or resistant 
to standard therapies, established a recommended Phase II 
dose and initiated a Phase II clinical trial in PD-1 refractory 
melanoma and NSCLC with interim analysis anticipated in 
the second half of 2021 and the complete data set expected 
in 2022.

BioAtla anticipates topline data from the Phase II study of 
BA-3021 in melanoma and NSCLC in the second half of 2022. 

07/01/2022 12/31/2022 BioAtla, Inc. BCAB BA3182 Solid Tumors Preclinical
Regulatory - IND/CTA 
Filing IND Filing

BioAtla expects to submit an IND for EpCAM x CD3 in the 
first half of 2022. 

BioAtla expects to file an IND for the EpCAM &amp; CD3 
bispecific (BA-3182) for solid tumors in the second half of 
2022. 
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01/01/2023 12/31/2023 BioAtla, Inc. BCAB BA3011 Solid Tumors I/II Trial Data - Final Results Phase II - Registrational Data

BioAtla has completed the Phase I dose escalation trial in 
advanced cancer patients, established a recommended 
Phase II dose and initiated dosing in a Phase II clinical trial in 
soft tissue and bone sarcoma. BioAtla has also initiated a 
Phase II clinical trial in PD-1 refractory NSCLC patients. 
Interim analysis for both trials is anticipated in 2021 and the 
complete registrational data set expected in 2022.

BioAtla anticipates final data from the Phase II trial of BA-
3011 in sarcoma in 2023. 

01/10/2022 03/31/2022
Biohaven Pharmaceutical 
Holding Company Ltd. BHVN Nurtec ODT Migraine and Other Headaches Approved

Regulatory - Approval 
Decision (Europe) European Approval Decision

Biohaven announced the company submitted the marketing 
authorization application (MAA) for rimegepant dual 
activity, inclusive of acute and prevention of migraine in the 
first quarter of 2021. The submission has been validated by 
the European Medicines Agency and the EU procedure has 
been initiated. If approved, Vydura will be the commercial 
name for Rimegepant in the EU. Based on an internal 
analysis of the centralized European approval procedure, we 
estimate the European marketing authorization for this drug 
for this indication will be granted in approximately 11-17 
months.

Royalty Pharma announced that the Vydura (rimegepant) 
EMA decision for dual acting migraine is expected in the first 
half of 2022.

01/09/2022 06/30/2022
BioMarin Pharmaceutical 
Inc. BMRN Roctavian Hemophilia A III

Regulatory - CHMP 
(European Panel) Results CHMP Opinion

BioMarin Pharmaceutical announced that the company 
resubmitted a Marketing Authorization Application (MAA) 
to the European Medicines Agency (EMA) for its 
investigational gene therapy, valoctocogene roxaparvovec, 
for adults with severe hemophilia A. Based on an internal 
analysis of the centralized European accelerated approval 
procedure, we estimate the European marketing 
authorization for this drug for this indication will be granted 
in approximately 8-10 months. As the approval decision is 
normally issued 67 days from adoption of a positive 
Committee for Medicinal Products for Human Use (CHMP) 
opinion, we then estimate the CHMP opinion to occur 
between December 2021 and February 2022.

BioMarin Pharmaceutical announced that the European 
Medicines Agency (EMA) validated BioMarin&#39;s 
resubmission of a Marketing Authorization Application 
(MAA) and a Committee for Medicinal Products for Human 
Use (CHMP) and Committee for Advanced Therapies (CAT) 
opinion for Roctavian is anticipated in the first half of 2022.

01/01/2022 06/30/2022 BioXcel Therapeutics, Inc. BTAI BXCL701 Solid Tumors II
Trial Data - Top-Line 
Results Phase II - Updated Results

Bioxcel announced they plan to have an efficacy data read 
out for their Phase II study of BXCL701 for the treatment of 
solid hot tumors in mid-2021. 

BioXcel announced they anticipate an efficacy data readout 
for their Phase II open-label basket trial of BXCL701 and 
Keytruda led by MD Anderson Cancer for the treatment of 
hot solid tumors in the first half of 2022.

04/01/2022 06/30/2022 Blade Therapeutics, Inc Cudetaxestat
Idiopathic Pulmonary Fibrosis 
(IPF) I

Trial Announcement - 
Initiation Phase II - Trial Initiation

Blade Therapeutics expects to initiate a Phase II trial of BLD-
0409 by the end of 2021.

Blade plans to start a Phase II clinical study of cudetaxestat 
in patients with IPF in the second quarter of 2022.

08/19/2022 08/19/2022 bluebird bio BLUE Zynteglo Thalassemia BLA

Regulatory - 
PDUFA/Approval Decision 
(US) PDUFA for BLA - First Review

bluebird bio announced it has completed the rolling 
submission of its Biologics License Application (BLA) to the 
U.S. Food and Drug Administration (FDA) for betibeglogene 
autotemcel (beti-cel) gene therapy in adult, adolescent and 
pediatric patients with &beta;-thalassemia who require 
regular red blood cell (RBC) transfusions, across all 
genotypes. Assuming a priority 8-month original BLA filing 
under PDUFA VI guidelines, the PDUFA decision should 
occur on May 21, 2022. As this date falls on a weekend, we 
expect the PDUFA decision on the Friday before. 

bluebird bio announced that the US Food and Drug 
Administration (FDA) has extended the review period for the 
biologics licensing applications (BLA) for its lentiviral vector 
gene therapies &ndash; betibeglogene autotemcel (beti-cel) 
for &beta;-thalassemia and elivaldogene autotemcel (eli-
cel) for cerebral adrenoleukodystrophy (CALD). The revised 
PDUFA goal dates for beti-cel and eli-cel are August 19, 
2022 and September 16, 2022, respectively.

09/16/2022 09/16/2022 bluebird bio BLUE Lenti-D Adrenoleukodystrophy BLA

Regulatory - 
PDUFA/Approval Decision 
(US) PDUFA Approval

Bluebird bio announced that the U.S. Food and Drug 
Administration (FDA) has accepted for priority review the 
Biologics License Application (BLA) for elivaldogene 
autotemcel (eli-cel, Lenti-D), the company&rsquo;s gene 
therapy for cerebral adrenoleukodystrophy (CALD) in 
patients less than 18 years of age. The agency set a 
Prescription Drug User Fee Act (PDUFA) goal date of June 
17, 2022.

bluebird bio announced that the US Food and Drug 
Administration (FDA) has extended the review period for the 
biologics licensing applications (BLA) for its lentiviral vector 
gene therapies &ndash; betibeglogene autotemcel (beti-cel) 
for &beta;-thalassemia and elivaldogene autotemcel (eli-
cel) for cerebral adrenoleukodystrophy (CALD). The revised 
PDUFA goal dates for beti-cel and eli-cel are August 19, 
2022 and September 16, 2022, respectively.

01/01/2023 03/31/2023 bluebird bio BLUE Zynteglo Sickle Cell Anemia III
Regulatory - NDA/BLA 
Filing BLA Filing

bluebird bio announced they expected US approval of 
LentiGlobin in Sickle Cell Anemia in 2022. As such, we 
expect an BLA filing in 2021.

bluebird continues to evaluate the potential impact on the 
ongoing partial clinical hold of lovel-cel for patients under 
the age of 18 for SCD. The BLA is currently aimed for the 
first quarter of 2023 for the submission of the BLA.

01/01/2022 06/30/2022 BridgeBio Pharma, Inc. BBIO BBP-418 Muscular Dystrophy II
Trial Data - Top-Line 
Results

Phase II LGMD2i - Top-Line 
Results

BridgeBio Pharma anticipates announcing top-line data 
from the Phase II clinical trial of BBP-418 for the treatment 
of Limb Girdle Muscular Dystrophy type 2i, or LGDM2i in 
2022.

BridgeBio Pharma anticipates announcing top-line data 
from the Phase II clinical trial of BBP-418 for the treatment 
of Limb Girdle Muscular Dystrophy type 2i, or LGDM2i in the 
first half of 2022.

01/01/2022 06/30/2022 BridgeBio Pharma, Inc. BBIO PTR-01 Epidermolysis Bullosa I/II
Trial Data - Updated 
Results Phase I/II 001 - Updated Data

BrdigeBio Pharma announced that it expects updated data 
from the Phase I/II clinical trial of BBP-589 for the treatment 
of recessive dystrophic epidermolysis bullosa in 2021.

BridgeBio Pharma expects data from its Phase II study of its 
COL7 replacement for RDEB in first half of 2022.

04/01/2022 09/30/2022 BridgeBio Pharma, Inc. BBIO Truseltiq Achondroplasia II
Trial Data - Top-Line 
Results

Phase II PROPEL2 - Top-Line 
Results

BridgeBio has begun enrolling patients in the Phase II lead-in 
study of infigratibib for achondroplasia. The Company 
expects to complete enrollment of 40 patients in 2020 with 
PoC clinical data in 2021.

BridgeBio Pharma announced initial data from the ongoing 
Phase II PROPEL dose ranging study of infigratinib for 
achondroplasia is expected in the mid 2022.

04/01/2023 09/30/2023 BridgeBio Pharma, Inc. BBIO AG10

Transthyretin Amyloid 
Cardiomyopathy (ATTR-CM, 
Wild Type Or Hereditary) III

Trial Data - Updated 
Results

Phase III ATTRibute-CM - 
Updated Results Part B

BridgeBio announced that Part B results of the Phase III 
ATTRibute-CM study of AG10 in ATTR cardiomyopathy are 
expected in 2023.

BridgeBio announced that Part B results of the Phase III 
ATTRibute-CM study of Acoramidis in ATTR cardiomyopathy 
are expected in mid 2023.

01/01/2022 06/30/2022 C4 Therapeutics, Inc. CCCC CFT7455 Multiple Myeloma (MM) I/II
Trial Data - Top-Line 
Results Phase I/II - Top-Line Results

C4 Therapeutics expects to have initial top-line safety and 
PK results approximately one year after the first patient is 
dosed in the Phase I/II trial. As the trial is expected to dose 
the first patient in the fist half of 2021, we await the results 
in the first half of 2022.

C4 Therapeutics plans to present initial clinical data from 
Cohort A of the ongoing Phase I/II trial in relapsed or 
refractory MM and NHL at a medical meeting in the first half 
of 2022.

01/01/2022 06/30/2022 C4 Therapeutics, Inc. CCCC CFT8634 Sarcoma IND
Trial Announcement - 
Initiation Phase I/II - Trial Initiation

C4 Therapeutics expects to file an IND for CFT8634 in the 
second half of 2021 and dose the first patient in a first-in-
human Phase I/II clinical trial by the end of 2021.

C4 Therapeutics expects to initiate the Phase I study of 
CFT8634 in the first half of 2022.

07/01/2022 12/31/2022 C4 Therapeutics, Inc. CCCC CFT1946 Solid Tumors Preclinical
Trial Announcement - 
Initiation Phase I - Trial to Start 

C4 Therapeutics expects to initiate Phase I study for its BRAF 
program for solid tumors, including locally advanced or 
metastatic melanoma and non-small cell lung cancer 
(NSCLC) in 2022.

C4 Therapeutics plans to initiate a Phase I trial in synovial 
sarcoma and SMARCB1-null solid tumors in the first half of 
2022.

01/01/2022 03/31/2022 Cara Therapeutics, Inc. CARA Korsuva Pruritus Approved
Trial Announcement - 
Initiation

Phase III Oral Korsuva - Trial to 
Start

Cara Therapeutics announced a Phase III trial of Oral 
Korsuva for the treatment of CKD-associated pruritus is 
expected to initiate next year.

Cara announced that it currently plans to initiate a Phase III 
program for oral Korsuva in patients with non-dialysis 
dependent (NDD) chronic kidney disease (CKD-aP) in the 
first quarter of 2021. 

01/01/2022 03/31/2022 Cara Therapeutics, Inc. CARA Korsuva Pruritus Approved
Trial Announcement - 
Initiation

Phase III - Atopic Dermatitis 
Trial to Start

Cara Therapeutics announced that it anticipates initiating a 
Phase III Atopic Dermatitis program in the second half of 
2021.

Cara expects to initiate Phase III clinical program for 
Korsuva in AD in Q1 2022.

07/01/2022 12/31/2022 Cara Therapeutics, Inc. CARA Korsuva Pruritus Approved
Trial Data - Top-Line 
Results

Phase II - Top-Line Results 
(PBC)

Cara Therapeutics aims to have top-line data from the 
ongoing Phase II trial of oral KORSUVA for the treatment of 
pruritus in patients with hepatic impairment due to PBC in 
2020.

Cara Therapeutics expects to report top-line data for it on-
going Phase II trial of KORSUVA for the treatment of pruritus 
in the second half of 2022.

07/01/2022 12/31/2022
Century Therapeutics, 
Inc. IPSC CNTY-101

Diffuse Large B-Cell Lymphoma 
(DLBCL) - NHL Preclinical

Trial Announcement - 
Initiation Phase I - Trial to Start

Century have initiated GMP manufacturing of CNTY-101 and 
plan to enter clinical trials in 2022.

Century Therapeutics announced the company is on track to 
initiate the Phase I ELiPSE-1 clinical trial in the second half of 
2022.

01/10/2022 02/28/2022
Cerevel Therapeutics 
Holdings, Inc. CERE CVL-865

Generalized Anxiety Disorder 
(GAD) I

Trial Data - Top-Line 
Results Phase I Top-Line Results

Cerevel Therapeutics plans to initiate a Phase I proof-of-
principle trial of CVL-865 for acute anxiety in the second half 
of 2020, with data expected in the second half of 2021.

Cerevel announced the Phase I acute anxiety trial of 
darigabat has been completed and data is expected in the 
next several weeks. As such, we await an update in the time 
frame above.

04/01/2022 09/30/2022
Cerevel Therapeutics 
Holdings, Inc. CERE CVL-231 Schizophrenia I

Trial Announcement - 
Initiation Phase II - Trial to Start

Cerevel announced plans to initiate a comprehensive Phase 
II development program of CVL-231 for schizophrenia with 
program details in mid to late first quarter of 2022.

Cerevel announced two adequately-powered placebo-
controlled Phase II trials that will enable the full exploration 
of the therapeutic dose range of emraclidine. The trials will 
be initiated in mid 2022, with data for both trials expected 
in the first half of 2024.

01/01/2022 06/30/2022 ChemoCentryx, Inc. CCXI Tavneos

Antineutrophil Cytoplasmic 
Antibodies (ANCA) Associated 
Vasculitis Approved

Progress Update - 
Product Launch (Europe) Product Launch (Europe)

Vifor expects to launch Avacopan in Europe for ANCA-AV at 
the end of 2021 or early 2022.

Vifor Fresenius announced that the European Commission 
has approved Tavneos in combination with a rituximab or 
cyclophosphamide regimen for the treatment of adult 
patients with severe, active granulomatosis polyangiitis 
(GPA) or microscopic polyangiitis (MPA), the two main 
forms of ANCA-associated vasculitis. The first launches are 
expected in the first half of 2022.
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04/01/2022 09/30/2022 ChemoCentryx, Inc. CCXI Tavneos

C3 Glomerulopathy (C3G), 
including Dense Deposit 
Disease (DDD) and C3 
Glomerulonephritis (C3GN) II

Regulatory - Meeting 
with FDA Meeting with FDA

ChemoCentryx plans to discuss the evidence of clinical 
benefit of avacopan in C3G with the FDA in 2021.

ChemoCentryx plans to discuss Tavneos&#39; C3G data 
from ACCOLADE trial with the FDA and provide the outcome 
to the investment community in mid 2022.

01/01/2022 12/31/2022 ChemoCentryx, Inc. CCXI Tavneos Hidradenitis Suppurativa IIb
Trial Announcement - 
Initiation

Phase III - Hurley III (US) - Trial 
to Start

ChemoCentryx plans to advance avacopan into a Phase III 
clinical trial for the treatment of severe HS in the second 
half of 2021.

ChemoCentryx plans to meet with the FDA in the second 
quarter of 2022 for Tavneos in hidradenitis suppurativa, and 
advance into Phase III development in Hurley Stage 3 
(severe) thereafter. We await an update on the initaition in 
the second half of 2022.

07/01/2022 12/31/2022 ChemoCentryx, Inc. CCXI Tavneos Lupus Nephritis Preclinical
Trial Announcement - 
Initiation Clinical Trials to Start

ChemoCentryx announced that clinical development of 
avacopan in lupus nephritis is expected in the first half of 
2021.

ChemoCentryx intends to initiate clinical development of 
avacopan in patients with lupus nephritis after meeting with 
the FDA in the second quarter of 2022. We await an update 
through the second half of 2022.

01/12/2022 03/31/2022
Compass Therapeutics 
Inc. CMPX CTX-009 Solid Tumors II

Regulatory - IND/CTA 
Filing IND Filing

Compass Therapeutics and TRIGR Therapeutics announced 
that the companies have entered into a definitive merger 
agreement, under which Compass, through a subsidiary, will 
acquire TRIGR in a stock-for-stock transaction. The Phase Ib 
study in combination with chemotherapy is expected to be 
completed in the second half of 2021 Compass plans to file 
an IND in the US in H2 2021 and initiate clinical studies in 
patients with cholangiocarcinoma, ovarian cancer and 
advanced colorectal cancer.

Compass Therapeutics expects to file an IND in the US in the 
first quarter of 2022.

01/01/2023 03/31/2023
Compass Therapeutics 
Inc. CMPX CTX-8371 Cancer Preclinical

Regulatory - IND/CTA 
Filing IND Filing

An IND filing is expected for CTX-8371 late in 2020 or early 
in 2021. 

Compass is targeting an IND submission for CTX-8371 in the 
first quarter of 2023.

01/01/2022 12/31/2022
Crinetics 
Pharmaceuticals, Inc. CRNX Paltusotine Neuroendocrine Tumors (NET) Preclinical

Trial Announcement - 
Initiation Phase II - Trial to Start

Crinetics announced they plan to develop CRN00808 for the 
treatment of carcinoid syndrome. They expect to initiate a 
Phase II NETs study in 2021.

Crinetics announced the initiation of patient dosing in a 
Phase II trial of paltusotine in patients with carcinoid 
syndrome associated with neuroendocrine tumors (NETs) is 
expected in 2022.

07/01/2022 12/31/2022
Crinetics 
Pharmaceuticals, Inc. CRNX CRN04777

Hyperinsulinemia/Hypoglycemi
a I

Trial Announcement - 
Initiation Phase II/III - Trial to Start

Crinetics announed that the Phase II/III study of CRN04777 
is expected to initiate in 2022.

Crinetics announed that the Phase II/III study of CRN04777 
is expected to initiate in the second half of 2022.

07/01/2022 12/31/2022
Crinetics 
Pharmaceuticals, Inc. CRNX CRN04894 Cushing's Syndrome I

Trial Announcement - 
Initiation Phase II - Trial to Start

Crinetics announed that the Phase II study of CRN04894 is 
expected to initiate in 2022.

Crinetics announed that the Phase II study of CRN04894 is 
expected to initiate in the second half of 2022.

07/01/2022 12/31/2022 Cyteir Therapeutics, Inc. CYT CYT-0853 Autoimmune Disorders Preclinical
Regulatory - IND/CTA 
Filing IND Filing Cyteir expects to file an IND for CYT-0853 in Q4 2021.

Cyteir announced they plan to file an IND for CYT-1853 in 
the second half of 2022.

02/07/2022 02/11/2022 Denali Therapeutics Inc. DNLI DNL310
Mucopolysaccharidosis II (MPS 
II; Hunter Syndrome) I/II

Trial Data - Updated 
Results

Phase I/II - Updated Results 
(24-week - Cohort A+B) at 
WorldSymposium

Denali announced the company expects 24-week data from 
Cohort A+B of Phase I/II of DNL310 for Hunter Syndrome in 
early 2022.

Denali announced the company plans to present updated 
data from the Phase I/II trial of DNL310 for MPS II at 
WorldSymposium from February 7-11, 2022. The data 
include safety data of up to 56 and 39 weeks in Cohorts A 
(n=5) and B (n=12) and biomarker data of up to 12 and 6 
months in Cohorts A and B, respectively, with a focus on 
durability of heparan sulfate and lysosomal biomarker 
response. In addition, 6-month global impression of change 
clinical data across Cohorts A and B (n=17) will be 
presented.

01/11/2022 12/31/2022 Denali Therapeutics Inc. DNLI DNL151 Parkinson's Disease (PD) I
Trial Announcement - 
Initiation

Phase III LIGHTHOUSE - Trial to 
Start

Denali intends to select either DNL201 or DNL151 in mid-
2020 to advance into Phase II/III clinical trials in patients 
with Parkinson&rsquo;s disease.

Denali announced, based on the results of the Phase I/Ib 
data, start-up activities are ongoing for two late-stage trials 
of BIIB122 in PD for which Biogen will lead operational 
execution. The LIGHTHOUSE Study is a global Phase III trial 
expected to enroll approximately 400 PD participants with 
LRRK2 mutations. The LUMA Study is a global Phase IIb trial 
expected to enroll approximately 640 participants with PD 
who do not carry a LRRK2 mutation and is designed to 
potentially support registration of BIIB122. Minimum 
treatment periods are 96 weeks and 48 weeks in the 
LIGHTHOUSE and LUMA studies, respectively, and the 
primary endpoint of both trials will be assessed using the 
Movement Disorder Society-Sponsored Revision of the 
Unified Parkinson&#39;s Disease Rating Scale (MDS-
UPDRS). The trials are expected to have FPI in 2022.

01/11/2022 12/31/2022 Denali Therapeutics Inc. DNLI DNL151 Parkinson's Disease (PD) I
Trial Announcement - 
Initiation Phase IIb LUMA - Trial to Start

Denali Therapeutics announced that they have selected 
DNL151 to advance into additional Parkinson&#39;s disease 
studies. Denali and Biogen are working to finalize the 
clinical development plans for the LRRK2 program and 
intend to commence two separate Parkinson&rsquo;s 
disease studies, one in patients with a kinase activating 
mutation in LRRK2 and the other in patients with sporadic 
disease. Patient enrollment is expected to commence in 
2021.

Denali announced, based on the results of the Phase I/Ib 
data, start-up activities are ongoing for two late-stage trials 
of BIIB122 in PD for which Biogen will lead operational 
execution. The LIGHTHOUSE Study is a global Phase III trial 
expected to enroll approximately 400 PD participants with 
LRRK2 mutations. The LUMA Study is a global Phase IIb trial 
expected to enroll approximately 640 participants with PD 
who do not carry a LRRK2 mutation and is designed to 
potentially support registration of BIIB122. Minimum 
treatment periods are 96 weeks and 48 weeks in the 
LIGHTHOUSE and LUMA studies, respectively, and the 
primary endpoint of both trials will be assessed using the 
Movement Disorder Society-Sponsored Revision of the 
Unified Parkinson&#39;s Disease Rating Scale (MDS-
UPDRS). The trials are expected to have FPI in 2022.

04/01/2022 09/30/2022 Dyne Therapeutics DYN DYNE-251
Duchenne Muscular Dystrophy 
(DMD) IND

Trial Announcement - 
Initiation Phase I/II - Trial to Start

Dyne Therapeutics announced the submission of an 
Investigational New Drug (IND) application to the U.S. Food 
and Drug Administration (FDA) to initiate a Phase I/II clinical 
trial of DYNE-251 in patients with Duchenne muscular 
dystrophy (DMD) amenable to skipping exon 51. This first in 
human trial is expected to initiate in the middle of 2022.

Dyne Therapeutics announced that the U.S. Food and Drug 
Administration (FDA) has placed on clinical hold its 
Investigational New Drug (IND) application to initiate a 
clinical trial of DYNE-251 in patients with Duchenne 
muscular dystrophy (DMD) amenable to skipping exon 51. 
The Company plans to submit data to the FDA to resolve the 
hold in the second quarter of 2022, and if satisfactory, 
intends to dose patients in ARTISTRY-1 by the middle of 
2022. 

12/06/2021 03/31/2022
Eagle Pharmaceuticals, 
Inc. EGRX EA-114 Breast Cancer I

Trial Announcement - 
Initiation Pivotal Trial to Start

Eagle intends to begin a pilot study shortly in healthy female 
volunteers to evaluate the pharmacokinetics and safety of 
its novel formulation.

Eagle Pharmaceuticals announced that based on discussions 
with the U.S. Food and Drug Administration (FDA), the 
Company will commence human pilot studies of its 
fulvestrant product candidate for the treatment of HR+/HER- 
advanced breast cancer shortly. As such, we continue to 
await an update in the date range above.

05/01/2022 05/31/2022
Eagle Pharmaceuticals, 
Inc. EGRX Rapibloc Dysrhythmia (Arrhythmia) II

Regulatory - NDA/BLA 
Filing NDA Filing

Eagle and AOP Orphan announced the companies anticipate 
to file a NDA in the first quarter of 2022, with expected ten-
month review, based on feedback from the U.S. FDA during 
AOP Orphan&#39;s Type C meeting.

Eagle Pharmaceuticals anticipates to submit a new drug 
application (NDA) around May 2022, seeking approval of 
Landiolol, for the short-term reduction of ventricular rate in 
patients with supraventricular tachycardia, including atrial 
fibrillation and atrial flutter.

01/10/2022 12/31/2022
Eagle Pharmaceuticals, 
Inc. EGRX CAL02

Community Acquired 
Pneumonia (CAP) 
(Antibacterial) I

Trial Announcement - 
Initiation Phase IIb/III - Trial to Start

Eagle plans to advance the clinical program of CAL02 for the 
treatment of severe pneumonia in combination with 
traditional antibacterial drugs and initiate a Phase IIb/III 
study in the first half of 2022.

Eagle plans to advance the clinical program of CAL02 for the 
treatment of severe pneumonia in combination with 
traditional antibacterial drugs later in 2022.

01/10/2022 12/31/2022
Edwards Lifesciences 
Corp. EW SAPIEN 3 Cardiac Valve Surgery Approved

Trial Announcement - 
Initiation Moderate AS Trial to Start

Edwards Lifesciences announced the company received FDA 
approval for a pivotal trial for TAVR in moderate AS patients 
and the company expects to begin enrollment later this 
year. 

Edwards Lifesciences announced that it expects the 
Moderate AS trial to begin enrollment in 2022.  

01/10/2022 12/31/2022
Edwards Lifesciences 
Corp. EW Sapien X4 Cardiac Valve Surgery Development

Trial Announcement - 
Initiation Clinical Trial to Start

Edwards Lifesciences announced that the company is still 
expecting to begin the clinical trial for Sapien X4 in 2021.

Edwards Lifesciences announced that it expects the 
initiation of the SAPIEN X4 clinical trial in 2022. 

01/10/2022 06/30/2022 Eisai Co., Ltd. 4523:JP Lecanemab Alzheimer's Disease (AD) NDA
Regulatory - Rolling 
NDA/BLA Completion Rolling BLA Completed

Eisai and Biogen announced that Eisai has initiated a rolling 
submission to the U.S. Food and Drug Administration (FDA) 
of a Biologics License Application (BLA) for lecanemab 
(BAN2401) for the treatment of early Alzheimer&#39;s 
disease (early AD) under the accelerated approval pathway. 
As such, we await an update on the rolling NDA completion 
in the time frame above.

Biogen announced that the rolling submission for 
accelerated approval for Lecanemab is expected to 
complete in the first half of 2022.

01/01/2023 06/30/2023 Elevation Oncology, Inc. ELEV Seribantumab Solid Tumors II
Trial Data - Top-Line 
Results

Phase II CRESTONE - Top-Line 
Results

Elevation Oncology expects to have an interim analysis from 
the Phase II CRESTONE trial of seribantumab in mid-2021.

Elevation Oncology announced that the ongoing CRESTONE 
trial is intended to be a registrational trial pending 
continued discussions with the FDA and that top-line results 
from this trial will be available in the first half of 2023. 

01/11/2022 12/31/2022 Endo International plc ENDP Xiaflex
Frozen Shoulder Syndrome 
(Adhesive Capsulitis) II

Trial Data - Top-Line 
Results

Phase II EN3835-210 - Top-
Line Results

Endo International expects interim analysis results from the 
Phase IIb study of Xiaflex for adhesive capsulitis of the 
shoulder in the fourth quarter of 2021.

Endo International announced that interim analysis results 
from the Phase IIb study of Xiaflex for adhesive capsulitis is 
expected by the end of 2022.
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07/01/2023 12/31/2023
Esperion Therapeutics, 
Inc. ESPR Nexletol

Dyslipidemia / 
Hypercholesterolemia Approved

Regulatory - sNDA/sBLA 
Filing

sNDA Filing - CV Risk 
Reduction

Esperion Therapeutics announced details on the 
Company&#39;s proposed CVOT trial design. The CVOT trial 
will support a supplemental NDA submission for a CV risk 
reduction indication in 2022.

Esperion Therapeutics expects the supplemental NDA filing 
for Nexletol on the Company&#39;s proposed CVOT trial 
design for a CV risk reduction indication in second half of 
2023. 

01/10/2022 06/30/2022 Exelixis, Inc. EXEL XL114
Non-Hodgkin's Lymphoma 
(NHL) IND

Trial Announcement - 
Initiation Clinical Trial to Start

Exelixis announced, following the U.S. Food and Drug 
Administration&rsquo;s (FDA) recent acceptance of its 
Investigational New Drug (IND) application, Exelixis will 
soon initiate a Phase I clinical trial evaluating XL114 
monotherapy in patients with Non-Hodgkin&rsquo;s 
lymphoma (NHL). As such, we await an update in the time 
frame above.

Exelixis announced that the IND for XL114 is active, and the 
Phase I trial initiation in NHL is expected in the first half of 
2022.

01/10/2022 06/30/2022 Exelixis, Inc. EXEL Cabometyx / Cometriq Renal Cell Cancer (RCC) Approved
Trial Data - Top-Line 
Results

Phase III COSMIC-313 - Top-
Line Results

Exelixis announced that the company expects to complete 
enrollment for COSMIC-313, the Phase III pivotal trial 
evaluating the triplet combination of cabozantinib, 
nivolumab and ipilimumab versus the combination of 
nivolumab and ipilimumab in patients with previously 
untreated advanced intermediate- or poor-risk RCC, in early 
2021 and to report top-line results of the event-driven 
analyses in H2 2021.

Royalty Pharma announced that the company anticipates 
Cabometyx, Opdivo, Yervoy Phase III results in 1L RCC 
(COSMIC-313) in the first half of 2022.

07/01/2022 12/31/2022 Exelixis, Inc. EXEL Cabometyx / Cometriq
Non-Small Cell Lung Cancer 
(NSCLC) III

Trial Data - Top-Line 
Results

Phase III CONTACT-01 - Top-
Line Results

Ipsen expects to have a top-line readout from the Phase III 
CONTACT-01 study in 2022.

Royalty Pharma announced that Cabometyx, Tecentriq 
Phase III results in NSCLC after ICI and chemo (CONTACT-01) 
is expected in the second half of 2022.

01/01/2023 06/30/2023
Finch Therapeutics 
Group, Inc. FNCH CP101

Clostridium difficile-Associated 
Diarrhea/Infection (CDAD/CDI) III

Trial Data - Top-Line 
Results

Phase III PRISM 4 - Top-Line 
Results

Finch expects to have data from the Phase III PRISM4 trial in 
the first half of 2023.

Finch expects topline readout from the Phase III PRISM4 of 
CP-101 in the first half of 2023.

01/01/2023 04/30/2023 Fulcrum Therapeutics Inc. FULC FTX-6058 Sickle Cell Anemia I
Trial Announcement - 
Initiation Phase II/III - Trial to Start

Fulcrum Therapeutics plans to initiate a pivotal Phase II/III 
trial with FTX-6058 in 2023.

Fulcrum announced they plan to initiate their Phase II/III 
SCD trial for FTX-6058 in early 2023.

04/01/2022 09/30/2022
GeneTx Biotherapeutics 
LLC GTX-102 (GeneTx) Angelman Syndrome II

Trial Data - Updated 
Results

Phase I/II KIK-AS (Pediatric) - 
Updated Results 

GeneTx Biotherapeutics LLC and Ultragenyx Pharmaceutical 
announced additional safety and efficacy data from the 
study (KIK-AS (Pediatric)) are expected in 2021.

Ultragenyx anticpates data on the expanded cohorts of the 
Phase I/II study of GTX-102 in Angelman Syndrome in the 
middle of 2022. 

07/01/2022 12/31/2022 Genfit SA GNFT Elafibranor
Primary Biliary Cholangitis 
(PBC) and Hepatic Fibrosis III

Trial Data - Top-Line 
Results

Exploratory Study - Top-line 
Results

GENFIT announced that the company expects the data from 
the exploratory study to evaluating the potential benefit of 
elafibranor in newly diagnosed patients with PBC at the end 
of 2022.

Ipsen announced that it expects data readout for elafibranor 
in PBC in the second half of 2022. 

01/10/2022 10/31/2022 Gilead Sciences, Inc. GILD Yescarta

Indolent Non-Hodgkin's 
Lymphoma (Including Follicular 
Lymphoma) - NHL Approved

Regulatory - CHMP 
(European Panel) Results CHMP Opinion

Gilead announced that the company has submitted an 
application to the European Medicines Agency seeking 
marketing approval of Yescarta in relapsed/refractory 
follicular lymphoma. As the approval decision is normally 
issued 67 days from adoption of a positive Committee for 
Medicinal Products for Human Use (CHMP) opinion, we then 
estimate the CHMP opinion to occur between July 2022 and 
January 2023.

GIlead has announced that MAA decisions of Yescarta in 
iNHL is expected in 2022. As the approval decision is 
normally issued 67 days from adoption of a positive 
Committee for Medicinal Products for Human Use (CHMP) 
opinion, we then estimate the CHMP opinion to occur in the 
timeframe above.

01/10/2022 12/31/2022 Gilead Sciences, Inc. GILD Yescarta

Indolent Non-Hodgkin's 
Lymphoma (Including Follicular 
Lymphoma) - NHL Approved

Regulatory - Approval 
Decision (Europe) Approval Decision

Gilead announced that the company has submitted an 
application to the European Medicines Agency seeking 
marketing approval of Yescarta in relapsed/refractory 
follicular lymphoma. Based on an internal analysis of the 
centralized European approval procedure, we estimate the 
European marketing authorization for this drug for this 
indication will be granted in approximately 11-17 months.

GIlead has announced that MAA decisions of Yescarta in 
iNHL is expected in 2022.

01/11/2022 06/30/2022 GlaxoSmithKline plc GSK Cabenuva HIV / AIDS Approved
Regulatory - PDUFA for 
sNDA/sBLA

PDUFA for sNDA - First Review 
(Every 2 Month Dosing)

The Janssen Pharmaceutical Companies of Johnson &amp; 
Johnson announced that a supplemental New Drug 
Application (sNDA) has been submitted to the U.S. Food and 
Drug Administration (FDA) by ViiV Healthcare for the 
expanded use of CABENUVA (consisting of Janssen&#39;s 
long-acting rilpivirine and ViiV Healthcare&#39;s 
cabotegravir). The sNDA seeks to expand the CABENUVA 
label to include administration every two months for the 
treatment of human immunodeficiency virus type 1 (HIV-1) 
infection in virologically suppressed adults (HIV-1 RNA less 
than 50 copies per mL) on a stable regimen, with no history 
of treatment failure, and with no known or suspected 
resistance to either cabotegravir or rilpivirine. Based on a 
standard 10-month supplemental NDA filing under PDUFA 
VI guidelines, the PDUFA decision should occur on 
December 24, 2021.

GlaxoSmithKline announced that the regulatory decision of 
Cabenuva (8 weekly dosing) for the treatment of human 
immunodeficiency virus type 1 (HIV-1) infection is expected 
in the first half of 2022.

07/01/2022 12/31/2022 GlaxoSmithKline plc GSK Jemperli Uterine (Endometrial) Cancer Approved
Trial Data - Top-Line 
Results

Phase III RUBY - Top-Line 
Results

GlaxoSmithKline anticipates receiving pivotal data from the 
Phase III RUBY study of dostarlimab in combination with 
carboplatin-paclitaxel in first-line endometrial cancer 
patients in the second half of 2021.

GlaxoSmithKline anticipates receiving pivotal data from the 
Phase III RUBY study of dostarlimab in combination with 
carboplatin-paclitaxel in first-line endometrial cancer 
patients in the second half of 2022.

01/11/2022 03/31/2022
Global Blood 
Therapeutics, Inc. GBT Oxbryta Sickle Cell Anemia Approved

Regulatory - Approval 
Decision (Europe) European Approval Decision

Global Blood Therapeutics announced that the European 
Medicines Agency (EMA) has completed the validation of 
GBT&rsquo;s Marketing Authorization Application (MAA) 
for Oxbryta (voxelotor) tablets and started its standard 
review process. GBT is seeking full marketing approval from 
the EMA for Oxbryta to treat hemolytic anemia in patients 
with sickle cell disease (SCD) who are 12 years of age and 
older. Based on an internal analysis of the centralized 
European approval procedure, we estimate the European 
marketing authorization for this drug for this indication will 
be granted in approximately 11-17 months.

Global Blood Therapeutics announced that it is expecting EC 
approval decision on MAA for Oxbryta (voxelotor) tablets 
for the treatment of hemolytic anemia due to sickle cell 
disease (SCD) in adults and pediatric patients 12 years of 
age and older as monotherapy or in combination with 
hydroxycarbamide (hydroxyurea) in first quater 2022.

01/13/2022 03/31/2022 Gritstone bio, Inc. GRTS GRT-R910 COVID-19 Prevention I
Trial Data - Updated 
Results

Phase I - CORAL-BOOST - 
Updated Results

Gritstone anticipates immunogenicity and reactogenicity 
data for additional cohorts of Phase I trial of GRT-R910 for 
COVID-19 in the coming months of 2022.

Gritstone anticipates COVID-19 BOOST data in the first 
quarter of 2022.

01/18/2022 02/28/2022 H. Lundbeck A/S LUN Vyepti Migraine and Other Headaches Approved
Regulatory - Approval 
Decision (Europe) European Approval Decision

H. Lundbeck announced the acceptance of filing for Vyepti 
(eptinezumab-jjmr) by the European Medicines Agency 
(EMA) for marketing authorization application (MAA) 
review. The filing seeks approval to introduce Vyepti to 
European citizens who live with migraine and are eligible for 
preventative therapy. Based on an internal analysis of the 
centralized European approval procedure, we estimate the 
European marketing authorization for this drug for this 
indication will be granted in approximately 11-17 months.

H. Lundbeck has not provided an update on the European 
approval decision of Vyepti for migraines. As such, we await 
an update in the time frame above.

01/11/2022 06/30/2022 Horizon Therapeutics plc HZNP HZN-7734 Alopecia Areata Preclinical
Trial Announcement - 
Initiation Phase II Studies to Start

Horizon Therapeutics announced that the Company will 
begin studying HZN-7734 in alopecia areata, 
dermatomyositis, discoid lupus erythematosus, and lupus 
nephritis. All programs are Phase II trials that are expected 
to begin in 2022.

Horizon Therapeutics announced that the Company will 
initiate a Phase II study of HZN-7734 in alopecia areata in 
the first half of 2022.

01/01/2022 05/31/2022 Humanigen, Inc. HGEN Lenzilumab COVID-19 Treatment III
Progress Update - 
Product Launch (U.S.) Product Launch

If granted, Humanigen anticipates launching Lenzilumab in 
2021 under Emergency Use Authorization to treat COVID-
19.

Humanigen has anticipate the first shipment of Lenzilumab 
to occur in early 2022 under trade name LenzMAP.

04/01/2022 08/31/2022 Humanigen, Inc. HGEN Lenzilumab COVID-19 Treatment III
Regulatory - MAA 
Submission (Europe) MAA Filing

Humanigen announced that the European Medicines Agency 
(EMA) has appointed a rapporteur and a co-rapporteur as 
part of the pre-submission process related to 
Humanigen&rsquo;s plan to submit an MAA for the use of 
lenzilumab to treat patients hospitalized with COVID-19. 
The company plans to request accelerated assessment of 
the MAA as part of the pre-submisison process and plans to 
submit their MAA to the EMA as soon as possible. As a 
timeline has not been provided, we await an update in the 
time frame above. 

Humanigen anticipates filing a CMA under accelerated 
approval with the EMA in mid-2022.
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04/30/2022 08/31/2022 Humanigen, Inc. HGEN Lenzilumab COVID-19 Treatment III

Trial Announcement - 
Initiation (Emerging 
Markets)

Phase I (South Korea) - Trial to 
Start

Humanigen announced its development and 
commercialization partners for South Korea and the 
Philippines, Telcon RF Pharmaceutical and KPM Tech, have 
received approval from South Korea&rsquo;s MFDS (the 
South Korean equivalent of the U.S. FDA) to conduct a Phase 
I clinical study of lenzilumab, which may support potential 
use in the treatment of hospitalized COVID-19 patients. As 
such, we await an update on trial initiation through the time 
frame listed above.

Humanigen has announced they plan to initiate a Phase I PK 
study of lenzilumab in Korean COVID patients in mid-2022.

05/01/2022 05/31/2022
Idorsia Pharmaceuticals 
Ltd IDIA Quviviq Insomnia Approved

Progress Update - 
Product Launch (U.S.) Product Launch (U.S.)

Idorsia Pharmaceuticals has collected the required data and 
held initial discussions with the US FDA  for filing the New 
Drug Application (NDA) with the FDA around the end of 
2020. This would in-turn allow for commercialization and 
launch, subject to approval, in the first half of 2022.

Idorsia Pharmaceuticals announced that the US Food and 
Drug Administration (FDA) has approved QUVIVIQ 
(daridorexant) 25 mg and 50 mg for the treatment of adult 
patients with insomnia, characterized by difficulties with 
sleep onset and/or sleep maintenance. The FDA has 
recommended that QUVIVIQ be classified as a controlled 
substance and it is anticipated to be available to patients in 
May 2022, following scheduling by the US Drug 
Enforcement Administration.

04/01/2022 06/30/2022
Idorsia Pharmaceuticals 
Ltd IDIA Clazosentan

Hemorrhagic Stroke / 
Intracerebral Hemorrhage (ICH) III

Progress Update - 
Product Launch (Japan) Product Launch (Japan)

Idorsia Pharmaceuticals announced that the company 
expects the approval and commercial launch of clazosentan 
in Japan in the first half of 2022.

Idorsia Pharmaceuticals announced that the company 
expects the approval and commercial launch of clazosentan 
in Japan in the second quarter of 2022.

07/01/2022 12/31/2022
Idorsia Pharmaceuticals 
Ltd IDIA ACT-539313 Eating Disorders II

Trial Data - Top-Line 
Results

Phase II - Binge Eating 
Disorder - Topline Results

Idorsia announced that it anticipates to present results from 
Phase II study of ACT-539313 for eating disorders around 
the mid 2022.

Idorsia anticipates results from Phase II study of ACT-
539313 for eating disorders in the second half of 2022.

07/01/2022 12/31/2022
Idorsia Pharmaceuticals 
Ltd IDIA Quviviq Insomnia Approved

Progress Update - 
Product Launch (Europe)  Product Launch (Europe)

Idorsia expect to launch daridorexant for the treatment of 
Iinsomnia in the end of 2022.

Idorsia Pharmaceuticals targets the commercial launch for 
daridorexant (Quviviq) in insomnia in the second half of 
2022.

01/01/2022 06/30/2022 Inari Medical, Inc. NARI
FlowTriever Infusion 
Aspiration System

Venous Thromboembolism 
(VTE) Approved

Trial Announcement - 
Initiation PEERLESS Study - Trial to Start

Inari Medical announced the planned enrollment of the 
PEERLESS trial. PEERLESS is a new randomized controlled 
trial (RCT) comparing the clinical outcomes of patients with 
intermediate-high risk pulmonary embolism (PE) treated 
with the FlowTriever System versus catheter-directed 
thrombolysis (CDT). We await an update on the initiation of 
the study in the time frame above.

Inari Medical plans to enroll by the first patient into the 
PEERLESS RCT study in the first half of 2022.

01/10/2022 12/31/2022 Incyte Corporation INCY Itacitinib
Graft vs. Host Disease (GVHD) - 
Treatment III

Trial Data - Top-Line 
Results

Phase III - Top-Line Results 
(Steroid-Naïve)

Incyte expects to have results from the Phase III study of 
itacitinib for the treatment of patients with steroid-naïve 
chronic GVHD in between 2023-2024.

Incyte announced that it expects top-line data from the Part 
1 (dose finding) portion of the Phase III study of itacitinib for 
the treatment of patients with steroid-na&iuml;ve chronic 
GVHD in 2022. 

01/10/2022 12/31/2022 Incyte Corporation INCY Jakafi Myelofibrosis (MF) Approved
Trial Data - Top-Line 
Results

Phase III POC - Top-Line 
Results (w/INCB00928)

Incyte announced that they expect the Phase III proof of 
concept data of ruxolitinib + INCB00928 (ALK2) in 
myelofibrosis (MF) between 2025-2026.

Incyte announced that it expects top-line data from its 
Phase III POC study of ruxolitinib + INCB00928 (ALK2) in 
myelofibrosis (MF) are expected in 2022. 

01/10/2022 12/31/2022 Incyte Corporation INCY Jakafi Myelofibrosis (MF) Approved
Trial Data - Top-Line 
Results

Phase III POC - Top-Line 
Results (w/INCB57643)

Incyte announced that they expect the Phase III proof of 
concept data of ruxolitinib + INCB57643 (BET) in 
myelofibrosis (MF) between 2025-2026.

Incyte announced that top-line results from the Phase III 
POC (w/INCB57643) are expected in 2022.  

01/21/2022 03/31/2022
Infinity Pharmaceuticals, 
Inc. INFI Eganelisib Bladder Cancer II

Trial Announcement - 
Initiation Registrational Trial to Start

Based on the data from the Phase II MARIO-275 study of 
eganelisib, Infinity Pharmaceuticals plans to initiate a 
registration-enabling study. We await an update through 
2021.

Infinity Pharmaceuticals has not yet provided an update on 
its registration-enabling study leveraging findings from 
MARIO-275. As such, we await an update in the time frame 
above.

04/01/2022 06/30/2022 Inhibrx, Inc. INBX INBRX-105 Solid Tumors I
Trial Announcement - 
Initiation Phase I/II China Trial to Start

The Phase I/II study to evaluate the safety, RP2D and 
PK/pharmacodynamic profile of ES101 monotherapy in 
patients with advanced NSCLC and to further evaluate the 
antitumor efficacy of ES101 in advanced malignant thoracic 
tumors, including NSCLC and SCLC is expected to start in 
May 2021. We await an update through Q2 2021.

Elpiscience announced the company anticipates initiation of 
the Phase I/II clinical trial of ES101 during the second 
quarter of 2022.

01/10/2022 06/30/2022 Insmed Incorporated INSM INS-1009

Pulmonary Arterial 
Hypertension (PAH) and 
Pulmonary Hypertension (PH) II

Trial Data - Top-Line 
Results Phase IIa - Top-Line Results

Insmed expects to have results from its Phase IIa study of 
TPIP for PAH in 2021.

Insmed expects to have results from its Phase IIa study of 
TPIP for PAH in the first half of 2022.

03/01/2022 03/31/2022
Integra LifeSciences 
Holdings Corporation IART NeuraGen Nerve Guide Neurology - Other Approved

Progress Update - 
Product Launch Product Launch

Integra LifeSciences announced that company on remains 
on track for a 2022 launch.

Integra announced the company plans to launch NeuraGen 
3D in late first quarter of 2022.

01/01/2022 12/31/2022 Intellia Therapeutics, Inc. NTLA NTLA-5001
Acute Myelogenous Leukemia 
(AML) IND

Trial Announcement - 
Initiation Phase I/IIa - Trial To Start

Intella has announced that the company is submitting 
additional regulatory applications and expects to initiate 
patient screening in a Phase I study by year-end. This first-in-
human trial is expected to evaluate the safety and activity of 
NTLA-5001 in patients with persistent or recurrent AML 
who have previously received first-line therapies.

Intellia announced they plan to enroll patients in the Phase 
I/IIa study for NTLA-5001 in 2022.

07/01/2022 12/31/2022 Inventiva S.A. IVA Lanifibranor
Non-Alcoholic Steatohepatitis 
(NASH) III

Trial Data - Top-Line 
Results Phase II - Top-Line Results

Inventiva announced that the U.S. Food and Drug 
Administration (FDA) has accepted the investigator initiated 
Investigational New Drug (IND) application providing 
clearance to proceed with the Phase II study of lanifibranor 
in type 2 diabetic patients with nonalcoholic fatty liver 
disease (NAFLD). The first patient is expected to be enrolled 
in the third quarter of 2018 and topline results are expected 
beginning of 2020.

Inventiva announced the company anticipates results from 
its Phase II clinical trial in NAFLD patients with T2D during 
the second half of 2022.

01/21/2022 04/30/2022 Ipsen SA IPSEY IPN60130
Fibrodysplasia Ossificans 
Progressiva (FOP) II

Trial Announcement - 
Initiation

Phase II FALKON - Trial To 
Start

Blueprint Medicines plans to initiate a Phase IIa clinical trial 
of BLU-782 in patients with fibrodysplasia ossificans 
progressiva in the fourth quarter of 2019.

A Phase II, two-part, placebo-controlled, parallel-group, 
double-blind study to assess the efficacy and safety of 2 
dosage regimens of oral IPN60130 for the treatment of 
fibrodysplasia ossificans progressiva in male and female 
participants 5 years of age and older has been announced, 
but is not yet recruiting participants. The trial was expected 
to initiate in December 2021, We continue to await an 
update.

07/01/2022 12/31/2022 Ipsen SA IPSEY Onivyde Small Cell Lung Cancer (SCLC) II/III
Trial Data - Top-Line 
Results

Phase II/III RESILIENT - Top-
Line Results (Interim Analysis)

Ipsen expects to conduct an interim analysis of the Phase III 
study of Onivyde in the first quarter of 2021, which could 
form the basis for an accelerated regulatory review based 
on recent discussions with the FDA, which assuming positive 
results, could lead to an earlier US submission in the second 
half of 2021.

Ipsen announced that it expects data from Phase III 
RESILIENT trial evaluating Onivyde for the second-line small 
cell lung cancer patients in the second half of 2022.

01/01/2023 12/31/2023 Ipsen SA IPSEY Onivyde Pancreatic Cancer Approved
Trial Data - Top-Line 
Results

Phase III NAPOLI-3 - Top-Line 
Results

Ipsen expects to have a top-line readout from the Phase III 
NAPOLI-3 trial in early 2023.

Ipsen announced that clinical data of  Phase III NAPOLI-3 for 
pancreatic cancer are expected in 2023.

01/01/2023 03/31/2023 Iveric Bio ISEE Zimura
Stargardt Disease 
(Ophthalmology) IIb

Trial Data - Top-Line 
Results Phase IIb - Top-Line Results 

Ophthotech expects top-line results from the Phase IIb trial 
of Zimura in Stargardt disease to be available in 2020. 

IVERIC bio expects the results from the Phase IIb screening 
clinical trial of Zimura for the treatment of autosomal 
recessive Stargardt disease, STAR trial, after the topline 
results of GATHER2. The Company expects topline GATHER2 
data to be become available during the second half of 2022. 
As such, we continue to await an update on results from 
Phase IIb study in the timeframe listed above.

01/10/2022 06/30/2022 Jazz Pharmaceuticals plc JAZZ Zepzelca Solid Tumors II
Trial Announcement - 
Initiation Phase II - Trial to Start

Jazz Pharmaceuticals expects to initiate a Phase II basket 
trial in early 2022 to explore lurbinectedin monotherapy in 
patients with select advanced or metastatic solid tumors.

Jazz Pharmaceuticals expects to initiate a Phase II basket 
trial in the first half of 2022 to explore lurbinectedin 
monotherapy in patients with select advanced or metastatic 
solid tumors.

01/10/2022 12/31/2022 Jazz Pharmaceuticals plc JAZZ Epidiolex Dravet Syndrome (Epilepsy) Approved

Progress Update - 
Product Launch (Europe) - 
Individual Country  Product Launch (France)

GW Pharmaceuticals anticipates the launch of Epidiolex for 
epilepsy in France in 2020, following pricing and 
reimbursement.

Jazz announced the company plans to launch Epidyolex in 
France in 2022.

01/10/2022 12/31/2022 Jazz Pharmaceuticals plc JAZZ Epidiolex
Lennox-Gastaut Syndrome 
(LGS; Epilepsy) Approved

Progress Update - 
Product Launch (Europe) - 
Individual Country Product Launch (France)

GW Pharmaceuticals anticipates the launch of Epidiolex for 
epilepsy in France in 2020, following pricing and 
reimbursement. Jazz announced the company plans to launch Epidyolex in 

France in 2022.

07/01/2022 12/31/2022 Johnson & Johnson JNJ PN-235
Inflammatory Bowel Disease 
(IBD) Preclinical

Trial Announcement - 
Initiation Phase II - Trial to Start

Protagonist announced Phase II trials of PN-235 in IBD is 
expected to commence in late 2022.

Protagonist anticipates the initiation of the Phase II trial of 
PN-235 in IBD in the second half of 2022.

07/01/2022 12/31/2022 Jounce Therapeutics, Inc. JNCE Vopratelimab
Non-Small Cell Lung Cancer 
(NSCLC) II

Trial Data - Top-Line 
Results

Phase II SELECT - Top-Line 
Results

Jounce expects to have interim clinical data from its Phase II 
SELECT study of Vopratelimab + JTX-4014 in patients with 
second line, PD-1 inhibitor naive NSCLC in 2021.

Jounce Therapeutics announced the company anticipates a 
data readout from the Phase II SELECT clinical trial in the 
second half of 2022.

07/01/2022 12/31/2022 Jounce Therapeutics, Inc. JNCE JTX-4014
Non-Small Cell Lung Cancer 
(NSCLC) II

Trial Data - Top-Line 
Results

Phase II SELECT - Top-Line 
Results

Jounce expects to have interim clinical data from its Phase II 
SELECT study of Vopratelimab + JTX-4014 in patients with 
second line, PD-1 inhibitor naive NSCLC in 2021.

Jounce Therapeutics announced the company anticipates a 
data readout from the Phase II SELECT clinical trial in the 
second half of 2022.
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01/01/2022 03/31/2022 Karyopharm Therapeutics KPTI Xpovio Multiple Myeloma (MM) Approved
Trial Announcement - 
Initiation

Phase III - Trial to Start 
(w/Pomalidomide/Dexametha
sone)

Karyopharm Therapeutics has announced the initiation of a 
Phase III study of Xpovio (Selinexor) 
w/Pomalidomide/Dexamethasone for the treatment of 
multiple myeloma (MM) in 2021.

Karyopharm has announced that the the first patient in the 
Phase III study evaluating Xpovio in combination with 
pomalidomide and dexamethasone in patients with 
previously treated multiple myeloma is expected to be 
dosed in the first quarter of 2022.

01/13/2022 04/30/2022 Kashiv BioSciences, LLC
Biosimilar Pegfilgrastim 
(Amneal) Neutropenia / Leukopenia BLA

Regulatory - 
PDUFA/Approval Decision 
(US)

PDUFA for 351(k) BLA - First 
Review

Amneal announced that they have filed a biosimilar 351(k) 
filing for their biosimilar pegfilgrastim. Based on a standard 
12-month Biosimilar 351(k) filing under PDUFA VI 
guidelines, the PDUFA decision should occur on January 13, 
2022.

Amneal has yet to provide an update on the regulatory 
status of its marketing application. As such, we continue to 
await an update on approval through the time frame above.

01/10/2022 03/31/2022 Kodiak Sciences Inc. KOD KSI-301

Wet Age-Related Macular 
Degeneration (Wet AMD) 
(Ophthalmology) II/III

Trial Data - Top-Line 
Results

Phase IIb/III DAZZLE - Top-Line 
Results

Kodiak expects interim results from its Phase II study of KSI-
301 for the treatment of wet AMD in 2020.

Kodiak announced that topline data from the pivotal Phase 
IIb/III DAZZLE of KSI-301 for wAMD are expected in the first 
quarter of 2022.

01/10/2022 06/30/2022 Kodiak Sciences Inc. KOD KSI-501
Other Ophthalmological 
Indications (Ophthalmology) Preclinical

Regulatory - IND/CTA 
Filing IND Filing

Kodiak announced that the IND filing for KSI-501 is expected 
to be submitted in 2021.

Kodiak anticipates the IND filing for KSI-501 for retinal 
diseases with inflammatory component in the first half of 
2022. 

07/01/2022 09/30/2022 Kodiak Sciences Inc. KOD KSI-301

Macular Edema from Retinal 
Vein Occlusion (RVO) 
(Ophthalmology) III

Trial Data - Top-Line 
Results

Phase III BEACON - Top-Line 
Results

Kodiak announced that data readouts from the Phase III 
CRVO and BRVO clinical trials of KSI-301 are expected in 
2021.

Kodiak announced that topline data from the Phase III 
BEACON study of KSI-301 for the treatment of RVO are 
expected in the third quarter of 2022.

01/01/2023 12/31/2023 Kodiak Sciences Inc. KOD KSI-601

Dry Age-Related Macular 
Degeneration (Dry 
AMD)/Geographic Atrophy 
(Ophthalmology) Preclinical

Regulatory - IND/CTA 
Filing IND Filing

Kodiak Sciences expect to submit an IND filing for KSI-601 
for the treatment of dry AMD in 2022. 

Kodiak Sciences expect to submit an IND filing for KSI-601 
for the treatment of dry AMD in 2023. 

01/12/2022 12/31/2022 Lava Therapeutics NV LVTX LAVA-1223 Solid Tumors Preclinical
Regulatory - IND/CTA 
Filing IND/CTA Filing

LAVA Therapeutics is advancing LAVA-1278 with an IND 
planned in 2023.

LAVA Therapeutics has announced that an IND/CTA filing of 
LAVA-1223 in solid tumours is expected in year end 2022.

04/01/2022 08/31/2022 Leap Therapeutics, Inc. LPTX DKN-01 Prostate Cancer
Investigator 
Initiated

Trial Data - Top-Line 
Results Phase I/II - Top-Line Results

Leap Therapeutics expects initial data from the investigator 
initiated study of DKN-01 with docetaxel in prostate cancer 
in the third quarter of 2021.

Leap Therapeutics expects initial data from the investigator 
initiated study of DKN-01 with docetaxel in prostate cancer 
in mid-2022.

01/11/2022 03/31/2022
Magenta Therapeutics, 
Inc. MGTA MGTA-145 Sickle Cell Anemia I

Trial Announcement - 
Initiation Phase II - Trial to Start

Magenta Therapeutics and bluebird bio announced an 
exclusive Phase II clinical trial collaboration to evaluate the 
utility of MGTA-145, in combination with plerixafor, for 
mobilization and collection of stem cells in adults and 
adolescents with sickle cell disease (SCD). We await an 
update on trial initiation in the time frame above.

Magenta announced the company is advancing trial 
initiation activities for the Phase II clinical trial of MGTA-145 
in adults and adolescents with SCD. Data from the trial is 
expected in the second half of 2022. As such, we await an 
update in the same time frame above.

01/11/2022 12/31/2022
Magenta Therapeutics, 
Inc. MGTA MGTA-117

Acute Myelogenous Leukemia 
(AML) I/II

Trial Data - Top-Line 
Results Phase I/II - Top-Line Results

Magenta is scaling up manufacturing of MGTA-117 and 
completing IND-enabling studies in 2020. The Company 
intends to move this new product candidate into the clinic in 
2020 with initial clinical data expected in 2021.

Magenta expects to have data from the Phase I/II MGTA-117 
study of AML/MDS in 2022.

01/01/2022 06/30/2022
Marinus Pharmaceuticals, 
Inc. MRNS Ztalmy Seizure Disorders (Epilepsy) NDA

Trial Announcement - 
Initiation Phase II RESET II - Trial to Start

Marinus announced the RAISE II trial initiation is expected in 
the first quarter of 2022.

Marinus announced the RAISE II trial initiation is expected in 
the first half of 2022.

01/10/2022 12/31/2022 Medtronic plc MDT Guardian Sensor Diabetes Mellitus, Type I Approved
Progress Update - 
Product Launch (Europe) Product Launch (Europe)

Medtronic announced CE (Conformit&eacute; 
Europ&eacute;enne) Mark for Guardian 4 sensor, which 
requires no fingersticks for calibration or diabetes 
treatment decisions, and expects the commercial launch in 
European markets later this Fall (in the second quarter of 
FY2022).

Medtronic has announced that a product launch of Guardian 
4 Sensor (Zeus) CGM Sensor is expected to happen in the 
next few quarters from January 2022. As such, we expect an 
update in the timeframe above.

01/10/2022 12/31/2022 Medtronic plc MDT MiniMed 780G Diabetes Mellitus, Type I PMA
Progress Update - 
Product Launch (U.S.) Product Launch

Medtronic announced that it expects to launch the 
Advanced Hybrid Closed Loop System with Bluetooth, called 
the MiniMed 780G, in fiscal year 2020. 

Medtronic has announced that a product launch of MiniMed 
780G Advanced Hybrid Closed-Loop System is expected to 
happen in the next few quarters from January 2022. As 
such, we expect an update in the timeframe above.

01/10/2022 12/31/2022 Medtronic plc MDT CoreValve Cardiac Valve Surgery Approved
Progress Update - 
Product Launch (U.S.) Evolut Product Launch

Medtronic announced that it expects to launch Evolut in 
2021. 

Medtronic has announced that a product launch of Evolut FX 
TAVR System is expected to happen in the next few quarters 
from January 2022. As such, we expect an update in the 
timeframe above.

07/01/2022 12/31/2022
Mersana Therapeutics, 
Inc. MRSN XMT-1592 Solid Tumors I

Trial Data - Top-Line 
Results Phase I - Top-Line Results

Mersana Therapeutics announced the  Company plans to 
report interim XMT-1592 Phase I dose escalation data in the 
second half of 2021: XMT-1592 is the Company’s first 
clinical candidate created using its new Dolasynthen ADC 
platform. In preclinical studies, XMT-1592 showed four 
times greater efficacy in a patient-derived lung tumor model 
in comparison to XMT-1536, the Company’s Dolaflexin ADC 
that has already shown promising activity when targeted to 
NaPi2b in the clinic. The Company continues to dose 
escalate and plans to disclose interim dose escalation data 
in the second half of 2021 and outline the XMT-1592 
development plan in the fourth quarter of 2021.

Mersana Therapeutics announced the Company plans to 
report interim XMT-1592 Phase I dose escalation data in the 
second half of 2022 and provide update on next steps.

01/20/2022 03/31/2022 MiMedx Group, Inc. MDXG AmnioFix
Osteoarthritis and 
Osteoarthritis Pain IIb

Regulatory - Meeting 
with FDA Meeting with FDA

MiMedx plans to meet with the FDA in mid-2021 to discuss 
AmnioFix for the treatment of knee osteoarthritis (OA). 

MiMedx Group has not yet provided an update on its 
meeting with the FDA to review the findings and determine 
the appropriate path forward toward the initiation of Phase 
III clinical trials in KOA. As such, we await an update on the 
meeting through the time frame above.

04/01/2022 06/30/2022 Mirati Therapeutics, Inc. MRTX Adagrasib
Non-Small Cell Lung Cancer 
(NSCLC) NDA

Trial Data - Updated 
Results

Phase I/II KRYSTAL-1 - Updated 
Results (2L+ NSCLC Data)

Mirati Therapeutics plans to provide a data update 
regarding 2L+ NSCLC monotherapy data from MRTX849 in 
the second half of 2021.

Mirati Therapeutics plans to provide a data update 
regarding 2L+ NSCLC monotherapy data from MRTX849 in 
the second quarter of 2022.

07/01/2022 12/31/2022 Mirati Therapeutics, Inc. MRTX Sitravatinib
Non-Small Cell Lung Cancer 
(NSCLC) III

Trial Data - Updated 
Results Phase III - Primary OS Analysis

Mirati expects to have the primary OS analysis from its 
Phase III study of Sitravatinib + Nivolumab by year-end 
2021.

Mirati expects to have the primary OS analysis from its 
Phase III study of Sitravatinib + Nivolumab by the second 
half of 2022.

07/01/2022 12/31/2022 Mirati Therapeutics, Inc. MRTX MRTX1133 Solid Tumors Preclinical
Regulatory - IND/CTA 
Filing IND Filing

Mirati Therapeutics announced that MRTX1133 has 
completed dose-ranging toxicology studies and advancing 
into IND-enabling GLP toxicology studies and expect to file 
an IND in the first half of 2021. Mirati Therapeutics announced it plans to file an IND 

application for MRTX1133 in the second half of 2022.

07/01/2022 12/31/2022 Mirati Therapeutics, Inc. MRTX Adagrasib
Non-Small Cell Lung Cancer 
(NSCLC) NDA

Trial Data - Top-Line 
Results

Phase II KRYSTAL-7 
(w/Pembrolizumab) - Top-Line 
Results

Mirati Therapeutics expects POC data from the Phase II 
study of MRTX849 in combination with pembrolizumab for 
1L NSCLC in the second half of 2021.

Mirati Therapeutics expects POC data from the Phase II 
study of MRTX849 in combination with pembrolizumab for 
1L NSCLC in the second half of 2022.

07/01/2022 12/31/2022
Mirum Pharmaceuticals, 
Inc. MIRM Livmarli

Progressive Familial 
Intrahepatic Cholestasis (PFIC) III

Trial Data - Top-Line 
Results

Phase III MARCH-PFIC - Top-
Line Results

Mirum Pharmaceuticals announced the dosing of the first 
patient in the Phase III MARCH-PFIC clinical trial of its lead 
drug candidate, maralixibat, in pediatric patients with 
progressive familial intrahepatic cholestasis (PFIC). Topline 
results are expected in fourth quarter of 2020.

Mirum Pharmaceuticals announced that Phase III MARCH-
PFIC topline data expected in the second half of 2022.

01/01/2022 04/30/2022 Molecular Partners AG MOLN MP0420 COVID-19 Treatment III
Regulatory - Progress 
Update

 Emergency Use Authorization 
Filing

Molecular Partners announced that the submission for 
emergency use authorization to the U.S. Food and Drug 
Administration (FDA) of MP0420 for COVID-19 is expected 
within 2021. 

Molecular has announced that the EUA submission is 
expected in early 2022.

01/01/2022 12/31/2022 Molecular Partners AG MOLN MP0420 COVID-19 Treatment III
Trial Announcement - 
Initiation Phase II/III - Trial To Start

Molecular Partners announced that subcutaneous 
formulation on track for initiation of clinical trials, the 
studies will evaluate ensovibep delivered subcutaneously to 
healthy individuals and subsequently to COVID-19 patients 
in the second half of 2021.

Molecular has announced that subcutaneous Phase II/III 
studies are planned to initiate in 2022.

01/01/2022 03/31/2022 MorphoSys AG MOR Monjuvi
Diffuse Large B-Cell Lymphoma 
(DLBCL) - NHL Approved

Trial Announcement - 
Initiation

Phase II w/Plamotamab to 
Start

MorphoSys is investigating tafasitamab in combination with 
Xenecor's plamotamab. Clinical development in r/r DLBCL, 
1L DLBCL and Follicular lymphoma will be sponsored by 
Xencor and the first clinical trial is expected to start in 2021. 

MorphoSys announced they anticipate the start of their 
combination study for Monjuvi with plamotamab for r/r B-
cell malignancies in the first quarter of 2022.

01/01/2022 06/30/2022 MorphoSys AG MOR CPI-0209 Prostate Cancer I/II
Trial Data - Updated 
Results

Phase I/II - Updated Results 
(Phase II Monotherapy)

Constellation plans to provide an update on the 
monotherapy cohorts from the Phase II portion of the Phase 
I/II study by the end of 2021.

MorphoSys announced they anticipate proof of concept 
data from their Phase II basket trial for CPI-0209 in the first 
half of 2022.

01/01/2025 12/31/2025 MorphoSys AG MOR Monjuvi
Diffuse Large B-Cell Lymphoma 
(DLBCL) - NHL Approved

Trial Data - Top-Line 
Results

Phase III Front-MIND - Top-
Line Results

MorphoSys and Incyte expect to have results from the Front-
MIND trial in 2024.

MorphoSys announced they expect data from their Phase III 
frontMIND study in 2025.

01/01/2022 12/31/2022 Myovant Sciences Ltd. MYOV Orgovyx Endometriosis NDA

Regulatory - 
Supplemental Filing 
(Europe) Supplemental MAA Filing

Myovant announced that MAA submission to EMA for 
relugolix combination tablet for the treatment of women 
with endometriosis-associated pain is expected in calendar 
year 2021. Gedeon Richter will be the MAA sponsor.

Myovant Sciences announced that Myovant and Gedeon 
Richter will continue to collaborate on the marketing 
authorization application for endometriosis, which is 
expected to be submitted in 2022.

01/11/2022 04/30/2022 Nektar Therapeutics NKTR Bempegaldesleukin Melanoma III
Trial Data - Top-Line 
Results

Phase III w/Nivolumab - Top-
Line Results

Bristol-Myers Squibb expects to have PFS data from its study 
of Opdivo in combination with NKTR-214 for melanoma in 
2021.

Nektar announced they anticipate top-line results for their 
Phase III study of bempegaldesleukin w/Nivolumab in early 
2022.
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01/01/2022 06/30/2022 Nektar Therapeutics NKTR NKTR-255 Bladder Cancer Preclinical
Trial Announcement - 
Initiation Phase II - Trial to Start

Nektar therapeutics expects to begin enrolling patients in 
Phase II JAVELIN Bladder Medley study of NKTR-255 plus 
avelumab for patients with locally advanced or metastatic 
UC in the first quarter of 2022.

Nektar announced they plan to initiate their Phase II study 
of NKTR-255 for bladder cancer in the first half of 2022.

01/11/2022 06/30/2022 Nektar Therapeutics NKTR Bempegaldesleukin Renal Cell Cancer (RCC) III
Trial Data - Top-Line 
Results

Phase III w/Nivolumab - Top-
Line Results

Nektar Therapeutics announced that the Phase III 
registrational study evaluating bempegaldesleukin and 
nivolumab versus a TKI in first-line RCC is enrolling and they 
are on track to potentially have the first interim OS readout 
in the first quarter of 2022.

Nektar announced they expect top-line results from their 
Phase III study of bempeg for 1L metastatic RCC in the first 
half of 2022.

01/01/2025 06/30/2025 Nektar Therapeutics NKTR Bempegaldesleukin Bladder Cancer III
Trial Data - Top-Line 
Results

Phase III w/Nivolumab (MIBC) - 
Top-Line Results

Nektar Therapeutics announced that top-line data from the 
Phase III study evaluating bempegaldesleukin in 
combination with nivolumab for the treatment of muscle-
invasive disease is expected in 2024. 

Nektar Therapeutics announced that top-line data from the 
Phase III study evaluating bempegaldesleukin in 
combination with nivolumab for the treatment of cis-
ineligible MIBC is expected in the first half of 2025.

04/01/2022 09/30/2022 NeuroPace, Inc. NPCE RNS System Partial Seizures (Epilepsy) Approved
Trial Announcement - 
Initiation

NAUTILUS IDE Study (US) to 
Start

NeuroPace announced that it has received an 
Investigational Device Exemption (IDE) from the U.S. Food 
and Drug Administration (FDA) to study the 
company&rsquo;s RNS System in patients with drug-
resistant idiopathic generalized epilepsy. The study starts 
enrolling patients in 2022.

NeuroPace anticipates enrollment to commence for its RNS 
System in patients with drug-resistant idiopathic 
generalized epilepsy in the middle of 2022.

01/01/2022 03/31/2022
NGM 
Biopharmaceuticals, Inc.    NGM NGM-831 Cancer Preclinical

Trial Announcement - 
Initiation Clinical Trial To Start

NGM has announced plans to initiate first-in-human testing 
of NGM-831 in the first half of 2022.

NGM has announced plans to initiate first-in-human testing 
of NGM-831 in the first quarter of 2022.

01/01/2022 06/30/2022
NGM 
Biopharmaceuticals, Inc.    NGM NGM438 Solid Tumors Preclinical

Trial Announcement - 
Initiation Clinical Trial to Start

NGM Biopharmaceuticals disclosed its third oncology 
development candidate, NGM438, a novel antagonist 
antibody that inhibits Leukocyte-associated immunoglobulin-
like receptor 1 (LAIR1). NGM438 was also featured earlier 
during NGM&rsquo;s first R&amp;D Day. NGM plans to 
initiate first-in-human testing of NGM438 in the fourth 
quarter of 2021.

NGM has announced plans to initiate a Phase I study of 
NGM-438 in advanced solid tumors in the second quarter of 
2022.

10/01/2022 12/31/2022
NGM 
Biopharmaceuticals, Inc.    NGM NGM621

Dry Age-Related Macular 
Degeneration (Dry 
AMD)/Geographic Atrophy 
(Ophthalmology) II

Trial Data - Top-Line 
Results

Phase II - CATALINA - Top-Line 
Results

NGM Biopharmaceuticals announced it has completed 
enrollment in the Phase II CATALINA study, which is 
evaluating the safety and efficacy of intravitreal (IVT) 
injections of NGM621 in patients with geographic atrophy 
secondary to age-related macular degeneration. NGM 
anticipates Phase II CATALINA study topline data readout in 
the second half of 2022.

NGM Biopharmaceuticals announced it anticipates Phase II 
CATALINA study topline results in the fourth quarter of 
2022.

01/10/2022 06/30/2022 Novartis AG NVS JDQ-443 Solid Tumors I/II
Trial Announcement - 
Initiation

Phase III KontRASt-02 - Trial to 
Start

A randomized, controlled, open label, Phase III study 
evaluating the efficacy and safety of JDQ443 versus 
docetaxel in previously treated subjects with locally 
advanced or metastatic KRAS G12C mutant non-small cell 
lung cancer has been announced, but is not yet recruiting 
participants. The trial is expected to start in March 2022.

Novartis announced that it expects the initiation of its Phase 
III trial of JDQ443 for solid tumours in the first half of 2022. 

01/01/2022 06/30/2022 Novavax, Inc. NVAX NVX-CoV2373 COVID-19 Prevention BLA
Trial Data - Top-Line 
Results

Phase I/II w/NanoFlu - Top-
Line Results

Novavax announced enrollment of the first participants in a 
Phase I/II study to evaluate the safety and immunogenicity 
of a combination vaccine using Novavax&#39; seasonal 
influenza and COVID-19 vaccines. The clinical trial combines 
Novavax&#39; recombinant protein-based NVX-CoV2373 
and NanoFlu vaccine candidates and patented saponin-
based Matrix-M adjuvant in a single formulation (COVID-
NanoFlu Combination Vaccine). Results are expected during 
the first half of 2022.

Novavax has announced that data from the COVID-NanoFlu 
combination vaccine Phase I/II trial is expected in the first 
half of 2022.

04/01/2022 06/30/2022 NovoCure Limited NVCR Optune Ovarian Cancer
Development 
Outside U.S.

Trial Data - Top-Line 
Results

Phase III INNOVATE-3 Interim 
Analysis 

Novocure announced that an interim analysis of the Phase III 
pivotal INNOVATE-3 trial in recurrent ovarian cancer is 
expected to be reported in 2022. 

Zai Lab announced that the interim analysis of the Phase III 
INNOVATE-3 trial for optune for ovarian cancer is expected 
in the second quarter of 2022. 

01/01/2023 12/31/2023 NovoCure Limited NVCR Optune
Brain Cancer (Secondary; 
Metastases) IDE Trial Data - Final Results IDE - METIS - Final Results

NovoCure announced it expects to release top-line results 
from its IDE METIS study in 2020.

Novocure announced that final data from the Phase III 
pivotal METIS trial in brain metastases is expected in 2023.

01/10/2022 06/30/2022 Nurix Therapeutics, Inc. NRIX NX-5948 Autoimmune Disorders Preclinical
Trial Announcement - 
Initiation Phase Ia - Trial to Start

Nurix has announced that  the company is planning for the 
potential expansion of indications in NX-5948 into selected 
autoimmune diseases in 2022.

Nurix anticpates dosing the first patient in a Phase Ia clinical 
trial of NX-5948 for autoimmune disorders in the first half of 
2022. 

01/10/2022 06/30/2022 Nurix Therapeutics, Inc. NRIX DeTIL-0255 Solid Tumors IND
Trial Announcement - 
Initiation

Phase I - First-in-Human - Trial 
to Start

Nurix expects to initiate the Phase I study for DeTIL-0255 in 
the second half of 2021.

Nurix Therapeutics anticipates the Phase I trial initiation of 
DeTIL-0255 in patients with gynecological malignancies in 
the first half of 2022. 

07/01/2022 12/31/2022 Nurix Therapeutics, Inc. NRIX NX-2127 Hematologic Cancer I
Trial Data - Updated 
Results Phase Ia/Ib - Updated Results

Nurix expects to present updated results from its Phase Ia/Ib 
study of NX-2127 in hematologic cancers at a medical 
conference in 2022.

Nurix expects to present additional Phase Ia results for NX-
2127 in hematologic cancer in the second half of 2022. 

01/19/2022 04/30/2022 Omeros Corporation OMER Narsoplimab

Transplant-Associated 
Thrombotic Microangiopathy 
(TA-TMA) BLA

Regulatory - MAA 
Submission (Europe) MAA Filing

Omeros Corporation announced that the European 
Medicines Agency (EMA) has appointed rapporteurs for the 
company’s marketing authorization application currently in 
preparation for narsoplimab for the treatment of 
hematopoietic stem cell transplant-associated thrombotic 
microangiopathy (HSCT-TMA). Per EMA regulatory 
procedural guidelines, we expect the MAA submission to 
occur by the end of 2019.

Omeros has not provided new timing expectations for the 
marketing authorization filing of narsoplimab for the 
treatment of hematopoietic stem cell transplant-associated 
thrombotic microangiopathy (HSCT-TMA). As such, we 
continue to await an update in the time frame above.

01/11/2022 06/30/2022
Orchard Therapeutics 
Limited ORTX OTL-201

Mucopolysaccharidosis IIIA 
(MPS IIIA; Sanfilippo A 
Syndrome) I/II

Trial Data - Updated 
Results Phase I/II - Updated Results

Orchard announced that a fourth patient has recently been 
enrolled in the Phase I/II OTL-201 study. Enrollment is 
expected to complete (n=5) this year and the company 
intends to release additional interim results later in 2021. 

Orchard Therapeutics announced that it expects to present 
clinical data, including early clinical outcomes of cognitive 
function, from the OTL-201 proof-of-concept (POC) trial in 
the first half of 2022.

04/01/2022 09/30/2022
Orchard Therapeutics 
Limited ORTX OTL-103 Wiskott-Aldrich Syndrome III

Regulatory - MAA 
Submission (Europe) MAA Filing

Orchard anticipates submitting regulatory applications for 
the MLD program next year and the WAS program in 2020 
or 2021.

Orchard Therapeutics announced that following productive 
regulatory interactions with the European Medicines 
Agency (EMA) and recent rapporteur and co-rapporteur 
meetings, it is preparing for a Marketing Authorization 
Application (MAA) submission for OTL-103 in Europe in mid-
2022.

01/01/2022 06/30/2022
ORIC Pharmaceuticals, 
Inc. ORIC ORIC-101 Solid Tumors I

Trial Data - Updated 
Results

Phase Ib w/Abraxane - 
Updated Results

At the 37th Annual J.P. Morgan Healthcare Conference in 
January 2019, ORIC Pharmaceuticals announced the Phase 
Ib trial investigating ORIC-101 in combination with 
Abraxane for the treatment of solid tumors. The company 
expects the trial to initiate in the second quarter of 2019, 
with an initial safety data readout in the fourth quarter of 
2019, and an initial translational and efficacy data readout 
in the first quarter of 2020.

ORIC Pharmaceuticals announced the company anticipates 
to provide an update on its Phase Ib clinical trial of ORIC-101 
and nab-paclitaxel in the first half of 2022.

04/01/2022 09/30/2022 Otsuka Holdings Co., Ltd. 4578 Abilify Maintena Bipolar Disorder Approved
Regulatory - sNDA/sBLA 
Filing

sNDA Filing - 2-month 
Injectable

Lundbeck announced they plan to file an sNDA for 
Aripiprazole 2-month injectable for the treatment of bipolar 
disorder and shizophrenia in 2021.

Lundbeck anticipates the sNDA for Abilify Maintena 2-
month injectible for biopolar disorder in the middle of 2022. 

01/12/2022 06/30/2022 Oyster Point Pharma, Inc. OYST Tyrvaya
Ophthalmic Wound Healing 
(Ophthalmology) II

Regulatory - Meeting 
with FDA Meeting with FDA

Oyster Point announced that it plans to meet with the U.S. 
Food and Drug Administration (FDA) for a pre-IND meeting 
to discuss development of OC-101 (AAV-NGF) for patients 
with Stage 2 and Stage 3 neurotrophic keratopathy. As such, 
we await an update through the time frame above.

Oyster Point anticipates the pre-IND meeting with the U.S. 
Food and Drug Administration (FDA) to discuss development 
of OC-101 (AAV-NGF) for patients with Stage 2 and Stage 3 
neurotrophic keratopathy in the first half of 2022. 

07/01/2022 09/30/2022 Pacira BioSciences, Inc. PCRX Exparel Postsurgical Pain Approved
Regulatory - sNDA/sBLA 
Filing sNDA Submission

Pacira BioSciences announced that there were no clinically 
relevant safety issues observed in STRIDE, specifically no 
reports of falls and no serious adverse events observed in 
the study. The results from STRIDE informed the design of 
two follow-up studies that are now underway and place the 
company on track for an sNDA submission in 2022.

Pacira announced the company plans a sNDA submission of 
Exparel for lower extremeity nerve block in the third quarter 
of 2022.

02/01/2022 02/28/2022 Passage Bio PASG PBGM01 GM1 Gangliosidosis I/II
Trial Data - Top-Line 
Results Phase I/II - Top-Line Results

Passage Bio expects to submit an IND for PBGM01 for the 
treatment of GM1 in the first half of 2020 and initiate a 
Phase I/II trial in the second half of 2020 and anticipate 
clinical data to be available in the first half of 2021.

Passage announced that the late breaker presentation of 
PBGM01 for GM1 Gangliosido at WORLDSymposium in 
Feburary 2022.

04/01/2022 09/30/2022 Pliant Therapeutics PLRX PLN-74809
Idiopathic Pulmonary Fibrosis 
(IPF) II

Trial Data - Top-Line 
Results Phase IIa - Top-Line Results

Pliant Therapeutics plans to release Phase IIa data of PLN-
74809 for the treatment of IPF in early 2020.

Pliant Therapeutics has announced that top-line data is 
expected from the Phase IIa INTEGRIS-IPF trial in mid 2022.

01/01/2022 03/31/2022 PTC Therapeutics, Inc. PTCT PTC518 Huntington's Disease I
Trial Announcement - 
Initiation

Phase II PIVOT HD - Trial to 
Start

PTC Therapeutics announced that Phase II planning is 
underway and is expected to be initiated by the end of 2021.

PTC has announced a Phase II PIVOT HD trial of PTC518 in 
Huntington disease patients is expected to start in the first 
quarter of 2022.
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04/01/2022 04/30/2022 PTC Therapeutics, Inc. PTCT PTC-AADC Neurology - Other IIb
Regulatory - CHMP 
(European Panel) Results CHMP Opinion

PTC Therapeutics announced that they have submitted a 
Marketing Authorization Application (MAA) for the potential 
approval of a gene therapy treatment, PTC-AADC, for AADC 
deficiency with the European Medicines Agency (EMA). 
Based on an internal analysis of the centralized European 
approval procedure, we estimate the European marketing 
authorization for this drug for this indication will be granted 
in approximately 11-17 months. As the approval decision is 
normally issued 67 days from adoption of a positive 
Committee for Medicinal Products for Human Use (CHMP) 
opinion, we then estimate the CHMP opinion to occur 
between October 2020 and March 2021.

PTCT has announced the CHMP opinion is expected in April 
2022.

04/01/2022 06/30/2022 PTC Therapeutics, Inc. PTCT PTC857
Amyotrophic Lateral Sclerosis 
(ALS) Preclinical

Trial Announcement - 
Initiation

Phase II CardinALS - Trial to 
Start

PTC Therapeutics announced that it plans to initiate Phase II 
for  amyotrophic lateral sclerosis (ALS) in the first quarter of 
2022.

 PTC Therapeutics announced plans to initiate a Phase II 
CardinALS trial for amyotrophic lateral sclerosis (ALS) in the 
second quarter of 2022.

01/01/2022 06/30/2022 PTC Therapeutics, Inc. PTCT PTC299 COVID-19 Treatment II/III
Trial Data - Top-Line 
Results

Phase II/III (FITE-19) - Top-line 
Results

PTC Therapeutics announced that the top-line results from 
both stages of the Phase II/III (FITE-19) study of PTC299 is 
expected in the first half of 2021.

PTC has announced that the Phase II/III (FITE-19) top-line 
results are expected in the first half of 2022.

04/01/2022 06/30/2022 PTC Therapeutics, Inc. PTCT PTC-AADC Neurology - Other IIb
Regulatory - NDA/BLA 
Filing BLA Filing

Agilis announced that following a recent end-of-Phase-II 
meeting with the U.S. Food and Drug Administration (FDA) 
covering the clinical, non-clinical and manufacturing data 
available to date, Agilis will begin preparing a biologics 
licensing application (BLA) for its gene therapy program for 
the treatment of Aromatic L-amino acid decarboxylase 
(AADC) deficiency, AGIL-AADC, targeted for submission in 
2018. 

PTC has announced that the PTC-AADC BLA submission is 
expected in the second quarter of 2022.

06/01/2022 07/31/2022 PTC Therapeutics, Inc. PTCT PTC-AADC Neurology - Other IIb
Regulatory - Approval 
Decision (Europe) European Approval Decision

PTC Therapeutics announced that they have submitted a 
Marketing Authorization Application (MAA) for the potential 
approval of a gene therapy treatment, PTC-AADC, for AADC 
deficiency with the European Medicines Agency (EMA). 
Based on an internal analysis of the centralized European 
approval procedure, we estimate the European marketing 
authorization for this drug for this indication will be granted 
in approximately 11-17 months.

PTCT has announced the CHMP opinion is expected in April 
2022. As the approval decision is normally issued 67 days 
from adoption of a positive Committee for Medicinal 
Products for Human Use (CHMP) opinion, we expect the 
approval decision to occur between June-July 2022.

04/01/2022 08/31/2022 PTC Therapeutics, Inc. PTCT Translarna
Duchenne Muscular Dystrophy 
(DMD) III

Trial Data - Top-Line 
Results Post-Authorization Trial Data

PTC Therapeutics announced that the Committee for 
Medicinal Products for Human Use (CHMP) of the European 
Medicines Agency (EMA) has recommended the renewal of 
the conditional marketing authorization of Translarna 
(ataluren) for the treatment of nonsense mutation 
Duchenne muscular dystrophy (nmDMD) in ambulatory 
patients five years and older. In connection with the 
renewal, the marketing authorization will include a specific 
obligation to conduct an additional long-term post-
authorization trial.

The CHMP has requested that PTC conduct a new 18-month 
randomized, placebo-controlled study in patients with 
nonsense mutation Duchenne muscular dystrophy, as a 
specific post-authorization obligation, with results expected 
to be available in the first quarter of 2021. This study will be 
followed by an 18-month open-label extension period where 
all patients will be switched to Translarna. PTC has 
proposed a trial similar in size to ACT DMD and details of the 
protocol are expected to be finalized in future interactions 
with the EMA. Conditional marketing authorizations are 
subject to annual reassessment and renewal. PTC has announced top-line results from Study-041 is 

expected in mid-2022.

10/01/2022 12/31/2022 PTC Therapeutics, Inc. PTCT PTC-743
Mitochondrial Respiratory-
Chain Diseases II/III

Trial Data - Top-Line 
Results

Phase II/III MIT-E - Top-Line 
Results

PTC announced they anticipate data for their Phase II/III 
study for PTC743 for the treatment of seizure disorders in 
the third quarter of 2022.

PTC announced they anticipate data for their Phase II/III 
study for PTC743 for the treatment of seizure disorders in 
the fourth quarter of 2022.

04/01/2023 06/30/2023 PTC Therapeutics, Inc. PTCT PTC-743 Friedreich's Ataxia II/III
Trial Data - Top-Line 
Results Phase II/III - Top-Line Results

PTC announced they expect top-line results from their Phase 
II/III MOVE-FA study in 2023.

PTC announced they expect top-line results from their Phase 
II/III MOVE-FA study in the second quarter of 2023.

01/21/2022 06/30/2022
Rafael Pharmaceuticals, 
Inc. CPI-613 Colorectal Cancer (CRC)

Investigator 
Initiated

Trial Announcement - 
Initiation Phase II - Trial to Start

Rafael Pharmaceuticals announced a Phase II trial of 
devimistat + FOLFOXIRI + bevacizumab for the treatment of 
metastatic colorectal cancer is expected to start in the first 
quarter of 2021.

Rafael Holdings has not provided an update on the status of 
the Phase II trial of CPI-613 for colorectal cancer. As such, 
we continue to await an update in the time frame above. 

01/11/2022 06/30/2022 RAPT Therapeutics, Inc. RAPT RPT193 Atopic Dermatitis (Eczema) I
Trial Announcement - 
Initiation Phase IIb to Start

FLX plans to initiate Phase II studies in atopic dermatitis and 
additional indications of FLX193 in the second half of 2020.

RAPT Therapeutics has announced that a Phase IIb trial of 
RPT-193 in Alzheimers disease is expected to start in the 
first half of 2022.

01/20/2022 06/30/2022 RAPT Therapeutics, Inc. RAPT RPT-GCN2i Cancer Preclinical
Trial Announcement - 
Initiation Phase I to Start

GLX announced that it plans to start its first in humans study 
of its GCN2 program in the second half of 2020.

RAPT has not provided an update on the initiation of a Phase 
I trial of RPT-GNC2i for cancer. As such, we await an update 
in the time frame above.

01/11/2022 12/31/2022 RAPT Therapeutics, Inc. RAPT FLX475 Cancer I/II
Trial Data - Updated 
Results Phase I/II - Updated Results

Rapt Therapeutics announced that next Phase II update for 
FLX475 expected in the second half of 2021 including 
additional
data from Stage 1 cohorts as well as Stage 2 expansions.

Rapt Therapeutics announced that updated results from the 
Phase II trial of FLX475 is expected in 2022.

01/01/2022 03/31/2022
Recursion 
Pharmaceuticals, Inc. RXRX REC-2282 Neurofibromatosis (NF) Preclinical

Trial Announcement - 
Initiation Phase II/III - Trial Initiation

Recursion expects to initiate the Phase II/III part of the trial 
for REC-2282 within the next four to five quarters.

Recursion expect to initiate a Phase II/III clinical trial of Rec-
2882 for NF2 in the first quarter of 2022.

01/01/2022 03/31/2022
Recursion 
Pharmaceuticals, Inc. RXRX REC-994 Hemangioma I

Trial Announcement - 
Initiation Phase IIa - Trial Initiation

Recursion plans to initiate a Phase II trial of REC-994 in the 
next four to five months.

Recursion has announced that the Phase IIa clinical start of 
Rec-994 for CCM is expected to initiate in the first quarter of 
2021.

04/01/2022 06/30/2022
Recursion 
Pharmaceuticals, Inc. RXRX REC-4881

Familial Adenomatous 
Polyposis (FAP) I

Trial Announcement - 
Initiation

Phase II Classical FAP - Trial 
Initiation

Recursion expects to initiate the Phase II trial of REC-4881 in 
the next 4 to 5 quarters.

Recursion expect to initiate a Phase II clinical trial of Rec-
4881 for FAP in the second quarter of 2022.

04/01/2022 06/30/2022
Recursion 
Pharmaceuticals, Inc. RXRX REC-3599

GM2 Gangliosidoses (Tay-Sachs 
Disease, Sandhoff Disease, AB 
Variant) Preclinical

Trial Announcement - 
Initiation Phase II - Trial Initiation

Recursion expects to initiate a Phase II clinical trial of REC-
3599 within the next four to five quarters.

Recursion expect to initiate a Phase II trial of Rec-3599 for 
GM2 in the second quarter of 2022.

07/01/2022 12/31/2022
Regeneron 
Pharmaceuticals, Inc. REGN REGN5458 Multiple Myeloma (MM) I/II

Regulatory - NDA/BLA 
Filing BLA Filing

Regeneron expects to file for regulatory approval for 
REGN5458 for relapsed/refractory multiple myeloma in 
2022 or beyond.

Regeneron expects to file for regulatory approval for 
REGN5458 for relapsed/refractory multiple myeloma in the 
second half of 2022.

07/01/2022 12/31/2022
Regeneron 
Pharmaceuticals, Inc. REGN Odronextamab

Diffuse Large B-Cell Lymphoma 
(DLBCL) - NHL II

Regulatory - NDA/BLA 
Filing BLA Filing

Regeneron Pharmaceuticals announced that they anticipate 
submitting a Biologics License Application (BLA) for 
REGN1979 for the treatment of relapsed/refractory 
follicular lymphoma and in relapsed/refractory diffuse large 
b-cell lymphoma in 2022.

Zai Lab announced that it expects to submit a Biologics 
License Application (BLA) for REGN1979 for the treatment of 
relapsed/refractory follicular lymphoma and in 
relapsed/refractory diffuse large b-cell lymphoma in the 
second half of 2022.

01/20/2022 12/31/2022
Regeneron 
Pharmaceuticals, Inc. REGN Odronextamab

Diffuse Large B-Cell Lymphoma 
(DLBCL) - NHL II

Trial Announcement - 
Patient Enrollment 
Completed

Phase II - Patient Enrollment 
Completed

Regeneron announced they expect to complete enrollment 
in their odronextamab Phase II study for DLBCL in the first 
half of 2021.

Zai Lab announced that it expects to complete enrollment 
for its Phase II trial for odronextamab for B-NHL in 2022. 

01/20/2022 12/31/2022
Regeneron 
Pharmaceuticals, Inc. REGN Odronextamab

Indolent Non-Hodgkin's 
Lymphoma (Including Follicular 
Lymphoma) - NHL II

Trial Announcement - 
Initiation

Phase III OLYMPIA-2 - Trial to 
Start

Regeneron announced they plan to initiate the Phase III 
OLYMPIA trial studying odronextamab for the treatment of 
FL in 2021.

Zai Lab announced that it expects to initiate the Phase III 
OLYMPIA trial for odronextamab in 2022.

01/10/2022 12/31/2022
Regeneron 
Pharmaceuticals, Inc. REGN REGN5458 Multiple Myeloma (MM) I/II

Trial Announcement - 
Initiation

Trial to Start (w/ Standard of 
Care)

Regeneron announced they plan to initiate a study for 
REGN5458 (BCMAxCD3) and SoC for the treatment of 
multiple myeloma in 2021.

Regeneron announced they plan to initiate Phase I and 
Phase III studies exploring combinations with the standard 
of care in 2022.

01/10/2022 12/31/2022
Regeneron 
Pharmaceuticals, Inc. REGN REGN5458 Multiple Myeloma (MM) I/II

Trial Announcement - 
Patient Enrollment 
Completed

Phase I/II - Patient Enrollment 
Completion

Regeneron Pharmaceuticals anticipates the completion of 
patient enrollment in the pivotal Phase II study of 
REGN5458 in multiple myeloma in 2021.

Regeneron Pharmaceuticals anticipates the completion of 
patient enrollment in the pivotal Phase II study of 
REGN5458 in multiple myeloma in 2022.

07/01/2022 12/31/2022 Relay Therapeutics, Inc. RLAY RLY-4008 Solid Tumors I
Trial Data - Updated 
Results

Phase I Dose Finding - Updated 
Results

Relay Therapeutics expects to give a data update from its 
Phase I ongoing first-in-human study of RLY-4008 in 2022.

Relay Therapeutics expects to give release data from its 
Phase I ongoing first-in-human study of RLY-4008 in the 
second half of 2022.



Expected Begin Date Expected End Date Company Symbol Drug Indication Phase Expected Catalyst Catalyst Title Analysis Updated Analysis

Biomedtracker/Meddevicetracker JPM Updated Catalysts

01/01/2022 03/31/2022 Repare Therapeutics, Inc. RPTX RP-6306 Solid Tumors I
Trial Announcement - 
Initiation

Phase I MINOTAUR 
(w/FOLFIRI) - Trial to Start

Repare Therapeutics announced the first patient has been 
dosed in the Company&rsquo;s Phase I clinical trial of RP-
6306, a first-in-class small molecule product candidate 
targeting PKMYT1, which is a novel target that Repare 
discovered to be synthetic lethal with CCNE1 amplification 
and other genomic mutations to treat CCNE1-amplified, 
FBXW7-altered and other PKMYT1 inhibitor-sensitive 
cancers. Subject to completion and review of the Phase I 
clinical trial, the Company expects to advance RP-6306, both 
as monotherapy and in combination with chemotherapies 
and other treatment modalities, into proof-of-concept 
studies in 2022.

Reparerx expects initation of the MINOTAUR study of 
FOLFIRI combination with RP-6306 in the first quarter of 
2022.

01/10/2022 03/31/2022 Replimune Group Inc. REPL RP-1 Solid Tumors I/II
Trial Announcement - 
Go/No-Go Decision

MSI-H/dMMR Tumors 
Development Decision

Replimune is accumulating data from the MSI-H/dMMR 
(anti-PD1 naïve) cohort. Based on the data, the Company 
expects to be able to decide whether to pursue MSI-
H/dMMR tumors into registration-directed development by 
the end of 2021.

Replimune has announced that details on the RP-1 
commercialization strategy is expected to be announced in 
the first quarter of 2022.

04/01/2022 09/30/2022 Replimune Group Inc. REPL RP-1
Skin Cancer - Squamous Cell 
Carcinoma (SCC) II

Trial Announcement - 
Patient Enrollment 
Completed

Phase II - Patient Enrollment 
Completed

Replimune announced that recruitment for the Phase II 
clinical trial of RP1 in combination with Libtayo in CSCC is 
expected to take approximately 18 to 24 months and enroll 
patients in the United States, Australia, Canada, United 
Kingdom and European Union.

Replimune has announced that the last pateint is expected 
to be be enrolled in the CERPASS clinical trial in advanced 
anti-PD1 naive cutaneous squamous cell carcinoma in mid 
2022.

09/01/2022 12/31/2022 Replimune Group Inc. REPL RP-1
Skin Cancer - Squamous Cell 
Carcinoma (SCC) II

Trial Data - Top-Line 
Results

Phase II CERPASS - Top-Line 
Results

Replimune expects to have Phase II data of RP1 in CSCC in 
the second half of 2021.

Replimune expects a primary read out of data from the 
CERPASS cSCC registration directed study of RP1 in late 
2022.

10/01/2022 12/31/2022 Replimune Group Inc. REPL RP3 Solid Tumors I
Trial Data - Updated 
Results

Phase I RP3-301 - Updated 
Results (w/Opdivo)

Replimune expects Phase I data from the all comers study of 
RP3 in combination with Opdivo in 2022.

Replimune expects Phase I data from the study of RP3 
combination study in the fourth quarter in 2022.

01/01/2023 12/31/2023
Revolution Medicines, 
Inc. RVMD RMC-5552 Cancer I

Trial Data - Top-Line 
Results Phase I - Top-Line Results

Revolution Medicines expects initial safety, PK and single 
agent activity data of RMC-5552 in 2022.

Revolution Medicines expects single agent activity data of 
RMC-5552 in 2023.

01/11/2022 06/30/2022 Rubius Therapeutics, Inc. RUBY RTX-321 Solid Tumors I
Trial Data - Top-Line 
Results Phase I - Top-Line Results

Rubius plans to report initial Phase I clinical results for RTX-
321 for the treatment of HPV 16-positive cancers by the first 
quarter of 2022.

Rubius Therapeutics annoucned that it plans to report initial 
clinical results for RTX-321 for the treatment of HPV 16-
positive cancer during the second half of 2022.

04/01/2022 09/30/2022 Sage Therapeutics, Inc. SAGE SAGE-718 Parkinson's Disease (PD) II
Trial Announcement - 
Initiation

Phase II PD Cognitive 
Impairment - Trial To Start

Sage has announced plans to initiate a placebo-controlled 
Phase II Study with SAGE-718 in PD mild cognitive 
impairment in 2022.

Sage has announced plans to initiate study with SAGE-718 
(CNP-202) in PD in mid 2022.

01/11/2022 06/30/2022 Sanofi SNY
Coronavirus Vaccine 
(Sanofi/GSK) COVID-19 Prevention III

Trial Data - Top-Line 
Results Phase III - Top-Line Results

Sanofi announced efficacy readout for the company&#39;s 
Phase III safety and efficacy trial of the recombinant vaccine 
program.

GlaxoSmithKline announced that the company expects late-
stage data readout of the COVID-19 vaccine candidate in the 
first half of 2022.

01/19/2022 06/30/2022 Sanofi SNY Dupixent Pruritus III
Regulatory - sNDA/sBLA 
Filing sBLA Filing (Prurigo Nodularis)

Sanofi expects to file a sBLA with Dupixent for prurigo 
nodularis in the U.S during 2021.

The company expects to submit data for Dupixent 
(dupilumab) in adults with uncontrolled prurigo nodularis to 
regulatory authorities around the world starting in the first 
half of 2022.

04/01/2022 09/30/2022 Sarepta Therapeutics, Inc. SRPT SRP-9001
Duchenne Muscular Dystrophy 
(DMD) III

Trial Announcement - 
Patient Enrollment 
Completed

Phase III  EMBARK - Patient 
enrollment completed

Sarepta therapeutics expects the EMBARK trial to fully 
enroll in the first half of 2022.

Sarepta announced that the Phase III EMBARK trial of SRP-
9001 in DMD is on track to complete enrollment by the 
middle of 2022. 

01/11/2022 03/31/2022 Seagen Inc. SGEN SEA-BCMA Multiple Myeloma (MM) I
Trial Announcement - 
Initiation

Phase I w/nirogacestat - 
Initiation

SpringWorks Therapeutics announced that the company 
anticipates initiating a Phase I clinical trial of nirogacestat in 
combination with SEA-BCMA in MM in the second half of 
2021. 

Springworks announced that the company expects Phase I 
trial initiation in RRMM in the first quarter of 2022.

04/01/2022 09/30/2022 Seres Therapeutics, Inc. MCRB SER-109
Clostridium difficile-Associated 
Diarrhea/Infection (CDAD/CDI) III

Regulatory - NDA/BLA 
Filing BLA Filing

Seres is actively enrolling patients in the SER-109 open-label 
study, which also allows enrollment of patients with single 
or multiple recurrences of CDI, to expand the safety 
database to meet the FDA threshold of at least 300 patients. 
This open-label study will fulfill the remainder of the 
required safety database necessary for a BLA filing as 
suggested by the FDA. We await an update on the BLA filing 
for SER-109 in the time frame above. Seres has announced that the company expects a BLA 

submission for SER-109 in mid-2022.

01/01/2022 06/30/2022 Shattuck Labs, Inc. STTK SL-172154 Head and Neck Cancer I
Trial Data - Top-Line 
Results Phase I - Top-Line Results

Shattuck Labs plans to announce data from the dose-
escalation portion of the Phase I trial of SL-172154 in 
patients with CSCC and HNSCC in the second half of 2022.

Shattuck Labs plans to announce data from the dose-
escalation portion of the Phase I trial of SL-172154 in 
patients with CSCC and HNSCC in the first half of 2022.

07/01/2022 12/31/2022 Shattuck Labs, Inc. STTK SL-279252 Solid Tumors I
Trial Data - Updated 
Results

Phase I - Updated Results 
(Dose Expansion)

Shattuck Labs expects to announce dose expansion data 
from the Phase I trial of SL279252 in the first half of 2022.

Shattuck Labs expects to announce dose expansion data 
from the Phase I trial of SL279252 in the second half of 
2022.

01/11/2022 03/31/2022
SpringWorks 
Therapeutics Inc. SWTX Nirogacestat Multiple Myeloma (MM) I/II

Trial Announcement - 
Initiation

Phase I w/SEA-BCMA - 
Initiation

SprinkWorks announced that the company anticipates 
initiation of a Phase I clinical trial of nirogacestat in 
combination with SEA-BCMA in patients with MM in the 
second half of 2021.

Springworks announced that the company expects Phase I 
trial initiation in RRMM in the first quarter of 2022.

01/11/2022 04/30/2022
SpringWorks 
Therapeutics Inc. SWTX Nirogacestat Solid Tumors III

Trial Data - Top-Line 
Results Phase III - Top-Line Results

Springworks announced they anticipate a top-line data 
readout for their Phase III trial of nirogacestat for the 
treatment of sarcoma in early 2021.

Springworks announced that the company expects Phase III 
DeFi topline readout in desmoid tumors in early 2022.

01/01/2022 03/31/2022 Sutro Biopharma, Inc. STRO STRO-002 Ovarian Cancer I
Trial Announcement - 
Initiation Combination Study to Start

Sutro anticipates beginning a combination study of STRO-
002 for ovarian or endometrial cancers in late 2021.

Sutro announced they plan to dose the first patient in their 
STRO-002 combination trial with bevacizumab for 
endometrial cancers in the first quarter of 2022.

01/01/2022 06/30/2022 Sutro Biopharma, Inc. STRO STRO-002 Ovarian Cancer I
Regulatory - Meeting 
with FDA Meeting with FDA

Sutro Biopharma announced that it anticipates an End-of-
Phase I/II FDA meeting in 2021.

Sutro announced they anticipate an end of Phase I/II 
meeting with the FDA for STRO-002 in the first half of 2022.

04/01/2022 09/30/2022
Syros Pharmaceuticals, 
Inc. SYRS SY-2101

Acute Myelogenous Leukemia 
(AML) I

Trial Data - Top-Line 
Results

Dose Confirmation Study - Top-
Line Results

Syros Pharmaceuticals announced confirmatory dose/PK 
data for SY-2101 is expected in the first half of 2022.

Syros is evaluating SY-2101 in patients with newly 
diagnosed acute promyelocytic leukemia (APL) and expects 
to report PK and safety data from its ongoing dose 
confirmation trial in mid-2022.

07/01/2022 12/31/2022
Syros Pharmaceuticals, 
Inc. SYRS SY-5609 Solid Tumors I

Trial Announcement - 
Initiation Phase I - Expansion Portion

Syros announced that company expects to initiate expansion 
portion of Phase I trial in the second half of 2021.

Syros expects to report safety lead-in data of SY-5609 in 
combination with chemotherapy in the second half of 2022.

07/01/2022 12/31/2022
Syros Pharmaceuticals, 
Inc. SYRS SY-1425

Acute Myelogenous Leukemia 
(AML) II

Trial Data - Top-Line 
Results

Phase II RARA+, 1st Line - Top-
Line Results

Syros Pharmaceuticals announced initial data from the 
Phase II trial in ND unfit AML is expected in 2022.

Syros expects to report data from the safety lead-in portion 
of the ongoing SELECT-AML-1 Phase II trial evaluating 
tamibarotene in combination with azacitidine and 
venetoclax in the second half of 2022.

01/01/2023 03/31/2023
Syros Pharmaceuticals, 
Inc. SYRS SY-2101

Acute Myelogenous Leukemia 
(AML) I

Trial Announcement - 
Initiation

Phase III Registration-Enabling - 
Trial to Start

Syros Pharma intends to initiate a registration-enabling 
Phase III trial of SY-2101 in patients with newly diagnosed 
APL in 2022.

Syros Pharma intends to initiate a registration-enabling 
Phase III trial of SY-2101 in patients with newly diagnosed 
APL in the first quarter of 2023.

01/01/2025 12/31/2025
Syros Pharmaceuticals, 
Inc. SYRS SY-2101

Acute Myelogenous Leukemia 
(AML) I

Regulatory - NDA/BLA 
Filing NDA Filing

Syros Pharma announced that it has acquired from Orsenix 
all of its assets related to SY-2101, formerly known as ORH-
2014, a novel oral form of arsenic trioxide (ATO). Based on 
interactions between Orsenix and the U.S. Food and Drug 
Administration (FDA), Syros believes molecular complete 
response rate and event-free survival in comparison to 
historical control data with IV ATO would support 
accelerated and full approval, respectively. If successful, 
Syros believes it could file a New Drug Application (NDA) 
with the FDA in 2024.

Syros has announced that the company expects to initiate 
the Phase III study of SY-2101 in the first quarter of 2023 
and to announce data in 2025. As such, we have delayed the 
NDA filing until after then.

01/19/2022 02/28/2022
Taiwan Liposome 
Company, Ltd. TLC TLC590 Postsurgical Pain II

Trial Announcement - 
Initiation Phase II/III - Trial to Start

Taiwan Liposome Company (TLC) announced that a pivotal 
trial of TLC590 in post-op pain is expected in the second half 
of 2019.

A Phase II/III, randomized, double-blind, comparator- and 
placebo-controlled study to evaluate the safety and efficacy 
of TLC590 for postsurgical pain anagement following 
inguinal hernia repair has been announced, but is not yet 
recruiting participants. The trial was expected to initiate in 
January 2022. As such, we await the initiation through 
February 2022.

01/12/2022 06/30/2022 TCR² Therapeutics Inc. TCRR TC-510 Solid Tumors Preclinical
Regulatory - IND/CTA 
Filing IND Filing TCR2 plans to file an IND for TC-510 in 2021.

TCR2 Therapeutics has announced that an IND filing for TC-
510 is expected in the first half of 2022.

01/13/2022 06/30/2022 TCR² Therapeutics Inc. TCRR gavo-cel Solid Tumors I/II
Trial Announcement - 
Other

Phase I/II Mesothelin-
Expressing - Phase II Cohort to 
Start

TCR2 Therapeutics announced it plans to initiate the Phase II 
expansion cohort for TC-210 in 2021. 

TCRR Therapeutics has announced that that the Phase II 
expansion for gavo-cel is expected to start in the first half of 
2022.

04/01/2022 06/30/2022 Tricida, Inc. TCDA Veverimer Renal Disease / Renal Failure III

Trial Announcement - 
Patient Enrollment 
Completed

Phase III VALOR-CKD - Patient 
Enrollment Completed

Tricida expects to complete enrollment or near completion 
of enrollment in the VALOR-CKD postmarketing trial of 
TRC101 in the second half of 2019.

Tricida plans to initiate an administrative stop of the VALOR-
CKD trial in the second quarter of 2022.



Expected Begin Date Expected End Date Company Symbol Drug Indication Phase Expected Catalyst Catalyst Title Analysis Updated Analysis
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07/01/2022 09/30/2022 Tricida, Inc. TCDA Veverimer Renal Disease / Renal Failure III
Trial Data - Top-Line 
Results

Phase III VALOR-CKD - Topline 
Results

Tricida announced Tricida has revised the protocol for its 
VALOR-CKD outcome trial of Veverimer. The revised 
protocol has a group sequential design, no interim analysis 
for sample size adjustment, and unblinded interim analyses 
for early stopping for efficacy after 150 primary endpoint 
events, which are anticipated in the second half of 2021, 
and 250 primary endpoint events (anticipated in mid-2022).

Tricida anticipates reporting topline results of the VALOR-
CKD trial in the third quarter of 2022.

04/01/2023 06/30/2023 Tricida, Inc. TCDA Veverimer Renal Disease / Renal Failure III

Regulatory - Response to 
Complete Response 
Letter Response to CRL

Tricida announced that if the VALOR-CKD trial is stopped 
early for efficacy at the 250-event interim analysis in mid-
2022, resubmission of the NDA could occur in 2023. 
However, if the trial must be stopped early for 
administrative reasons, it could occur prior to the 250-event 
interim analysis. In that case, if the data demonstrate 
efficacy, resubmission of the NDA could occur as early as 
late 2022. As such, we await an update on submission 
through the time frame above.

Tricida announced that if positive, VALOR-CKD trial results 
could lead to a possible resubmission of the veverimer NDA 
in the second quarter of 2022 with an anticipated 6-month 
review and a potential PDUFA goal date in the fourth 
quarter of 2023.

01/01/2022 03/31/2022 UCB S.A. UCB Zilucoplan Myasthenia Gravis (MG) III
Trial Data - Top-Line 
Results

Phase III RAISE- Top-Line 
Results

Ra Pharmaceuticals announced the initiation of dosing in 
the RAISE study, its global, pivotal, Phase III clinical trial 
evaluating zilucoplan for the treatment of generalized 
myasthenia gravis (gMG). Top-line results from this Phase III 
trial are expected in early 2021.

UCB announced that the company expects topline results of 
the Phase III program of zilucoplan for the treatment of 
myasthenia gravis (MG) in the first quarter of 2022.

07/01/2022 12/31/2022 UCB S.A. UCB Bimekizumab Hidradenitis Suppurativa III
Trial Data - Top-Line 
Results

Phase III - BE HEARD Program - 
Top-Line Results

UCB announced that first headline results of its Phase III BE 
HEARD program of bimekizumab for the treatment of 
hidradenitis suppurativa are expected in the first half of 
2023.

UCB announced that first headline results of ongoing Phase 
III program of bimekizumab in moderate to severe 
hidradenitis suppurativa (HS) are expected in the second 
half of 2022.

01/01/2023 06/30/2023 UCB S.A. UCB UCB0599 Parkinson's Disease (PD) II
Trial Data - Top-Line 
Results

Phase IIa Early PD - Top-line 
Results

UCB announced the first headline results of Phase IIa study 
of UCB0599 in early-stage Parkinson&rsquo;s disease (PD) 
are expected in second half of 2023.

UCB announced the first headline results of Phase IIa study 
of UCB0599 in early-stage Parkinson&rsquo;s disease (PD) 
are expected in first half of 2023.

01/10/2022 06/30/2022
Ultragenyx 
Pharmaceutical Inc. RARE DTX301

Urea Cycle Disorders and 
Derangements (UCD) II

Trial Announcement - 
Initiation Phase III - Trial to Start

Ultragenyx is currently planning the Phase III study of 
DTX301 in parallel to conducting the prophylactic steroid 
cohort. The use of prophylactic steroids in the Phase III study 
is anticipated, and will be confirmed by the Phase I/II fourth 
cohort data once available. The Phase III study is currently 
expected to begin enrollment in the first half of 2021. 

Ultragenyx expects to initiate the Phase III Study of DTX301 
in urea cycle disorders and derangements in the first half of 
2022. 

01/10/2022 06/30/2022
Ultragenyx 
Pharmaceutical Inc. RARE UX143 Osteogenesis Imperfecta (OI) IIb

Trial Announcement - 
Initiation

Phase II/III Pediatric - Study to 
Start

Mereo intends to begin a further study of BPS804 in 
paediatric OI patients in the second half of 2017.

Ultragenyx anticipates the initation of the Phase II/III trial in 
UX143 for osteogenesis imperfecta in pediatric and young 
adult patients in the first half of 2022. 

07/01/2022 12/31/2022 Verve Therapeutics, Inc. VERV VERVE-101
Dyslipidemia / 
Hypercholesterolemia Preclinical

Trial Announcement - 
Initiation Phase I - Trial Initiation

Verve Therapeutics expects to begin clinical development of 
VERVE-101 in 2022.

Verve Therapeutics announced the company anticipates the 
first HeFH patient treated in a Phase I clinical trial in the 
second half of 2022.

01/11/2022 06/30/2022 Vir Biotechnology, Inc. VIR VIR-1111 HIV Prevention I
Trial Data - Top-Line 
Results Phase I - Top-Line Results

Vir Biotechnology expects to have Phase I data on VIR-1111 
for HIV in the second half of 2021.

Vir announced they plan to share Phase I clinical data for 
VIR-1111 for the prevention of HIV in the first half of 2022.

01/11/2022 12/31/2022 Y-mAbs Therapeutics Inc. YMAB Omburtamab

Brain Cancer (Malignant 
Glioma; AA and glioblastoma 
(GBM)) II

Trial Announcement - 
Initiation

Phase II - Multi-center DIPG 
Study to Start

Y-mAbs Therapeutics lists that a Phase II DIPG multi-center 
study of omburtamab (Study 102) is anticipated to start in 
2020.

Y-mAbs Therapeutics announced that it expects to initiate a 
Phase II DIPG multi-center study in 2022. 

Now-12/31/2022 Roche Holding AG RHHBY PDS-1.0
Wet Age-Related Macular 
Degeneration (Wet AMD) 
(Ophthalmology)

III
Regulatory - 
Supplemental Filing 
(Europe)

Suppl EU Filing - PDS
Roche plans to file for US/EU approval of ranibizumab PDS 
for wAMD in 2019 and beyond.

Date Range Delayed (05/11/2017) - Roche plans to file for 
US/EU approval of ranibizumab PDS for wAMD in 2020 and 
beyond.Date Range Delayed (08/06/2018) - Roche plans to 
file for US/EU approval of ranibizumab PDS for wAMD in 
2021 and beyond.Date Range Refined (05/02/2019) - Roche 
plans to file for US/EU approval of the Port Delivery System 
with ranibizumab for wet AMD in 2021.Date Range 
Expedited (10/16/2019) - Roche plans to file for US/EU 
approval of the Port Delivery System with ranibizumab for 
wet AMD in 2020.Date Range Refined (10/15/2020) - Roche 
expects to file for approval of PDS in nAMD in the fourth 
quarter of 2020.Date Range Delayed (12/04/2020) - Roche 
has not provided an update on the filing of PDS-1.0 for Wet 
AMD in the US/EU markets. We await an update on the 
filings through the first quarter of 2021.Date Range Delayed 
(01/11/2021) - Roche expects to file for approval of PDS in 
nAMD between 2020 through 2022.

Now-06/30/2021
Rocket Pharmaceuticals 
Inc.

RCKT RP-L102 Fanconi Anemia II
Trial Data - Updated 
Results

Phase I - Fanconi Anemia 
Subtype A (Pediatric, US) - 
Updated Results

Rocket Pharmaceuticals announced that the company is 
expecting to present additional long-term follow-up data 
from these patients in the first half of 2020.

Date Range Refined (01/13/2020) - Rocket Pharma reported 
that additional Process B data for the Phase I study of RP-
L102 in Fanconi anemia is expected in the second quarter of 
2020.Date Range Delayed (06/25/2020) - Rocket 
Pharmaceuticals announced that they expect to announce 
preliminary “Process B” data from the Phase I study 
evaluating RP-L102 for the treatment of Fanconi anemia in 
the fourth quarter of 2020.Date Range Delayed 
(12/22/2020) - We await an update.Date Range Delayed 
(01/11/2021) - Rocket Pharmaceuticals announced that 
they expect to announce preliminary “Process B” data from 
the Phase I study evaluating RP-L102 for the treatment of 
Fanconi anemia in the first half of 2021.

Now-06/30/2021 Sage Therapeutics, Inc. SAGE SAGE-324 Essential Tremor II
Trial Data - Top-Line 
Results

Phase II KINETIC - Top-Line 
Results

Sage announced that top-line data from the Phase II KINETIC 
study (324-ETD-201) a placebo-controlled study evaluating 
the safety and efficacy of SAGE-324 in patients with 
essential tremor (ET) is anticipated between the fourth 
quarter of 2020 and first quarter of 2021.

Date Range Refined (11/19/2020) - Sage announced that 
top-line data from the Phase II KINETIC study (324-ETD-201) 
a placebo-controlled study evaluating the safety and 
efficacy of SAGE-324 in patients with essential tremor (ET) is 
anticipated in the first quarter of 2021.Date Range Delayed 
(01/07/2021) - Sage Therapeutics expects to have top-line 
data from the Phase II KINETIC study of SAGE-324 in early 
2021.Date Range Delayed (01/11/2021) - Biogen announced 
they anticipate results from their Phase II SAGE-324 study 
for the treatment of tremors in the first half of 2021.

07/01/2021-
12/31/2021

Sage Therapeutics, Inc. SAGE SAGE-217
Major Depressive Disorder 
(MDD)

III
Trial Data - Updated 
Results

Phase III SHORELINE - Updated 
Results

Sage Therapeutics announced that they expect to report 
topline data from the Phase III SHORELINE study evaluating 
SAGE-217 50mg for the treatment of major depressive 
disorder (MDD) in 2021.

Date Range Refined (11/19/2020) - Sage Therapeutics 
announced that they expect to report data from the 30 mg 
dose of the SHORELINE Study in the first half of 2021 and 
will include additional analyses of the data set.Date Range 
Delayed (01/07/2021) - Sage Therapeutics expects to 
provide full results from the 30 mg cohort from the Phase III 
SHORELINE trial of zuranolone in mid-2021.Date Range 
Delayed (01/11/2021) - Biogen announced they anticipate 
results from their Phase III SAGE-217 trial for the treatment 
of MDD in the second half of 2021.

07/01/2021-
12/31/2021

Sangamo Therapeutics, 
Inc.

SGMO TX-200 Kidney Transplant Rejection
Development 
Outside U.S.

Trial Announcement - 
Initiation

Phase I/II - STEADFAST - Trial 
to Start

TxCell announced the signature of a strategic R&D 
collaboration agreement with the University of British 
Columbia (UBC) in Vancouver Canada. This collaboration 
agreement covers the development of a CAR-Treg-based 
cellular immunotherapy for the prevention of graft rejection 
in the context of Solid Organ Transplantation (SOT). UBC will 
conduct non-clinical pharmacology studies with CAR-Treg 
cells with the aim of initiating a first-in-man study in 
transplantation patients as soon as possible. The Company 
aims to launch a first-in-man clinical study with a first CAR-
Treg in 2018.

Date Range Delayed (07/23/2018) - Sangamo expects to 
submit a clinical trial authorization application in Europe for 
TxCell's first CAR-Treg investigational product candidate for 
solid organ transplant in 2019 and to initiate a Phase I/II 
clinical trial later in the year.Date Range Delayed 
(11/19/2019) - Sangamo Therapeutics announced that the 
United Kingdom’s (UK) Medicines Healthcare Products 
Regulatory Agency (MHRA) has granted authorization of the 
first-in-human clinical trial to evaluate a Chimeric Antigen 
Receptor Regulatory T Cell (CAR-Treg) therapy. Sangamo 
expects to open the first clinical sites for the STEADFAST 
study in 2020.Date Range Delayed (08/06/2020) - Sangamo 
is monitoring the impact of COVID-19 pandemic on clinical 
operations of this Phase I/II study. The first subject is 
currently expected to be dosed in 2021.Date Range Refined 
(01/14/2021) - Sangamo Therapeutics anticipates initiating 
the Phase I/II study of TX200 in the second half of 2021.
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01/01/2023-
12/31/2024

Sanofi SNY Dupixent
Chronic Obstructive Pulmonary 
Disease (COPD)

III
Regulatory - sNDA/sBLA 
Filing

sBLA Filing
Sanofi expects to file a sBLA with Dupixent for COPD in the 
U.S during 2024.

Date Range Refined (04/24/2020) - Sanofi expects to file a 
sBLA regarding Dupixent for COPD in the U.S during 2023 
and beyond. As such we await an update in the time frame 
listed above. Date Range Refined (06/11/2020) - Regeneron 
announced that regulatory submissions for Dupixent for the 
treatment of chronic obstructive pulmonary disease (COPD) 
are expected to be submitted in the 2024 timeframe.Date 
Range Expedited (01/12/2021) - Sanofi plans to submit for 
US approval of Dupixent for type 2 COPD in 2023 and 
beyond.

04/01/2021-
09/30/2021

Sarepta Therapeutics, Inc. SRPT RG6356
Duchenne Muscular Dystrophy 
(DMD)

II
Trial Announcement - 
Initiation

Pivotal Study to Start
Sarepta anticipates dosing patients in the pivotal trial for 
the micro dystrophin program by year-end 2018.

Date Range Delayed (12/28/2018) - We await an 
update.Date Range Delayed (01/07/2019) - Sarepta plans to 
conduct a confirmatory trial of its micro-dystrophin 
program with commercial material in 2019.Date Range 
Delayed (11/08/2019) - Sarepta announced that they expect 
to commence their next trial for SRP-9001 with commercial 
development supply by mid-2020. The main study to be 
called Study 301 will include DMD patients ages four to 
seven. They are also planning a separate study for older and 
non-ambulatory patients as well.Date Range Delayed 
(05/13/2020) - Sarepta Therapeutics announced that they 
expect to begin enrolling participants in multi-center multi-
country Study 301 evaluating RG6356 for the treatment of 
Duchenne muscular dystrophy in the second half of 2020. 
Date Range Delayed (12/22/2020) - Sarepta plan to start 
Study 301 of SRP-9001 in early 2021.Date Range Delayed 
(01/11/2021) - Sarepta will evaluate the results from the 
part 1 portion of the Phase I/II study 102 of SRP 9001 and 
use them to finalize the design of study 301 and initiate it by 
mid 2021.

04/01/2021-
06/30/2021

Scholar Rock, LLC SRRK SRK-181 Solid Tumors I
Trial Announcement - 
Other

Phase I DRAGON - Part B 
Initiation

Scholar Rock announced that the first patient has been 
dosed with SRK-181 in combination with anti-PD-(L)1 
therapy in Part A2 of the DRAGON Phase I proof-of-concept 
trial. The Part B dose expansion portion of the trial is 
expected to initiate in the first quarter of 2021 and will 
evaluate SRK-181 in combination with approved anti-PD-
(L)1 therapy in multiple tumor-specific cohorts including 
urothelial carcinoma cutaneous melanoma non-small cell 
lung cancer and other solid tumors.

Date Range Delayed (01/11/2021) - Scholar Rock expects to 
begin Part B of the DRAGON study of SRK-181 in the second 
quarter of 2021.

07/01/2021-
12/31/2021

Scholar Rock, LLC SRRK SRK-181 Solid Tumors I
Trial Data - Top-Line 
Results

Phase I DRAGON - Top-Line 
Results

Scholar Rock expects initial clinical data from the Phase I 
trial of SRK-181 in patients with locally advanced or 
metastatic solid tumors is expected in the second half of 
2020 with clinical response and safety data anticipated in 
2021.

Date Range Delayed (05/06/2020) - Scholar Rock announced 
that due to the COVID-19 pandemic and the anticipated 
pace of enrollment they plan to provide an update on dose 
escalation of SRK-181 as a single agent as well as in 
combination with anti-PD-(L)1 therapy in the fourth quarter 
of 2020. Clinical response and safety data are anticipated in 
2021. Date Range Refined (01/11/2021) - Scholar Rock 
expects to have initial clinical response and safety data from 
the DRAGON study of SRK-181 in the second half of 2021.

Now-12/31/2021 Seagen Inc. SGEN Tukysa Colorectal Cancer (CRC) II
Trial Announcement - 
Patient Enrollment 
Completed

Phase II MOUNTAINEER - 
Patient Enrollment Completed

Cascadian announced that according to the lead 
investigator of the Phase II MOUNTAINEER study the study is 
enrolling very well. If enrollment continues at this rate 
Cascadian hopes enrollment in this study can be completed 
in 2018 with potential interim data readout at some point 
late in second half of 2018 or early 2019.

Date Range Delayed (12/28/2018) - This study is currently 
recruiting participants. We continue to await an 
update.Date Range Delayed (05/01/2019) - We await an 
update.Date Range Delayed (06/25/2019) - This study is 
currently recruiting participants. We continue to await an 
update.Date Range Delayed (12/23/2019) - Seattle Genetics 
has not provided any new update on the patient enrollment 
completion status of the Phase II MOUNTAINEER trial. As 
such we continue to await an update in the time frame 
above.Date Range Delayed (01/13/2020) - Seattle Genetics 
announced that the MOUNTAINEER Phase II trial of tucatinib 
in colorectal cancer expanded to a total of approximately 
110 patients to enable potential accelerated approval. We 
await completion of this higher enrollment level in 
2020.Date Range Delayed (11/12/2020) - Seagen reported 
that the company is still actively enrolling patients in the 
Phase II MOUNTAINEER study of Tukysa in CRC. We continue 
to await further guidance from Seagen for the completion of 
enrollment in the time frame above.Date Range Delayed 
(01/11/2021) - Seagen expects to complete enrollment in 
the Phase II MOUNTAINEER study of Tukysa in CRC by the 
end of 2021.

Now-06/30/2021 Seres Therapeutics, Inc. MCRB SER-155 Antibacterial - General Preclinical
Trial Announcement - 
Initiation

Phase Ib - Trial to Start
Seres intends to move SER-155 into a Phase Ib study later in 
2020 in collaboration with Memorial Sloan Kettering Cancer 
Center.

Date Range Delayed (12/17/2020) - Seres reported that it 
continues to advance SER-155 toward a Phase Ib clinical 
study. The SER-155 program is supported by a CARB-X grant 
that provides financial and operational support through 
Phase Ib clinical development. The Company intends to 
advance SER-155 into a Phase Ib study early 2021 in 
collaboration with Memorial Sloan Kettering Cancer 
Center.Date Range Delayed (01/14/2021) - Seres plans to 
initiate the study of SER-155 in the first half of 2021. 

Now-03/31/2021
SpringWorks 
Therapeutics Inc.

SWTX Mirdametinib Neurofibromatosis (NF) IIb
Trial Data - Top-Line 
Results

Phase IIb - Top-Line Results
Springworks announced they anticipate a top-line data 
readout from their Phase III trial of PD-0325901 for the 
treatment of NF1 in 2021.

New Information (09/06/2018) - SpringWorks Therapeutics 
plans to initiate a Phase IIb study of PD-0325901 as 
monotherapy for neurofibromatosis type 1 patients with 
plexiform neurofibromas in 2019.Date Range Expedited 
(08/16/2019) - SpringWorks expects to provide an update 
on the ReNeu trial between the fourth quarter of 2020 and 
the first quarter of 2021.Date Range Refined (01/12/2021) - 
SpringWorks expects to provide an update on the ReNeu 
trial in the first quarter of 2021.

07/01/2021-
12/31/2021

Sutro Biopharma, Inc. STRO STRO-002 Ovarian Cancer I
Regulatory - Meeting 
with FDA

Meeting with FDA
Sutro Biopharma announced that it anticipates an End-of-
Phase I/II FDA meeting in 2021.

Date Range Refined (01/14/2021) - Sutro Biopharma 
anticipates an End-of-Phase I/II FDA meeting regarding 
STRO-002 for ovarian cancer in the second half of 2021.

07/01/2021-
09/30/2021

Syros Pharmaceuticals, 
Inc.

SYRS SY-5609 Solid Tumors I
Trial Data - Updated 
Results

Phase I - Updated Results 

Syros announced the Company plans to report additional 
dose escalation data including clinical activity data from the 
Phase I trial of SY-5609 in patients with breast colorectal 
lung and ovarian cancers as well as in patients with solid 
tumors in mid-2021.

Date Range Refined (01/13/2021) - Syros announced that 
the company plans to report additional dose-escalation data 
including clinical activity data in the third quarter of 2021 
from the ongoing Phase 1 trial of SY-5609 in patients with 
breast colorectal lung ovarian and pancreatic cancers as 
well as in patients with solid tumors of any histology 
harboring Rb pathway alterations.

Now-03/31/2021
Takeda Pharmaceutical 
Co. Ltd.

TAK Pevonedistat
Myelodysplastic Syndrome 
(MDS)

III
Trial Data - Top-Line 
Results

Phase III PANTHER - Top-Line 
Results

Ligand lists that data from the Phase III PANTHER study of 
Pevonedistat are expected in H1 2020.

Date Range Delayed (05/21/2020) - Takeda announced that 
they expect to have the first data readout from the pivotal 
Phase III PANTHER study evaluating pevonedistat for the 
treatment of high-risk myelodysplastic syndrome in late 
2020.Date Range Expedited (08/06/2020) - Ligand reported 
that data from the Phase III PANTHER study evaluating 
pevonedistat for the treatment of high-risk myelodysplastic 
syndrome is expected in the second half of 2020.Date Range 
Delayed (12/31/2020) - We await an update through the 
time frame above.Date Range Refined (01/11/2021) - 
Takeda expects Phase III data readout from the pevonedistat 
study treating higher-risk myelodysplastic syndromes during 
Q4FY2020. 
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07/01/2021-
12/31/2021

Talaris Therapeutics, Inc. FCR001 Scleroderma IND
Trial Announcement - 
Initiation

Phase II FREEDOM-3 - Trial 
Initiation

Talaris Therapeutics announced that the U.S. Food and Drug 
Administration (FDA) has approved the company’s 
Investigational New Drug (IND) application for the 
evaluation of Talaris’ novel cell therapy FCR001 in the 
treatment of diffuse systemic sclerosis (SSc) a severe form 
of the rare autoimmune disease scleroderma. Approval of 
this IND allows Talaris to initiate a Phase I/IIa trial at sites 
across the U.S. including Duke University and the University 
of Michigan. As such we await an update on initiation of the 
trial in the time frame above.

Date Range Delayed (09/28/2020) - Talaris has not provided 
any new update on the trial initiation of FCR001 in the 
treatment of diffuse systemic sclerosis (SSc).As such we 
continue to await an update in the time frame above.Date 
Range Delayed (10/27/2020) - Talaris has not provided any 
new update on the trial initiation of FCR001 in the 
treatment of diffuse systemic sclerosis (SSc). As such we 
continue to await an update in the time frame above.Date 
Range Delayed (12/07/2020) - We continue to await an 
update in the time frame above.Date Range Delayed 
(01/11/2021) - Talaris expects to initiate the Phase II 
FREEDOM-3 trial of FCR001 in the second half of 2021.

Now-12/31/2021 TerSera Therapeutics LLC Xermelo Biliary Tract Cancer II
Trial Data - Top-Line 
Results

Phase IIa TELE-ABC - Top-Line 
Results

Lexicon Pharmaceuticals announced dosing of the first 
patient in the Telotristat Ethyl for Advanced Biliary Tract 
Cancer or TELE-ABC study which is a Phase IIa clinical study 
of telotristat ethyl in patients with biliary tract cancer. 
Subject to completion of patient enrollment Lexicon expects 
to report topline initial cohort data from the TELE-ABC study 
in 2020.

Date Range Refined (03/12/2020) - Lexicon Pharmaceuticals 
announced that data from the first efficacy cohort of the 
Phase II study of telotristat ethyl in biliary tract cancer is 
expected in the fourth quarter of 2020.Date Range Delayed 
(12/31/2020) - We await an update through the time frame 
above.Date Range Delayed (01/14/2021) - Lexicon expects 
Tersera to announce biliary tract results for telotristat ethyl 
in 2021.

04/30/2021-
09/30/2021

TG Therapeutics, Inc. TGTX TG-1303
Chronic Lymphocytic Leukemia 
(CLL)/Small Cell Lymphocytic 
Lymphoma (SLL) - NHL

BLA
Regulatory - Rolling 
NDA/BLA Completion

Rolling BLA Completed

TG Therapeutics announced that the Company has initiated 
a rolling submission of a Biologics License Application (BLA) 
to the U.S. Food and Drug Administration (FDA) requesting 
approval of ublituximab the Company’s investigational 
glycoengineered anti-CD20 monoclonal antibody in 
combination with umbralisib the Company’s investigational 
once-daily oral dual inhibitor of PI3K-delta and CK1-epsilon 
as a treatment for patients with chronic lymphocytic 
leukemia (CLL). The Company expects to complete the BLA 
rolling submission in the first half of 2021.

Date Range Delayed (01/12/2021) - TG Therapeutics 
announeced that the BLA rolling submission of 
Umbralisib+Ublituximab (U2) for R/R CLL is targeted for mid-
2021.

Now-03/31/2021 TG Therapeutics, Inc. TGTX TG-1303
Chronic Lymphocytic Leukemia 
(CLL)/Small Cell Lymphocytic 
Lymphoma (SLL) - NHL

BLA
Trial Announcement - 
Patient Enrollment 
Completed

Phase IIb ULTRA-V - Patient 
Enrollment Completed

TG Therapeutics anticipates to complete enrollment in the 
ULTRA-V Phase IIb trial evaluating TG-1303 for the 
treatment of chronic lymphocytic leukemia (CLL) through 
the end of 2020 or early 2021.

Date Range Refined (01/12/2021) - TG Therapeutics 
anticipates to complete enrollment in the ULTRA-V Phase IIb 
trial evaluating TG-1303 for the treatment of chronic 
lymphocytic leukemia (CLL) in the first quarter of 2021.

10/01/2021-
12/31/2021

The Menarini Group Elacestrant Breast Cancer III
Trial Data - Top-Line 
Results

Phase III EMERALD - Top-Line 
Results

Radius expects data readout from the Phase III EMERALD 
study of Elacestrant in 2021.

Date Range Refined (01/14/2020) - Radius Health expects 
data readout for a Phase III EMERALD study of Elacestrant in 
patients with ER+/HER2-advanced/metastatic breast cancer 
in the second half of 2021.Date Range Refined (01/13/2021) 
- Radius Health announced that the company is on track for 
a data readout of the Phase III EMERALD clinical study of 
elacestrant for breast cancer for the fourth quarter of 2021.

10/01/2021-
12/31/2021

Tmunity Therapeutics Inc.
PSMA CAR-T Program 
(Tmunity)

Prostate Cancer I
Trial Announcement - 
Initiation

Phase II - Trial to Start
Tmunity reported that the Phase II trial of PSMA CAR-T in 
metastatic castrate resistant prostate cancer is expected in 
2020.

Date Range Delayed (01/15/2020) - Tmunity plans to 
commence a Phase II study of its PSMA program for prostate 
cancer in 2021.Date Range Refined (01/12/2021) - Tmunity 
plans to initiate a Phase II trial for PSMA in the fourth 
quarter of 2021.

Now-06/30/2021 Tmunity Therapeutics Inc.
PSMA CAR-T Program 
(Tmunity)

Prostate Cancer I
Trial Data - Top-Line 
Results

Phase I - Top-Line Results
Tmunity reported that data readout for PSMA CAR-T in 
metastatic castrate resistant prostate cancer is expected in 
the first half of 2019.

Date Range Delayed (06/30/2019) - We await an update in 
the time frame above.Date Range Delayed (07/12/2019) - 
We continue to await an update. Date Range Delayed 
(09/18/2019) - We continue to await an update.Date Range 
Delayed (12/30/2019) - We continue to await an 
update.Date Range Delayed (01/15/2020) - Tmunity expects 
to identify a Phase II dose from its PSMA program in the 
fourth quarter of 2020.Date Range Delayed (01/02/2021) - 
We await an update through the time frame above.Date 
Range Delayed (01/12/2021) - Tmunity expects to identify a 
Phase II dose in the first half of 2021 for its PSMA program.

Now-03/31/2021
Turning Point 
Therapeutics Inc.

TPTX TPX-0131 Solid Tumors Preclinical Regulatory - IND Filing IND Filing

Turning Point Therapeutics announced the advancement of 
TPX-0131 its next-generation ALK inhibitor candidate into 
IND-enabling studies. The Company expects to submit an 
IND for TPX-0131 by early 2021.

Date Range Expedited (01/12/2021) - Turning Point 
Therapeutics expects to submit the IND for TPX-0131 in the 
first quarter of 2021.

Now-06/30/2021
Ultragenyx 
Pharmaceutical Inc.

RARE UX053 Glycogen Storage Disease (GSD) Preclinical Regulatory - IND Filing IND Filing Ultragenyx anticipates on filing an IND for UX053 in 2020.

Date Range Delayed (05/21/2020) - Ultragenyx and Arcturus 
announced that they expect to file an Investigational New 
Drug (IND) application for the mRNA therapeutic program 
UX053 for the treatment of Glycogen Storage Disease Type 
III in 2021.Date Range Refined (01/12/2021) - Ultragenyx 
plans to submit an IND filing for UX053 for the treatment of 
GSDIII (Debrancher deficiency) in the first half of 2021. 

09/01/2021-
12/31/2021

Ultragenyx 
Pharmaceutical Inc.

RARE UX143 Osteogenesis Imperfecta (OI) IIb
Trial Announcement - 
Initiation

Phase II/III Pediatric - Study to 
Start

Mereo intends to begin a further study of BPS804 in 
paediatric OI patients in the second half of 2017.

New Information (06/04/2020) - Mereo announced that 
they intend to complete a strategic partnership for 
setrusumab for the treatment of osteogenesis imperfecta 
(OI) prior to initiation of the pivotal Phase III study. As such 
we continue to await an update on the trial initiation in the 
time frame above.Date Range Delayed (12/18/2020) - 
Ultragenyx and Mereo announced that the companies will 
expand and initially prioritize the development of 
setrusumab for pediatric patients with OI. Development 
plans are being finalized which may include changes to 
current study designs and will require discussions with 
regulatory agencies for a pediatric Phase II/III study that 
first focuses on determining the optimal dose based on 
increases in collagen production using serum P1NP levels 
and an acceptable safety profile. The pediatric Phase II/III 
study is expected to start in 2021. Date Range Refined 
(01/12/2021) - Ultragenyx plans to initiate a Phase II/III 
pediatric study of setrusumab (UX143) for the treatment of 
osteogenesis imperfecta in late 2021 pending regulatory 
feedback. 

4/17/2021
United Therapeutics 
Corporation

UTHR Tyvaso
Pulmonary Arterial 
Hypertension (PAH) and 
Pulmonary Hypertension (PH)

Approved
Regulatory - PDUFA for 
sNDA/sBLA

PDUFA for sNDA - First Review 
(INCREASE Data)

United Therapeutics announced the company recently 
submitted a supplemental New Drug Application (sNDA) to 
the U.S. Food and Drug Administration seeking to revise the 
Tyvaso label to reflect the outcome of the INCREASE study. 
Based on a standard 10-month supplemental NDA filing 
under PDUFA VI guidelines the PDUFA decision should occur 
on April 17 2020. As this date falls on a weekend we expect 
the PDUFA decision on the Friday before.

Date Range Delayed (01/04/2021) - United Therapeutics 
announced an agreement to acquire a Rare Pediatric 
Disease Priority Review Voucher (PRV) which it plans to use 
with a forthcoming New Drug Application (NDA) with the 
U.S. Food and Drug Administration (FDA). The PRV entitles 
the holder to designate an NDA for priority review and 
provides for an expedited eight-month review instead of the 
standard twelve-month review period. Given the PRV  the 
PDUFA decision should occur on February 17 2021. Date 
Range Refined (01/11/2021) - United Therapeutics 
announced it is on track for a sNDA PDUFA date for Tyvaso 
for pulmonary hypertension associated with interstitial lung 
disease (PH-ILD) in April 2021.

Now-12/31/2021
United Therapeutics 
Corporation

UTHR RemUnity System
Pulmonary Arterial 
Hypertension (PAH) and 
Pulmonary Hypertension (PH)

Approved
Progress Update - 
Product Launch

Commercial launch
United Therapeutics announced it anticipates the 
commercial launch of of its FDA-cleared Remunity for PAH.

Date Range Refined (01/11/2021) - United Therapeutics 
announced it anticipates the commercial launch of 
Remunity for PAH in 2021.

04/01/2021-
09/30/2021

Vir Biotechnology, Inc. VIR VIR-7831 COVID-19 Treatment II/III
Trial Data - Updated 
Results

Phase II/III COMET-ICE - 
Updated Results (Primary 
Endpoint)

Vir Biotechnology and GlaxoSmithKline announced that the 
first patient was dosed last week in a Phase II/III study with 
VIR-7831 (also known as GSK4182136) a fully human anti-
SARS-CoV-2 (Severe Acute Respiratory Syndrome 
coronavirus-2) monoclonal antibody for the early treatment 
of COVID-19 in patients who are at high risk of 
hospitalisation.  Initial results may be available before the 
end of this year with complete results expected in the first 
quarter of 2021.

Date Range Delayed (01/12/2021) - Vir Biotechnology 
expects to have Phase III data from its COMET-ICE study of 
VIR-7831 in the first quarter of 2021. We await updated 
results from the trial in mid-2021.
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Now-03/31/2021 Vir Biotechnology, Inc. VIR VIR-7831 COVID-19 Treatment II/III
Trial Data - Top-Line 
Results

Phase II/III COMET-ICE - Top-
Line Results

VIR-7831 a SARS-CoV-2-neutralizing monoclonal antibody or 
mAb is planned to start a Phase II/III clinical trial program in 
August 2020 and initial clinical data is anticipated to be 
available before the end of 2020.

Date Range Delayed (12/20/2020) - Vir Biotechnology 
anticipates that interim data for the Phase III COMET-ICE 
trial of VIR-7831 may be available as early as January 2021. 
Date Range Delayed (01/12/2021) - Vir Biotechnology 
expects to have Phase III data from its COMET-ICE study of 
VIR-7831 in the first quarter of 2021.

07/01/2021-
12/31/2021

Vir Biotechnology, Inc. VIR VIR-3434
Hepatitis B (HBV) Treatment 
(Antiviral)

Development 
Outside U.S.

Trial Announcement - 
Initiation

Phase II w/VIR-2218 to Start
Vir announced that a Phase II clinical trial of VIR-2218 in 
combination with VIR-3434 is expected in 2021.

Date Range Refined (01/12/2021) - Vir plans to initiate its 
Phase II study of VIR-3434 in combination with VIR-2218 for 
the treatment of HBV in the second half of 2021.

01/01/2022-
06/30/2022

Vir Biotechnology, Inc. VIR VIR-2482 Influenza (excluding vaccines) I/II
Trial Data - Updated 
Results

 Phase I/II - Updated Results

Vir anticipates clinical data from the first flu season of the 
Phase I/II clinical trial to be available in the second half of 
2020 and from the second flu season of this trial to be 
available in the first half of 2021.

Date Range Delayed (01/12/2021) - Vir expects to have 
proof of concept data for VIR-2482 for influenza A in the 
first half of 2022.

10/01/2021-
12/31/2021

Xenon Pharmaceuticals, 
Inc.

XENE NBI-921352 Dravet Syndrome (Epilepsy) I
Trial Announcement - 
Initiation

Phase II/III SCN8A-DEE 
Patients - Trial to Start

Xenon intends to run a Phase I pharmacokinetic (PK) study in 
adults with the new pediatric formulation beginning late in 
the third quarter of this year and then initiate a Phase II/III 
clinical trial in SCN8A-EE patients. As such we await an 
update on trial initiation in the time frame above.

 Date Range Delayed (01/13/2020) - Neurocrine announced 
the Company plans to start the Phase II trial in SCN8A 
developmental and epileptic encephalopathy patients in 2H 
2020.Date Range Delayed (11/24/2020) - Neurocrine 
announced they anticipate the initiation of their Phase II 
study in SCN8A-DEEin 2021.Date Range Refined 
(01/15/2021) - Xenon Pharmaceuticals announced the FDA 
has provided feedback on an Investigational New Drug (IND) 
application submitted by Neurocrine Biosciences in support 
of a Phase II clinical trial in SCN8A-DEE patients. Based on 
this feedback Neurocrine Biosciences anticipates initiating a 
Phase II clinical trial in adolescent patients (aged 12 years 
and older) with SCN8A-DEE in the third quarter of 2021 and 
the trial protocol will be amended to include younger 
pediatric patients (aged 2-11 years) with SCN8A-DEE as 
soon as the FDA has reviewed and approved additional non-
clinical information.

Now-12/31/2022
Xynomic Pharmaceuticals 
Holdings, Inc.

XYNO XP-105 Solid Tumors
Development 
Outside U.S.

Trial Announcement - 
Initiation

Phase II - Study to Start

Xynomic plans to initiate 2 clinical trials in the next 6-9 
months among which one is a potentially pivotal Phase II 
trial combining BI 860585 with a standard-of-care 
treatment against breast cancer and the other is a Phase Ib 
trial combining BI 860585 with Xynomic's XP-102 (formerly 
known as BI 882370) against colorectal cancer.

Date Range Delayed (09/20/2019) - We await an 
update.Date Range Delayed (02/07/2020) - Xynomic plans 
to initiate one clinical trial of XP-105 against breast cancer 
in early 2020.Date Range Delayed (04/30/2020) - We await 
an update.Date Range Delayed (06/16/2020) - Xynomic 
Pharma plans to initiate one Phase II clinical trial of XP-105 
against breast cancer in 2020. We await an update.Date 
Range Delayed (12/07/2020) - We await an update in the 
time frame above. Date Range Delayed (01/12/2021) - 
Evotec announced that the Phase II trial with Boehringer 
Ingelheim in oncology and pain indications are expected to 
initiate in the next 12-24 months. 

Now-12/31/2021 Y-mAbs Therapeutics Inc. YMAB Omburtamab
Brain Cancer (Malignant 
Glioma; AA and glioblastoma 
(GBM))

II
Trial Announcement - 
Initiation

Phase II - Multi-center DIPG 
Study to Start

Y-mAbs Therapeutics lists that a Phase II DIPG multi-center 
study of omburtamab (Study 102) is anticipated to start in 
2020.

Date Range Delayed (12/07/2020) - Y-mAbs Therapeutics 
lists that a Phase II DIPG multi-center study of omburtamab 
(Study 102) is anticipated to start in 2020. As such await an 
update in the time frame above.Date Range Delayed 
(01/12/2021) - Y-mAbs Therapeutics announced that the 
Phase II DIPG multi-center study of omburtamab (Study 102) 
is anticipated to start in 2021.

Now-12/31/2021 Y-mAbs Therapeutics Inc. YMAB Danyelza Neuroendocrine Tumors (NET) Approved
Trial Announcement - 
Initiation

Phase II - Frontline Study to 
Start

Y-mAbs is also planning a multicenter frontline study which 
they expect to initiate in 2020.

Date Range Delayed (12/07/2020) - Y-mAbs is planning a 
multicenter frontline Phase II study which they expect to 
initiate in 2020. As such we await an update in the time 
frame above.Date Range Delayed (01/12/2021) - Y-mAbs is 
planning a frontline Phase II study of Danyelza in 2021. 

Now-12/31/2021 Y-mAbs Therapeutics Inc. YMAB Danyelza Neuroendocrine Tumors (NET) Approved
Trial Announcement - 
Initiation

Phase II - Combo Study to Start
Y-mAbs Therapeutics lists that a Phase II combination study 
of naxitamab plus chemotherapy (Study 203) is planned to 
start in 2020.

Date Range Delayed (12/07/2020) - Y-mAbs Therapeutics 
lists that a Phase II combination study of naxitamab plus 
chemotherapy (Study 203) is planned to start in 2020. As 
such we await an update in the time frame above.Date 
Range Delayed (01/12/2021) - Y-mAbs is planning a Phase II 
203 study of Danyelza plus chemo in 2021. 

Now-06/30/2021 Zydus Cadila CDH PegiHep COVID-19 Treatment
Development 
Outside U.S.

Regulatory - IND Filing IND Filing
Zydus expects to file an IND with the U.S. FDA for 
PEGInterferon a-2b for COVID-19 in August 2020.

Date Range Delayed (08/28/2020) - Zydus has not provided 
any update on filing IND in U.S. FDA for PEGInterferon a-2b 
for COVID-19. As such we await an update the time frame 
above.Date Range Delayed (12/23/2020) - We continue to 
await an update.Date Range Delayed (01/12/2021) - Zydus 
still plans to submit an IND for PegiHep in the US in the near 
future. We continue to await an update in the time frame 
above.

Now-12/31/2021 Zymeworks, Inc. ZYME Zanidatamab Gastric Cancer II
Trial Data - Top-Line 
Results

Phase II - Top-Line Results

Zymeworks announced that one of its priorities for the year 
is to report ZW25 Phase II chemotherapy combination data 
from 1st Line HER2+ GEA. We await an update through this 
time frame above.

Date Range Delayed (12/03/2020) - Zymeworks has not 
announced an update on the timeline for ZW25 Phase II 
chemotherapy combination data from 1st Line HER2+ GEA. 
We await an update in the date range above.Date Range 
Delayed (12/18/2020) - Zymeworks has not provided an 
update on the results for the Phase II Zanidatamab study in 
gastric cancer. As such we await an update in the date range 
above.Date Range Delayed (01/11/2021) - Zymworks plans 
to launch a pivotal trial in 1st line HER2+ GEA and present 
supporting Phase II clinical data in 2021.


