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Summary 
The 39th annual J.P. Morgan Healthcare Conference (JPM) is being held virtually from January 11-14, 

2021. A list of events and catalysts that were announced or updated at the conference today is included 

in this report. Below are some key points from today’s company presentations. 

 

Key Takeaways - Day 1 
Mega Cap Companies 

• Amgen (AMGN) Chairman and CEO, Robert Bradway, started his presentation by focusing on 

Amgen’s two late stage assets, sotorasib and tezepelumab, at the J.P. Morgan Healthcare 

Conference given their large impact events expected this year, their potential to be first-in-class 

therapies, and the large unmet need they would be addressing in their indications.  

 

Key data catalysts for sotorasib in 2021 include a release of full Phase II results in KRAS G12C-

mutant advanced NSCLC patients on January 29th at the World Lung Conference, Phase II 

colorectal cancer data in the first half of 2021, and initial data on several combinations with the 

KRAS inhibitor also in the first half of 2021. Regulatory submissions for sotorasib have been 

completed in the US and EU, and management indicates they are accelerating global launch 

preparations for sotorasib in anticipation of projected approvals this year. Successful approval 

would provide an effective targeted therapy option for previously treated NSCLC patients who 

have KRAS G12C-mutated locally advanced or metastatic, which account for 13% of the NSCLC 

patient population. In the long term, the Company indicates a possible exploration of label 

expansions to earlier lines of therapy and/or combinations with other therapies.  

 

In the severe asthma space, management highlighted tezepelumab’s positive Phase III 

NAVIGATOR data indicating that they intend to submit regulatory filings for the potential first-in-

class TSLP monoclonal antibody in the first half of 2021. Full results from NAVIGATOR will also 

be presented at a conference this year although management could not disclose which specific 

conference it would be. Results from the Phase III SOURCE trial which failed to illicit a 

statistically significant reduction in oral steroid use compared to placebo were not discussed in 

this presentation but it has been known that NAVIGATOR is their registrational trial and, along 

with supportive Phase IIb data from the PATHWAY trial, Amgen and AstraZeneca are preparing 

for global launches leveraging the strengths of their partnership.  

 

Management also indicated during the question and answer session that they will be pursuing a 

broad label, but they expect initial uptake will mainly be in the low eosinophil patient 

population. Amgen’s management team also indicated they will be advancing several pipeline 

assets into Phase II development including olpasiran in cardiovascular disease, AMG 592 and 
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AMG 570 in systemic lupus erythematosus, and AMG 714 in celiac disease. Other growth drivers 

include their biosimilar franchise which is currently annualizing at $2b and will continue to grow 

with plans of launching their fifth biosimilar, Riabni, this month. Further, the continued uptake 

of recently launched products, Repatha, Otezla, Aimovig, and Evenity, will bolster Amgen’s 

short- and medium-term commercial outlook. 

 

• Baxter’s (BAX) chairman and CEO Joe Almeida kicked off this year’s presentation with a review 

of the company’s six businesses – renal care, drug delivery, pharmaceuticals, clinical nutrition, 

advanced surgery, and acute therapies. Almeida emphasized Baxter’s strength in its response to 

the COVID-19 pandemic, noting that the company stepped up to maximize production of 

products and therapies, and expedited shipments to hotspots, while at the time focusing on 

employee safety and philanthropic support (through donations of over $2m to global relief 

partners). 

 

While the company’s businesses did see an impact from the decline in hospital admissions and 

elective procedures, an increase in global demand for CRRT (continuous renal replacement 

therapies) and an increase in COVID-related acute kidney injuries requiring RRT were evident. 

Overall, the preliminary revenue numbers for 2020 show a reported 5% growth for Q4, hitting 

$3.18bn, and 3% reported growth for the year, coming in at $11.67bn. Due to COVID, Baxter’s 

Acute Therapies business grew approximately 40% in 2020; the company pointed out that the 

growth was way ahead of what would naturally have been in the single-digits, and while Q1 

2021 could prove to still be a strong quarter for that business, it is expected to relax during Q2 

and Q3, pending the effect of COVID-19 vaccinations and herd immunity impacts on healthcare 

needs. 

 

On the new product front, Baxter noted just one upcoming product launch, for the Novum IQ 

infusion pump platform. Novum IQ was approved in Canada during Q4 2020 and received the CE 

Mark in Europe during the same timeframe, but Baxter withdrew US regulatory filings following 

FDA discussions. Baxter plans to resubmit during Q1, with anticipated product launch during Q2.  

 

The company’s overall outlook holds a continued focus on pandemic response, product launch, 

digital transformation, and investments in strategic capital development (share repurchase, 

M&A, dividends). When questioned on 2021 guidance and previously estimated margins 

reaching out to 2023, Baxter officials were quick to respond that all long-term guidance has 

been taken off the table due to the difficult of predicting future impacts of the current COVID-19 

pandemic. Any investor guidance will be expected at a planned investor day in September.  

 

• Biogen (BIIB) CEO Michel Vounatsos expects 2021 to be an exciting and transformative year for 

the company as it seeks to build a multi-franchise portfolio. Biogen is continuing to lead and 

invest in its multiple sclerosis business and is committed to MS until a cure is found. The MS 
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business had trailing twelve months revenue of $6bn, excluding US sales of Tecfidera. Biogen is 

also continuing its leadership role in spinal muscular atrophy through Spinraza, which generated 

LTM revenue of $2.1bn. It intends to strengthen its competitive positioning in SMA by pursuing 

higher does for even greater efficacy and potential benefit following sub-optimal response to 

competitor’s gene therapy. Mr. Vounatsos spoke a bit about Biogen’s growing biosimilars 

business, highlighting its commercialization of anti-TNFs in Europe and plans to commercialize 

potential ophthalmology biosimilars referencing Lucentis and Eylea. The company is strong 

financially with its hefty balance sheet and low net debt. At the end of Q3 2020, it had $4.6bn in 

cash with strong cash flow generation. 

 

The biggest catalyst for Biogen in 2021 is undoubtedly the upcoming FDA advisory panel 

meeting for aducanumab for Alzheimer’s disease. Aducanumab completed the first ever  

positive Phase III study for a therapy and thus provides the opportunity to alter the course of 

Alzheimer’s. Biogen is continuing to engage with the FDA as it completes its review. 

Aducanumab is ready to launch in the US and Biogen is ramping up launch preparations outside 

the US. A final decision from FDA is expected by March 7. Mr. Vounatsos went on to talk about 

the company’s broader neuroscience pipeline, highlighting expectations of nine mid-to-late 

stage readouts in 2021 – four Phase III readouts and five Phase II readouts. Biogen discussed its 

November collaboration with Sage Therapeutics that is expected to accelerate expansion into 

neuropsychiatry. SAGE-217 (zuranolone) has the potential to transform the treatment of 

depression through an “as-needed” short course of treatment and by addressing the stigma 

often associated with chronic use of antidepressants. Four Phase III trials are currently ongoing 

to assess the safety and efficacy of SAGE-217. SAGE-324 in in Phase II for essential tremor, with 

the potential to expand into epilepsy and Parkinson’s disease. Current essential tremor drugs 

have been around for a long time and there is a need for a new and improved treatment option 

for the disease. In the Q&A session when asked about the rational for the Sage collaboration, 

Biogen’s CEO said that it is aligned with a future for the company in the neuropsychiatry space.   

 

Beyond 2021, Biogen seeks to build a sustainable business for the long-run by investing in areas 

beyond MS and SMA. It is addressing unmet needs with large market potential in areas including 

Alzheimer’s, amyotrophic lateral sclerosis, acute neurology, ophthalmology, Parkinson’s, 

neuropsychiatry, and lupus, with potential to launch multiple blockbuster therapies in these 

areas. Biogen has a broad neuroscience pipeline to the enable next wave of potential growth. It 

has 34 clinical programs, 26 new clinical programs since 2017, and 10 programs in Phase III or 

filed. 

 

The company touched upon its collaboration with Denali to expand its Parkinson’s disease 

pipeline. DNL151 is a potential first-in-class small-molecule inhibitor of LRRK2 that may slow the 

progression of PD. Denali’s transport vehicle (TV) technology platform aims to improve brain 

uptake of biotherapeutics, including crossing the blood-brain barrier. Biogen then had some 
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exciting news that was announced earlier in the day surrounding a collaboration with Apple. The 

partners seek to explore digital biomarkers for monitoring brain health over time and to identify 

signs of mild cognitive impairment (MCI). They plan to investigate the role of the Apple watch 

and iPhone in monitoring cognitive health and screening for cognitive decline. A multi-year 

study intends to enroll thousands of participants and will be launched later in 2021. If 

successful, digital biomarkers may accelerate MCI diagnosis, improve patient outcomes, and 

enhance the understanding of cognition.  

 

Biogen’s CEO then went on to point out how it’s accelerating action on the greatest challenges 

of our time amongst the COVID-19 pandemic. He spoke about the fact that COVID-10 has 

further highlighted disparities in healthcare, and the links between equity, health, and climate. 

He emphasized the firm’s strong track record of execution, citing its proven ability to compete, 

launch well and enter new markets, as well as its strong financial position and flexibility to 

allocate capital. Biogen closed out its session stating that it has a strong commitment to 

corporate responsibility and is focused on building for the long-term by diversifying to create a 

multi-franchise portfolio and accelerating digital capabilities.  

 

• Bristol Myers Squibb (BMY) Chairman and CEO Giovanni Caforio, MD, opened his presentation 

emphasizing how the company’s strong 2020 performance has set the stage for future success. 

Commercial launches and pipeline execution in 2020 provided a foundation for portfolio 

renewal and prospects for additional growth. The successful integration of Celgene and its 

diverse portfolio supports BMS’s core strategy of combining biotech innovation with its internal 

strengths as a pharmaceutical company. The MyoKardia purchase reinforces the early pipeline 

and accelerates renewal of BMS’s cardiovascular franchise, with estimated 2029 revenues of 

$4bn for MyoKardia’s Phase III asset mavacamten for obstructive hypertrophic cardiomyopathy 

(HCM).  

 

Over the next five years, BMS’s objectives include driving growth through its existing in-line 

brands (primarily its immune-oncology franchise led by Opdivo (nivolumab) and blockbuster oral 

anticoagulant Eliquis (apixaban)); renewing its portfolio through maximizing its near-term 

launches; expansion into new indications from new launches and its mid- and late-stage 

pipeline; as well as maintaining financial strength to support further investment in business 

development. Caforio highlighted that the estimated low- to mid-single-digit revenue 2020-2025 

CAGR potential from both in-line products and launches will more than offset the near-term loss 

of exclusivity from Revlimid (lenalidomide) and Pomalyst (pomalidomide), while also considering 

patent expiries of Eliquis and Opdivo toward the end of the decade. The 2025 portfolio renewal 

mix is projected to be 90% of the continuing business (excluding Revlimid and Pomalyst), with 

the launch brands making up 30%. 
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The launch portfolio has eight recent or potential new product launches. Last year saw launches 

of, Zeposia (ozanimod) in US and EU for multiple sclerosis (with positive Phase III data in UC); 

Onureg (azacitidine) in 1L acute myeloid leukemia maintenance; and Reblozyl (luspatercept) in 

myelodysplastic syndrome with a Phase III trial in myelofibrosis set to begin in Q1. Key 

milestones anticipated in 2021 were also highlighted for deucravacitinib (2nd Phase III read-out 

in psoriasis and Phase III in psoriatic arthritis expected in Q1 and additional potential in other 

autoimmune diseases such as IBDs and lupus); mavacamten (an application in HCM expected 

and potential noted in non-obstructive HCM and HFpEF); and the cell therapy franchise liso-cel 

(under FDA review for 3L+ large B-cell lymphoma) and ide-cel (PDUFA March 27, 2021 in 4L+ 

multiple myeloma). The late-stage pipeline has an estimated NRA revenue potential of $20-25 

billion in 2029, including opportunities in additional indications expected to launch in 2025 and 

after. Caforio also mentioned the breadth and depth of BMS’s mid- to late-stage pipeline 

(relatlimab, cendakimab danicamtev, and bempeg), as well as its early pipeline that includes 

more than 50 assets, with over 20 of which proof-of concept decisions expected in the next 2-3 

years. 

 

In closing, Caforio summarized that BMS has cash flows of $45-50 billion estimated in 2021-

2023, 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 is key to support BMS’s top priority of continued investment in business development. 

Future criteria will focus on mid-size, bolt-on deals within oncology, hematology, immunology, 

cardiovascular, and neurology, BMS’s key disease areas.   

 

• Edwards (EW) highlighted their long-term growth plan, emphasizing they’re valued on an 

outlook for a bright future and remain optimistic about the year head, despite challenges due to 

Covid19. Edwards predicts sales of $4.19-$5.3B for 2021, a mid-teens sales growth on a YoY 

basis. Their 2021 guidance looks to a strong YoY recovery later in 2021 when the impact of 

Covid19 lessens. The company re-affirmed their position as the market leader in the $4B+ global 

transcatheter aortic valve replacement market (TAVR) and expects this market to grow over $7B 

in 2024. In the TAVR portfolio, Edwards anticipates a U.S. approval for Alterra in the second half 

of 2021, and clinical work on the Sapien X4 is expected to begin in the U.S. in 2021. In Structural 

Heart, Edwards announced that the INSPIRIS RESILIA is the #1 implanted aortic surgical valve in 

the U.S. and Japan. Notable launches include the KONECT RESILIA conduit and the HARPOON 

Mitral Valve Repair system. Edwards expects to launch the mitral version of the RESILIA, MITRIS 

RESILIA, in the U.S. and Japan in 2021. In Critical Care, Edwards reaffirmed their position as the 

global leader in hemodynamic monitoring. The company continues to shift the product towards 

the Smart Recovery platform, integrating HemoSphere with the AI-driven Acumen IQ sensors. 

Overall, Edwards performance remains strong, with 97% of sales from products with #1 global 

market share. Edwards continues to focus on long-term value creation, developing innovative 

and breakthrough therapies that will benefit long-term shareholder returns. 
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• Gilead (GILD) CEO Daniel O’Day spent most of the presentation discussing Gilead’s mid- and 

long-term growth outlook, which centers around growth in oncology. GILD has spent more than 

$35B acquiring oncology assets since 2017, including KITE, FTSV, and IMMU, so understanding 

the contribution from these acquired assets is key. Trodelvy, the TROP2 antibody-drug-

conjugate, hasn’t seen its sales trajectory impacted by the pandemic, and GILD believes there is 

an acceleration happening in 3L market share gain from 2L as physicians are trying new 

therapies faster. GILD believes that Trodelvy can address earlier lines of therapy and additional 

indications, including HR+/HER2- breast cancer, bladder cancer, and lung cancer. GILD has filed 

sBLAs for Trodelvy with the FDA for full approval in third-line mTNBC and for accelerated 

approval in third-line mUC, and expects to complete a European filing in the first quarter of 2021 

for third-line mTNBC. After acquiring IMMU, GILD made an amendment to the Phase III 

TROPiCS-02 study in HR+/HER2- breast cancer, as the study was underpowered for overall 

survival; previously, IMMU planned to do an interim analysis in the first half of 2021 using 

overall response rate. GILD now plans to have a progression-free survival readout in the second 

half of 2021 which might support an accelerated filing, while the endpoint of overall survival is 

expected to readout in 2023. Outside of Trodelvy, GILD is most excited about the upcoming 

second-line DLBCL data readout for Yescarta in the first half of 2021, as it would allow Yescarta 

to be the first CAR-T therapy to move towards earlier lines of treatment.         

 

GILD also updated its full-year 2020 financial guidance at the conference, including higher-than-

expected revenues driven by Veklury uptake and utilization in the US, as hospitalizations and 

treatment rates were higher than initial expectations. Sales of Veklury in Q4 were almost $2B as 

the COVID-19 pandemic worsened in the US. Veklury has been used to treat more than 1M 

patients in the US, and nearly 1 in 2 hospitalized patients are treated with Veklury. Outside the 

US, uptake of Veklury remains mixed, as some European countries haven’t been as aggressive in 

administering the treatment. GILD’s core HIV business remained strong, as Biktarvy continues to 

grow sales and market share across treatment naïve and switch patients. GILD provided an 

update on its potential first-in-class HIV capsid inhibitor lenacapavir, which could extend dosing 

from once-daily to once every six months. GILD awaits data from the Phase III Calibrate trial in 

treatment-naïve patients in the second half of 2021. 

 

• Chairman and CEO of Johnson and Johnson (JNJ), Alex Gorsky, highlighted the positive outlook 

for 2021 after a turbulent 2020 due to COVID-19 in a fireside chat at the conferece.  JNJ 

emphasized a significant rebound in its revenue since the dismal second quarter, with the APAC 

region leading the recovery with business revenue only down 3% compared against 2019. A 

similar observation was seen in the European market, with business now only 10% down 

compared to 40%-50% down in the second quarter of 2020. The medical device unit of JNJ has 

been hit particularly hard by COVID-19, with elective procedures decreased over 50%. However, 

Gorsky stressed that the company is sustaining its growth, especially with the pharmaceuticals 

arm due to its large portfolio of blockbusters. In addition, the consumer unit of JNJ also seen 
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growth due to the rise of e-commerce and online business, with 60% growth in the third quarter 

of 2020. JNJ then spent its time discussing its progress with its COVID-19 vaccine candidate, 

Ad26.COV2.S. Being a single dose vaccine, JNJ touted its advantage over its fellow competitors, 

mRNA-1273 and BNT162, in that the emergency use authorization would be reviewed more 

rapidly. Furthermore, JNJ is expecting a few upcoming noteworthy launches given approval, 

including ponesimod, amivantamab and a new SC formulation of Darzalex.  Lastly, JNJ closed the 

fireside chat with an optimistic view of the company with over $20bn from 2019 and AAA credit 

rating, alongside future M&A opportunities similar to the recent acquisition of Auris. 

 

• Medtronic (MDT) announced another positive year at JPM, reporting a %5+ annual organic 

revenue growth. Medtronic reported over 200 device approvals in 2020, highlighting an 

upcoming approval for the DiamondTemp RF Ablation System for 2021. Big picture catalysts to 

look for in 2021, Medtronic stressed the renal denervation market, with results expected at the 

2021 TCT Conference, and FDA approval submissions for later this year. Medtronic provided 

updates on the Soft Tissue Robotic system and expects to file for CE Mark and IDE in March 

2021. The bulk of the presentation was highlighting near term catalysts, including the launch of 

the Evolut in the U.S. in 2021 and the upcoming launch of the LINQ 2.0, in addition to emphasis 

on a new operation model and culture improvements. For the Cardiovascular portfolio, 

Medtronic announced the company is the #1 product leader in pacemakers, defibrillators, CRT 

HF devices and diagnostics – the Micra AV pacing system family grew 84% in the US (75% 

globally). The company expects low-teens CAGR growth in TAVR, reaching $7B by 2025. 

Medtronic continues to lead in the Med-Surgical portfolio, and Neuromodulation is poised for 

market share capture after investing heavily in this space, with innovations in Deep Brain, and 

Spinal Cord, Stimulation. Medtronic highlighted advancements in Pelvic Health – the recently 

approved InterStim Micro Sacral Neurostimulator is the star product – Medtronic is looking to 

take back market share in this space with a few competitive advantages with the InterStim. In 

Diabetes, Medtonic continues to innovate the MiniMed series, recently launching the 770G in 

the U.S., the only hybrid closed loop system with 2+ age indication in the U.S. In Europe, the 

company launched the 780G, and expects to submit the 780G to the FDA in January 2021 for 

approval. Finally, the big news was the announcement that Medtronic is developing the ECAPS 

Closed Loop System for spinal cord stimulation. The company did not provide too many details, 

including if this is related to the company’s investment in Saluda Medical, and their EVOKE 

closed-loop spinal cord stimulation device, currently approved in Europe. 

 

• Merck’s (MRK) management team reviewed the company’s current pipeline and provided an 

update on the anticipated 2021 priorities. Ken Frazier, Merck’s CEO and Chairman, stated that 

the number one objective of 2021 is to continue the momentum of the company’s key growth 

drivers such Keytruda, Lenvima, Lynparza, and Bridion. As the steady stream of demand for 

these products continues, the company also highlights a potential long-term growth based on 

the clinical benefits of Gardisil. While the company plans to leverage Keytruda to expand its 
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footprint in the Immuno-oncology market, the company is also looking to diversify its portfolio 

and find the right kind of assets that will add value and drive growth. 

 

You can expect to see more late stage development for Keytruda, particularly in the expansion 

on the route of administration and potential new co-formulations and combinations. Merck has 

an internal pipeline with 25+ mechanisms in the clinic and highlights that products such as TIGIT, 

LAG-3, CTLA-4 will advance in Phase III in 2021. The company also announced a priority review 

for its BLA for V114 in adults 18 years of age and older, with a PDUFA date set to July 18, 2021. 

Furthermore, Merck is set to complete the spin-off of Oraganon to focus on Women’s Health, 

biosimilars, and a portfolio of brands consisting of dermatology, pain, respiratory, select 

cardiovascular products. 

 

Merck reported that the revenue growth prospects still remain underappreciated between now 

and 2024. The company took the biggest impact from the pandemic in the second quarter of 

2020 and saw a recovery in the third quarter of 2020. However, it emphasized that a return to 

normalcy will not be apparently until the first quarter of 2022.  

 

• With all eyes on its presentation after the rapid emergency use authorization of Moderna’s 

(MRNA) COVID-19 vaccine candidate , the CEO and Director of Moderna, Stephane Bancel, 

revealed the stunning 10 years transformation from its mRNA technology platform to the being 

one of the first providers to an authorized product for a notorious pandemic. As expected, the 

COVID-19 pandemic proved to be a valuable proof-of-concept for Moderna’s technology 

platform, with an authorized product comprising over $11.7bn revenue for FY2021 coming from 

Advanced Purchase Agreement (APAs) worldwide with $2.8bn already deposited without 

including options. Moderna anticipates over 1 billion doses supply capacity of its COVID-19 

vaccine, however cautioned investors with a more realistic 600 million – 10 billion doses due to 

constraint in logistics and raw materials sourcing difficulty. Given the worldwide authorization 

(not approvals) and advance purchase agreements, Moderna looks to end the year with $5.25bn 

in cash and investments.Moderna then discussed the company’s modalities, which serves as 

different starting points for its medicines. For Moderna, mRNA is an information molecule, 

which the company can invest to invent novel delivery systems to get into different cell types, so 

that over time, the company is able to create a lot of new applications, which Moderna refers to 

as modalities. Within these modalities, one such candidate, mRNA-1647, a CMV vaccine, is 

expected to advance into Phase III study in 2021. Following closely are three new influenza 

vaccine candidates (mRNA-1010, mRNA-1020, and mRNA-1030), and two new HIV vaccine 

candidates (mRNA-1644 and mRNA-1577), all of which are expected to enter the clinic in 2021. 

Also noteworthy are EBV vaccine (mRNA-1189) and Zika vaccine (mRNA-1893), which are also 

anticipated to enter Phase I and Phase II development in 2021, respectively. An interesting new 

Nipah virus vaccine candidate (mRNA-1215) were also highlighted, but no concrete timeline due 

to ongoing discussions with potential partnerships. <br>In addition to the core modality in 



  

 

January 2021|10 

 

infectious diseases, Moderna also briefly presented its progress in immunoncology, its 

exploratory modality. Many of its cancer vaccines are currently under evaluation with data 

expected to be disclosed in the upcoming years. To finish off the presentation, Moderna 

highlighted the upcoming investor and analyst event dates starting in April 2021 and promised 

to disclose more about future modalities and potential data readout. Altogether, Moderna 

acknowledged its first commercial success in the authorized COVID-19 vaccine and planned to 

draw out the potential of its disruptive mRNA platform with its strong cash position. 

 

• The Novartis (NVS) presentation gave a comprehensive tour of how the company's execution of 

strategy set in 2018 has improved performance — with consistent double-digit operating 

income growth and reaching their goal of core margin in the mid-30% range — and set the stage 

for growth in the medium and long terms. They are aiming for a CAGR of 4%, as expected by 

analysts, between 2019-2025 and a core margin in the high-30% range in the mid-term, driven 

by sales momentum of key growth drivers and further Novartis technical operations 

improvements. 

 

They have had over 80 major transactions and partnerships since 2018, in addition to 

divestments and out-licensing, to both focus their portfolio and ensure that they have exposure 

to all of the major advanced therapy platforms that they believe will shape industry over the 

next decade, including cell therapy, gene therapy, radioligand therapy and RNA technologies. In 

the Q&A section, CEO Vasant Narasimhan said one adjustment they are making is taking a more 

opportunistic view of bolt-on M&A rather than a programmatic view, because they already have 

the assets and R&D capabilities to drive growth. As a result, they will be more focused and 

targeted, looking at acquisitions of technologies and earlier-stage companies to fill gaps in 

mechanisms of action or therapy areas — or looking at technologies that could strengthen 

portfolios such as cell or gene therapies or add something new to the mix. 

 

At the same time, they are diversifying across geographies and 10 therapeutic areas. The latter 

gives them enough exposure to grow the company as it approaches $50bn in sales, yet limit 

binary risk, with their top-selling drug accounting for only 8% of sales. 

 

Narasimhan noted that, unlike a number of other companies of its size, Novartis is fully focused 

on medicines, rather than having a diverse set of health care businesses. They believe 90% of 

candidates in their pipeline are potentially first-in-class or first-in-indication, with 80% targeting 

areas of high unmet need. Estimates of sales from potential 2020-2026 launches puts them at 

number 2 in terms of pipeline replacement power. The company mainly reiterated catalysts for 

2021, in addition to summarizing their pipeline, highlighting the major opportunities versus wild 

cards, and noting how they are strengthening their advanced therapy platforms, with many pre-

clinical candidates in gene therapy, cell therapy, and RLT. There are no first drug approvals for 

the year, but Entresto should have an important indication expansion to heart failure with 
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preserved ejection fraction — the drug was also highlighted as the top growth driver for 2020, 

with 48% growth — and Leqvio is hoped to be approved in the US. Regarding the latter, which is 

expected to be a blockbuster new treatment in dyslipidemia, in the Q&A, Narasimhan reiterated 

the only issues they were aware of for the complete response letter related to third-party 

manufacturing, which instead of a paper-based inspection will require an in-person inspection 

after all, and given uncertainties related to the Covid pandemic, they will try to give better 

guidance on the possible range of timing in their full year earnings call. They are also looking at 

backup strategies. While the drug has been approved in Europe and they have an agreement in 

the UK involving a population health-based model for reducing cardiovascular disease, the initial 

launch is for those with cardiovascular disease, and they need to generate data in the primary 

prevention setting, as well as bring manufacturing costs down for these type of RNA therapies. 

However, it did not sound as if they had any such agreements yet with other countries, though 

they still believe it will be an important model around the world. 

 

Other topics in the Q&A session included: 

 

- On gene therapy Zolgensma for spinal muscular atrophy, their second largest growth driver, 

Narasimhan noted that in recent years, the drug has had a rapid growth in use to 65%-70% 

of newborns in states that have newborn screening, though that slowed down during the 

pandemic. However, in 2021 they hope to get up to 90% of newborn screening coverage. On 

the clinical hold for the intrathecal formulation, due to preclinical findings, data from the 

FDA's requested study in non-human primates is expected in mid-2021, and if that is clear, 

they can progress. He also reiterated that the FDA requested a confirmatory study, though 

they are still discussing with the agency what they are expecting for a controlled trial. They 

felt the FDA is now requiring more properly controlled late-stage studies with novel gene 

therapies. 

 

- On Cosentyx, their third largest growth driver, they have been able to hold share in psoriasis 

despite competitors because it has a broad profile against multiple aspects of the disease, 

and Narasimhan estimated that its use in dermatology:rheumatology was around 50:50. 

They expect growth in rheumatology and newer indications, though they will also be 

disciplined in how they rebate in the US, so they do not give up price in dermatology at the 

cost of the newer indications. Phase III data in hidradenitis suppurativa are expected in 

2021. 

 

 

- In oncology, they are simultaneously pursuing four pillars: targeted therapies (where they 

have been strong), cell therapies (where they are moving to next-generation manufacturing 

to improve the speed and possibly efficacy of these products, and hope to also get positive 

readouts in solid tumors, not just blood cancers), immuno-oncology (where they hope to 
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find an additional agent, though they are also testing anti-IL-1 canakinumab in cancer), and 

radioligands (where they are trying to get multiple new targets into clinical testing). 

Regarding their Shp2 inhibitor and why they decided to use that in combination with their 

KRas inhibitor, which is further behind those of other companies though they have the 

opportunity to bring it to clinical testing, Narasimhan said it gives them the possibility of 

controlling the combination, though their focus is to bring the first Shp2 inhibitor to the 

market, which could provide possibilities for other combinations. 

 

- In the competitive multiple sclerosis space, their focus is on their S1P portfolio and patients 

who would most benefit from the drugs, driving growth with Mayzent in SPMS, though also 

looking for other opportunities where Gilenya's profile makes sense. However, he also said 

their real opportunity is with Kesimpta, approved in 2020, and moving B-cell therapy to first-

line or first-switch, educating providers that patients want very effective medications early 

to stop relapses and progression, and saving them for later is a disservice. They are seeing 

solid NBRx gains, and their goal this year will be to move into a full promotional launch and 

full consumer activation. 

 

- Though somewhat late with DARPin for COVID-19, they are still committed, as they believe 

it could have a differentiated profile, hitting different epitopes and offering subcutaneous 

dosing, to treat earlier in the course of the disease. But also, the Molecular Partners 

technology could help bring manufacturing costs down, so it could be used more 

economically in broad populations around the world. 

 

- On the Sandoz generics and biosimilar division, they reiterated they hope for mid-single-

digit range growth in the medium term with margins up to the mid- to high- 20% range, 

more in line with peers. To achieve the goals, they are focusing on biosimilars, hoping to be 

at market formation of the next wave in 2023-4, as well as first-to-file injectables and oral 

solids, especially in the US, where they have underperformed. 

 

• Regeneron (REGN) discussed the company's growth, commercial execution across the portfolio, 

advancements/innovations in Research & Development (R&D) and financial performance in the 

J.P Morgan presentation, in addition to upcoming potential regulatory submission catalysts in a 

wide range of drugs in development. The total revenue growth for the company's core brands 

were reiterated, whereby Dupilumab had a +69% worldwide sales growth since the third quarter 

of 2019 and Eyelea, Libtayo and Praluant had a +29% growth 9 months through September 

2020. Recalling key milestones of 2020, Regeneron highlighted the supplemental filing for 

approval of Libtayo to the U.S. FDA for Basal Cell Carcinoma and first-line locally advanced or 

metastatic non-small cell lung cancer (NSCLC). Both applications were accepted for a priority 

review with a Prescription Drug User Fee Act (PDUFA) decision expected in the first quarter of 

2021.   
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The company stated that since launching, 190k patients in the U.S. have been prescribed 

Dupixent for type 2 inflammatory diseases, this makes up 6% of market penetration to date. The 

company expressed this could potentially be advanced further to several indications through 

proof-of-concept studies, increasing the availability of a wider range of patients. Dupixent is 

currently in pivotal trials for 8 Type 2 diseases and has the potential to address disease in 1 

million additional patients.  

 

Furthermore, Regeneron placed emphasis on the COVID-19 antibody combining casirivimab and 

imdevimab, REGN-COV2. In the fourth quarter of 2020, the U.S. FDA granted Emergency Use 

Authorization to the COVID-19 antibody for mild to moderate COVID-19 in high-risk patients. In 

2020, net product sales were $184M, where the U.S. government purchased initial 300K doses. 

Trials in both treatment and prophylactic settings ongoing, exploring lower doses. The company 

is entering a period of anticipated accelerated growth with several launches in 2020 along with 

expected launches in the future. 

 

• Roche (RHHBY) outlined its hopes for 2021 following a rocky 2020 that involved multiple 

setbacks both directly and tangentially related to the COVID-19 pandemic. This involved both a 

general contraction of many parts of the pharmaceutical market across the board, which 

affected many of Roche’s oncology assets such as Tecentriq, and the disappointing results for 

their anti-inflammatory monoclonal antibody Actemra in multiple configurations for COVID-19.  

 

Although Actemra was mentioned as a potential therapeutic agent for the disease, Roche took 

care to emphasize the broad portfolio of assets – both current and developmental – they seek 

to employ in the fight against coronavirus. These include other pharmacological agents such as 

REGN-COV2, the antibody cocktail co-distributed with Regeneron, and AT-527, an oral antiviral 

co-developed with Atea. Just as important as their pharmaceutical assets is Roche’s array of 

medical devices and instruments, particularly its growing range of SARS-CoV-2 diagnostic kits. 

The company hailed the success of its PCR, antibody, and antigen (including a non-instrumented 

rapid antigen kit) tests, which were instrumental in responding to the pandemic. Due to the 

virus remaining in wide propagation across many geographies, Roche expects use of its 

diagnostic kits to remain high throughout the first half of 2020. Indeed, the corporation expects 

demand for its rapid antigen test – available at the point of care and giving results within 20 

minutes– to rise markedly, and they now aim to increase testing capacity to approximately 80 

million per month. 

 

Away from the COVID-19 pandemic, Roche announced broader plans to focus on innovation to 

add to its existing portfolio of drugs. This is particularly important given the recent biosimilar 

erosion of many of its key assets in oncology such as Rituxan (rituximab), Herceptin 

(trastuzumab), and Avastin (bevacizumab), all of which were previously market leaders in their 
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respective indications. Key among the new developments Roche anticipated in the coming years 

are regulatory filings for multiple novel agents such as tominersen in Huntington’s Disease, SRP-

9001 in Duchenne Muscular Dystrophy, and etrolizumab in Crohn’s Disease. Etrolixumab is of 

particular interest, as Roche estimates it may be able to reach approximately 570,000 sufferers 

of moderate-to-severe Crohn’s disease. In the more immediate term, recent positive readouts 

from faricimab in diabetic macular edema and wet age-related macular degeneration should 

allow for Roche to increase its presence in the ophthalmology market in 2021. 

As expected, Roche also mentioned ongoing developments for its flagship PD-L1 antagonist 

Tecentriq. The company is hoping that data readouts from IMpower010 and IMpower030 will 

yield label expansions in localized NSCLC, a segment of of unmet need and significant revenue 

opportunity. Other indications of set for key Tecentriq expansions include hepatocellular cancer, 

melanoma, and head-and-neck cancer.  

 

Roche’s pipeline is not restricted only to drug development. As in COVID-19, the company also 

seeks to expand its portfolio of non-pharmaceutical assets, particularly diagnostic kits. 

Altogether, with its broad pipeline, Roche considers itself well-positioned to compensate for and 

surpass the lost revenue expected from biosimilars. 

 

• Seagen’s (SGEN) President and CEO Clay Siegall provided an overview of the commercial 

successes and pipeline updates from 2020 and what to expect for 2021. The presentation 

focused on Seagen’s three commercialized products, Adcetris, Padcev, and Tukysa. Driven by a 

diverse portfolio of best-in-class or first-in-class, Seagen has seen a record year for sales. 

Adcetris has maintained their first-line market share despite the challenges of COVID-19 that 

resulted in historically low new Hodgkin lymphoma diagnoses, Padcev has seen rapid 

absorption, and Tukysa came out strong in the first full quarter of sales. 

 

Seagen continues to work with Adcetris to increase the number of labels for the product. 

Additionally, the ECHELON-1 study has now reached 5-year analysis, considered to be the gold 

standard by practicing physicians. The 5-year analysis has shown fewer secondary malignancies 

and a higher number of pregnancies. Additionally, the peripheral neuropathy, which is a known 

side effect of Adcetris, was shown to improve or resolve over time. 

Seagen also continues to work with Padcev, approved to treat urothelial cancer (UC) since the 

end of 2019, in post-PD(L)-1 mUC cis-ineligible patients. Results from the second cohort of the 

Phase II EV-201 study will be presented at ASCO GU as well as results from the Phase III EV-301 

study. The company plans to use these results as part of supplemental BLA in the first quarter of 

2021. 

 

In the front-line setting, promising data with Padcev plus Keytruda support registrational trials. 

Seagen believes they have two potential opportunities for approval here. One would be under 

an accelerated pathway using data from Cohort K of the ongoing EV-103 study. This cohort of 
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150 cisplatin-ineligible patients was designed in consultation with regulators and will include 

both Padcev alone and in combination with Keytruda. Enrollment in this study is expected by the 

end of 2021. The second opportunity lies with the randomized Phase III EV-302 study of Padcev 

plus Keytruda versus a chemotherapy doublet of platinum plus gemcitabine therapy. The study 

is enrolling 760 patients regardless of platinum eligibility or PD(L)-1 expression. 

 

Tukysa was approved in April 2020 in combination with chemotherapy agents under the FDA’s 

Project Orbis. Tukysa has a positive CHMP opinion in the EU and been granted PIM status in the 

UK. Seagen is ready to begin commercializing Tukysa in the Europe as soon as possible. While 

the company is looking to solidify the use of Tukysa in breast cancer, Seagen is also attempting 

to expand to GI cancers such as metastatic colorectal and gastric cancer with the MOUNTAINEER 

and MOUNTAINEER-02 studies. 

 

• Takeda’s (TAK) CEO Christophe Weber began the Company’s JP Morgan conference with a large 

scope outlook on the Company, specifically what to expect in the next decade. The Company 

breaks their pipeline into Wave 1 and Wave 2, with Wave 1 referring to programs with potential 

approvals by FY24. The market potential for these Wave 1 assets are highlighted, ranging from 

$0.5BN to more than $3.0BN. 

 

Among these Wave 1 assets are TAK-003, TAK-755, TAK-007, and TAK-925/994. The near-term 

pivotal milestones from these assets will help establish the runway and foundation for Takeda in 

the long-term, as the Company loses exclusivity for ENTYVIO in May 2024 in Europe and May 

2026 in the US. The Company also face competition in other markets, as generic versions of 

VYVANSE enter the market in 2023. Takeda labeled the upcoming year as an “inflection year,” as 

the Company have a very significant number of milestones in the next 3 months during their Q4 

fiscal year 2020 (between January 2021 and end of March 2021). 

 

Takeda expanded upon 6 significant milestones in this timeframe, including data readouts from 

the CoVIg-19 program and pevonedistat for the treatment of MDS. The Company also expect 

regulatory submissions for TAK-003, TAK-609, and mobocertinib in this timeframe. Therefore, 

the Wave 1 pipeline is critical for Takeda to grow in the next decade, but most of this growth 

impact will happen past 2024 because many of these products will be launched between now 

and March 2025.  

 

• Vertex Pharmaceuticals (VRTX) CEO and President Reshma Kewalramani discussed the 

company’s progress with their cystic fibrosis (CF) portfolio, in addition to upcoming catalysts 

with sickle cell disease, beta thalassemia, antitrypsin deficiency (AATD) and type 1 diabetes. 

Recalling key milestones of 2020, Kewalramani highlighted the launch of the triple-combination 

therapy Trikafta in the US for ages 12+ and EU approval of Trikafta for ages 12+.  
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Kewalramani highlighted the change in epidemiology estimates for CF in the US, Europe, 

Australia, and Canada. The potential addressable patient population is larger than previously 

expected, at 83,000 patients compared to 75,000, creating greater potential for revenue 

growth. The augmented population is attributed to an increase in availability of 

transformational medicines, and an improved country-level registry data capture. Currently, 

Vertex therapies treat nearly 50% of CF patients, however 30,000 patients are currently 

untreated despite being addressable with the triple combination therapy. In addition, the Vertex 

executive outlined the growth trajectory of Trikafta, starting with the approval in 6-11-year olds 

in the US, which is expected in mid-2021. Additionally, launch of the drug for rare CF mutations 

in the US following approval in December 2020, will contribute to growth of the CF market. 

Rapid uptake in European countries including the UK, Germany, Denmark, and Ireland where 

reimbursement deals are in place are also expected in 2021. Finally, Vertex aim to achieve global 

reimbursement agreements in countries including France, Spain, and Italy, as well regulatory 

approvals in Australia and Canada.  

 

As Vertex’s CF portfolio thrives, the company are expanding their pipeline development, with six 

disease areas currently active in the clinic. Kewalramani first drew attention to sickle cell disease 

and beta thalassemia. Vertex are developing a gene-edited hematopoietic stem cell, CTX001, 

with CRISPR, which aims to reduce BCL11A and increase production of HbF. The drug 

demonstrated encouraging proof-of-concept data released in December 2020; enrolment 

completion is expected in 2021. Despite the discontinuation of VX-814 in AATD, Kewalramani 

emphasized her confidence in the company’s pipeline and approach for targeting both lung and 

liver manifestations implicated in this disease. The company official noted the preclinical success 

of VX-864 in increasing levels of ALT to the estimated therapeutic range. Phase II proof-of-

concept is expected in H12021. The final disease discussed was Type 2 diabetes, which has two 

programmes ongoing that aim to create fully differentiated insulin-producing islets from stem 

cells. Vertex have already filed an IND for the first program, which consists of cells using 

immunosuppression, however, the second program, which involves cells in a novel 

immunoprotective device that does not require immunosuppression, is at an earlier stage. 

Kewalramani finished the presentation on Vertex’s strong business performance, reaching 

between $6-6.2bn in 2020, with an impressive CAGR of 41% from 2017 to 2020.  She added that 

the company will continue to invest in mid-to-late clinical-stage assets and tools and 

technologies that complement their stringent R&D strategy. Management reiterated their 

research strategy, which focuses on validated targets that address causal human biology, 

predictive biomarkers, a rapid path to registration, and development of therapies with a 

transformative benefit regardless of modality.   

 

 

Large Cap Companies 
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• Alnylam’s (ALNY) CEO John Maraganore set the tone early, introducing the company’s five-year 

plan, coined the P5x25, and its target to become a top-five biotech company by 2025. The 

company’s five P’s (targets by 2025) for rapid growth include: patients (0.5 million), products 

(6+), pipeline (4+ INDs), performance (≥40% CAGR) and profitability (profitable by 2025). These 

set goals will likely capture the attention of investors and satisfy shareholders alike, given that 

the company exceeded all metrics in its previous five-year goal.  

 

The CEO moved onto report significant company successes in 2019-2020 which include the 

independent launch of three RNAi therapeutics (Onpattro, Givlaari and Oxlumo), as well as a 

fourth product (Leqvio) in partnership with Novartis. Moreover, sales of marketed products 

showed steady increases, with Onpattro sales almost doubling from $166m in 2019 to $306m in 

2020, and Givlaari performing well in its first full year ($55m). Despite early trends in H1 

suggesting a stall in sales due to COVID related delays to patient uptake, Onpattro maintained 

consistent quarter on quarter growth except between Q1/Q2 2020. Most of the sales growth for 

Onpattro was attributed to markets excluding the US, with the company downplaying the 

deceleration in US sales growth. Given the limited population of patients with polyneuropathy 

of hereditary transthyretin-mediated amyloidosis (hATTR) this deceleration likely signposts a 

stall in future sales as the product reaches market saturation in the US. Importantly, the 

company has a clear plan for the products lifecycle with expansions into new markets and new 

indications, most notably the ATTR-associated cardiomyopathy market and wild-type ATTR, 

which officials claimed had blockbuster potential. Further to this, the company has already 

made significant progress in developing its next-generation RNAi therapy for ATTR, Vutrisiran, 

which has reached Phase III in both ATTR associated polyneuropathy and cardiomyopathy.  

 

The major data highlight was positive top-line results for Vutrisiran in the HELIOS-A trial in 

patients with hATTR with polyneuropathy. In this landmark trial, a once quarterly subcutaneous 

injection of Vutrisiran generated efficacy comparable to Onpattro in the pivotal APOLLO study. 

This extended dosing schedule will give Vutrisiran a significant competitive advantage in the 

ATTR polyneuropathy space, with current RNA knock-down treatments being limited to weekly 

subcutaneous injections of Tegsedi or intravenous infusions (5-6hrs) of Onpattro every 3-4 

weeks. Based on these results the company intends to file an NDA in H1 2021, with expectations 

of launching its fifth marketed drug by 2022. Important future studies will be the APOLLO B and 

HELIOS B studies which will extend the reach of Onpattro and Vutrisiran into the larger ATTR 

cardiomyopathy market. Early read-outs from current studies indicate improvements in 

cardiovascular biomarkers, echocardiograms, and as much as a 50% reduction in hospitalization 

and mortality. 

 

There were minimal updates on pipeline products, however, the company did focus on ALN-

AGT, which represents the company’s most-advanced product for a highly prevalent disease 

(hypertension). The company recapped on Phase I results for ALN-AGT, in-development for 
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hypertension, which achieved potent and highly durable knockdown of angiotensinogen of over 

95% and a reduction in blood pressure of 15mmHg. Future read-outs planned for the Phase II 

KARDIA-1 and 2 trials in mid-2021, will be key in assessing the drugs clinical benefit. Notably, the 

company did not provide an update on its hemophilia pipeline asset, Fitusiran, which was 

recently released from a short clinical hold in 2020 after another adverse thrombotic event. We 

suspect that Fitusiran will struggle in the overall hemophilia space given the dominance of 

Hemlibra in hemophilia A and the establishment of extended-half life products in the 

hemophilia B without inhibitors markets. However, Fitusiran may have some uptake in a niche 

subgroup of hemophilia B patients with inhibitors, although safety concerns will be a significant 

barrier. 

 

In the latter half of the presentation, the company outlined their growing preclinical pipeline, as 

well as their avenues for expansion which included targeting new tissues, the development of 

Bis-RNAi, combinations with monoclonal antibodies, novel administration routes and the Revesir 

technology for more precisely timed delivery. Lastly, a look at the financial forecast for the 

company indicated that their revenue growth would begin to outstrip their operating costs, with 

the company projecting profits by 2025. Given the company’s high success rate in transitioning 

products from pipeline to approval, with a probability of success for its clinical pipeline of 62.5% 

versus 5.7% in the industry overall, coupled to a growing preclinical pipeline, Alnylam is likely on 

track to achieve its 2025 targets.   

 

• BioMarin’s (BMRN) presentation centered around the one-year Phase III results released for 

Roctavian. In the study, Roctavian reduced mean annualized bleeding rate by 84% from 4.8 to 

0.8 (N=112), 99% reduction in mean annualized Factor VIII, and Infusion rate FVIII expression at 

one year is mean 42.89 IU/dL (N=132). While this study met all primary and secondary 

endpoints, questions remain on the long-term durability with FVIII levels falling from year one to 

year two in a group of 17 patients who had two years of data. BioMarin plans to submit an MAA 

in Europe during the second quarter of 2021 and will discuss the Phase III 52-week results with 

the FDA, however, the company did not seem optimistic in this changing the FDA’s CRL request 

for data at 2 years. 

 

• BioNTech (BNTX) CEO, Dr. Ugur Sahin, provided multiple updates regarding Comirnaty 

(BNT162), the Company’s COVID-19 vaccine, as well as 2021 catalysts for its oncology pipeline 

and its long-term outlook.  

 

On the COVID-19 front, Dr. Sahin indicated that as of January 10th, 32.9m doses of Comirnaty 

have been shipped and that BioNTech’s manufacturing capacity target in 2021 has increased 

from 1.3bn to 2bn doses. In addition to six active global manufacturing locations, their new 

facility in Marburg, Germany, will be able to handle manufacturing of up to 750m doses annually 

and is expected to become operational by the end of February 2021. To further increase supply 
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capacity, Comirnaty’s label has been changed from a 5-dose vial to a 6-dose vial and BioNTech is 

continuing to improve supply processes and engage new sites and suppliers. Management also 

indicated that they aim to expand their label to include pediatric populations, pregnant women, 

and additional sub-populations such as immunocompromised patients.  

 

Given the extreme cold storage requirements needed for Comirnaty, BioNTech will be working 

to optimize the formulation. This includes ongoing additional stability testing of their current 

formulation to provide longer stability times, an improved thermostable formulation which will 

be available in the second half of 2021, and finally, the development of formulations free from 

the excipient polyethylene glycol (PEG). 

 

Notably, Dr. Sahin believes that Comirnaty will be effective against the UK and South African 

COVID-19 strains and new preclinical data are expected in the next 7 and 10 days, respectively, 

to shed light on the topic. Although BioNTech will continue to monitor the situation and initiate 

testing on new COVID-19 variants, management also highlighted their ability to produce re-

engineered mRNA vaccines to new viral variants in as little as six weeks if needed. 

Regarding the duration of immunity afforded by Comirnaty, Dr. Sahin indicated a need for 

additional data from the Phase III trial as duration is not yet known. However, he also 

mentioned that re-vaccination with the mRNA vaccine can be done when or if immune 

responses decline given their prior experience with vaccinating patients up to 25 times in 

oncology trials. 

 

BioNTech projects that COVID-19 will become an endemic disease and plans to invest its cash 

flows from Comernity to advance its development programs outside of COVID-19. Long-term 

BioNTech plans in infectious diseases include the development of mRNA vaccines for influenza, 

HIV, and TB. In oncology, the Company highlighted multiple programs including potential 

bispecific antibodies, CAR T cell therapies, small molecule immunomodulators, engineered 

cytokines, and mRNA cancer vaccines. In 2021, key data catalysts in oncology can be expected 

for immunomodulators BNT311 and BNT312, the autologous CAR-T cell therapy BNT211, and 

the small molecule TLR7 agonist BNT411. BioNTech will also be moving their pipeline mRNA 

cancer vaccines, FixVac and iNeST, into randomized Phase II trials this year.  

 

• Incyte (INCY) CEO Hervé Hoppenot provided an overview across three therapeutic areas: (i) 

myeloproliferative neoplasms (MPNs) and graft versus host disease (GVHD), (ii) oncology and 

(iii) the emerging indication of dermatology.  

 

Approximately three-quarters of Incyte’s revenues are generated from the MPNs (myelofibrosis 

and polycythemia vera) and GVHD indications with Jakafi 2020 sales estimated at $1.91-1.94 

billion. Sales for MPN and GVHD are expected to exceed $3 billion by 2027 with Jakafi sales 

growing for a couple more years before declining. Growth in these indications is expected to be 



  

 

January 2021|20 

 

driven by approval of once daily (QD) ruxolitinib combinations as well as itacitinib (a JAK1 

inhibitor) and other novel molecules. Management mentioned that the main advantage of QD 

ruxolitinib (which has US patent exclusivity till 2033) is fixed dose combinations with other once 

daily therapies. QD ruxolitinib is expected to be approved in the 2023-2024 timeframe for 

myelofibrosis, polycythemia vera and GVHD. QD ruxolitinib is being investigated in myelofibrosis 

patients in combination with either the PI3K  inhibitor parsaclisib (Phase III results expected in 

2023), the BET inhibitor INCB57643 (initial results expected in 2022) or the ALK2 inhibitor 

INCB00928 (initial results expected in 2022). The latter combination is being targeted at 

myelofibrosis patients on a sub-therapeutic dose of Jakafi due to anemia.  

 

Management provided a breakdown of myelofibrosis patients noting that of ~16,000 patients 

eligible for Jakafi in the US, 25% are recently diagnosed and not yet on therapy, 55% are 

currently treated with Jakafi and the remaining 20% were previously treated with Jakafi. 

Interestingly, 50% of Jakafi treated patients have a suboptimal response while 25% are on a sub-

therapeutic dose because of anemia.  

 

The oncology franchise includes two drugs that were approved in 2020: Monjuvi, an anti-CD19 

antibody approved for second-line DLBCL and Pemazyre an FGFR inhibitor approved for 

cholangiocarcinoma. Management went over Monjuvi’s development plans which include the 

following Phase III trials expected to initiate in 2021: (i) frontMIND, evaluating Monjuvi 

combined with Revlimid and R-CHOP in frontline DLBCL and (ii) inMIND, evaluating Monjuvi 

combined with Revlimid and rituximab for follicular lymphoma (FL) and marginal zone 

lymphoma (MZL). Monjuvi is also expected to initiate two proof of concept trials in 2021, both in 

B-cell malignancies: one trial is evaluating Monjuvi combined with parsaclisib while the other is 

evaluating Monjuvi combined with Revlimid and plamotamab, a Xencor CD20/CD3 bispecific 

antibody.  

 

Parsaclisib is a PI3K inhibitor designed to avoid the hepatotoxicity associated with first 

generation PI3K inhibitors. Parsaclisib’s dosing regimen, 20 mg once daily for eight weeks and 

2.5 mg thereafter, is proposed to mitigate cumulative on-target toxicities such as colitis, 

diarrhea and liver enzyme elevations. After presenting positive Phase II data at ASH 2020, an 

NDA for relapsed/refractory non-Hodgkin’s lymphoma (FL, MZL and mantle cell lymphoma) is 

expected in H2 2021.  

 

Incyte is also developing a series of first-in-class, oral, small molecule PD-L1 inhibitors including 

INCB86550. These are being evaluated in a variety of cold and hot tumors with the premise that 

a small molecule may be better able to infiltrate the tumor micro-environment compared to an 

antibody. The oral modality may find the greatest use in the maintenance or adjuvant setting. 

Additional clinical data is expected in H2 2021.  
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Other emerging oncology candidates include MCLA-145, a bispecific antibody targeting PD-L1 

and CD37, INCB81776 a small molecule inhibitor of AXL and MER receptor tyrosine kinases and 

INCB106385, an inhibitor of the A2A and A2B adenosine receptors which mediate the 

immunosuppressive properties of the metabolite adenosine. Clinical data for MCLA-145 and 

INCB81776 are expected in 2021.  

 

Finally, in the emerging indication of dermatology, topical ruxolitinib is under regulatory review 

for mild/moderate atopic dermatitis with a decision expected in H2 2021. Topical ruxolitinib is 

also being evaluated in a Phase III trial for vitiligo, an indication with no FDA approved therapy. 

Phase III results are expected in H1 2021 and if the data are positive a sNDA is expected in H2 

2021.  

In summary, key 2021 catalysts include FDA decisions for (i) topical ruxolitinib in atopic 

dermatitis in H1 2021 and (ii) Jakafi for chronic GVHD in H2 2021. We are also expecting 

regulatory submissions in H2 2021 for topical ruxolitinib for vitiligo and for parsaclisib for 

relapsed/refractory non-Hodgkin’s lymphoma.  

 

• Merck KGaA’s (MKKGY) presentation emphasized the steady growth that is expected through to 

at least 2022 in all three of its core divisions (Healthcare, Life Science, and Performance 

Materials). CEO Stefan Oschmann, who will be succeeded on 1st May 2021 by Belén Corijo, 

reiterated the company’s guidance for 2020 revenues of €17.1–17.5bn and an EBIDTA of €5.05–

5.25bn, while pointing to expectations of ~€2bn of revenue growth from increasing uptake of 

newly-launched and pipeline therapies in the Healthcare division, low-teens percentage growth 

from process solutions (Life Science) and mid-to-high single-digit growth from semiconductor 

solutions (Performance Materials). 

 

Within the Healthcare division, which comprises Merck KGaA’s biologic and small molecule 

prescription therapies, the company is aiming to generate the majority of its revenue growth via 

continued uptake of multiple sclerosis therapy Mavenclad, which has partially recovered from 

the negative impact of COVID-19 reducing interactions between patients and neurologists and a 

slower rate of switching from existing therapies, and immuno-oncology agent Bavencio. 

Bavencio is now approved for a range of Oncology indications (renal cell carcinoma, Merkle cell 

carcinoma, and urothelial carcinoma), and is currently being evaluated as a first-line NSCLC 

therapy, with topline data expected in Q2 2021. Novel late-phase oncology agents, tepotinib 

and bintrafusp alfa will also contribute to growth, with the former currently under review by the 

FDA for the treatment of NSCLC with MET gene alterations, and the latter expected to generate 

topline Phase II data in second-line biliary tract cancer in Q1 2021. Merck KGaA’s core portfolio 

is also expected to generate steady single-digit growth, with continued declines in the Rebif 

franchise expected to be offset by incremental growth in sales of Erbitux (China and emerging 

markets), general medicine, and fertility products, where demand has rebounded from the Q2 

2020 COVID-19 slump. 
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The presentation then turned to the company’s Life Sciences division, where Oschmann noted 

upgraded guidance for a 6-9% revenue CAGR in the mid-term, with the fastest growth expected 

in process solutions, where growing demand for production of vaccines and monoclonal 

antibodies (largely due to COVID-19), and new cell and gene therapy modalities has created a 

strong outlook through to at least mid-2021. Finally, company is also expecting a 3–4% CAGR in 

its Performance Materials division, where the majority of growth will be driven by 

semiconductor solutions in growing fields such as artificial intelligence, 5G, and Big Data.  

 

• As expected, Mirati Therapeutics (MRTX) began this year’s presentation at the J.P. Morgan 

Healthcare conference with an update on their KRAS G12C program. After competitor Amgen 

announced regulatory submissions in the US and the EU for their KRAS G12C inhibitor sotorasib 

in December 2020, all eyes were on Mirati’s submission timeline for adagrasib in non-small cell 

lung cancer (NSCLC). Although the H2 2021 timeline for Mirati’s anticipated monotherapy filing 

remains unchanged, it is encouraging that the Phase III confirmatory trial of adagrasib 

monotherapy for the second-line or later treatment of KRAS G12C-mutated NSCLC was initiated 

earlier this year. CEO Charles M. Baum focused heavily on the company’s development plan for 

adagrasib, highlighting their comprehensive combination development program.  

 

In addition to the on-going Phase II combination trial with current standard-of-care Keytruda in 

the first-line setting, Mirati also plans to initiate a Phase II study of adagrasib monotherapy for 

the first-line treatment of NSCLC patients with KRAS G12C and STK11 co-mutations in the first 

quarter of 2021. Mirati announced that a pivotal Phase III study of adagrasib in combination 

with cetuximab for the second-line treatment of colorectal cancer (CRC) is expected to begin in 

the first half of 2021. Furthermore, an on-going proof of concept trial is testing a number of 

different adagrasib-based combinations in both NSCLC and CRC. Results from the SHP2 cohort 

are expected in the second or third quarter of 2021 while both the CDK4/6 and SOS1 cohorts are 

expected to begin enrolling patients in 2021. In other KRAS-related updates, Mirati also 

announced that the company anticipates filing an IND for KRAS G12D inhibitor MRTX1133 in the 

first half of 2021.  

 

Finally, Mirati provided an update on the registrational Phase III SAPPHIRE study of sitravatinib 

and Opdivo for the treatment of checkpoint refractory non-squamous NSCLC patients. The 

interim overall survival analysis, which could support a full approval, for SAPPHIRE is now 

expected in the second half of 2022, slightly later than the company previously expected. 

Furthermore, Baum also noted that Mirati may initiate an additional trial examining the 

combination as a treatment for squamous patients. The company announced that additional 

data from its bladder cancer trial are expected in 2021. Similarly, additional data from the 

hepatocellular carcinoma, renal cell carcinoma, and ovarian trials of sitravatinib, with or without 

tislelizumab, that Mirati is conducting in partnership with Beigene are expected this year.  
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• Neurocrine Biosciences (NBIX) CEO Kevin Gorman focused on the company’s recent commercial 

performance as well as key commercial and clinical development milestones anticipated for 

2021. Ingrezza (valbenazine), a VMAT2 inhibitor and the first FDA-approved product indicated 

for the treatment of adults with tardive dyskinesia (TD), was highlighted as approaching 

blockbuster status in its third full year on the market, with net product sales for 2020 to be 

approximately $993 million and total prescriptions at approximately 175,700, growing 32% over 

2019 total prescriptions of approximately 132,700. Neurocrine noted that while COVID-19 did 

impact sales in 2020, new prescriptions and refills as well as revenue increased in the fourth 

quarter versus the third quarter of 2020, and they similarly expect sequential change into the 

first quarter of 2021. The company continues to focus on healthcare provider educational 

initiatives, patient outreach programs, and investing in telemedicine capabilities to improve 

diagnosis and treatment rates for the estimated 80% of patients with tardive dyskinesia who 

have not yet been diagnosed, which they highlight as a driver of long-term growth for Ingrezza.  

 

Neurocrine also emphasized 2 key data readouts expected in 2021. Valbenazine is being studied 

for chorea in Huntington disease as a new indication outside of tardive dyskinesia, with top-line 

results from its single pivotal Phase III study expected in the fourth quarter of 2021. If results are 

positive, a sNDA is planned for early 2022. In partnership with Takeda, NBI-1065844 (TAK-831) is 

being studied in an ongoing Phase II trial for negative symptoms of schizophrenia, with top-line 

data expected in the first half of 2021. Neurocrine also highlighted its progress with crinecerfont 

for the treatment of congenital adrenal hyperplasia (CAH), as a Phase III global registrational 

study in adults is ongoing, and a Phase III pediatric study is scheduled to start in 2021. 

 

Mid Cap Companies 
• Acceleron (XLRN) CEO Habib Dable’s presentation focused on the development of sotatercept 

for pulmonary arterial hypertension (PAH), a rare disease with approximately 70K patients in the 

US and EU. PAH is a disease of vascular remodeling associated with smooth muscle cell 

hypertrophy, endothelial cell proliferation and intimal fibrosis. Patients have a median age of 50 

years and there is a 4:1 ratio of female to males. Current therapies focus on blood vessel dilation 

and result in a median survival rate of 5-7 years. Sotatercept has FDA Breakthrough Therapy 

designation and EMA prime designation and was designed to reverse the vascular remodeling.  

 

In 2020, Acceleron presented topline results from PULSAR, a Phase II, placebo-controlled study 

enrolling WHO functional class II and III patients and evaluating sotatercept as an add-on 

therapy to mono, double or triple standard of care therapy. At the American Thoracic Society 

conference, Acceleron presented PULSAR data demonstrating improvement in pulmonary 

vascular resistance (PVR) and six-minute walking distance (6MWD) at week 24. At the American 

Heart Association 2020 Scientific Sessions, Acceleron presented PULSAR echocardiogram results 
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at week 24 showing improved right ventricular function. PULSAR patients are being followed in 

an open-label extension study which will present results in H1 2021. A second (single arm) Phase 

II trial, SPECTRA, evaluated sotatercept in WHO functional class III patients. At the American 

Heart Association 2020 Scientific Sessions, Spectra reported improvement in PVR and 

pulmonary arterial wedge pressure as well as improvement in exercise tolerance and capacity. 

Updated data from Spectra will also be presented in H1 2021.  

 

At JPM, Acceleron announced that STELLAR, a placebo-controlled Phase III trial evaluating 

sotatercept as add-on therapy, initiated enrollment. The study is enrolling WHO Group 1 PAH 

patients that are WHO Functional Class II or III and on stable therapy (mono, double or triple 

therapy) for at least three months. The primary endpoint is change in 6MWD at week 24. 

Acceleron also announced that two additional Phase III trials are expected to initiate in mid-

2021, HYPERION, an early intervention study and ZENITH which will enroll WHO functional Class 

IV patients. Acceleron is also planning a proof of concept study for WHO Group 2 PAH patients 

with the aim of developing sotatercept as a backbone therapy across various forms of PAH.  

 

There was a quick overview of ACE-1334, a ligand-trap inhibitor of TGF-β1 and TGF-β3 but not 

TGF-β2. Acceleron expects to initiate a Phase Ib/II trial in systemic sclerosis patients with 

interstitial lung disease (SSc ILD) in 2021.  

 

Reblozyl is being developed in collaboration with Bristol Myers Squib (BMS) which is funding 

100% of program costs. Reblozyl received FDA approval for transfusion dependent beta-

thalassemia in 2019 and for second-line lower risk myelodysplastic syndrome (MDS) in 2020. 

Both indications received EMA approval in 2020. BMS reported 2020 Reblozyl sales (through Q3) 

of $159 million. Sales in Q3 were $96 million with Acceleron recording $19.3 million in royalty 

revenue.  

 

There are two ongoing trials, COMMANDS, a Phase III trial in first-line lower risk MDS (topline 

results expected in 2022) and BEYOND, a Phase II trial in non-transfusion beta-thalassemia (top-

line results expected in H1 2021). INDEPENDENCE, a Phase III trial evaluating Reblozyl combined 

with a JAK2 inhibitor in myelofibrosis (MF), is expected to initiate in Q1 2021. There are also 

plans to evaluate Reblozyl with Revlimid in MDS as well as other indications associated with 

anemia. Bristol Myers Squibb has estimated a best case annual peak sales potential for Reblozyl 

at approximately $4 billion which could result in Acceleron royalty revenue of $800 million.  

 

• Following a surprise announcement earlier this morning and a last-minute addition to today’s 

schedule, bluebird bio’s (BLUE) CEO and President Nick Leschly presented details on the 

company’s plan to separate its severe genetic disease and oncology businesses into two 

independent companies. Notably, bluebird bio will retain the severe genetic disease arm, while 

bluebird’s oncology business will be spun out as a separate company. Bluebird plans to create 
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these two independently publicly traded companies and close the tax-free transaction by the 

end of 2021.  

 

The severe genetic disease company will focus on delivery of bluebird’s therapies in β-

thalassemia, cerebral adrenoleukodystrophy and sickle cell disease in the United States and 

Europe while also expanding access/reimbursement for future commercial products, building on 

the company’s expertise in gene therapy manufacturing, and pursuing both label expansions 

and geographic expansion. The oncology company will be focused on supporting the commercial 

success of bluebird’s CAR-T therapies, developing the current pipeline of cellular therapies, and 

advancing bluebird’s product engine for preclinical candidates. In addition to details on the 

business separation, Leschly also drew attention to the company’s potentially transformational 

plans for 2021.  

 

In March 2021, bluebird expects to receive US approval for B-cell maturation antigen (BCMA)-

targeted CAR-T therapy ide-cel for the treatment of heavily pretreated multiple myeloma 

patients, which would make ide-cel the first CAR-T therapy approved in this lucrative indication. 

Bluebird also expects to complete the rolling BLA submission for Zynteglo (beti-cel) in 

transfusion-dependent β-thalassemia (TDT) and submit a BLA for Lenti-D (eli-cel) in 

adrenoleukodystrophy (ALD) by the end of 2021. Furthermore, bluebird also expected to receive 

European approval for eli-cel as a treatment for patients with cerebral adrenoleukodystrophy 

(CALD) in 2021. Updated data from the Phase I study of bb21217, bluebirds next-generation 

BCMA-targeted CAR-T therapy, are expected towards the end of the year. Finally, Leschly 

announced that bluebird anticipates a late 2022 BLA submission for Lenti-D in sickle cell disease, 

although preparations for the launch will begin prior to the spin-off.  

 

• BridgeBio Pharma's (BBIO) CEO and co-founder Neil Kumar mapped out the company's key data 

readouts going into 2021, dubbing it a "gauntlet year" that will test the company's goal of 

becoming a key player in the genetic and genomic medicine space. The CEO highlighted the 

company's progress in 2020, including 2 filed NDA's in priority review, 8 new clinical trials with 

another 5 INDs submitted. The four key upcoming data readouts for the company, the desired 

outcomes and expected timeframes are: the Phase II data readout of encaleret in 

hypoparathyroidism, with the specific goal of reaching a 50% or more responder rate (Q3 2021); 

AG10 in transthyretin amyloid cardiomyopathy, where the company is looking for a 50% benefit 

in the 6-minute walk test (Q4 2021); oral ifigratinib in achondroplasia, hoping for a greater than 

1.3 centimeters-per-year increase in height (Q4 2021); and the company's gene therapy BBP-631 

in congenital adrenal hyperplasia, lookng for a 5 per deciliter or greater production of 

endogenous cortisol (Q4 2021/Q1 2022). The company also provided an update on its KRAS and 

SHP2 programs, stating advancements are being made in the KRAS franchise. 
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• As expected, the majority of Deciphera Pharmaceutical’s (DCPH) presentation focused on the 

current status and developmental plan for KIT and PDGFR-alpha kinase switch control inhibitor, 

Qinlock (ripretinib), their lone marketed asset. Steve Hoerter, President and CEO of Deciphera, 

reiterated launch milestones disclosed in their third quarter earnings call, including that Qinlock 

achieved $14.7m in net sales in its first full marketed quarter and that there are over 250 unique 

prescribers and 200 unique institutions prescribing Qinlock to fourth-line gastrointestinal 

stromal tumor (GIST) patients. Additionally, a slight majority of prescriptions continue to come 

from the community setting. Deciphera expects the community-based prescriber proportion to 

continue to grow but gave no specific guidance on what the ultimate proportion is expected to 

be. Geographical expansion for Qinlock remains underway with potential European approval in 

H2 2021 and a marketing application for the UK planned. Marketing applications have also been 

accepted in Switzerland, New Zealand, and China.  

 

Qinlock is also being investigated in the Phase III INTRIGUE study against standard sunitinib 

therapy as a second-line therapy for GIST patients. Expansion into the second-line setting based 

on the INTRIGUE trial represents a significant revenue opportunity as Qinlock is currently only 

approved for use in the smaller fourth-line setting. Further, Deciphera disclosed on the call that 

their internal research shows a vast majority of prescriptions are for fourth-line patients and 

that off-label prescribing is minimal. Top-line data are expected in H2 2021 and, while no interim 

analyses prior to the H2 2021 readout are anticipated, they did not rule out an earlier update 

loosely timed to historical progression-free survival (PFS) outcomes for the sunitinib comparator 

(approximately 6 months).  

 

Earlier-phase pipeline assets vimseltinib, rebastinib, and DC-3116 were also highlighted. 

Vimseltinib is a CSF1 receptor inhibitor being investigated in a Phase I/II trial for tenosynovial 

giant cell tumors. Data from this trial are expected in H2 2021. Rebastinib, a TIE2 inhibitor, is 

currently being evaluated in a Phase Ib/II study in combination with paclitaxel for platinum-

resistant ovarian cancer and endometrial cancer. Updates from the endometrial cohort will be 

available in Q2 2021, followed by the platinum-resistant ovarian cancer cohort in H2. Finalized 

development plans for both vimseltinib and rebastinib are expected in H2 2021, as well. Finally, 

an IND for ULK inhibitor DC-3116 was submitted to the FDA and a Phase I study in RAS-mutant 

cancers is set to start in Q2 2021.  

 

No new financial guidance or perspectives were discussed at the meeting. Instead, the company 

referred to their latest quarterly earnings report and reiterated cash, cash equivalents and 

marketable securities stand at $584.3m as of September 30, 2020. Deciphera expects these 

resources to fund operating and capital expenditures into H2 2022, including ongoing 

organizational buildout to support Qinlock marketing activities in European markets.  
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• Exelixis’ (EXEL) presentation focused on providing stakeholders an overview of the 

achievements in 2020 which set the company for a strong 2021. Exelixis clinical achievements 

primarily highlight cabozantinib’s strong activity across various indications, tumor types, and 

combinations as throughout 2020, the company shared positive clinical data readouts from 

multiple pivotal trials with label expansion potential. Major data readouts include cabozantinib 

plus nivolumab’s CheckMate -9ER for first-line renal cell carcinoma (1L RCC), cabozantinib plus 

atezolizumab’s COSMIC-021 for metastatic castration-resistant prostate cancer (mCRPC), non-

small cell lung cancer (NSCLC), and urothelial cancer (UC), cabozantinib’s COSMIC-311 for 

thyroid cancers (TC), and cabozantinib plus nivolumab and ipilimumab for second-line 

hepatocellular carcinoma (2L HCC).  

 

The anticipated FDA approval and commercial launch of cabozantinib in combination with 

nivolumab as a first-line treatment for patients with advanced renal cell carcinoma (RCC) was 

reiterated. The Prescription Drug Use Fee Act (PDUFA) target action date is February 20, 2021. 

Exelixis anticipates this approval to be a strong commercial opportunity as results indicate 

doubling of median PFS and ORR, superior OS, a favorable safety and tolerability profile, and a 

favorable improvement of quality of life. According to the company, these are strong 

differentiators against other immune checkpoint inhibitor (ICI) combination therapies such as 

Keytruda and Lenvima, or Tecentriq and bevacizumab.  

 

Additional milestones highlighted during the presentation, include supplemental NDA filings for 

cabozantinib in the indications of TC, cabozantinib plus atezolizumab for 1L HCC and mCRPC, as 

well as enrollment for the CONTACT-01/02/03 clinical trials. 

 

Exelixis also brough to attention three assets that are entering clinical development during 

2021: XL092, a next-generation multi-targeted tyrosine kinase inhibitor (TKI), XL102, a small 

CDK7-inhibitor, and XB002, a Tissue Targeting Antibody-Drug Conjugate (ADC). Exelixis is 

currently anticipating these assets to be valuable for a wide range of solid tumor indications.  

 

• H. Lundbeck (LUN) primarily provided updates on their Vyepti and Rexulti programs. Of note, 

the company is currently awaiting regulatory decisions from Canada and Europe for Vyepti for 

the treatment of migraines within the next year. The company also recently initiated a Phase III 

study for the treatment of cluster headaches and plans to complete this trial by the end of 2023.   

For their Rexulti program, they are anticipating pivotal results from their Phase III study in 

Alzheimer’s disease by mid-2021 with study completion in the first half of 2022. The results of 

this study could affect the company’s plan to submit a sNDA in Alzheimer’s disease.  The 

company may also initiate early clinical studies in other neurological disorders within the next 

year. Lundbeck also highlighted programs they plan to progress into Phase II within the year, 

specifically Lu AF82422 for Parkinson’s disease and ALD1910 for the treatment of migraines. 

These planned Phase II studies are slated to initiate during the second half of 2021. 
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• Jazz Pharmaceuticals’ (JAZZ) CEO Bruce Cozadd highlighted five potential launches from 2020 to 

2021 and noted that the number of R&D projects have over quadrupled in since 2015 with an 

operating cashflow of about $1bn in early 2020, the company plans to continue that investment. 

Jazz highlighted five neuroscience programs, Xywav, JZP-258, Sunosi, JZP-385, and JZP-150, 

along with Zepzelca and JZP-458 in oncology. In November 2020, Jazz launched Xywav as a lower 

sodium reformulation of Xyrem for the treatment of cataplexy or excessive daytime sleepiness 

in narcolepsy. Cozadd noted that the majority of prescriptions are to patients who have 

previously taken Xyrem but that the marjoity of oxybate-naïve patients are also being prescribed 

the newer Xywav over Xyrem.  

 

Jazz has initiated a rolling sNDA submission for JZP-258 in idiopathic hypersomnia, with a 

launched expected in Q4 2021. Such patients are plagued by a poor quality of life and there are 

currently no FDA approved therapies for the around 37,000 patients diagnosed with idiopathic 

hypersomnia. Meanwhile, Sunosi is in the next phase of launch, increasing its reach to 6,000 

additional obstructive sleep apnea targets by launching TV ads and expanding with an EU 

launch.  A Phase IIb study for JZD-285 is expected to start in the first half of 2021. With no new 

treatments in decades, Jazz this selective T-type calcium channel modulator will ultimately help 

some of the 11 million suffers of essential tremor. Another Phase II is expected to start in late 

2021, this one for JZP-150 to treat post-traumatic stress disorder, with benefit for fear extinction 

learning and cannabis use disorder.  

 

Switching over to the oncology portfolio, Zepzelca was launched in July 2020 for the treatment 

of adults with metatatic small cell lung cancer with disease progression on or after platinum-

based chemotherapy. Initial figures show a strong launch with Q3 revenues of $37 million and 

additional growth in Q4. Along partner, PharmaMar, the drug will be evaluated in as first line in 

combination with other agents. The JZP-458 program for acute lymphoblastic leukemia has seen 

rapid progress from Phase I in 2019 through pivotal in 2020 due to a close working relationship 

with the FDA and Children's Oncology Group. Over the course of 2020 and 2021, Jazz expects to 

see the launch of five new products with half of the company’s revenue to be driven by new 

product sales in 2022. As the compnay’s products mature Jazz expects SG&A margins to 

improve, but management doesn’t want to shortchange important investments in early 

launches in the near term. 

 

• Nektar (NKRT) provided an overview on its cytokine-based therapies, starting off with 

bempegaldesleukin (BEMPEG). BEMPEG is a CD122-biased IL-2 pathway antagonist for multiple 

oncology indications in collaboration with Bristol-Myers Squibb’s Opdivo (nivolumab). The 

company confirmed BEMPEG’s development pathway is ongoing with multiple registrational 

trials, including an accelerated approval registrational study in bladder cancer and two Phase III 

studies in melanoma and non-muscle invasive bladder cancer that were initiated in 2020. Three 
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of these trials have data read-outs expected in the upcoming next 12 to 18 months. This could 

set up BEMPEG for potential approvals through 2025 into an oncology market that exceeds $5 

billion sales in PD-1/PD-L1 therapies for first line indications. 

 

Nektar continued their presentation with NKTR-255 and the mechanism behind the therapy. 

NKTR-255 enhances the duration of response to CAR-T therapies by increasing the number of 

natural killer (NK) cells and CD8+ t cells. NKTR-255 is currently being studied in combination with 

Darzalex (daratumumab) or Rituxan (rituximab) for a Phase I/II study for multiple myeloma and 

non-Hodgkin lymphoma alongside a Phase I/II study in combination with Erbitux (cetuximab) for 

colorectal cancer and squamous cell carcinoma of head and neck cancer.  

 

The presentation closed with a data review of NKTR-358, an IL-2 conjugate, in development for 

multiple auto immune conditions. Additional data from the Phase I MAD study for psoriasis or 

atopic dermatitis patients will be submitted to a future medical meeting as well as the start of a 

new Phase II study for an additional auto immune disease in the first half of 2022. Nektar ended 

2020 with approximately $1.2 billion in cash and investments for the upcoming year. 

 

• Chief Executive Officer and Founder of PTC Therapeutics (PTCT) Stuart Peltz kicked off with the 

significant pipeline progress made in the past year with six trials that initiated in 2020, including 

two potential registrational trials for vatiquinone (for mitochondrial epilepsy and Friedreich 

ataxia) and the Phase I trial of PTC518 in healthy volunteers for its Huntington program. 

Disappointingly, anticipated results from Translarna's US dystrophin trial were not covered 

during the meeting and the data are expected to be released around the end of Q1 2021. The 

regulatory portion of the presentation highlighted gene therapy Evrysdi's US approval in August 

2020 that holds a positive outlook and its ongoing geographic expansion with an approval 

application submitted in Europe to treat spinal muscular atrophy (SMA). With regards to PTC's 

commercial assets, the company is confident in the continued growth of its Duchenne muscular 

dystrophy (DMD) portfolio (consisting of Translarna and Emflaza). PTC is also preparing for its 

first gene therapy launch for PTC-AADC, which is positioned to fulfil critical unmet need in 

aromatic L-amino acid decarboxylase (AADC) deficiency. The company is targeting 300 patients 

at launch in H2 2021, assuming that approval is granted in H1 2021. By 2030, PTC expects to 

treat >500K patients across its pipeline and commercial therapies. The company's balance sheet 

was touted to be at its strongest with over $1bn in cash, while guidance for 2021 operating 

expenses sat around $725-755m.  

 

Particular focus was placed on Translarna's growth that has been fuelled by changes to its label 

that widen its age range for use in younger patients (as young as two years old) and have 

influenced prescribers not to discontinue treatment in non-ambulatory patients. Translarna's 

business base has not been affected by the coronavirus pandemic as communication has been 

driven through digital means effectively to minimize drop outs. Further growth will be 
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supported by new offices opening in Latin America and the Asia Pacific region and the company 

is targeting a registration opportunity in Japan. Long-term Phase III placebo-controlled trial 

PTC124-GD-041DMD represents a safeguard for Translarna if its dystrophin trial does not meet 

the mark when results are released around the end of this quarter. Notably, Emflaza and 

Translarna are anticipated to yield double digit growth in the next three to five years and looks 

forward to a $355-375m net product revenue guidance for its DMD franchise. 

 

Furthermore, Evrysdi's strong commercial launch was emphasized, especially considering the 

backdrop of the coronavirus pandemic, which was facilitated by its strength as the first at-home, 

oral treatment for SMA. According to Roche, 30%, 40%, and 30% of prescriptions treat type 1, 2, 

and 3 SMA, respectively. Additionally, the brand is expected to become the market leader in the 

US. In H1 2021, an opinion is expected from the Committee for Medicinal Products for Human 

Use and the drug is also under priority review in Japan. PTC perceives a commercial potential of 

$355 million in sales and regulatory milestones, including ~15% tiered royalty on global sales.  

 

Earlier in the pipeline, PTC518 was lauded for its broad tissue distribution throughout the brain 

with uniform HTT lowering across brain regions with ~1:1 brain and blood concentrations. This 

will be key for its trial in healthy volunteers as part of its Huntington's disease program as the 

drug concentration may be monitored by the blood to guide dosing for a future Phase II trial. 

Data from the Phase I trial are expected during the first half of this year. 

 

• After releasing disappointing top-line data from the first portion of the Phase II Duchenne’s 

muscular dystrophy (DMD) trial (study-102) last week, Sarepta (SRPT) CEO, Douglas Ingram, 

sought to rectify and reiterate potential of SRP-9001 through the previously released sub-group 

analysis. SRP-9001 is a gene therapy, which targets dysfunctional cells to induce the generation 

of micro-dystrophin, a truncated version of the functional protein, dystrophin. The DMD therapy 

failed to meet the North Star Ambulatory Assessment (NSAA) primary functional endpoint with 

statistical significance. While there was a numerical improvement in NSAA score at 48 weeks 

from baseline, this was primarily driven by patients aged 4–5 years, a prespecified subgroup. 

This group of patients performed impressively, with a 4.3-point change in NSAA versus 1.9 for 

placebo. However, those aged 6–7 years did not replicate this trend. Ingram echoed the wide 

variability of baseline disease characteristics between SRP-9001 patients and controls as the 

irrefutable reasoning behind the absence of significant improvements in the investigative group. 

He went on to suggest that this outcome has triggered Sarepta to consider stratifying results in 

the upcoming pivotal 301 trial (initiation planned for later this year), based on the functional 

baseline characteristics of patients enrolled.  

 

Sarepta’s limb-girdle muscular dystrophy (LGMD) type 2E gene therapy, SRP-9003, which 

delivered efficacy signals from a Phase II study in September last year, has also reached the 

pivotal trial point. Sarepta is now seeking FDA confirmation of this pivotal trial study design 
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ahead of trial initiation. Additionally, the CEO disclosed new programmes for type 2C and 2D 

LGMD, which are currently at the preclinical development stage. 

 

Sarepta revealed fourth quarter earnings from its PMO franchise, contributing to $456M total 

revenue for 2020. This includes earnings from Exondys 51 and Vyondys 53, both marketed DMD 

therapies. This unaudited 2020 revenue represents a 19.7% increase versus Sarepta’s 2019 total. 

The company anticipates a PDUFA decision in February for another DMD therapy, Amondys 45, 

which would contribute to the $537-547M revenue projection for 2021 that Sarepta has 

provided. 

 

• Dr. Martine Rothblatt, Chairman and Chief Executive Officer of United Therapeutics (UTHR), 

provided an overview and update on the development of the company's two core areas of 

pulmonary arterial hypertensin (PAH) and interstitial lung disease (ILD). 

 

United Therapeutics’ Tyvaso therapeutic platform, consisting of 8 mixes of products and 

indications, is comprised of an inhalation solution delivered via a nebulizer and a dry powder 

inhaler formulation. The Inhalation Solution was FDA approved in 2009 for PAH, and the 

company expects to file a New Drug Application (NDA) for the DPI for the same indication in 

2021. There are approximately 45,000 patients suffering from IPH in the US and 10 different 

approved therapies, 4 from UTHR. Clinical data on Tyvaso Inhalation Solution in patients with 

pulmonary hypertension associated with interstitial lung disease (PH-ILD) is currently under FDA 

review. All primary and secondary have been met and the company anticipates an April 2021 

PDUFA date. There are currently no approved treatments for the nearly 30,000 patients in the 

US with PH-ILD, so an approval and eventual launch into this market would be a transformative 

event. An NDA filing for the DPI in this indication is also anticipated for 2021. With no approved 

treatments for the 100,000 US patients with Pulmonary Hypertension associated with COPD, the 

company’s Phase III Perfect trial with Tyvaso Inhalation Solution is also very significant for the 

program. Enrollment is expected to be completed by early 2022, and if successful, a filing for 

approval could take place in 2023. PH-COPD patients could also benefit from the Blue-tooth 

enabled DREAMBOAT BLUHALE technology for the DPI formulation. Another promising disease 

space for the company is Idiopathic Pulmonary Fibrosis. With the current US patient population 

at 100,000 the disease-modifying effect demonstrated in the Teton study with the Tyvaso 

Inhalation Solution could be a game changer. 

 

Another major focus for United Therapeutics is next generation drug/device combinations for 

PAH. They are of specific importance because 30-40% of PAH patients refuse parenteral therapy 

because of device concerns. An implantable system for Remodulin is already FDA approved. 

Remunity has been cleared by the FDA and launch prep is underway. It is shown to be less 

failure prone than subcutaneous treatments. Two other devices, Trevyent and Remolife, are still 

in development stages. Dr. Rothblatt also highlighted the benefits of an expanded Orenitram 
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label (oral Remodulin). The FREEDOM-EV and other studies show a delay in disease progression 

with a 61% reduction in risk and a 37% reduction in risk of death vs placebo. Research indicates 

PAH-related healthcare costs were 67% higher for Selexipag patients than Orenitram patients, a 

very positive finding indeed. Also in the pipeline for PAH is Phase II Ralinepag IP receptor agonist 

therapy. This once daily oral pill has already shown superiority over other products in this space 

such as Selexipag.  

 

In summary, the key 2021 catalysts announced during the presentation were the commercial 

launch of Remunity, sNDA PDUFA date of April 2021 for Tyvaso PH-ILD, commercial launch of 

the implantable system for Remodulin and the anticipated NDA PDUFA for Tyvaso DPI. The 

company expects to return to revenue growth this year.  

 

 

Small Cap Companies 
• Coherus BioSciences (CHRS) delivered a comprehensive presentation on three core factors at 

the 2020 J.P Morgan conference. This included the performance of UDENYCA, the company's 

biosimilar portfolio and the development and commercial capabilities of the company's product 

pipeline.   

 

Since the launch of the Pegfilgrastim biosimilar in 2019, UDENYCA has generated over $720 

million in revenue and is a >20% share of overall the Pegfilgrastim market. With 70% of the 

market being controlled by Neulasta Onpro and Neulasta pre-filled syringe, the company 

expects as COVID-19 wanes, market gains at the expensive of Onpro share will resume later in 

2021.  

 

The presentation then referred to the late-stage biosimilar pipeline, where the company plans 

to address a $29 billion market opportunity with their Pegfilgrastim, Avastin, Lucentis, Eyelea 

and Humira biosimilars. Humira expected to reach over $17 billion in annual sales before 

biosimilar entry in 2023 as Humira price hikes and  the company expect payors to drive 

significant share away from originator, creating pent-up demand for biosimilar alternatives. 

Coherus announced plans to address this need as a 351(k) BLA was filed by the end of 2020, 

with the company progressing into manufacturing and strategy organization in preparation for 

launch on or after July 1, 2023, if approved. To further expand the company's biosimilar 

pipeline, Coherus BioSciences BLA filing for the Avastin biosimilar is projected in the second half 

of 2021 and anticipates a pre- BLA meeting with FDA in the first quarter of 2021.  

 

Finally, Coherus gave an insight into the company's financial performance. With $121 million 

cash flow from operating activities and $503 million in cash and investments, the company plans 
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to diversify revenues with late stage specialty pipeline assets, if approved and plans to seek 

further growth opportunities.  

 

• Genor Biopharma came out swinging, with the announcement of two recent NDA filings in 

China for prominent candidates (GB226 for PTCL and GB242 for RA). Notably, the NDA for 

GB226 was accepted for priority review by the NMPA in July 2020. Branching off of these 

successes, Genor is planning for another NDA filing in China in 2020 for GB221 in metastatic 

breast cancer, which allows for three legitimate shots on goal in the coming few years.  

 

Products in early and late stage clinical development also saw positive movement, both with 

additional products and expanded indications evaluated. Of note, GB226 progressed further into 

oncological indications with further development in PMBCL, cervical cancer, sarcoma, HCC, 

NSCLC, and CRC. Looking at earlier phase candidates, Genor has achieved IND approval by the 

NMPA for GB235 and GB251 (both for breast cancer), and finds itself in IND-enabling preclinical 

studies for GB232 (moderate to severe RA) and GB261 (NHL) with IND filings upcoming.  

 

Overall, Genor is positioning itself as a differentiated company with both novel and biosimilar 

candidates in the areas of oncology and immunology. Given positive progress over the following 

few years, they could find themselves with multiple approved candidates and even more late 

stage clinical candidates in only a few years time.  

 

• Karyopharm (KPTI) CEO Michael G. Kauffman spent a majority of the presentation discussing 

the strategy behind its first approved drug, XPOVIO, for the indications of DLBCL and multiple 

myeloma but also focused on potential next approved indications of endometrial cancer and 

dedifferentiated liposarcoma. It was noted that prescriptions and sales saw a drop, related to 

the surge in COVID-19 cases impacting the ability for patient visits and reduced ability for 

commercials sales to work. However, Karyopharm expects to see a return to growth due to an 

NCCN guideline update adding XPOVIO as treatment recommendations and the recent FDA 

approval for 2nd line treatment of multiple myeloma. Karyopharm is focused on expanding the 

XPOVIO portfolio in 2021, with results expected from the Phase III SIENDO study in endometrial 

cancer in the second half of 2021, a possible CHMP opinion based on the STORM study followed 

by a second MAA based on the BOSTON study for multiple myeloma in Europe, and an update 

on a reevaluation on the marketing strategy for liposarcoma. Through the next 5 years, 

Karyopharm will continue to leverage the XPOVIO portfolio while hoping expand other products, 

eltanexor and KPT-9274, into other cancer indications. 

 

• Clinical-stage Kiniksa’s (KNSA) CEO Sanj Patel highlighted a focus on potentially best-in-class 

therapies supported by validated mechanisms in this year’s JPM presenation, which focused on 

the company’s four immunomodulating product candidates, rilonacept (Arcalyst), 

mavrilimumab, vixarelimab, and KPL-404. For rilonacept, if approved in recurrent pericarditis, 
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Kiniksa has a 50/50 profit split with Regeneron for the approved indication in the US but 

maintains worldwide rights for the other three candidates. In late 2020, the FDA accepted an 

sBLA with priority review for the IL-1-alpha and IL-1-beta cytokine trap, rilonacept, in the 

treatment of recurrent pericarditis. This auto-inflammatory cardiovascular disease has no FDA-

approved therapies, lending rilonacept to gain breakthrough therapy designation and PDUFA 

goal date of March 21, 2021. Kiniksa is preparing for a launch in the first half of 2021, which 

would initially focus on refractory, multiple relapsing, and steroid-dependent patients that make 

up an estimated 14,000 individuals that match the pivotal RHAPSODY inclusion criteria, but may 

also broaden to include single recurrent and high risk patients that comprise another 3,000 

people. Besides a necessary digital marketing campaign for the COVID-launch era, the initial 

launch strategy includes driving awareness with a specialty cardiovascular sales force of 30 

representatives expected to cover about 80 practices that reach about 70% of the US recurrent 

pericarditis patient populations. 

 

Targeting GM-CSF-alpha, mavrilimumab is being explored to treat COVID-19 penumonia and 

hyperinflammation. Kiniksa executives pointed out that unlike antivirals and antibody cocktails 

that are administered during active viral replication, mavrilimumab’s role is to be administered 

after the viral infection has cleared to treat acute pneumonia and respiratory failure through 

targeted immunomodulation. A major focus of the drug’s development, however, lies in the 

treatment of giant cell arteritis, a chronic inflammatory disease of the arteries leading to 

blindness. Patel highlighted that mavrilimumab’s mechanism, targeting upstream inhibition to 

address the underlying pathophysiology of the disease differentiates their drug from main 

competitor, Actemra, the only FDA-approved therapy to treat giant cell arteritis. On vixarelimab, 

initial Phase IIa data shows that a dual mechanism may offer relief for both itch and nodule 

improvement in the chronic inflammatory skin condition known as prurigo nodularis. The 

company is currently enrolling in a Phase IIb trial, declining to provide specifics on projected 

timelines for enrollment closure, to explore a range of doses. Patel seemed particularly excited 

about T-cell costimulation inhibitor, KPL-404, that inhibits interaction between CD40 and CD40 

ligand, noting that Kiniksa owns the vast majority of the economics for this program. Final data 

from all dose cohorts of the Phase I trial are expected in H1 2021. With an external proof-of-

concept in a range of autoimmune conditions, KPL-404 could be evaluated in rheumatoid 

arthritis, Sjogren’s syndrome, Graves disease, systemic lupus, or solid organ transplant. Patel 

wrapped up the presentation noting that the company was very well capitalized, with cash 

reserves to fund its current operating plan to 2023, and reminded the audience that they are on 

the cusp of the first potential commercial launch. 
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Product Updates from Biomedtracker/Meddevicetracker 
 

Acceleron Pharma, Inc. (XLRN) 

Sotatercept for Pulmonary Arterial Hypertension (PAH) and Pulmonary Hypertension (PH) 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase III - STELLAR 

Market Group: Cardiovascular 

Lead Company: Acceleron Pharma, Inc. (XLRN)  

Partner Companies: Bristol Myers Squibb (BMY) 

Phase: III 

Change to Likelihood of Approval: 34% 

Likelihood of Approval: 52% (5% Above Avg.) 

Average Approval: 47% 

Analysis: 

Acceleron announced the Phase III STELLAR study is now open for enrollment. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (XLRN, Slide 13) 

 

Adimmune Corporation 

COVID-19 Vaccine (Adimmune) for COVID-19 Prevention 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Adimmune Corporation (4142) 

Partner Companies: N/A 

Phase: Development Outside U.S. 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=10730
https://www.biomedtracker.com/IndicationReport.cfm?IndID=245
https://www.biomedtracker.com/EventDetail.cfm?EventID=401539
https://www.biomedtracker.com/DrugDetail.cfm?RecID=50189
https://www.biomedtracker.com/trialdetail.cfm?trialid=59169
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2049
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=73
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://s26.q4cdn.com/658148704/files/XLRN-JP-Morgan-Presentation-January-2021-FINAL.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44040
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3665
https://www.biomedtracker.com/EventDetail.cfm?EventID=401533
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62176
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3868
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Adimmune lists a COVID-19 vaccine in preclinical development on its pipeline. The company has 

produced COVID-19 viral proteins and an anti-serum from test animals was collected for further analysis 

The determination of neutralizing antibodies in P3 lab has been performed by the National Taiwan 

University Virus laboratory. High titer of neutralizing antibodies will be induced by the vaccine 

candidate. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Adimmune) 

 

Enterovirus 71 Vaccine (Adimmune) for Antiviral - Miscellaneous Vaccines 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Adimmune Corporation (4142) 

Partner Companies: N/A 

Phase: Development Outside U.S. 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Adimmune lists a E71 vaccine in Phase III development on its pipeline. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Adimmune) 

 

H7N9 Pandemic Flu Vaccine (Adimmune) for Pandemic Influenza Vaccines 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Adimmune Corporation (4142) 

Partner Companies: N/A 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=44041
https://www.biomedtracker.com/IndicationReport.cfm?IndID=190
https://www.biomedtracker.com/EventDetail.cfm?EventID=401537
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62177
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3868
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44039
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3301
https://www.biomedtracker.com/EventDetail.cfm?EventID=401528
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62175
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3868
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Phase: Development Outside U.S. 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Adimmune lists H7N9 pandemic flu vaccine in Phase II development on its pipeline. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Adimmune) 

 

Agios Pharmaceuticals, Inc. (AGIO) 

Mitapivat for Pyruvate Kinase Deficiency 

Event Date: 12/31/2020 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Metabolic 

Lead Company: Agios Pharmaceuticals, Inc. (AGIO) 

Partner Companies: N/A 

Phase: III 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 66% (4% Above Avg.) 

Average Approval: 62% 

Analysis: 

Agios announced the company finalized a pivotal plan for mitapivat for pediatric PK deficiency in 

December 2020. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (AGIO) 

 

Allovir, Inc. (ALVR) 

Viralym-M for Antiviral - Other Treatments 

Event Date: 01/11/2021 

https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=22839
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3644
https://www.biomedtracker.com/EventDetail.cfm?EventID=401546
https://www.biomedtracker.com/DrugDetail.cfm?RecID=31137
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4112
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investor.agios.com/static-files/7af16a2a-458f-4056-8e58-021cbc3decce
https://www.biomedtracker.com/DrugReport.cfm?DrugID=35834
https://www.biomedtracker.com/IndicationReport.cfm?IndID=177
https://www.biomedtracker.com/EventDetail.cfm?EventID=401504
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Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase III - Virus-Associated HC 

Market Group: Infectious Disease 

Lead Company: Allovir, Inc. (ALVR) 

Partner Companies: Baylor College of Medicine 

ElevateBio 

Phase: III 

Change to Likelihood of Approval: 34% 

Likelihood of Approval: 66% (5% Above Avg.) 

Average Approval: 61% 

Analysis: 

AlloVir announced that the company has initiated the Phase III study of ALVR105 to assess its safety and 

efficacy against placebo for the treatment of patients with virus-associated hemorrhagic cystitis (HC) 

following HSCT. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (ALVR, Slide 18) 

 

Viralym-M for Antiviral - Other Treatments 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase II - Multi-Virus Prevention in Post-Transplant Setting 

Market Group: Infectious Disease 

Lead Company: Allovir, Inc. (ALVR) 

Partner Companies: Baylor College of Medicine 

ElevateBio 

Phase: III 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 66% (5% Above Avg.) 

Average Approval: 61% 

Analysis: 

AlloVir announced that the multi-virus prevention proof-of-concept Phase II study of Viralym-M has 

been recently initiated. 

 

Source: 

https://www.biomedtracker.com/DrugDetail.cfm?RecID=49804
https://www.biomedtracker.com/trialdetail.cfm?trialid=58922
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/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=35834
https://www.biomedtracker.com/IndicationReport.cfm?IndID=177
https://www.biomedtracker.com/EventDetail.cfm?EventID=401506
https://www.biomedtracker.com/DrugDetail.cfm?RecID=49804
https://www.biomedtracker.com/trialdetail.cfm?trialid=58925
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/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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J.P. Morgan Healthcare Conference 01/11/2021 (ALVR, Slide 18) 

 

Amgen, Inc. (AMGN) 

AMG 510 for Non-Small Cell Lung Cancer (NSCLC) 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase III - CodeBreak 200 

Market Group: Oncology 

Lead Company: Amgen, Inc. (AMGN) 

Partner Companies: N/A 

Phase: NDA/BLA 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 86% (4% Above Avg.) 

Average Approval: 82% 

Analysis: 

Amgen stated that the Phase III study of AMG 510 vs. docetaxel in non-small cell lung cancer patients is 

continuing to enroll patients. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (AMGN) 

 

AMG 570 for Systemic Lupus Erythematosus (SLE) 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase II - Dose Ranging 

Market Group: Autoimmune/immunology 

Lead Company: Amgen, Inc. (AMGN) 

Partner Companies: AstraZeneca (AZN) 

Phase: II 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 20% (Same As Avg.) 

Average Approval: 20% 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=39169
https://www.biomedtracker.com/IndicationReport.cfm?IndID=211
https://www.biomedtracker.com/EventDetail.cfm?EventID=401648
https://www.biomedtracker.com/DrugDetail.cfm?RecID=54776
https://www.biomedtracker.com/trialdetail.cfm?trialid=57783
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=30
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=32042
https://www.biomedtracker.com/IndicationReport.cfm?IndID=282
https://www.biomedtracker.com/EventDetail.cfm?EventID=401654
https://www.biomedtracker.com/DrugDetail.cfm?RecID=44260
https://www.biomedtracker.com/trialdetail.cfm?trialid=54781
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=30
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=45
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Analysis: 

Amgen stated that the Phase II study of AMG 570 in systemic lupus erythematosus is ongoing. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (AMGN) 

 

Apollomics, Inc. 

APL-501 for Non-Hodgkin's Lymphoma (NHL) 

Event Date: 01/11/2021 

Event Type: Progress Update (Emerging Markets) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Apollomics, Inc. 

Partner Companies: CrystalGenomics (083790) 

Genor Biopharma (6998) 

Zhejiang Bossan Pharmaceutical 

Phase: Development Outside U.S. 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Genor Biopharma currently lists GB226 in Phase II development in China for the treatment of 2L+ r/r 

PMBCL. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Genor, Slide 5) 

 

APL-501 for Non-Small Cell Lung Cancer (NSCLC) 

Event Date: 01/11/2021 

Event Type: Progress Update (Emerging Markets) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=31669
https://www.biomedtracker.com/IndicationReport.cfm?IndID=205
https://www.biomedtracker.com/EventDetail.cfm?EventID=401588
https://www.biomedtracker.com/DrugDetail.cfm?RecID=54397
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=6573
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3352
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4277
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8905
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=31669
https://www.biomedtracker.com/IndicationReport.cfm?IndID=211
https://www.biomedtracker.com/EventDetail.cfm?EventID=401592
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62186
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Lead Company: Apollomics, Inc. 

Partner Companies: CrystalGenomics (083790) 

Genor Biopharma (6998) 

Zhejiang Bossan Pharmaceutical 

Phase: Development Outside U.S. 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Genor Biopharma currently lists genolimzumab (GB226) in combination with fruquintinib in Phase I 

development in China for the treatment of 2L/3L+ EGFR+ NSCLC. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Genor, Slide 5) 

 

APL-501 for Colorectal Cancer (CRC) 

Event Date: 01/11/2021 

Event Type: Progress Update (Emerging Markets) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Apollomics, Inc. 

Partner Companies: CrystalGenomics (083790) 

Genor Biopharma (6998) 

Zhejiang Bossan Pharmaceutical 

Phase: Development Outside U.S. 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Genor Biopharma lists that GB226 is in Phase I development in China for the treatment of 2L+ mCRC. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Genor, Slide 5) 

 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=6573
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3352
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4277
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8905
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=31669
https://www.biomedtracker.com/IndicationReport.cfm?IndID=213
https://www.biomedtracker.com/EventDetail.cfm?EventID=401603
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62187
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=6573
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3352
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4277
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8905
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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APL-501 for Hepatocellular (Liver) Cancer (HCC) (Including Secondary Metastases) 

Event Date: 01/11/2021 

Event Type: Progress Update (Emerging Markets) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Apollomics, Inc. 

Partner Companies: CrystalGenomics (083790) 

Genor Biopharma (6998) 

Zhejiang Bossan Pharmaceutical 

Phase: Development Outside U.S. 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Genor Biopharma currently lists GB226 in combination with lenvatinib in Phase II development in China 

for the treatment of HCC. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Genor, Slide 5) 

 

APL-501 for Peripheral T-Cell Lymphoma (PTCL) - NHL 

Event Date: 07/31/2020 

Event Type: Regulatory - Filing for Approval (Emerging Markets) (Clinical 

Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Apollomics, Inc. 

Partner Companies: CrystalGenomics (083790) 

Genor Biopharma (6998) 

Zhejiang Bossan Pharmaceutical 

Phase: Development Outside U.S. 

Change to Likelihood of 

Approval: 

0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=31669
https://www.biomedtracker.com/IndicationReport.cfm?IndID=297
https://www.biomedtracker.com/EventDetail.cfm?EventID=401604
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62189
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=6573
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3352
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4277
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8905
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=31669
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3097
https://www.biomedtracker.com/EventDetail.cfm?EventID=401541
https://www.biomedtracker.com/DrugDetail.cfm?RecID=52870
https://www.biomedtracker.com/DrugDetail.cfm?RecID=52870
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=6573
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3352
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4277
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8905
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Analysis: 

Genor Biopharma lists that an NDA for GB226 for the treatment of peripheral T-cell lymphoma (PTCL) 

was accepted for priority review by the National Medical Products Administration (NMPA) in China in 

July 2020. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Genor, Slides 4 and 12) 

 

Argenx N.V. (ARGX) 

ARGX-120 for Undisclosed 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Not Specified 

Lead Company: argenx N.V. (ARGX) 

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

argenx lists ARGX-120 in preclinical development for an undisclosed indication. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (ARGX, Slide 7) 

 

Gerilimzumab for Rheumatoid Arthritis (RA) 

Event Date: 01/11/2021 

Event Type: Progress Update (Emerging Markets) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: argenx N.V. (ARGX) 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=44046
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3338
https://www.biomedtracker.com/EventDetail.cfm?EventID=401605
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62190
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3513
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.argenx.com/sites/default/files/media-documents/JPM_2021_Slides_FINAL.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=19215
https://www.biomedtracker.com/IndicationReport.cfm?IndID=154
https://www.biomedtracker.com/EventDetail.cfm?EventID=401679
https://www.biomedtracker.com/DrugDetail.cfm?RecID=25310
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3513
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Partner Companies: Bird Rock Bio 

Genor Biopharma (6998) 

Phase: Development Outside U.S. 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Genor Biopharma currently lists GB224 in Phase I development in China for the treatment of moderate 

to severe rheumatoid arthritis. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Genor, Slide 5) 

 

ARGX-119 for Neuromuscular Spasm and Spasticity 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

Lead Company: argenx N.V. (ARGX) 

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

argenx lists ARGX-119 in preclinical development for neuromuscular indications on its pipeline. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (ARGX, Slide 7) 

 

ARGX-118 for Respiratory Disease 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3950
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4277
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41098
https://www.biomedtracker.com/IndicationReport.cfm?IndID=701
https://www.biomedtracker.com/EventDetail.cfm?EventID=401680
https://www.biomedtracker.com/DrugDetail.cfm?RecID=57688
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3513
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.argenx.com/sites/default/files/media-documents/JPM_2021_Slides_FINAL.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=40505
https://www.biomedtracker.com/IndicationReport.cfm?IndID=234
https://www.biomedtracker.com/EventDetail.cfm?EventID=401686
https://www.biomedtracker.com/DrugDetail.cfm?RecID=56734
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Trial Name: N/A 

Market Group: Respiratory 

Lead Company: argenx N.V. (ARGX) 

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

argenx lists ARGX-118 in preclinical development for airway inflammation on its pipeline. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (ARGX, Slide 7) 

 

Ascendis Pharma A/S (ASND) 

TransCon Growth Hormone for Short Stature / Growth Hormone Deficiency 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase III - foresiGHt 

Market Group: Endocrine 

Lead Company: Ascendis Pharma A/S (ASND) 

Partner Companies: Visen 

Phase: NDA/BLA 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 97% (8% Above Avg.) 

Average Approval: 89% 

Analysis: 

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. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (ASND) 

 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3513
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.argenx.com/sites/default/files/media-documents/JPM_2021_Slides_FINAL.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=21031
https://www.biomedtracker.com/IndicationReport.cfm?IndID=285
https://www.biomedtracker.com/EventDetail.cfm?EventID=401564
https://www.biomedtracker.com/DrugDetail.cfm?RecID=28250
https://www.biomedtracker.com/trialdetail.cfm?trialid=61430
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3938
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8872
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.ascendispharma.com/news-releases/news-release-details/ascendis-pharma-provides-vision-3x3-update-39th-annual-jp-morgan
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TransCon PTH for Hypoparathyroidism 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase II - PaTH Forward (Adult Subjects) 

Market Group: Endocrine 

Lead Company: Ascendis Pharma A/S (ASND) 

Partner Companies: Visen 

Phase: III 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 64% (4% Above Avg.) 

Average Approval: 60% 

Analysis: 

Ascendis announced from the PaTH Forward Phase II trial, 58 out of 59 randomized subjects continue 

receiving TransCon PTH in the open label extension (OLE) as of January 5, 2021. After 26 weeks of 

follow-up in the PaTH Forward Trial, bone densitometry data from subjects treated with TransCon PTH 

demonstrated trends towards normalization of bone mineral density. In addition, quality of life as 

measured by the SF-36 Health Survey showed normalization of mean scores for all summary domains 

and all subdomains. 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (ASND) 

 

TransCon PTH for Hypoparathyroidism 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase III - PaTHway 

Market Group: Endocrine 

Lead Company: Ascendis Pharma A/S (ASND) 

Partner Companies: Visen 

Phase: III 

Change to Likelihood of Approval: 36% 

Likelihood of Approval: 64% (4% Above Avg.) 

Average Approval: 60% 

Analysis: 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=33054
https://www.biomedtracker.com/IndicationReport.cfm?IndID=2557
https://www.biomedtracker.com/EventDetail.cfm?EventID=401566
https://www.biomedtracker.com/DrugDetail.cfm?RecID=45626
https://www.biomedtracker.com/trialdetail.cfm?trialid=52087
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3938
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8872
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.ascendispharma.com/news-releases/news-release-details/ascendis-pharma-provides-vision-3x3-update-39th-annual-jp-morgan
https://www.biomedtracker.com/DrugReport.cfm?DrugID=33054
https://www.biomedtracker.com/IndicationReport.cfm?IndID=2557
https://www.biomedtracker.com/EventDetail.cfm?EventID=401556
https://www.biomedtracker.com/DrugDetail.cfm?RecID=45626
https://www.biomedtracker.com/trialdetail.cfm?trialid=59955
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3938
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8872
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Ascendis announced the Phase III PaTHway trial of TransCon PTH for adult HP is currently ongoing in 

North America and Europe. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (ASND, Slide 3) 

 

AstraZeneca PLC (AZN) 

MEDI1191 for Solid Tumors 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase I - +/-Durvalumab 

Market Group: Oncology 

Lead Company: AstraZeneca PLC (AZN) 

Partner Companies: Moderna (MRNA) 

Phase: I 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 6% (Same As Avg.) 

Average Approval: 6% 

Analysis: 

Moderna announced that the Phase I open-label, multi-center study of intratumoral injections of 

MEDI1191 alone and in combination with durvalumab in patients with advanced solid tumors, led by 

AstraZeneca, is ongoing. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 

J.P. Morgan Healthcare Conference 01/11/2021 (MRNA, Slide 32) 

 

AZD8601 for Congestive Heart Failure (CHF) and Cardiomyopathies 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase IIa - EU 

Market Group: Cardiovascular 

https://investors.ascendispharma.com/static-files/1c0bd21e-e0fd-4d7b-aa7f-2f0f1d341799
https://www.biomedtracker.com/DrugReport.cfm?DrugID=40257
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/EventDetail.cfm?EventID=401710
https://www.biomedtracker.com/DrugDetail.cfm?RecID=56328
https://www.biomedtracker.com/trialdetail.cfm?trialid=52765
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=45
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4445
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.modernatx.com/news-releases/news-release-details/moderna-provides-business-update-and-announces-three-new
https://investors.modernatx.com/static-files/2931ab42-9a4f-46d1-a7ce-2e1ec499eeb5
https://www.biomedtracker.com/DrugReport.cfm?DrugID=30330
https://www.biomedtracker.com/IndicationReport.cfm?IndID=264
https://www.biomedtracker.com/EventDetail.cfm?EventID=401713
https://www.biomedtracker.com/DrugDetail.cfm?RecID=51617
https://www.biomedtracker.com/trialdetail.cfm?trialid=45955
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Lead Company: AstraZeneca PLC (AZN) 

Partner Companies: Moderna (MRNA) 

Phase: Development Outside U.S. 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Moderna announced that the Phase IIa study of AZD8601 VEGF-A, which is being developed for patients 

with ischemic heart disease undergoing coronary artery bypass grafting (CABG) surgery with moderately 

impaired systolic function, led by AstraZeneca, is ongoing. Moderna has licensed worldwide commercial 

rights to AZD8601 to AstraZeneca. 

 

Source: 

Press Release 01/11/2021 (MRNA) 

J.P. Morgan Healthcare Conference 01/11/2021 (MRNA, Slide 32) 

 

Atea Pharmaceuticals, Inc. (AVIR) 

AT-752 for Dengue Fever - Vaccines and Treatments 

Event Date: 12/31/2020 

Event Type: Regulatory - Progress Update (Clinical Analysis) 

Trial Name: Phase Ia - Healthy Volunteers (Australia) 

Market Group: Infectious Disease 

Lead Company: Atea Pharmaceuticals, Inc. (AVIR) 

Partner Companies: N/A 

Phase: Development Outside U.S. 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Atea announced that the company filed a CTA in Australia for AT-752 for Dengue Fever in late 2020 and 

expects to start a Phase I study in 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (AVIR) 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=45
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4445
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.modernatx.com/news-releases/news-release-details/moderna-provides-business-update-and-announces-three-new
https://investors.modernatx.com/static-files/2931ab42-9a4f-46d1-a7ce-2e1ec499eeb5
https://www.biomedtracker.com/DrugReport.cfm?DrugID=43487
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3490
https://www.biomedtracker.com/EventDetail.cfm?EventID=401503
https://www.biomedtracker.com/DrugDetail.cfm?RecID=61322
https://www.biomedtracker.com/trialdetail.cfm?trialid=60137
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7646
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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AT-527 for COVID-19 Treatment 

Event Date: 01/11/2021 

Event Type: Regulatory - Progress Update (Clinical Analysis) 

Trial Name: Phase II - Intensive Virology (UK) 

Market Group: Infectious Disease 

Lead Company: Atea Pharmaceuticals, Inc. (AVIR)  

Partner Companies: Roche (RHHBY) 

Phase: II 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 27% (Same As Avg.) 

Average Approval: 27% 

Analysis: 

Atea announced that the protocol for the Phase II Intensive Virology study of AT-527 in outpatients of 

COVID-19 has been approved by the UK regulatory authorities. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (AVIR, Slide 19) 

 

AT-527 for COVID-19 Treatment 

Event Date: 12/31/2020 

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase I - Healthy Volunteers 

Market Group: Infectious Disease 

Lead Company: Atea Pharmaceuticals, Inc. (AVIR) 

Partner Companies: Roche (RHHBY) 

Phase: II 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 27% (Same As Avg.) 

Average Approval: 27% 

Analysis: 

Atea announced that it expects results from its Phase I healthy volunteer study of AT-527 in the first 

quarter of 2021. As such, we assume the trial was initiated as planned by the end of 2020. 

 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=35550
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3651
https://www.biomedtracker.com/EventDetail.cfm?EventID=401510
https://www.biomedtracker.com/DrugDetail.cfm?RecID=59815
https://www.biomedtracker.com/trialdetail.cfm?trialid=61420
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7646
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=149
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=35550
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3651
https://www.biomedtracker.com/EventDetail.cfm?EventID=401505
https://www.biomedtracker.com/DrugDetail.cfm?RecID=59815
https://www.biomedtracker.com/trialdetail.cfm?trialid=60132
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7646
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=149
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm


  

 

January 2021|57 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (AVIR, Slide 16) 

 

Baxter International Inc. (BAX) 

Novum IQ Infusion Platform for Drug Delivery Technology 

Event Date: 01/11/2021 

Event Type: Regulatory - Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Not Specified 

Lead Company: Baxter International Inc. (BAX) 

Partner Companies: N/A 

Phase: Development Outside U.S. 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Baxter announced that the company is working with the FDA on the 510(k) application, and plans to 

submit a 510(k) filing in the next few months. The company has a targeted approval and launch date of 

the second half of 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (BAX) 

 

Novum IQ Infusion Platform for Drug Delivery Technology 

Event Date: 12/31/2020 

Event Type: Regulatory - CE Mark Approval (Clinical Analysis) 

Trial Name: N/A 

Market Group: Not Specified 

Lead Company: Baxter International Inc. (BAX) 

Partner Companies: N/A 

Phase: Development Outside U.S. 

Change to Likelihood of Approval: 0% 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=44037
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3603
https://www.biomedtracker.com/EventDetail.cfm?EventID=401524
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62173
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=58
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44037
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3603
https://www.biomedtracker.com/EventDetail.cfm?EventID=401517
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62173
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=58
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
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Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Baxter announced that the Novum IQ received CE Mark approval in the fourth quarter of 2020. 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (BAX, Slide 13) 

 

BioNTech SE (BNTX) 

RG6180 for Non-Small Cell Lung Cancer (NSCLC) 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase II - w/Atezolizumab 

Market Group: Oncology 

Lead Company: BioNTech SE (BNTX) 

Partner Companies: Roche (RHHBY) 

Phase: II 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 10% (Same As Avg.) 

Average Approval: 10% 

Analysis: 

BioNTech reported that Phase II studies for BNT122 (iNeST program) is ongoing, with the Phase II study 

in combination with atezolizumab recently initiated and further programs are planned. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (BNTX, Slide 15) 

 

bluebird bio (BLUE) 

DARIC33 for Acute Myelogenous Leukemia (AML) 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://s22.q4cdn.com/911189824/files/doc_presentations/2021/BAX-PRESENTATION-JP-MORGAN-2021-(FINAL).pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=31415
https://www.biomedtracker.com/IndicationReport.cfm?IndID=211
https://www.biomedtracker.com/EventDetail.cfm?EventID=401548
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62179
https://www.biomedtracker.com/trialdetail.cfm?trialid=61422
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5277
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=149
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.biontech.de/static-files/82c9e451-7503-4217-a51f-ee7fb6497b17
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44052
https://www.biomedtracker.com/IndicationReport.cfm?IndID=97
https://www.biomedtracker.com/EventDetail.cfm?EventID=401655
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62200
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Lead Company: bluebird bio (BLUE) 

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

bluebird bio currently lists DARIC33 for the treatment of pediatric acute myelogenous leukemia (AML) in 

preclinical development on its pipeline. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (BLUE, Slide 17) 

 

bbT369 for Non-Hodgkin's Lymphoma (NHL) 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: bluebird bio (BLUE) 

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

bluebird bio currently lists bbT369 for the treatment of B-NHL in preclinical development on its pipeline. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (BLUE, Slide 17) 

 

Bristol Myers Squibb Company (BMY) 

Zeposia for Multiple Sclerosis (MS) 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2924
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
http://investor.bluebirdbio.com/static-files/1022b342-7687-4347-9b22-11f85f55b474
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44051
https://www.biomedtracker.com/IndicationReport.cfm?IndID=205
https://www.biomedtracker.com/EventDetail.cfm?EventID=401657
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62199
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2924
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
http://investor.bluebirdbio.com/static-files/1022b342-7687-4347-9b22-11f85f55b474
https://www.biomedtracker.com/DrugReport.cfm?DrugID=18250
https://www.biomedtracker.com/IndicationReport.cfm?IndID=153
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Event Date: 01/11/2021 

Event Type: Progress Update - Product Launch (Europe) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

Lead Company: Bristol Myers Squibb Company (BMY) 

Partner Companies: N/A 

Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Bristol Myers Squibb announced the product launch of Zeposia in europe. 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (BMY, Slide 10) 

 

Onureg for Acute Myelogenous Leukemia (AML) 

Event Date: 01/11/2021 

Event Type: Progress Update - Product Launch (U.S.) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Bristol Myers Squibb Company (BMY) 

Partner Companies: N/A 

Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Bristol Myers Squibb announced the launch of Onureg for 1L acute myelogenous leukemia (AML) 

maintenance. 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (BMY, Slide 10) 

 

Coherus BioSciences, Inc. (CHRS) 

https://www.biomedtracker.com/EventDetail.cfm?EventID=401549
https://www.biomedtracker.com/DrugDetail.cfm?RecID=23874
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=73
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://s21.q4cdn.com/104148044/files/doc_presentations/2021/Bristol-Myers-Squibb-JPM-2021-Presentation.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=3187
https://www.biomedtracker.com/IndicationReport.cfm?IndID=97
https://www.biomedtracker.com/EventDetail.cfm?EventID=401552
https://www.biomedtracker.com/DrugDetail.cfm?RecID=10376
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=73
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://s21.q4cdn.com/104148044/files/doc_presentations/2021/Bristol-Myers-Squibb-JPM-2021-Presentation.pdf
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Biosimilar Adalimumab (Coherus) for Psoriasis 

Event Date: 12/31/2020 

Event Type: Regulatory - Biosimilar 351(k) Filing (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: Coherus BioSciences, Inc. (CHRS) 

Partner Companies: N/A 

Phase: NDA/BLA 

Change to Likelihood of Approval: 28% 

Likelihood of Approval: 91% (4% Above Avg.) 

Average Approval: 87% 

Analysis: 

Coherus BioSciences announced that the 351(k) BLA for the internally developed Humira biosimilar, 

CHS-1420, was submitted at year-end 2020. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (CHRS, Slide 11) 

 

Biosimilar Adalimumab (Coherus) for Rheumatoid Arthritis (RA) 

Event Date: 12/31/2020 

Event Type: Regulatory - Biosimilar 351(k) Filing (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: Coherus BioSciences, Inc. (CHRS) 

Partner Companies: N/A 

Phase: NDA/BLA 

Change to Likelihood of Approval: 28% 

Likelihood of Approval: 87% (Same As Avg.) 

Average Approval: 87% 

Analysis: 

Coherus BioSciences announced that the 351(k) BLA for the internally developed Humira biosimilar, 

CHS-1420, was submitted at year-end 2020. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (CHRS, Slide 11) 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=24533
https://www.biomedtracker.com/IndicationReport.cfm?IndID=155
https://www.biomedtracker.com/EventDetail.cfm?EventID=401628
https://www.biomedtracker.com/DrugDetail.cfm?RecID=34070
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3712
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.coherus.com/static-files/62ef2aa7-0d80-49d3-8fbd-70734a02eb33
https://www.biomedtracker.com/DrugReport.cfm?DrugID=24533
https://www.biomedtracker.com/IndicationReport.cfm?IndID=154
https://www.biomedtracker.com/EventDetail.cfm?EventID=401633
https://www.biomedtracker.com/DrugDetail.cfm?RecID=40948
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3712
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.coherus.com/static-files/62ef2aa7-0d80-49d3-8fbd-70734a02eb33
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Deciphera Pharmaceuticals, Inc. (DCPH) 

DCC-3014 for Solid Tumors 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Deciphera Pharmaceuticals, Inc. (DCPH) 

Partner Companies: N/A 

Phase: I 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 6% (Same As Avg.) 

Average Approval: 6% 

Analysis: 

Deciphera announced the recommended Phase II dose for vimseltinib in TGCT patients was determined 

to be 30 mg twice weekly. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Slide 22) 

 

DCC-3116 for Solid Tumors 

Event Date: 12/31/2020 

Event Type: Regulatory - IND Filing (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Deciphera Pharmaceuticals, Inc. (DCPH) 

Partner Companies: N/A 

Phase: IND 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=23868
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/EventDetail.cfm?EventID=401515
https://www.biomedtracker.com/DrugDetail.cfm?RecID=32897
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3510
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.deciphera.com/static-files/eab0405d-21ac-43af-991e-c8a6aa5f394c
https://www.biomedtracker.com/DrugReport.cfm?DrugID=40547
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/EventDetail.cfm?EventID=401527
https://www.biomedtracker.com/DrugDetail.cfm?RecID=56815
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3510
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Deciphera announced the Company plans to initiate the Phase I study of DCC-3116, an inhibitor of ULK 

kinase for the potential treatment of patients with cancers driven by mutations in RAS genes, in the 

second quarter of 2021, subject to FDA authorization to proceed under the investigational new drug 

(IND) application submitted in the fourth quarter of 2020. 

 

Source: 

Press Release 01/11/2021 (DCPH) 

J.P. Morgan Healthcare Conference 01/11/2021 (Slide 32) 

 

Edwards Lifesciences Corp. (EW) 

MITRIS RESILIA for Cardiac Valve Surgery 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Cardiovascular 

Lead Company: Edwards Lifesciences Corp. (EW) 

Partner Companies: N/A 

Phase: Development 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Edwards Lifesciences announced an update on the MITRIS RESILIA program. The device utilizes the 

RESILIA tissue and is expected to launch in the US and Japan in 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (EW) 

 

Eli Lilly and Company (LLY) 

NKTR-358 for Ulcerative Colitis (UC) 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

https://investors.deciphera.com/news-releases/news-release-details/deciphera-pharmaceuticals-provides-corporate-update-and-0
https://investors.deciphera.com/static-files/eab0405d-21ac-43af-991e-c8a6aa5f394c
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44043
https://www.biomedtracker.com/IndicationReport.cfm?IndID=678
https://www.biomedtracker.com/EventDetail.cfm?EventID=401558
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62180
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=1096
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=31771
https://www.biomedtracker.com/IndicationReport.cfm?IndID=321
https://www.biomedtracker.com/EventDetail.cfm?EventID=401646
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62196
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Trial Name: Phase II - INSTRUCT-UC 

Market Group: Autoimmune/immunology 

Lead Company: Eli Lilly and Company (LLY) 

Partner Companies: Nektar Therapeutics (NKTR)  

Phase: II 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 20% (Same As Avg.) 

Average Approval: 20% 

Analysis: 

Nektar announced NKTR-358 has been advanced into the Phase II INSTRUCT-UC trial for ulcerative 

colitis. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (NKTR, Slide 24) 

 

G1 Therapeutics Inc. (GTHX) 

Lerociclib for Breast Cancer 

Event Date: 01/11/2021 

Event Type: Regulatory - IND Filing (Emerging Markets) (Clinical Analysis) 

Trial Name: Phase III - GB491-004 (2L mBC; China) , Phase III - GB491-005 (1L BC; 

China) 

Market Group: Oncology 

Lead Company: G1 Therapeutics Inc. (GTHX)  

Partner Companies: Genor Biopharma (6998) 

Phase: II 

Change to Likelihood of 

Approval: 

0% 

Likelihood of Approval: 12% (2% Above Avg.) 

Average Approval: 10% 

Analysis: 

Genor Biopharma lists that an IND filing is under review for GB491 in China for the treatment of HR+ 

HER2- breast cancer. The IND filing is regarding two Phase III studies: 

• Phase III GB491-004 Trial: 2L Advanced mBC 
• Phase III GB491-005 Trial: 1L Advanced BC 

https://www.biomedtracker.com/trialdetail.cfm?trialid=61441
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=136
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=210
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=26201
https://www.biomedtracker.com/IndicationReport.cfm?IndID=214
https://www.biomedtracker.com/EventDetail.cfm?EventID=401559
https://www.biomedtracker.com/DrugDetail.cfm?RecID=45426
https://www.biomedtracker.com/trialdetail.cfm?trialid=61429
https://www.biomedtracker.com/trialdetail.cfm?trialid=61432
https://www.biomedtracker.com/trialdetail.cfm?trialid=61432
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5334
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4277
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Genor, Slides 5 and 10) 

 

Lerociclib for Non-Small Cell Lung Cancer (NSCLC) 

Event Date: 01/11/2021 

Event Type: Regulatory - IND Filing (Emerging Markets) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: G1 Therapeutics Inc. (GTHX)  

Partner Companies: Genor Biopharma (6998) 

Phase: II 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 10% (Same As Avg.) 

Average Approval: 10% 

Analysis: 

Genor Biopharma lists GB491 in IND development in China for the treatment of EGFR-mutant NSCLC. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Genor, Slide 5) 

 

Genor Biopharma Co. Ltd. 

GB492 for Solid Tumors 

Event Date: 01/11/2021 

Event Type: Progress Update (Emerging Markets) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Genor Biopharma Co. Ltd. (6998) 

Partner Companies: N/A 

Phase: II 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 10% (Same As Avg.) 

Average Approval: 10% 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=26201
https://www.biomedtracker.com/IndicationReport.cfm?IndID=211
https://www.biomedtracker.com/EventDetail.cfm?EventID=401567
https://www.biomedtracker.com/DrugDetail.cfm?RecID=36548
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5334
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4277
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44047
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/EventDetail.cfm?EventID=401606
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62191
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4277
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Analysis: 

Genor Biopharma currently lists GB492 in IND development in APAC regions excluding Japan for the 

treatment of solid tumors. 

 

Genor licensed this program from ImmuneSensor Therapeutics. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Genor, Slide 5) 

 

Biosimilar Infliximab (Genor) for Rheumatoid Arthritis (RA) 

Event Date: 10/31/2020 

Event Type: Regulatory - Filing for Approval (Emerging Markets) (Clinical 

Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: Genor Biopharma Co. Ltd. (6998) 

Partner Companies: N/A 

Phase: Development Outside U.S. 

Change to Likelihood of 

Approval: 

0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Genor Biopharma lists that an NDA for GB242 for the treatment of rheumatoid arthritis was submitted 

to the National Medical Products Administration (NMPA) in China in October 2020. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Genor, Slides 4 and 15) 

 

GB223 for Bone Complications (Including Bone Metastases) 

Event Date: 01/11/2021 

Event Type: Progress Update (Emerging Markets) (Clinical Analysis) 

Trial Name: N/A 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=40168
https://www.biomedtracker.com/IndicationReport.cfm?IndID=154
https://www.biomedtracker.com/EventDetail.cfm?EventID=401544
https://www.biomedtracker.com/DrugDetail.cfm?RecID=56187
https://www.biomedtracker.com/DrugDetail.cfm?RecID=56187
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4277
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44049
https://www.biomedtracker.com/IndicationReport.cfm?IndID=395
https://www.biomedtracker.com/EventDetail.cfm?EventID=401617
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62193
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Market Group: Endocrine 

Lead Company: Genor Biopharma Co. Ltd. (6998) 

Partner Companies: N/A 

Phase: Development Outside U.S. 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Genor Biopharma currently lists GB223 in Phase I development for the treatment of GCTB and PMO. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Genor, Slide 5) 

 

Biosimilar Rituximab (Genor) for Diffuse Large B-Cell Lymphoma (DLBCL) - NHL 

Event Date: 01/11/2021 

Event Type: Progress Update (Emerging Markets) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Genor Biopharma Co. Ltd. (6998) 

Partner Companies: N/A 

Phase: Development Outside U.S. 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Genor Biopharma lists their biosimilar rituximab candidate, GB241, in Phase III development for the 

treatment of diffuse large B-cell lymphoma (DLBCL) in the first line setting. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Genor, Slide 5) 

 

GB251 for Breast Cancer 

Event Date: 01/11/2021 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4277
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44053
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3095
https://www.biomedtracker.com/EventDetail.cfm?EventID=401670
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62202
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4277
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44058
https://www.biomedtracker.com/IndicationReport.cfm?IndID=214
https://www.biomedtracker.com/EventDetail.cfm?EventID=401685
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Event Type: Progress Update (Emerging Markets) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Genor Biopharma Co. Ltd. (6998) 

Partner Companies: N/A 

Phase: Development Outside U.S. 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Genor Biopharma currently lists GB251 in IND approved status for the treatment of HER2+ 1L/2L+ mBC 

in China. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Genor, Slide 5) 

 

GB235 for Breast Cancer 

Event Date: 01/11/2021 

Event Type: Progress Update (Emerging Markets) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Genor Biopharma Co. Ltd. (6998) 

Partner Companies: N/A 

Phase: Development Outside U.S. 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Genor Biopharma currently lists GB235 in IND approved status for the treatment of HER2+ 1L/2L+ mBC 

in China. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Genor, Slide 5) 

 

https://www.biomedtracker.com/DrugDetail.cfm?RecID=62209
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4277
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44056
https://www.biomedtracker.com/IndicationReport.cfm?IndID=214
https://www.biomedtracker.com/EventDetail.cfm?EventID=401683
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62207
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4277
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Biosimilar Bevacizumab (Genor) for Brain Cancer (Malignant Glioma; AA and glioblastoma (GBM)) 

Event Date: 01/11/2021 

Event Type: Progress Update (Emerging Markets) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Genor Biopharma Co. Ltd. (6998) 

Partner Companies: N/A 

Phase: Development Outside U.S. 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Genor currently lists GB222, their biosimilar bevacizumab compound, in Phase I development for the 

treatment of 2L+ GBM, 1L/2L nsNSCLC, and 1L/2L mCRC in China. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Genor, Slide 5) 

 

Biosimilar Bevacizumab (Genor) for Colorectal Cancer (CRC) 

Event Date: 01/11/2021 

Event Type: Progress Update (Emerging Markets) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Genor Biopharma Co. Ltd. (6998) 

Partner Companies: N/A 

Phase: Development Outside U.S. 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Genor currently lists GB222, their biosimilar bevacizumab compound, in Phase I development for the 

treatment of 2L+ GBM, 1L/2L nsNSCLC, and 1L/2L mCRC in China. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Genor, Slide 5) 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=44054
https://www.biomedtracker.com/IndicationReport.cfm?IndID=228
https://www.biomedtracker.com/EventDetail.cfm?EventID=401674
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62203
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4277
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44054
https://www.biomedtracker.com/IndicationReport.cfm?IndID=213
https://www.biomedtracker.com/EventDetail.cfm?EventID=401676
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62205
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4277
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Biosimilar Bevacizumab (Genor) for Non-Small Cell Lung Cancer (NSCLC) 

Event Date: 01/11/2021 

Event Type: Progress Update (Emerging Markets) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Genor Biopharma Co. Ltd. (6998) 

Partner Companies: N/A 

Phase: Development Outside U.S. 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Genor currently lists GB222, their biosimilar bevacizumab compound, in Phase I development for the 

treatment of 2L+ GBM, 1L/2L nsNSCLC, and 1L/2L mCRC in China. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Genor, Slide 5) 

 

Gilead Sciences, Inc. (GILD) 

GS-5718 for Systemic Lupus Erythematosus (SLE) 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: Gilead Sciences, Inc. (GILD) 

Partner Companies: N/A 

Phase: I 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 14% (Same As Avg.) 

Average Approval: 14% 

Analysis: 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=44054
https://www.biomedtracker.com/IndicationReport.cfm?IndID=211
https://www.biomedtracker.com/EventDetail.cfm?EventID=401677
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62204
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4277
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41850
https://www.biomedtracker.com/IndicationReport.cfm?IndID=282
https://www.biomedtracker.com/EventDetail.cfm?EventID=401693
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62215
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=179
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Gilead currently lists GS-5718 as in Phase I development for the treatment of Lupus in their pipeline. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (GILD, Slide 28) 

 

GS-4875 for Ulcerative Colitis (UC) 

Event Date: 01/11/2021 

Event Type: Progress Update - Suspension (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: Gilead Sciences, Inc. (GILD) 

Partner Companies: N/A 

Phase: Suspended 

Change to Likelihood of Approval: -20% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Gilead announced they have removed GS-4875 from their clinical development pipeline. As such, we are 

suspending this drug in this indication pending further updates from the company. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (GILD, Slide 21) 

 

GS-5290 for Inflammatory Bowel Disease (IBD) 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: Gilead Sciences, Inc. (GILD) 

Partner Companies: N/A 

Phase: I 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 14% (Same As Avg.) 

http://investors.gilead.com/static-files/da2a6be6-1c7a-4769-aa73-8f00408c91a3
https://www.biomedtracker.com/DrugReport.cfm?DrugID=37949
https://www.biomedtracker.com/IndicationReport.cfm?IndID=321
https://www.biomedtracker.com/EventDetail.cfm?EventID=401688
https://www.biomedtracker.com/DrugDetail.cfm?RecID=52961
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=179
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
http://investors.gilead.com/static-files/da2a6be6-1c7a-4769-aa73-8f00408c91a3
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44061
https://www.biomedtracker.com/IndicationReport.cfm?IndID=464
https://www.biomedtracker.com/EventDetail.cfm?EventID=401691
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62212
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=179
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
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Average Approval: 14% 

Analysis: 

Gilead currently lists GS-5290 in their pipeline as in Phase I development for the treatment of 

inflammatory bowel disease. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (GILD, Slide 28) 

 

H. Lundbeck A/S (LUN) 

Vyepti for Migraine and Other Headaches 

Event Date: 12/31/2020 

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase III - Cluster Headaches 

Market Group: Neurology 

Lead Company: H. Lundbeck A/S (LUN) 

Partner Companies: Teva Pharmaceutical Industries (TEVA) 

Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

H. Lundbeck announced they commenced a Phase III study of Vyepti for the treatment of cluster 

headaches in December 2020. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (LUN, Slide 11) 

 

Hanmi Pharmaceutical Co., Ltd. 

HM15912 for Short Bowel Syndrome (SBS) 

Event Date: 12/31/2020 

Event Type: Regulatory - IND Filing (Clinical Analysis) 

Trial Name: N/A 

https://www.biomedtracker.com/LoA.cfm
http://investors.gilead.com/static-files/da2a6be6-1c7a-4769-aa73-8f00408c91a3
https://www.biomedtracker.com/DrugReport.cfm?DrugID=19946
https://www.biomedtracker.com/IndicationReport.cfm?IndID=288
https://www.biomedtracker.com/EventDetail.cfm?EventID=401721
https://www.biomedtracker.com/DrugDetail.cfm?RecID=26460
https://www.biomedtracker.com/trialdetail.cfm?trialid=61460
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=240
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=375
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41732
https://www.biomedtracker.com/IndicationReport.cfm?IndID=581
https://www.biomedtracker.com/EventDetail.cfm?EventID=401614
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58588
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Market Group: Gastroenterology (Non Inflammatory Bowel Disease) 

Lead Company: Hanmi Pharmaceutical Co., Ltd. (128940) 

Partner Companies: N/A 

Phase: IND 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Hanmi announced the Company submitted a Phase II IND in the US in December 2020. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Hanmi) 

 

Hutchison China MediTech Limited (HCM) 

HMPL-306 for Hematologic Cancer 

Event Date: 12/31/2020 

Event Type: Regulatory - IND Filing (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Hutchison China MediTech Limited (HCM) 

Partner Companies: N/A 

Phase: IND 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Hutchison Chi-Med announced it filed a IND submission for HMPL-306 in the second half of 2020. A 

Phase I study is expected to start in the first half of 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (HCM, Slide 6, 7) 

 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3379
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=42975
https://www.biomedtracker.com/IndicationReport.cfm?IndID=196
https://www.biomedtracker.com/EventDetail.cfm?EventID=401536
https://www.biomedtracker.com/DrugDetail.cfm?RecID=60544
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3516
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Fruquintinib for Colorectal Cancer (CRC) 

Event Date: 12/31/2020 

Event Type: Progress Update - Product Launch (Emerging Markets) (Clinical 

Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Hutchison China MediTech Limited (HCM) 

Partner Companies: Eli Lilly (LLY) 

Phase: III 

Change to Likelihood of 

Approval: 

0% 

Likelihood of Approval: 35% (Same As Avg.) 

Average Approval: 35% 

Analysis: 

Hutchison Chi-Med has begun commercializing Elunate for Colorectal cancer in China in the fourth 

quarter of 2020, after its partnership amendment with Eli Lilly. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (HCM, Slide 27) 

 

Epitinib for Brain Cancer (Malignant Glioma; AA and glioblastoma (GBM)) 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Hutchison China MediTech Limited (HCM) 

Partner Companies: N/A 

Phase: Development Outside U.S. 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Hutchison Chi-Med currently lists Epitinib for the treatment of glioblastoma in Phase II development in 

China. 

 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=20061
https://www.biomedtracker.com/IndicationReport.cfm?IndID=213
https://www.biomedtracker.com/EventDetail.cfm?EventID=401543
https://www.biomedtracker.com/DrugDetail.cfm?RecID=26654
https://www.biomedtracker.com/DrugDetail.cfm?RecID=26654
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3516
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=136
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/EventDetail.cfm?EventID=381904
https://www.biomedtracker.com/DrugReport.cfm?DrugID=22796
https://www.biomedtracker.com/IndicationReport.cfm?IndID=228
https://www.biomedtracker.com/EventDetail.cfm?EventID=401540
https://www.biomedtracker.com/DrugDetail.cfm?RecID=52308
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3516
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm


  

 

January 2021|75 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (HCM, Slide 7) 

 

Immunomedics, Inc. (IMMU) 

Trodelvy for Bladder Cancer 

Event Date: 01/11/2021 

Event Type: Regulatory - sNDA/sBLA Filing (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Immunomedics, Inc. (IMMU)  

Partner Companies: Royalty Pharma (RPRX) 

Everest Medicines (1952) 

Phase: NDA/BLA 

Change to Likelihood of Approval: 47% 

Likelihood of Approval: 85% (3% Above Avg.) 

Average Approval: 82% 

Analysis: 

Gilead announced they anticipate an sBLA approval in 3L mUC in 2021. As such, we assume the sBLA was 

filed. 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (GILD, Slide 21) 

Informa Analysis 

 

Incyte Corporation (INCY) 

Ruxolitinib Cream for Atopic Dermatitis (Eczema) 

Event Date: 12/31/2020 

Event Type: Regulatory - NDA/BLA Filing (Clinical Analysis) 

Trial Name: N/A 

Market Group: Allergy 

Lead Company: Incyte Corporation (INCY) 

Partner Companies: N/A 

Phase: NDA/BLA 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=19569
https://www.biomedtracker.com/IndicationReport.cfm?IndID=217
https://www.biomedtracker.com/EventDetail.cfm?EventID=401669
https://www.biomedtracker.com/DrugDetail.cfm?RecID=37590
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=206
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=699
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8018
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
http://investors.gilead.com/static-files/da2a6be6-1c7a-4769-aa73-8f00408c91a3
https://www.biomedtracker.com/DrugReport.cfm?DrugID=16138
https://www.biomedtracker.com/IndicationReport.cfm?IndID=385
https://www.biomedtracker.com/EventDetail.cfm?EventID=401616
https://www.biomedtracker.com/DrugDetail.cfm?RecID=45731
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=208
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Change to Likelihood of Approval: 27% 

Likelihood of Approval: 98% (9% Above Avg.) 

Average Approval: 89% 

Analysis: 

Incyte announced that the company submitted the NDA for ruxolitinib cream for the treatment of 

patients with mild-to-moderate atopic dermatitis in 2020. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (INCY, Slide 5) 

 

Jakafi for Graft vs. Host Disease (GVHD) - Treatment 

Event Date: 01/11/2021 

Event Type: Regulatory - sNDA/sBLA Filing (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: Incyte Corporation (INCY) 

Partner Companies: Eli Lilly (LLY) 

Novartis (NVS) 

Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Incyte announced that the Company submitted a supplemental application to the U.S. FDA for approval 

of Jakafi for the treatment of chronic graft vs. host disease (GHVD). The FDA decision is expected in the 

second half of 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (INCY, Slide 9) 

 

Ironwood Pharmaceuticals, Inc. (IRWD) 

IW-3300 for Interstitial Cystitis / Painful Bladder Syndrome 

https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://s21.q4cdn.com/114423841/files/doc_presentations/corporate/2021/01/JPM-2021vFINAL_.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=8505
https://www.biomedtracker.com/IndicationReport.cfm?IndID=250
https://www.biomedtracker.com/EventDetail.cfm?EventID=401532
https://www.biomedtracker.com/DrugDetail.cfm?RecID=39823
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=208
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=136
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=289
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://s21.q4cdn.com/114423841/files/doc_presentations/corporate/2021/01/JPM-2021vFINAL_.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44062
https://www.biomedtracker.com/IndicationReport.cfm?IndID=432
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Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Urology 

Lead Company: Ironwood Pharmaceuticals, Inc. (IRWD) 

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Ironwood is advancing IW-3300, a GC-C agonist, into Phase I development for the treatment of visceral 

pain conditions. IW-3300 demonstrated favorable preclinical data by reversing endometriosis-induced 

vaginal hypersensitivity in a preclinical vaginal distension model and showed pain relief in bladder 

preclinical hypersensitivity model. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (IRWD, Slide 17) 

 

Jazz Pharmaceuticals plc (JAZZ) 

JZP-324 for Narcolepsy 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

Lead Company: Jazz Pharmaceuticals plc (JAZZ)  

Partner Companies: N/A 

Phase: I 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 10% (Same As Avg.) 

Average Approval: 10% 

Analysis: 

Jazz lists JZP-324, an oxybate extended-release formulation, in Phase I development on its pipeline. 

 

Source: 

https://www.biomedtracker.com/EventDetail.cfm?EventID=401694
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62214
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=916
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44048
https://www.biomedtracker.com/IndicationReport.cfm?IndID=433
https://www.biomedtracker.com/EventDetail.cfm?EventID=401615
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62192
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=508
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm


  

 

January 2021|78 

 

J.P. Morgan Healthcare Conference 01/11/2021 (JAZZ, Slide 9) 

 

Xywav for Narcolepsy 

Event Date: 12/31/2020 

Event Type: Regulatory - Rolling sNDA/sBLA Initiated (Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

Lead Company: Jazz Pharmaceuticals plc (JAZZ)  

Partner Companies: N/A 

Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Jazz announced the company initiated the rolling sNDA submission for JZP-258 for idiopathic 

hypersomnia in December 2020. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (JAZZ, Slide 6) 

 

Karyopharm Therapeutics (KPTI) 

Xpovio for Multiple Myeloma (MM) 

Event Date: 01/11/2021 

Event Type: Regulatory - European Regulatory Communication (CHMP) (Clinical 

Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Karyopharm Therapeutics (KPTI) 

Partner Companies: Ono Pharmaceutical Company (4528:JP) 

HealthCare Royalty Partners 

NCI 

https://investor.jazzpharma.com/static-files/1de39c32-4784-4db8-b3b9-cf5c1e7e615c
https://www.biomedtracker.com/DrugReport.cfm?DrugID=32186
https://www.biomedtracker.com/IndicationReport.cfm?IndID=433
https://www.biomedtracker.com/EventDetail.cfm?EventID=401610
https://www.biomedtracker.com/DrugDetail.cfm?RecID=44457
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=508
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investor.jazzpharma.com/static-files/1de39c32-4784-4db8-b3b9-cf5c1e7e615c
https://www.biomedtracker.com/DrugReport.cfm?DrugID=20302
https://www.biomedtracker.com/IndicationReport.cfm?IndID=207
https://www.biomedtracker.com/EventDetail.cfm?EventID=401672
https://www.biomedtracker.com/DrugDetail.cfm?RecID=33546
https://www.biomedtracker.com/DrugDetail.cfm?RecID=33546
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3757
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=844
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4766
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5829
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Antengene (06996) 

Promedico 

Phase: Approved 

Change to Likelihood of 

Approval: 

0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Based on ongoing discussions with CHMP, Karyopharm expects a final opinion on the MAA requesting 

conditional approval for patients with heavily treated multiple myeloma by February 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (KPTI, Slide 29) 

 

Xpovio for Sarcoma 

Event Date: 01/11/2021 

Event Type: Progress Update - Development Review (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Karyopharm Therapeutics (KPTI) 

Partner Companies: Ono Pharmaceutical Company (4528:JP) 

HealthCare Royalty Partners 

NCI 

Antengene (06996) 

Promedico 

Phase: III 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 40% (5% Above Avg.) 

Average Approval: 35% 

Analysis: 

Given the positive results from the SEAL study, Karyopharm is currently evaluating the optimal approach 

and next steps towards making XPOVIO available to patients with dedifferentiated liposarcoma, 

including cost, commercial potential and regulatory strategy. Karyopharm no longer expect to file an 

NDA in the first quarter of 2021 and will provide an update regarding its approach and timelines 

following its evaluation. 

 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7713
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=24748
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.karyopharm.com/image/KPTI%2039th%20Annual%20J.P.%20Morgan%20Healthcare%20Conference%20Presentation.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=20302
https://www.biomedtracker.com/IndicationReport.cfm?IndID=610
https://www.biomedtracker.com/EventDetail.cfm?EventID=401675
https://www.biomedtracker.com/DrugDetail.cfm?RecID=27042
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3757
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=844
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4766
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5829
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7713
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=24748
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/trialdetail.cfm?trialid=33228
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Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (KPTI, Slide 29) 

 

Medtronic plc (MDT) 

Cobalt CRT-D for Ventricular Tachycardia or Fibrillation 

Event Date: 01/11/2021 

Event Type: Progress Update - Product Launch (U.S.) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Cardiovascular 

Lead Company: Medtronic plc (MDT) 

Partner Companies: N/A 

Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Medtronic announced the launch of the Crome CRT-D/ICD and Cobalt CRT-D/ICD at the 2021 J.P. 

Morgan Healthcare Conference. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (MDT, Slide 8) 

 

Cobalt CRT-D for Ventricular Tachycardia or Fibrillation 

Event Date: 01/11/2021 

Event Type: Progress Update - Product Launch (U.S.) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Cardiovascular 

Lead Company: Medtronic plc (MDT) 

Partner Companies: N/A 

Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

https://investors.karyopharm.com/image/KPTI%2039th%20Annual%20J.P.%20Morgan%20Healthcare%20Conference%20Presentation.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41823
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3581
https://www.biomedtracker.com/EventDetail.cfm?EventID=401632
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58731
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=252
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investorrelations.medtronic.com/static-files/3c0a77bd-7651-41db-892a-7461733a0ee1
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41823
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3581
https://www.biomedtracker.com/EventDetail.cfm?EventID=401634
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58731
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=252
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
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Average Approval: 100% 

Analysis: 

Medtronic announced the launch of the Crome CRT-D/ICD and Cobalt CRT-D/ICD at the 2021 J.P. 

Morgan Healthcare Conference. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (MDT, Slide 8) 

 

Cobalt ICD for Ventricular Tachycardia or Fibrillation 

Event Date: 01/11/2021 

Event Type: Progress Update - Product Launch (U.S.) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Cardiovascular 

Lead Company: Medtronic plc (MDT) 

Partner Companies: N/A 

Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Medtronic announced the launch of the Crome CRT-D/ICD and Cobalt CRT-D/ICD at the 2021 J.P. 

Morgan Healthcare Conference. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (MDT, Slide 8) 

 

Crome ICD for Ventricular Tachycardia or Fibrillation 

Event Date: 01/11/2021 

Event Type: Progress Update - Product Launch (U.S.) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Cardiovascular 

Lead Company: Medtronic plc (MDT) 

Partner Companies: N/A 

https://www.biomedtracker.com/LoA.cfm
https://investorrelations.medtronic.com/static-files/3c0a77bd-7651-41db-892a-7461733a0ee1
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41812
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3581
https://www.biomedtracker.com/EventDetail.cfm?EventID=401635
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58713
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=252
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investorrelations.medtronic.com/static-files/3c0a77bd-7651-41db-892a-7461733a0ee1
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41824
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3581
https://www.biomedtracker.com/EventDetail.cfm?EventID=401636
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58732
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=252
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Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Medtronic announced the launch of the Crome CRT-D/ICD and Cobalt CRT-D/ICD at the 2021 J.P. 

Morgan Healthcare Conference. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (MDT, Slide 8) 

 

Percept PC Neurostimulator for Dystonia 

Event Date: 01/11/2021 

Event Type: Progress Update - Product Launch (U.S.) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

Lead Company: Medtronic plc (MDT) 

Partner Companies: N/A 

Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Medtronic announced the launch of the Percept PC Deep Brain Stimulator at the 2021 J.P. Morgan 

Healthcare conference. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (MDT, Slide 8) 

 

Percept PC Neurostimulator for Essential Tremor 

Event Date: 01/11/2021 

Event Type: Progress Update - Product Launch (U.S.) (Clinical Analysis) 

Trial Name: N/A 

https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investorrelations.medtronic.com/static-files/3c0a77bd-7651-41db-892a-7461733a0ee1
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41762
https://www.biomedtracker.com/IndicationReport.cfm?IndID=2954
https://www.biomedtracker.com/EventDetail.cfm?EventID=401638
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58638
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=252
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investorrelations.medtronic.com/static-files/3c0a77bd-7651-41db-892a-7461733a0ee1
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41762
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3627
https://www.biomedtracker.com/EventDetail.cfm?EventID=401639
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58637
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Market Group: Neurology 

Lead Company: Medtronic plc (MDT) 

Partner Companies: N/A 

Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Medtronic announced the launch of the Percept PC Deep Brain Stimulator at the 2021 J.P. Morgan 

Healthcare conference. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (MDT, Slide 8) 

 

Percept PC Neurostimulator for Obsessive-Compulsive Disorder (OCD) 

Event Date: 01/11/2021 

Event Type: Progress Update - Product Launch (U.S.) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Psychiatry 

Lead Company: Medtronic plc (MDT) 

Partner Companies: N/A 

Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Medtronic announced the launch of the Percept PC Deep Brain Stimulator at the 2021 J.P. Morgan 

Healthcare conference. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (MDT, Slide 8) 

 

Percept PC Neurostimulator for Parkinson's Disease (PD) 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=252
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investorrelations.medtronic.com/static-files/3c0a77bd-7651-41db-892a-7461733a0ee1
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41762
https://www.biomedtracker.com/IndicationReport.cfm?IndID=2051
https://www.biomedtracker.com/EventDetail.cfm?EventID=401640
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58640
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=252
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investorrelations.medtronic.com/static-files/3c0a77bd-7651-41db-892a-7461733a0ee1
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41762
https://www.biomedtracker.com/IndicationReport.cfm?IndID=194
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Event Date: 01/11/2021 

Event Type: Progress Update - Product Launch (U.S.) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

Lead Company: Medtronic plc (MDT) 

Partner Companies: N/A 

Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Medtronic announced the launch of the Percept PC Deep Brain Stimulator at the 2021 J.P. Morgan 

Healthcare conference. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (MDT, Slide 8) 

 

Percept PC Neurostimulator for Seizure Disorders (Epilepsy) 

Event Date: 01/11/2021 

Event Type: Progress Update - Product Launch (U.S.) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

Lead Company: Medtronic plc (MDT) 

Partner Companies: N/A 

Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Medtronic announced the launch of the Percept PC Deep Brain Stimulator at the 2021 J.P. Morgan 

Healthcare conference. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (MDT, Slide 8) 

https://www.biomedtracker.com/EventDetail.cfm?EventID=401641
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58626
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=252
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investorrelations.medtronic.com/static-files/3c0a77bd-7651-41db-892a-7461733a0ee1
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41762
https://www.biomedtracker.com/IndicationReport.cfm?IndID=272
https://www.biomedtracker.com/EventDetail.cfm?EventID=401642
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58639
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=252
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investorrelations.medtronic.com/static-files/3c0a77bd-7651-41db-892a-7461733a0ee1
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InterStim Therapy System for Urinary Incontinence 

Event Date: 01/11/2021 

Event Type: Progress Update - Product Launch (U.S.) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Urology 

Lead Company: Medtronic plc (MDT) 

Partner Companies: N/A 

Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Medtronic announced the launch of the InterStim Micro and InterStim SureScan MRI leads at the 2021 

J.P. Morgan Healthcare conference. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (MDT, Slide 8) 

 

InterStim Therapy System for Fecal Incontinence Treatment 

Event Date: 01/11/2021 

Event Type: Progress Update - Product Launch (U.S.) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Gastroenterology (Non Inflammatory Bowel Disease) 

Lead Company: Medtronic plc (MDT) 

Partner Companies: N/A 

Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Medtronic announced the launch of the InterStim Micro and InterStim SureScan MRI leads at the 2021 

J.P. Morgan Healthcare conference. 

 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=7819
https://www.biomedtracker.com/IndicationReport.cfm?IndID=653
https://www.biomedtracker.com/EventDetail.cfm?EventID=401643
https://www.biomedtracker.com/DrugDetail.cfm?RecID=17035
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=252
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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https://www.biomedtracker.com/DrugReport.cfm?DrugID=7819
https://www.biomedtracker.com/IndicationReport.cfm?IndID=2949
https://www.biomedtracker.com/EventDetail.cfm?EventID=401644
https://www.biomedtracker.com/DrugDetail.cfm?RecID=9612
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=252
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
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Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (MDT, Slide 8) 

 

InterStim Therapy System for Overactive Bladder (OAB) 

Event Date: 01/11/2021 

Event Type: Progress Update - Product Launch (U.S.) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Urology 

Lead Company: Medtronic plc (MDT) 

Partner Companies: N/A 

Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Medtronic announced the launch of the InterStim Micro and InterStim SureScan MRI leads at the 2021 

J.P. Morgan Healthcare conference. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (MDT, Slide 8) 

 

Merck & Co., Inc. (MRK) 

V114 for Pneumococcal (Streptococcus pneumoniae) Vaccines (Antibacterial) 

Event Date: 01/11/2021 

Event Type: Regulatory - Priority Review (Clinical Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Merck & Co., Inc. (MRK) 

Partner Companies: Pfenex (PFNX) 

Phase: NDA/BLA 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 96% (8% Above Avg.) 

https://investorrelations.medtronic.com/static-files/3c0a77bd-7651-41db-892a-7461733a0ee1
https://www.biomedtracker.com/DrugReport.cfm?DrugID=7819
https://www.biomedtracker.com/IndicationReport.cfm?IndID=543
https://www.biomedtracker.com/EventDetail.cfm?EventID=401645
https://www.biomedtracker.com/DrugDetail.cfm?RecID=37454
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=252
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investorrelations.medtronic.com/static-files/3c0a77bd-7651-41db-892a-7461733a0ee1
https://www.biomedtracker.com/DrugReport.cfm?DrugID=17843
https://www.biomedtracker.com/IndicationReport.cfm?IndID=414
https://www.biomedtracker.com/EventDetail.cfm?EventID=401723
https://www.biomedtracker.com/DrugDetail.cfm?RecID=23296
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=254
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4727
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
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Average Approval: 88% 

Analysis: 

Merck & Co. announced that the U.S. FDA accepted and granted priority review to the company's BLA 

for V114 in adults 18 years of age and older. The PDUFA date is set to July 18, 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (MRK) 

 

Merck KGaA (MKKGY) 

Bavencio for Bladder Cancer 

Event Date: 01/11/2021 

Event Type: Regulatory - Approval (Canada) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Merck KGaA (MKKGY) 

Partner Companies: Pfizer (PFE) 

Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Merck KGaA announced the approval of Bavencio for the treatment of 2L urothelial carcinoma in 

Canada. 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (MKKGY, Slide 11) 

 

Bavencio for Bladder Cancer 

Event Date: 01/11/2021 

Event Type: Regulatory - Approval (Emerging Markets) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Merck KGaA (MKKGY) 

https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=22109
https://www.biomedtracker.com/IndicationReport.cfm?IndID=217
https://www.biomedtracker.com/EventDetail.cfm?EventID=401585
https://www.biomedtracker.com/DrugDetail.cfm?RecID=37439
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=255
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=312
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.merckgroup.com/investors/events-and-presentations/conferences-and-roadshows/2021/us/210111-Presentation-JPMorgan-Conference-CEO-NA.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=22109
https://www.biomedtracker.com/IndicationReport.cfm?IndID=217
https://www.biomedtracker.com/EventDetail.cfm?EventID=401586
https://www.biomedtracker.com/DrugDetail.cfm?RecID=37439
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=255
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Partner Companies: Pfizer (PFE) 

Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Merck KGaA announced the approval of Bavencio for the treatment of 2L urothelial carcinoma in Israel. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (MKKGY, Slide 11) 

 

Microbio Group 

FB704A for Asthma 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Respiratory 

Lead Company: Microbio Group 

Partner Companies: N/A 

Phase: Development Outside U.S. 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Oneness Biotech currently lists FB704A in Phase IIa development in Taiwan. 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Oneness Biotech, Slide 14) 

 

ON101 for Diabetic Foot and Other Ulcers 

Event Date: 01/11/2021 

Event Type: Regulatory - Filing for Approval (Emerging Markets) (Clinical 

Analysis) 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=312
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.merckgroup.com/investors/events-and-presentations/conferences-and-roadshows/2021/us/210111-Presentation-JPMorgan-Conference-CEO-NA.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=38945
https://www.biomedtracker.com/IndicationReport.cfm?IndID=72
https://www.biomedtracker.com/EventDetail.cfm?EventID=401692
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62213
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8682
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.onenessbio.com.tw/file/20210111/Oneness%20Biotech%20IP%202021-0111%20upload%20EN.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=38953
https://www.biomedtracker.com/IndicationReport.cfm?IndID=694
https://www.biomedtracker.com/EventDetail.cfm?EventID=401681
https://www.biomedtracker.com/DrugDetail.cfm?RecID=54457
https://www.biomedtracker.com/DrugDetail.cfm?RecID=54457
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Trial Name: N/A 

Market Group: Endocrine 

Lead Company: Microbio Group 

Partner Companies: N/A 

Phase: Development Outside U.S. 

Change to Likelihood of 

Approval: 

0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Final data from 212 evaluble subjects in the first Phase III clinical trials have been submitted to the TFDA 

for the NDA review, while pre-NDA meeting has been held with the NMPA. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Oneness Biotech, Slide 14) 

 

Mirati Therapeutics, Inc. (MRTX) 

MRTX849 for Non-Small Cell Lung Cancer (NSCLC) 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase III - KRYSTAL-12 

Market Group: Oncology 

Lead Company: Mirati Therapeutics, Inc. (MRTX) 

Partner Companies: N/A 

Phase: III 

Change to Likelihood of Approval: 25% 

Likelihood of Approval: 39% (4% Above Avg.) 

Average Approval: 35% 

Analysis: 

Mirati Therapeutics lists that the Phase III study of MRTX849 versus docetaxel in 2L non-small cell lung 

cancer (NSCLC) patients initiated in the first quarter of 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (MRTX, Slide 4) 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8682
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.onenessbio.com.tw/file/20210111/Oneness%20Biotech%20IP%202021-0111%20upload%20EN.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=35487
https://www.biomedtracker.com/IndicationReport.cfm?IndID=211
https://www.biomedtracker.com/EventDetail.cfm?EventID=401699
https://www.biomedtracker.com/DrugDetail.cfm?RecID=61476
https://www.biomedtracker.com/trialdetail.cfm?trialid=61456
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=257
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://s23.q4cdn.com/174398288/files/doc_presentations/2021/MRTX-Corporate-Presentation_11Jan2021.pdf
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MRTX849 for Non-Small Cell Lung Cancer (NSCLC) 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase I/II - KRYSTAL (KRAS G12C Mutation) 

Market Group: Oncology 

Lead Company: Mirati Therapeutics, Inc. (MRTX) 

Partner Companies: N/A 

Phase: III 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 39% (4% Above Avg.) 

Average Approval: 35% 

Analysis: 

Mirati Therapeutics announced that they initiated a 2L/3L cohort evaluating adagrasib + pan-EGFR 

inhibitor (afatinib) for the treatment of NSCLC. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (MRTX, Slide 26) 

 

MRTX849 for Colorectal Cancer (CRC) 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase I/II - KRYSTAL (KRAS G12C Mutation) 

Market Group: Oncology 

Lead Company: Mirati Therapeutics, Inc. (MRTX) 

Partner Companies: N/A 

Phase: II 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 12% (2% Above Avg.) 

Average Approval: 10% 

Analysis: 

Mirati Therapeutics lists that enrollment is ongoing in the clinical study of MRTX849 in combination with 

cetuximab for the treatment of CRC. The dose limiting toxicity evaluation period has cleared. 

 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=35487
https://www.biomedtracker.com/IndicationReport.cfm?IndID=211
https://www.biomedtracker.com/EventDetail.cfm?EventID=401718
https://www.biomedtracker.com/DrugDetail.cfm?RecID=61476
https://www.biomedtracker.com/trialdetail.cfm?trialid=60374
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=257
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://s23.q4cdn.com/174398288/files/doc_presentations/2021/MRTX-Corporate-Presentation_11Jan2021.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=35487
https://www.biomedtracker.com/IndicationReport.cfm?IndID=213
https://www.biomedtracker.com/EventDetail.cfm?EventID=401719
https://www.biomedtracker.com/DrugDetail.cfm?RecID=61477
https://www.biomedtracker.com/trialdetail.cfm?trialid=60376
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=257
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (MRTX, Slide 26) 

 

MRTX849 for Solid Tumors 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase I/II - w/TNO155 

Market Group: Oncology 

Lead Company: Mirati Therapeutics, Inc. (MRTX) 

Partner Companies: N/A 

Phase: II 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 11% (1% Above Avg.) 

Average Approval: 10% 

Analysis: 

Mirati Therapeutics lists that the initial dose expansion and dose escalation cohorts are ongoing in the 

clinical study of MRTX849 in combination with TNO155. Enrollment is ongoing. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (MRTX, Slide 26) 

 

Moderna, Inc. (MRNA) 

mRNA-5671 for Solid Tumors 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase I - +/-Pembroluzimab 

Market Group: Oncology 

Lead Company: Moderna, Inc. (MRNA) 

Partner Companies: Merck (MRK) 

Phase: I 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 6% (Same As Avg.) 

https://s23.q4cdn.com/174398288/files/doc_presentations/2021/MRTX-Corporate-Presentation_11Jan2021.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=35487
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/EventDetail.cfm?EventID=401720
https://www.biomedtracker.com/DrugDetail.cfm?RecID=49291
https://www.biomedtracker.com/trialdetail.cfm?trialid=57657
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=257
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://s23.q4cdn.com/174398288/files/doc_presentations/2021/MRTX-Corporate-Presentation_11Jan2021.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=36041
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/EventDetail.cfm?EventID=401714
https://www.biomedtracker.com/DrugDetail.cfm?RecID=50116
https://www.biomedtracker.com/trialdetail.cfm?trialid=53503
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4445
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=254
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
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Average Approval: 6% 

Analysis: 

Moderna announced that the Phase I open-label, multi-center study to evaluate the safety and 

tolerability of mRNA-5671 both as a monotherapy and in combination with pembrolizumab, led by 

Merck, is ongoing. Moderna shares worldwide commercial rights to mRNA-5671 with Merck. 

 

Source: 

Press Release 01/11/2021 (MRNA) 

J.P. Morgan Healthcare Conference 01/11/2021 (MRNA, Slide 32) 

 

mRNA 1851 for Influenza (including vaccines) 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Moderna, Inc. (MRNA) 

Partner Companies: N/A 

Phase: I 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 19% (Same As Avg.) 

Average Approval: 19% 

Analysis: 

Moderna announced that discussions regarding funding the Company’s pandemic influenza/H7N9 

vaccine program (mRNA-1851) through approval are ongoing. 

 

Source: 

Press Release 01/11/2021 

J.P. Morgan Healthcare Conference 01/11/2021 (MRNA, Slide 32) 

 

mRNA-1010 for Seasonal Influenza Vaccines 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

https://www.biomedtracker.com/LoA.cfm
https://investors.modernatx.com/news-releases/news-release-details/moderna-provides-business-update-and-announces-three-new
https://investors.modernatx.com/static-files/2931ab42-9a4f-46d1-a7ce-2e1ec499eeb5
https://www.biomedtracker.com/DrugReport.cfm?DrugID=27308
https://www.biomedtracker.com/IndicationReport.cfm?IndID=237
https://www.biomedtracker.com/EventDetail.cfm?EventID=401717
https://www.biomedtracker.com/DrugDetail.cfm?RecID=38199
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4445
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.modernatx.com/news-releases/news-release-details/moderna-provides-business-update-and-announces-three-new
https://investors.modernatx.com/static-files/2931ab42-9a4f-46d1-a7ce-2e1ec499eeb5
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44065
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3300
https://www.biomedtracker.com/EventDetail.cfm?EventID=401702
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62218
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Market Group: Infectious Disease 

Lead Company: Moderna, Inc. (MRNA) 

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Moderna plans to explore potential combination vaccines against flu. first-generation flu program 

(mRNA-1010, mRNA-1020, mRNA-1030) will evaluate multiple candidates comprising multiple antigen 

combinations against the four seasonal viruses recommended by the WHO. The Company expects to 

begin Phase I clinical trials for the program in 2021. 

 

Source: 

Press Release 01/11/2021 

J.P. Morgan Healthcare Conference 01/11/2021 (MRNA, Slide 19) 

 

mRNA-1020 for Seasonal Influenza Vaccines 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Moderna, Inc. (MRNA) 

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Moderna plans to explore potential combination vaccines against flu. first-generation flu program 

(mRNA-1010, mRNA-1020, mRNA-1030) will evaluate multiple candidates comprising multiple antigen 

combinations against the four seasonal viruses recommended by the WHO. The Company expects to 

begin Phase I clinical trials for the program in 2021. 

 

Source: 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4445
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.modernatx.com/news-releases/news-release-details/moderna-provides-business-update-and-announces-three-new
https://investors.modernatx.com/static-files/2931ab42-9a4f-46d1-a7ce-2e1ec499eeb5
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44066
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3300
https://www.biomedtracker.com/EventDetail.cfm?EventID=401703
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62219
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4445
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Press Release 01/11/2021 

J.P. Morgan Healthcare Conference 01/11/2021 (MRNA, Slide 19) 

 

mRNA-1030 for Seasonal Influenza Vaccines 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Moderna, Inc. (MRNA) 

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Moderna plans to explore potential combination vaccines against flu. first-generation flu program 

(mRNA-1010, mRNA-1020, mRNA-1030) will evaluate multiple candidates comprising multiple antigen 

combinations against the four seasonal viruses recommended by the WHO. The Company expects to 

begin Phase I clinical trials for the program in 2021. 

 

Source: 

Press Release 01/11/2021 

J.P. Morgan Healthcare Conference 01/11/2021 (MRNA, Slide 19) 

 

mRNA-4157 for Melanoma 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase II - KEYNOTE-942 (w/Pembrolizumab) 

Market Group: Oncology 

Lead Company: Moderna, Inc. (MRNA) 

Partner Companies: Merck (MRK) 

Phase: II 

Change to Likelihood of Approval: 0% 

https://investors.modernatx.com/news-releases/news-release-details/moderna-provides-business-update-and-announces-three-new
https://investors.modernatx.com/static-files/2931ab42-9a4f-46d1-a7ce-2e1ec499eeb5
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44067
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3300
https://www.biomedtracker.com/EventDetail.cfm?EventID=401704
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62220
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4445
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.modernatx.com/news-releases/news-release-details/moderna-provides-business-update-and-announces-three-new
https://investors.modernatx.com/static-files/2931ab42-9a4f-46d1-a7ce-2e1ec499eeb5
https://www.biomedtracker.com/DrugReport.cfm?DrugID=29870
https://www.biomedtracker.com/IndicationReport.cfm?IndID=221
https://www.biomedtracker.com/EventDetail.cfm?EventID=401705
https://www.biomedtracker.com/DrugDetail.cfm?RecID=41497
https://www.biomedtracker.com/trialdetail.cfm?trialid=56079
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4445
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=254
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
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Likelihood of Approval: 10% (Same As Avg.) 

Average Approval: 10% 

Analysis: 

Moderna announced that the randomized Phase II study investigating a 1 mg dose of mRNA-4157 in 

combination with Merck’s pembrolizumab (KEYTRUDA), compared to pembrolizumab alone, for the 

adjuvant treatment of high-risk resected melanoma is ongoing. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (MRNA) 

J.P. Morgan Healthcare Conference 01/11/2021 (MRNA, Slide 30) 

 

mRNA-2416 for Ovarian Cancer 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase I/II - +/-Durvalumab 

Market Group: Oncology 

Lead Company: Moderna, Inc. (MRNA) 

Partner Companies: N/A 

Phase: II 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 10% (Same As Avg.) 

Average Approval: 10% 

Analysis: 

Moderna announced that the Phase I/II study of mRNA-2416 alone and in combination with durvalumab 

(IMFINZI) is ongoing. The Phase II dose expansion study of mRNA-2416 in combination with durvalumab 

in ovarian cancer patients is enrolling and the first patients have been dosed. Moderna owns worldwide 

commercial rights to mRNA-2416. 

 

Source: 

Press Release 01/11/2021 

J.P. Morgan Healthcare Conference 01/11/2021 (MRNA, Slide 30) 

 

mRNA-2752 for Solid Tumors 
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Event Date: 01/11/2021 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase I - +/-Durvalumab 

Market Group: Oncology 

Lead Company: Moderna, Inc. (MRNA) 

Partner Companies: N/A 

Phase: I 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 6% (Same As Avg.) 

Average Approval: 6% 

Analysis: 

Moderna announced that the Phase I trial evaluating mRNA-2752 as a single agent and in combination 

with durvalumab in patients with advanced solid tumor malignancies and lymphoma is ongoing. 

Moderna owns worldwide commercial rights to mRNA-2752. 

 

Source: 

Press Release 01/11/2021 

J.P. Morgan Healthcare Conference 01/11/2021 (MRNA, Slide 32) 

 

mRNA-3927 for Mitochondrial Respiratory-Chain Diseases 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Trial/Enrollment Reinitiated (Clinical 

Analysis) 

Trial Name: Phase I/II - MAD (Pediatric) 

Market Group: Metabolic 

Lead Company: Moderna, Inc. (MRNA) 

Partner Companies: N/A 

Phase: II 

Change to Likelihood of 

Approval: 

0% 

Likelihood of Approval: 24% (Same As Avg.) 

Average Approval: 24% 

Analysis: 

Moderna announced that sites are being initiated for the Phase I/II study of mRNA-3927, with entry into 

the clinic expected in 2021. The Company will be looking for biomarkers as early indicators for 
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https://www.biomedtracker.com/DrugReport.cfm?DrugID=37018
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therapeutic impact. Moderna owns worldwide commercial rights to mRNA-3927. 

 

Source: 

Press Release 01/11/2021 

J.P. Morgan Healthcare Conference 01/11/2021 (MRNA, Slide 32) 

 

mRNA-1215 for Antiviral - Miscellaneous Vaccines 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Moderna, Inc. (MRNA) 

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Moderna unveiled its new Nipah virus vaccine candidate, mRNA-1215, in preclinical development in its 

pipeline. 

 

Source: 

Press Release 01/11/2021 

J.P. Morgan Healthcare Conference 01/11/2021 (MRNA, Slide 24) 

 

mRNA-1345 for Respiratory Syncytial Virus (RSV) Prevention 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Moderna, Inc. (MRNA) 

Partner Companies: N/A 

Phase: I 
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https://investors.modernatx.com/static-files/2931ab42-9a4f-46d1-a7ce-2e1ec499eeb5
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44057
https://www.biomedtracker.com/IndicationReport.cfm?IndID=190
https://www.biomedtracker.com/EventDetail.cfm?EventID=401684
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62208
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4445
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.modernatx.com/news-releases/news-release-details/moderna-provides-business-update-and-announces-three-new
https://investors.modernatx.com/static-files/2931ab42-9a4f-46d1-a7ce-2e1ec499eeb5
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41924
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3663
https://www.biomedtracker.com/EventDetail.cfm?EventID=401678
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Change to Likelihood of Approval: 0% 

Likelihood of Approval: 19% (Same As Avg.) 

Average Approval: 19% 

Analysis: 

Moderna announced that the first cohort of the phase 1 study of mRNA-1345 is fully enrolled. This 

Phase I study includes initial dosing in younger adults, followed by age de-escalation into children. The 

Company announced its plan to amend the protocol to include evaluation of mRNA-1345 in older adults 

who are also at risk of significant RSV disease. Going forward, Moderna intends to evaluate the potential 

of combinations of mRNA-1345 with its vaccines against other respiratory pathogens in children and 

separately in older adults. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (MRNA) 

J.P. Morgan Healthcare Conference 01/11/2021 (MRNA, Slide 18) 

 

mRNA-1547 for HIV Prevention 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Moderna, Inc. (MRNA) 

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

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 trials for mRNA-1574 in 2021. 

 

Source: 

Press Release 01/11/2021 

J.P. Morgan Healthcare Conference 01/11/2021 (MRNA, Slide 23) 
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mRNA-1644 for HIV Prevention 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Moderna, Inc. (MRNA) 

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Modern announced that mRNA-1644, a collaboration with the International AIDS Vaccine Initiative 

(IAVI) and the Bill and Melinda Gates Foundation (BMGF), is a novel approach to HIV vaccine strategy in 

humans designed to elicit broadly Neutralizing HIV-1 Antibodies (bNAbs). A Phase I study for mRNA-

1644 will use iterative human testing to validate the approach and antigens and multiple novel antigens 

will be used for germline-targeting and immuno-focusing. 

 

Source: 

Press Release 01/11/2021 

J.P. Morgan Healthcare Conference 01/11/2021 (MRNA, Slide 23) 

 

OBI Pharma, Inc. 

OBI-888 for Solid Tumors 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Trial/Enrollment Reinitiated (Clinical 

Analysis) 

Trial Name: Phase I/II - OBI-888-001 

Market Group: Oncology 

Lead Company: OBI Pharma, Inc. (4174) 

Partner Companies: N/A 

Phase: I 

Change to Likelihood of 

Approval: 

0% 
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Likelihood of Approval: 6% (Same As Avg.) 

Average Approval: 6% 

Analysis: 

OBI Pharma announced that the company is currently recruiting the cohort expansion portion of the 

Phase I/II study of OBI-888. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (OBI Pharma) 

 

OBI-3424 for Hepatocellular (Liver) Cancer (HCC) (Including Secondary Metastases) 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Trial/Enrollment Reinitiated (Clinical 

Analysis) 

Trial Name: Phase I/II - MD Anderson 

Market Group: Oncology 

Lead Company: OBI Pharma, Inc. (4174) 

Partner Companies: N/A 

Phase: II 

Change to Likelihood of 

Approval: 

0% 

Likelihood of Approval: 10% (Same As Avg.) 

Average Approval: 10% 

Analysis: 

OBI Pharma announced that the Phase I/II OBI-3424-001 study is currently ongoing. The company is 

nearing the end of recruitment for the dose escalation portion of the study. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (OBI Pharma, Slide 37) 

 

OBI-3424 for Solid Tumors 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Trial/Enrollment Reinitiated (Clinical 

Analysis) 
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Trial Name: Phase I/II - M.D. Anderson 

Market Group: Oncology 

Lead Company: OBI Pharma, Inc. (4174) 

Partner Companies: N/A 

Phase: II 

Change to Likelihood of 

Approval: 

0% 

Likelihood of Approval: 10% (Same As Avg.) 

Average Approval: 10% 

Analysis: 

OBI Pharma announced that the Phase I/II OBI-3424-001 study is currently ongoing. The company is 

nearing the end of recruitment for the dose escalation portion of the study. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (OBI Pharma, Slide 37) 

 

OBI-822 for Breast Cancer 

Event Date: 01/11/2021 

Event Type: Trial Announcement - Trial/Enrollment Reinitiated (Clinical 

Analysis) 

Trial Name: Phase III - GLORIA 

Market Group: Oncology 

Lead Company: OBI Pharma, Inc. (4174) 

Partner Companies: Merck (MRK) 

Phase: III 

Change to Likelihood of 

Approval: 

0% 

Likelihood of Approval: 36% (1% Above Avg.) 

Average Approval: 35% 

Analysis: 

OBI Pharma announced that the company is currently continuing to recruit patient for the global Phase 

III GLORIA study of OBI-822 in TNBC. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (OBI Pharma, Slide 20) 

https://www.biomedtracker.com/trialdetail.cfm?trialid=49927
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4171
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=8383
https://www.biomedtracker.com/IndicationReport.cfm?IndID=214
https://www.biomedtracker.com/EventDetail.cfm?EventID=401554
https://www.biomedtracker.com/DrugDetail.cfm?RecID=10395
https://www.biomedtracker.com/DrugDetail.cfm?RecID=10395
https://www.biomedtracker.com/trialdetail.cfm?trialid=49924
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4171
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=254
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm


  

 

January 2021|102 

 

 

Oneness Biotech Co Ltd 

FB918 for Asthma 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Respiratory 

Lead Company: Oneness Biotech Co Ltd (4743) 

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Oneness Biotech currently lists FB918 in preclinical development for the treatment of severe asthma. 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (Oneness Biotech, Slide 14) 

 

Passage Bio (PASG) 

PBFT02 for Dementia 

Event Date: 01/11/2021 

Event Type: Regulatory - IND Filing (Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

Lead Company: Passage Bio (PASG) 

Partner Companies: N/A 

Phase: IND 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Passage Bio announced that an Investigational New Drug (IND) application has been submitted for Phase 

I/II clinical studies of PBFT02 for the treatment of Frontotemporal Dementia (FTD) with granulin (GRN) 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=44063
https://www.biomedtracker.com/IndicationReport.cfm?IndID=72
https://www.biomedtracker.com/EventDetail.cfm?EventID=401698
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62216
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=11241
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.onenessbio.com.tw/file/20210111/Oneness%20Biotech%20IP%202021-0111%20upload%20EN.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41841
https://www.biomedtracker.com/IndicationReport.cfm?IndID=315
https://www.biomedtracker.com/EventDetail.cfm?EventID=401492
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58761
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9070
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm


  

 

January 2021|103 

 

mutation, a devastating form of early onset dementia. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (PASG) 

 

PBFT02 for Dementia 

Event Date: 01/07/2021 

Event Type: Regulatory - Orphan Drug Designation (U.S.) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

Lead Company: Passage Bio (PASG) 

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Passgae Bio reported the company recently received orphan drug designation from the FDA for PBFT02 

for FTD-GRN. 

 

Source: 

www.fda.gov 01/07/2021 (Orphan Drug Designation) 

J.P. Morgan Healthcare Conference 01/11/2021 (PASG) 

 

PBKR03 for Krabbe Disease (Globoid Cell Leukodystrophy) 

Event Date: 01/11/2021 

Event Type: Regulatory - IND Filing (Clinical Analysis) 

Trial Name: N/A 

Market Group: Metabolic 

Lead Company: Passage Bio (PASG) 

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of Approval: 0% 
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Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Passage Bio announced that an Investigational New Drug (IND) application has been submitted for Phase 

I/II clinical studies of PBKR03 in Krabbe disease. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (PASG) 

 

Regeneron Pharmaceuticals, Inc. (REGN) 

Libtayo for Skin Cancer - Basal Cell Carcinoma (BCC) 

Event Date: 01/11/2021 

Event Type: Regulatory - Priority Review for sNDA/sBLA (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Regeneron Pharmaceuticals, Inc. (REGN) 

Partner Companies: Sanofi (SNY) 

Phase: NDA/BLA 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 86% (4% Above Avg.) 

Average Approval: 82% 

Analysis: 

Regeneron announced that Libtayo was accepted for priority review as first-in-class PD-1 in 2L+ BCC, 

with a PDUFA date of March 3, 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (REGN, Slide 11) 

 

Seagen Inc. (SGEN) 

SEA-CD40 for Solid Tumors 

Event Date: 01/11/2021 

Event Type: Progress Update (Clinical Analysis) 
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https://www.biomedtracker.com/DrugDetail.cfm?RecID=48204
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=330
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=51
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investor.regeneron.com/static-files/7beb938e-e556-45b1-9d19-a160020229ba
https://www.biomedtracker.com/DrugReport.cfm?DrugID=24847
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/EventDetail.cfm?EventID=401712
https://www.biomedtracker.com/DrugDetail.cfm?RecID=34527
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Trial Name: N/A 

Market Group: Oncology 

Lead Company: Seagen Inc. (SGEN) 

Partner Companies: N/A 

Phase: I 

Change to Likelihood of Approval: 6% 

Likelihood of Approval: 6% (Same As Avg.) 

Average Approval: 6% 

Analysis: 

Seagen lists SEA-CD40 as a pipeline candidate. As such, we are returning this product to Phase I 

development. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (SGEN, Slide 23) 

 

Vertex Pharmaceuticals Incorporated (VRTX) 

Type 1 Diabetes Cell Therapy for Diabetes Mellitus, Type I 

Event Date: 01/11/2021 

Event Type: Regulatory - IND Filing (Clinical Analysis) 

Trial Name: N/A 

Market Group: Endocrine 

Lead Company: Vertex Pharmaceuticals Incorporated (VRTX) 

Partner Companies: Novartis (NVS) 

Phase: IND 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Vertex Pharmaceuticals announced that an IND has been filed for their "cells alone" type 1 diabetes cell 

therapy. The company plans to advance the therapy into clinical development in early 2021. 

 

Vertex continues to work on an IND filing for their "cells and device" diabetes therapy as well. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (VRTX, Slide 3) 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=351
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://s21.q4cdn.com/327105422/files/events/Seagen-2021-J.P.-Morgan-Presentation-Final.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=25708
https://www.biomedtracker.com/IndicationReport.cfm?IndID=157
https://www.biomedtracker.com/EventDetail.cfm?EventID=401512
https://www.biomedtracker.com/DrugDetail.cfm?RecID=35788
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=389
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=289
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.vrtx.com/static-files/4db93c32-dafe-4dbf-9d26-3c3896fa1b07
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Trikafta for Cystic Fibrosis (CF) 

Event Date: 12/31/2020 

Event Type: Regulatory - sNDA/sBLA Filing (Clinical Analysis) 

Trial Name: N/A 

Market Group: Respiratory 

Lead Company: Vertex Pharmaceuticals Incorporated (VRTX) 

Partner Companies: N/A 

Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

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. 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (VRTX, Slide 3) 

 

Trikafta for Cystic Fibrosis (CF) 

Event Date: 01/11/2021 

Event Type: Progress Update - Product Launch (U.S.) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Respiratory 

Lead Company: Vertex Pharmaceuticals Incorporated (VRTX) 

Partner Companies: N/A 

Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=33101
https://www.biomedtracker.com/IndicationReport.cfm?IndID=74
https://www.biomedtracker.com/EventDetail.cfm?EventID=401516
https://www.biomedtracker.com/DrugDetail.cfm?RecID=45711
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=389
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.vrtx.com/static-files/4db93c32-dafe-4dbf-9d26-3c3896fa1b07
https://www.biomedtracker.com/DrugReport.cfm?DrugID=33101
https://www.biomedtracker.com/IndicationReport.cfm?IndID=74
https://www.biomedtracker.com/EventDetail.cfm?EventID=401523
https://www.biomedtracker.com/DrugDetail.cfm?RecID=45711
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=389
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Vertex Pharmaceuticals lists that they launched Trikafta in the U.S. for ages 12+ based on the 

recent sNDA approval by the U.S. Food and Drug Administration (FDA). 

 

Source: 

J.P. Morgan Healthcare Conference 01/11/2021 (VRTX, Slide 3) 

https://www.biomedtracker.com/EventDetail.cfm?EventID=399804
https://investors.vrtx.com/static-files/4db93c32-dafe-4dbf-9d26-3c3896fa1b07


Expected Date Range Company Symbol Drug Indication Phase Expected Catalyst Catalyst Title Analysis

07/01/2021-12/31/2021
Agios Pharmaceuticals, 

Inc.
AGIO Mitapivat Thalassemia II

Trial Announcement - 

Initiation

Phase III ENERGIZE-T - Trial to 

Start

Agios announced a pivotal study ENERGIZE-T for mitapivat 

in transfusion dependent adult thalassemia is expected to 

01/11/2021-06/30/2021 Amgen, Inc. AMGN AMG 592
Systemic Lupus Erythematosus 

(SLE)
I/II

Trial Announcement - 

Initiation
Phase II Study to Start

Amgen expects to initiate a Phase II study of AMG 592 in 

systemic lupus erythematosus in the first half of 2021.

01/11/2021-06/30/2021 Apollomics, Inc. APL-501 Solid Tumors
Development 

Outside U.S.

Regulatory - IND Filing 

(Emerging Markets)
IND Filing (China)

Genor Biopharma plans to file an IND in China in the first 

half of 2021 for a Phase I study of GB226 plus fruquintinib 

04/01/2021-09/30/2021 Apollomics, Inc. APL-501
Peripheral T-Cell Lymphoma 

(PTCL) - NHL

Development 

Outside U.S.

Regulatory - Approval 

Decision (Emerging 
Approval Decision (China)

Genor Biopharma lists that an NDA for GB226 for the 

treatment of peripheral T-cell lymphoma (PTCL) was 

10/01/2021-12/31/2021 Apollomics, Inc. APL-501
Peripheral T-Cell Lymphoma 

(PTCL) - NHL

Development 

Outside U.S.

Progress Update - 

Product Launch 
Product Launch (China)

Genor Biopharma lists that an NDA for GB226 for the 

treatment of peripheral T-cell lymphoma (PTCL) was 

04/01/2021-06/30/2021 Ascendis Pharma A/S ASND TransCon PTH Hypoparathyroidism III
Regulatory - Progress 

Update
CTN Filing (Phase III - Japan)

Ascendis announced during the second quarter of 2021 

Ascendis expects to provide a 12-month OLE update and 

plans to submit a Clinical Trial Notification for a clinical trial 

evaluating TransCon PTH for adult HP in Japan.

04/01/2021-06/30/2021 Ascendis Pharma A/S ASND TransCon PTH Hypoparathyroidism III
Trial Data - Updated 

Results

Phase II PaTH Forward - OLE 

Results

Ascendis announced during the second quarter of 2021 

Ascendis expects to provide a 12-month OLE update and 

plans to submit a Clinical Trial Notification for a clinical trial 

evaluating TransCon PTH for adult HP in Japan.

04/01/2021-06/30/2021 Ascendis Pharma A/S ASND TransCon TLR7/8 Agonist Solid Tumors IND
Trial Announcement - 

Initiation
Dose Escalation Study to Start

Ascendis announced during the second quarter of 2021 

following monotherapy evaluation the company plans to 

initiate TransCon TLR7/8 Agonist dose escalation in 

combination with a checkpoint inhibitor.

07/01/2021-09/30/2021 Ascendis Pharma A/S ASND
TransCon Growth 

Hormone

Short Stature / Growth 

Hormone Deficiency
BLA

Progress Update - 

Product Launch (U.S.)
Product Launch (U.S.)

Ascendis announced the company anticipates commercial 

launch of TransCono hGH for pediatric growth hormone 

deficiency (GHD) in the third quarter of 2021 pending 

PDUFA decision.

10/01/2021-12/31/2021 Ascendis Pharma A/S ASND TransCon TLR7/8 Agonist Solid Tumors IND
Trial Data - Top-Line 

Results

Phase I Monotherapy - 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.

10/01/2021-12/31/2021 Ascendis Pharma A/S ASND TransCon PTH Hypoparathyroidism III
Trial Data - Top-Line 

Results

Phase III PaTHway - Top-Line 

Results

Ascendis announced top-line results from PaTHway a 

Phase III randomized double-blind placebo-controlled 

clinical trial in North America and Europe investigating the 

safety tolerability and efficacy of TransCon PTH in adults 

10/01/2021-12/31/2021 Ascendis Pharma A/S ASND TransCon CNP Achondroplasia II
Progress Update - 

Development Review
Development Review

Ascendis announced the company plans to provide a 

TransCon CNP clinical program update in the fourth 

quarter of 2021.

10/01/2021-04/30/2022 Ascendis Pharma A/S ASND
TransCon Growth 

Hormone

Short Stature / Growth 

Hormone Deficiency
BLA

Trial Announcement - 

Patient Enrollment 

Phase III foresiGHt - Trial to 

Start

Ascendis announced the company anticipates completion 

of enrollment in the Phase III foresiGHt trial of TransCon 

02/11/2021-02/13/2021 Astellas Pharma, Inc. 4503:JP Padcev Bladder Cancer Approved
Trial Data - Updated 

Results

Phase II - Updated Results at 

ASCO GU

Seagen announced that full data from EV-201 cohort 2 will 

be presented at ASCO GU 2021.

02/11/2021-02/13/2021 Astellas Pharma, Inc. 4503:JP Padcev Bladder Cancer Approved
Trial Data - Updated 

Results

Phase III - EV-301 - Updated 

Results at ASCO GU

Seagen expects to anounce full data from the Phase III EV-

301 study at ASCO GU 2021.

01/11/2021-12/31/2021 Astellas Pharma, Inc. 4503:JP Padcev Bladder Cancer Approved
Trial Announcement - 

Patient Enrollment 

Phase I/II - EV-103 - Patient 

Enrollment Completed

Seagen expects to complete enrollment of cohort K in the 

EV-103 trial by the end of 2021.

Now-06/30/2021 AstraZeneca PLC AZN Savolitinib Renal Cell Cancer (RCC) III
Trial Announcement - 

Initiation
Phase III - PRCC Trial to Start

Hutchison Chi-Med plans to initiate a Phase III study of 

Savolitinib for the treatment of papillary renal cell 

carcinoma in the first half of 2021.

Now-03/31/2021
Atea Pharmaceuticals, 

Inc.
AVIR AT-527 COVID-19 Treatment II

Trial Announcement - 

Initiation
Phase I PK - Top-Line Results

Atea expects to have results from its Phase I PK study of AT-

527 in healthy volunteers in the first quarter of 2021.

Now-03/31/2021
Atea Pharmaceuticals, 

Inc.
AVIR AT-527 COVID-19 Treatment II

Trial Announcement - 

Initiation

Phase II Intensive Virology 

Study to Start

Atea announced a planned Phase II Intensive Virology 

Study of AT-527 compared to placebo in outpatients in the 

UK will initiate in the first quarter of 2021 with results 

expected in the first half of 2021.

Now-06/30/2021
Atea Pharmaceuticals, 

Inc.
AVIR AT-527 COVID-19 Treatment II

Trial Data - Top-Line 

Results

Phase II Intensive Virology 

Study - Top-Line Results

Atea announced a planned Phase II Intensive Virology 

Study of AT-527 compared to placebo in outpatients in the 

UK will initiate in the first quarter of 2021 with results 

expected in the first half of 2021.

09/01/2021-04/30/2022 Athenex, Inc. ATNX Oral Paclitaxel Breast Cancer NDA
Trial Data - Top-Line 

Results

Phase II I-SPY 2 - Top-Line 

Results

Athenex expects to have results from the Phase II I-SPY 2 

study of oral paclitaxel late 2021 or early 2022.

01/11/2021-12/31/2021 AtriCure, Inc. ATRC
EPi-Sense Coagulation 

Device
Atrial Fibrillation/Flutter PMA

Progress Update - 

Product Launch (U.S.)
Product Launch

Atricure expects to launch the EPi-Sense in 2021 pending 

FDA approval.

01/01/2022-12/31/2023 AtriCure, Inc. ATRC
Lariat Suture Delivery 

Device
Atrial Fibrillation/Flutter IDE

Regulatory - PMA 

Approval Decision
PMA Approval

AtriCure announced that it expects to receive FDA approval 

in 2022-2023.

03/01/2021-05/31/2021 Baxter International Inc. BAX
Novum IQ Infusion 

Platform
Drug Delivery Technology

Approved in 

Europe
Regulatory - 510(k) Filing 510(k) Submission

Baxter announced that the company is working with the 

FDA on the 510(k) application and plans to submit a 510(k) 

filing in the next few months. The company has a targeted 

approval and launch date of the second half of 2021.

07/01/2021-12/31/2021 Baxter International Inc. BAX
Novum IQ Infusion 

Platform
Drug Delivery Technology

Approved in 

Europe

Regulatory - 510(k) 

Clearance
510(K) Approval Decision

Baxter announced it expects to receive 510(k) approval for 

Novum IQ in the second half of 2021.

04/01/2021-09/30/2021 Biogen, Inc. BIIB Tysabri Multiple Sclerosis (MS) Approved
Trial Data - Updated 

Results

Phase IIIb NOVA - Updated 

Results

Biogen announced that data from NOVA study on extended 

intervaldosing for TYSABRI expected mid-2021.

Biomedtracker/Meddevicetracker JPM New Catalysts - Day 1
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07/01/2021-12/31/2021 Biogen, Inc. BIIB Vumerity Multiple Sclerosis (MS) Approved
Regulatory - CHMP 

(European Panel) Results
CHMP Filing Results

Biogen Announced that VUMERITY (diroximel fumarate) 

was launched in theU.S. as a novel oral option and that 

E.U. approval isexpected in late 2021. As such we await the 

10/01/2021-12/31/2021 Biogen, Inc. BIIB Vumerity Multiple Sclerosis (MS) Approved
Regulatory - Approval 

Decision (Europe)
European Approval Decision

Biogen Announced that VUMERITY (diroximel fumarate) 

was launched in the U.S. as a novel oral option and that 

E.U. approval is expected in late 2021. As such we await 

Now-12/31/2021 BioNTech SE BNTX GEN1046 Solid Tumors I/II
Trial Data - Updated 

Results
Phase I/II - Updated Results

BioNTech expects to provide additional update on 

expansion cohorts of the Phase I/II study of BNT311 in 

2021.

Now-12/31/2021 BioNTech SE BNTX BNT221 Cancer Preclinical
Trial Announcement - 

Initiation
Clinical Trial to Start

BioNTech announced that its NEOSTIM T Cell therapy 

BNT221 (PBMCderived ex vivo T celltherapy) is in 

preclinical development for cancer with first-in-human 

study expected in 2021.

04/01/2021-09/30/2021 bluebird bio BLUE Lenti-D Adrenoleukodystrophy II/III
Progress Update - 

Product Launch (Europe)
Product Launch (Europe)

bluebird bio expects the EU launch for the investigational 

elivaldogene autotemcel (eli-cel Lenti-D) gene therapy for 

04/01/2022-06/30/2022 bluebird bio BLUE Zynteglo Thalassemia BLA
Progress Update - 

Product Launch (U.S.)
Product Launch (U.S.)

bluebird bio expects the product launch of beti-cel in the 

U.S. in the second quarter of 2022.

04/01/2021-09/30/2021
Bristol Myers Squibb 

Company
BMY ide-cel Multiple Myeloma (MM) BLA

Progress Update - 

Product Launch (U.S.)
Product Launch (U.S.)

bluebird bio expects the U.S. launch for idecabtagene 

vicleucel (ide-cel; bb2121) for the treatment of adult 

01/11/2021-12/31/2021
Bristol Myers Squibb 

Company
BMY BMS-986177

Venous Thromboembolism 

(VTE)
II

Trial Data - Top-Line 

Results
Phase II - Top-Line Results

Bristol-Myers Squibb expects data of the Phase II 

AXIOMATIC-TKRP trial in 2021.

01/11/2021-12/31/2021
Bristol Myers Squibb 

Company
BMY BMS-986165 Psoriatic Arthritis (PA) II

Trial Announcement - 

Initiation
Phase III - Trial to Start

Bristol Myers Squibb announced the company expects to 

initiate a Phase III study of Deucravacitinib in PsA in 2021.

10/01/2021-12/31/2021
Bristol Myers Squibb 

Company
BMY bb21217 Multiple Myeloma (MM) I

Trial Data - Updated 

Results
Phase I - Updated Results

bluebird bio expects bb21217 data update at year-end 

2021.

01/01/2022-12/31/2022
Bristol Myers Squibb 

Company
BMY BMS-986165 Crohn's Disease II

Trial Data - Top-Line 

Results

Phase II IM011-023 - Top-Line 

Results

Bristol Myers Squibb announced the Phase II proof of 

concept data for BMS-986165 for the treatment of Crohns 

01/01/2022-12/31/2022
Bristol Myers Squibb 

Company
BMY BMS-986165 Lupus Nephritis II

Trial Data - Top-Line 

Results
Phase II - Top-Line Results

Bristol Myers Squibb announced the Phase II proof of 

concept data for BMS-986165 for the treatment of Lupus 

Nephritis is expected in 2022.

10/01/2021-12/31/2021
Censa Pharmaceuticals 

Inc.
PTC-923 Phenylketonuria (PKU) II

Trial Data - Top-Line 

Results
Phase III - Top-Line Results

PTC announced they anticipate results from their Phase III 

PTC923 study for the treatment of phenylketonuria by year 

end of 2022.

09/01/2021-09/30/2021 Coherus BioSciences, Inc. CHRS
Biosimilar Adalimumab 

(Coherus)
Psoriasis BLA

Regulatory - 

PDUFA/Approval 

PDUFA for 351(k) BLA - First 

Review

Coherus BioSciences announced that the 351(k) BLA for the 

internally developed Humira biosimilar CHS-1420 was 

09/01/2021-09/30/2021 Coherus BioSciences, Inc. CHRS
Biosimilar Adalimumab 

(Coherus)
Rheumatoid Arthritis (RA) BLA

Regulatory - 

PDUFA/Approval 

Decision (US)

PDUFA for 351(k) BLA - First 

Review

Coherus BioSciences announced that the 351(k) BLA for the 

internally developed Humira biosimilar CHS-1420 was 

submitted at year-end 2020. Based on a standard 10-

month Biosimilar 351(k) filing under PDUFA VI guidelines 

01/11/2021-12/31/2021 CRISPR Therapeutics AG CRSP CTX001 Sickle Cell Anemia I/II

Trial Announcement - 

Patient Enrollment 

Completed

Phase I/II - Patient Enrollment 

Completed

Vertex Pharmaceuticals lists that they anticipate patient 

enrollment to be completed in the two Phase I/II studies of 

CTX001 for the treatment of beta thalassemia and sickle 

cell disease in 2021.

01/11/2021-12/31/2021 CRISPR Therapeutics AG CRSP CTX001 Thalassemia I/II

Trial Announcement - 

Patient Enrollment 

Completed

Phase I/II - Patient Enrollment 

Completed

Vertex Pharmaceuticals lists that they anticipate patient 

enrollment to be completed in the two Phase I/II studies of 

CTX001 for the treatment of beta thalassemia and sickle 

cell disease in 2021.

04/01/2021-06/30/2021
Deciphera 

Pharmaceuticals, Inc.
DCPH DCC-3116 Solid Tumors IND

Trial Announcement - 

Initiation
Phase I - Trial to Start

Deciphera announced the Company plans to initiate the 

Phase I study of DCC-3116 an inhibitor of ULK kinase for 

the potential treatment of patients with cancers driven by 

mutations in RAS genes in the second quarter of 2021 

subject to FDA authorization to proceed under the 

04/01/2021-06/30/2021
Deciphera 

Pharmaceuticals, Inc.
DCPH Rebastinib Solid Tumors I/II

Trial Data - Updated 

Results

Phase Ib/II w/Paclitaxel - 

Updated Results

Deciphera announced the Company plans to present 

updated data from its Phase Ib/II study of rebastinib an 

inhibitor of TIE2 in combination with paclitaxel for patients 

with endometrial cancer in the second quarter of 2021.

07/01/2021-12/31/2021
Deciphera 

Pharmaceuticals, Inc.
DCPH Rebastinib Solid Tumors I/II

Trial Data - Updated 

Results

Phase Ib/II w/Paclitaxel - 

Updated Results (Ovarian 

Cancer)

Deciphera announced the Company plans to present 

updated data from its Phase Ib/II  study of rebastinib in 

combination with paclitaxel for patients with platinum-

07/01/2021-12/31/2021
Deciphera 

Pharmaceuticals, Inc.
DCPH DCC-3014 Solid Tumors I/II

Trial Data - Updated 

Results
Phase I/II - Updated Results

Deciphera announced the Company plans to present 

updated data from the Phase I/II study of vimseltinib (DCC-

3014) an inhibitor of CSF1R in patients with tenosynovial 

giant cell tumor (TGCT) in the second half of 2021.
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Now-12/31/2021 Editas Medicine EDIT EDIT-301 Sickle Cell Anemia IND
Trial Announcement - 

Initiation
Phase I/II RUBY - Trial to Start

Editas expects to initiate dosing in the Phase I/II RUBY 

clinical trial of EDIT-301 for the treatment of sickle cell 

disease in 2021.

01/11/2021-12/31/2021 Editas Medicine EDIT EDIT-301 Thalassemia Preclinical Regulatory - IND Filing IND Filing
Editas plans to file an IND for EDIT-301 for the treatment of 

beta-thalassemia by the end of 2021.

01/11/2021-12/31/2021
Edwards Lifesciences 

Corp.
EW MITRIS RESILIA Cardiac Valve Surgery Development

Progress Update - 

Product Launch
US Launch

Edwards expects to launch the MITRIS RESILIA in the US in 

2021.

01/11/2021-12/31/2021
Edwards Lifesciences 

Corp.
EW MITRIS RESILIA Cardiac Valve Surgery Development

Progress Update - 

Product Launch (Japan)
Japan Launch

Edwards expects to launch the MITRIS RESILIA in Japan in 

2021.

Now-12/31/2021 Exelixis, Inc. EXEL Cabometyx / Cometriq Thyroid Cancer Approved
Regulatory - sNDA/sBLA 

Filing
sNDA Filing

Exelixis announced that the company plans to file an sNDA 

application of cabozantinib in thyroid cancer in 2021.

Now-12/31/2021 Exelixis, Inc. EXEL Cabometyx / Cometriq

Hepatocellular (Liver) Cancer 

(HCC) (Including Secondary 

Metastases)

Approved
Regulatory - sNDA/sBLA 

Filing
sNDA Filing - 1L HCC

Exelixis announced that the company plans to submit an 

sNDA application to the FDA for approval of cabozantinib 

plus atezolizumab in first line hepatocellular cancer if data 

Now-12/31/2021 Forty Seven Inc. FTSV Magrolimab
Myelodysplastic Syndrome 

(MDS)
III

Trial Data - Updated 

Results
Phase Ib - Updated Results

Gilead announced they anticipate a data read-out for their 

Phase Ib trial of magrolimab for the treatment of MDS in 

2021.

Now-12/31/2021 Forty Seven Inc. FTSV Magrolimab
Myelodysplastic Syndrome 

(MDS)
III

Regulatory - MAA 

Submission (Europe)
MAA Filing

Gilead announced they expect a potential BLA/MAA 

submission for accelerated approval in MDS in 2021.

01/11/2021-12/31/2021 G1 Therapeutics Inc. GTHX Lerociclib
Non-Small Cell Lung Cancer 

(NSCLC)
I/II

Trial Announcement - 

Initiation (Emerging 

Markets)

Clinical Trial to Start (China)

Genor Biopharma lists GB491 in IND development in China 

for the treatment of EGFR-mutant NSCLC. We await an 

initiation update in the time frame listed above.

01/11/2021-12/31/2021 G1 Therapeutics Inc. GTHX Lerociclib Breast Cancer I/II

Trial Announcement - 

Initiation (Emerging 

Markets)

Phase III GB491-004 (China) - 

Trial to Start

Genor Biopharma announced that the Phase III GB491-004 

study of GB491 for the treatment of 2L advanced mBC is 

anticipated to start in 2021.

01/11/2021-12/31/2021 G1 Therapeutics Inc. GTHX Lerociclib Breast Cancer I/II

Trial Announcement - 

Initiation (Emerging 

Markets)

Phase III GB491-005 (China) - 

Trial to Start

Genor Biopharma announced that the Phase III GB491-005 

study of GB491 for the treatment of 1L advanced BC is 

anticipated to start in 2021.

02/01/2021-02/28/2021 Genor Biopharma Co. Ltd. 6998 GB492 Solid Tumors I/II
Regulatory - IND Filing 

(Emerging Markets)
IND Filing (China)

Genor Biopharma plans to file an IND in China for GB492 in 

February 2021.

01/11/2021-12/31/2021 Genor Biopharma Co. Ltd. 6998
Biosimilar Herceptin 

(Genor)
Breast Cancer

Development 

Outside U.S.

Regulatory - Filing for 

Approval (Emerging 
Filing for Approval (China)

Genor Biopharma lists that they are planning an NDA filing 

regarding GB221 for the treatment of HER2+ 1L/2L+ mBC in 

Now-10/31/2022 Genor Biopharma Co. Ltd. 6998
Biosimilar Infliximab 

(Genor)
Rheumatoid Arthritis (RA)

Development 

Outside U.S.

Regulatory - Approval 

Decision (Emerging 

Markets)

Approval Decision (China)

Genor Biopharma lists that an NDA for GB242 for the 

treatment of rheumatoid arthritis was submitted to the 

National Medical Products Administration (NMPA) in China 

in October 2020. Based on an internal analysis of the 

01/01/2022-12/31/2022 Genor Biopharma Co. Ltd. 6998
Biosimilar Herceptin 

(Genor)
Breast Cancer

Development 

Outside U.S.

Progress Update - 

Product Launch 

(Emerging Markets)

Product Launch (China) Genor Biopharma plans to launch GB221 in China in 2022.

01/01/2022-12/31/2022 Genor Biopharma Co. Ltd. 6998
Biosimilar Infliximab 

(Genor)
Rheumatoid Arthritis (RA)

Development 

Outside U.S.

Progress Update - 

Product Launch 

(Emerging Markets)

Product Launch (China) Genor Biopharma plans to launch GB242 in China in 2022.

Now-12/31/2021 Gilead Sciences, Inc. GILD Vemlidy
Hepatitis B (HBV) Treatment 

(Antiviral)
Approved

Trial Announcement - 

Initiation

Phase II - Combination 

Studies to Start

Gilead announced they plan to commence Phase II 

combination studies for Vemlidy for the treatment of 

Hepatitis B in 2021.

Now-12/31/2021 Gilead Sciences, Inc. GILD Yescarta
Diffuse Large B-Cell Lymphoma 

(DLBCL) - NHL
Approved

Trial Data - Updated 

Results
Phase II - Updated Results

Gilead announced they anticipate data from their Phase II 

trial of Yescarta for the treatment of 1L DLBCL in 2021.

Now-12/31/2021 Gilead Sciences, Inc. GILD Tecartus
Acute Lymphoblastic Leukemia 

(ALL)
I/II

Regulatory - MAA 

Submission (Europe)
MAA Filing

Gilead announced they anticipate filing an MAA for 

Tecartus for the treatment of adult ALL in 2021.

01/01/2023-12/31/2023 H. Lundbeck A/S LUN Vyepti Migraine and Other Headaches Approved
Trial Announcement - 

Trial Completion

Phase III Cluster Headaches - 

Trial Completed

Lundbeck announced that they anticipate completing their 

Phase III cluster headache study for Vyepti in 2023.

Now-06/30/2021
Hutchison China 

MediTech Limited
HCM Fruquintinib Colorectal Cancer (CRC) III

Trial Data - Top-Line 

Results
Phase Ib - Top-Line Results

Hutchison Chi-Med expects to have Phase Ib data from 

Fruquintinib for the treatment of refractory colorectal 

cancer in the first half of 2021.

Now-06/30/2021
Hutchison China 

MediTech Limited
HCM Surufatinib Solid Tumors I

Trial Announcement - 

Initiation

Phase II w/Fruqintinib + PD-1 

Trial to Start

Hutchison Chi-Med plans to initiate a registrational study 

of Fruquintinib and Surufatinib in combination with a PD-1 

inhibitor in solid tumors in the first half of 2021. Results 

are expected in mid-2021.

Now-06/30/2021
Hutchison China 

MediTech Limited
HCM HMPL-523 Hematologic Cancer I

Trial Announcement - 

Initiation
Phase I Global Study to Start

Hutchison Chi-Med plans to start a Phase I study of HMPL-

523 for the treatment of hematological malignancies in the 

first half of 2021.

Now-06/30/2021
Hutchison China 

MediTech Limited
HCM HMPL-306 Hematologic Cancer IND

Trial Announcement - 

Initiation
Phase I Global Study to Start

Hutchison Chi-Med announced it filed a IND submission for 

HMPL-306 in the second half of 2020. A Phase I study is 

expected to start in the first half of 2021.

Now-06/30/2021
Hutchison China 

MediTech Limited
HCM Fruquintinib Solid Tumors I

Trial Announcement - 

Initiation

Phase II w/Surufatinib + PD-1 

to Start

Hutchison Chi-Med plans to initiate a registrational study 

of Fruquintinib and Surufatinib in combination with a PD-1 

inhibitor in solid tumors in the first half of 2021. Results 

are expected in mid-2021.

04/01/2021-09/30/2021
Hutchison China 

MediTech Limited
HCM Surufatinib Solid Tumors I

Trial Data - Top-Line 

Results

Phase II w/Fruqintinib + PD-1 

Trial (China) - Top-Line Results

Hutchison Chi-Med plans to initiate a registrational study 

of Fruquintinib and Surufatinib in combination with a PD-1 

inhibitor in solid tumors in the first half of 2021. Results 
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07/01/2021-09/30/2021
Hutchison China 

MediTech Limited
HCM HMPL-523

Immune Thrombocytopenic 

Purpura (ITP)
I

Trial Announcement - 

Initiation

Chinese Registrational Study 

to Start

Hutchison Chi-Med plans to start a potential registrational 

study of HMPL-523 for indolent NHL/ITP in the third 

04/01/2021-09/30/2021
Hutchison China 

MediTech Limited
HCM Fruquintinib Solid Tumors I

Trial Data - Top-Line 

Results

Phase II w/Surufatinib + PD-1 

Trial (China) - Top-Line Results

Hutchison Chi-Med plans to initiate a registrational study 

of Fruquintinib and Surufatinib in combination with a PD-1 

01/11/2021-12/31/2021 Immunomedics, Inc. IMMU Trodelvy Bladder Cancer III
Regulatory - PDUFA for 

sNDA/sBLA
PDUFA for sBLA - First Review

Gilead announced that they anticipate an sBLA approval in 

3L mUC in 2021.

01/01/2023-12/31/2023 Immunomedics, Inc. IMMU Trodelvy Breast Cancer Approved
Trial Data - Updated 

Results

Phase III TROPICS-02 - 

Updated Results (OS)

Gilead announced they expect OS results for their Phase III 

TROPICS-02 study in 2023.

01/11/2021-06/30/2021 Incyte Corporation INCY Ruxolitinib Cream Atopic Dermatitis (Eczema) NDA

Regulatory - 

PDUFA/Approval 

Decision (US)

PDUFA for NDA - First Review

Incyte announced that the company submitted the NDA for 

ruxolitinib cream for the treatment of patients with mild-to-

moderate atopic dermatitis. The company expects an FDA 

decision in atopic dermatitis in the first half of 2021.

11/10/2021 Incyte Corporation INCY Jakafi
Graft vs. Host Disease (GVHD) - 

Treatment
Approved

Regulatory - PDUFA for 

sNDA/sBLA
PDUFA for sNDA - First Review

Incyte announced that the Company submitted a 

supplemental application to the U.S. FDA for approval of 

Jakafi for the treatment of chronic graft vs. host disease 

07/01/2021-12/31/2021 Incyte Corporation INCY Jakafi Myelofibrosis (MF) Approved
Trial Announcement - 

Initiation

Phase III POC - Trial to Start 

(w/INCB00928)

Incyte announced that they expect to initiate a proof of 

concept trial of ruxolitinib + INCB00928 (ALK2) in 

07/01/2021-12/31/2021 Incyte Corporation INCY Ruxolitinib Cream Vitiligo III
Regulatory - MAA 

Submission (Europe)
MAA Submission

Incyte Corporation announced that the company 

anticipates filing an MAA for ruxolitinib cream for the 

treatment of vitiligo in the second half of 2021.

01/11/2021-12/31/2021 Incyte Corporation INCY INCB81776 Solid Tumors I
Trial Data - Top-Line 

Results
Phase Ia/Ib - Top-Line Results

Incyte announced that they expect dose escalation data 

from the Phase Ia/Ib study of INCB81776 in 2021.

07/01/2021-12/31/2021 Incyte Corporation INCY INCB-086550 Solid Tumors I
Trial Data - Updated 

Results
Phase I - Updated Results

Incyte announced that the company expects additional 

clinical data for INCB86550 in the second half of 2021.

01/11/2021-12/31/2022 Incyte Corporation INCY Jakafi Myelofibrosis (MF) Approved
Trial Announcement - 

Initiation

Phase III POC - Trial to Start 

(w/CK0804)

Incyte announced that they expect to initiate a proof of 

concept trial of ruxolitinib + CK0804 in myelofibrosis (MF) 

between 2021-2022.

01/01/2022-12/31/2023 Incyte Corporation INCY Jakafi Myelofibrosis (MF) Approved
Trial Data - Top-Line 

Results

Phase III POC - Top-Line 

Results (w/Parsaclisib)

Incyte announced that they expect the Phase III proof of 

concept data of ruxolitinib + parsaclisib (PI3Kd) in 

myelofibrosis (MF) between 2022-2023.

01/01/2023-12/31/2024 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 

01/01/2025-12/31/2026 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 

01/01/2025-12/31/2026 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 

01/11/2021-03/31/2021 Jazz Pharmaceuticals plc JAZZ Xywav Narcolepsy Approved
Regulatory - Rolling 

sNDA/sBLA Completion
Rolling sNDA Completed

Jazz announced the company initiated the rolling sNDA 

submission for JZP-258 for idiopathic hypersomnia in 

December 2020. As such we await an update on 

10/01/2021-12/31/2021 Jazz Pharmaceuticals plc JAZZ JZP-150
Post-Traumatic Stress Disorder 

(PTSD)
II

Trial Announcement - 

Initiation
Phase II - Trial to Start

Jazz announced the company expects to initiate a Phase II 

study for JZP-150 in PTSD in late 2021.

01/11/2021-12/31/2021 Johnson & Johnson JNJ PN-235 Crohn's Disease I
Trial Announcement - 

Trial Completion
Phase I Trial Completion

Protagonist Therapeutics announced it anticipates 

completion of the Phase I study of PN-235 in healthy 

01/11/2021-12/31/2021 Johnson & Johnson JNJ PN-232 Crohn's Disease Preclinical
Trial Announcement - 

Trial Completion
Phase I Trial Completion

Protagonist Therapeutics announced it plans to complete a 

Phase I trial for PN-232 in inflammatory and 

01/11/2021-12/31/2021 Johnson & Johnson JNJ PN-232 Crohn's Disease Preclinical
Trial Announcement - 

Initiation
Phase I Trial Initiation

Protagonist Therapeutics announced it plans to initiate a 

Phase I trial for PN-232 in inflammatory and 

01/11/2021-06/30/2021
Kiniksa Pharmaceuticals 

Corporation
KNSA Mavrilimumab Giant Cell Arteritis II

Progress Update - 

Development Review
Development Next Steps

Kiniksa will announce next steps for the development of 

mavrilimumab in the first half of 2021.

01/11/2021-06/30/2021
Kiniksa Pharmaceuticals 

Corporation
KNSA KPL-404 Autoimmune Disorders I Trial Data - Final Results Phase I - Final Results

Kiniksa expects to announce final data from the Phase I 

study of KPL-404 in the first half of 2021.

01/11/2021-12/31/2021 Kodiak Sciences Inc. KOD KSI-301

Wet Age-Related Macular 

Degeneration (Wet AMD) 

(Ophthalmology)

II/III
Trial Announcement -  

Dosing Completed

Phase IIb/III DAZZLE - Last 

Patient Visit

Kodiak Sciences lists that they anticipate the last patient 

visit for the Phase IIb/III DAZZLE study of KSI-301 for the 

treatment of wet AMD in 2021.

01/11/2021-12/31/2021 Kodiak Sciences Inc. KOD KSI-301
Diabetic Macular Edema 

(Ophthalmology)
III

Trial Announcement - 

Patient Enrollment 

Completed

Phase III GLIMMER - Patient 

Enrollment Completed

Kodiak Sciences announced that they anticipate to 

complete enrollment in the Phase III GLEAM and GLIMMER 

studies of KSI-301 for the treatment of DME in 2021.

01/11/2021-12/31/2021 Kodiak Sciences Inc. KOD KSI-301
Diabetic Macular Edema 

(Ophthalmology)
III

Trial Announcement - 

Patient Enrollment 

Completed

Phase III GLEAM - Patient 

Enrollment Completed

Kodiak Sciences announced that they anticipate to 

complete enrollment in the Phase III GLEAM and GLIMMER 

studies of KSI-301 for the treatment of DME in 2021.

01/11/2021-12/31/2021 Kodiak Sciences Inc. KOD KSI-301

Macular Edema from Retinal 

Vein Occlusion (RVO) 

(Ophthalmology)

III

Trial Announcement - 

Patient Enrollment 

Completed

Phase III BEACON - Patient 

Enrollment Completed

Kodiak Sciences lists that they anticipate to complete 

enrollment in the Phase III BEACON study of KSI-301 for the 

treatment of RVO in 2021.

01/01/2022-12/31/2022 Kodiak Sciences Inc. KOD KSI-301
Diabetic Macular Edema 

(Ophthalmology)
III

Trial Data - Top-Line 

Results

Phase III GLEAM - Top-Line 

Results	

Kodiak announced that data readouts from the Phase III 

GLEAM and GLIMMER studies of KSI-301 for the treatment 

of DME are expected in 2022.

01/01/2022-12/31/2022 Kodiak Sciences Inc. KOD KSI-601

Dry Age-Related Macular 

Degeneration (Dry 

AMD)/Geographic Atrophy 

Preclinical Regulatory - IND Filing IND Filing
Kodiak Sciences expect to submit an IND filing for KSI-601 

for the treatment of dry AMD in 2022.

01/01/2023-12/31/2023 Kodiak Sciences Inc. KOD KSI-301
Diabetic Retinopathy 

(Ophthalmology)
I

Trial Data - Top-Line 

Results

Phase III GLOW - Top-Line 

Results

Kodiak Sciences anticipates a readout of data from the 

pivotal Phase III GLOW study of KSI-301 in diabetic 

01/01/2023-12/31/2023 Kodiak Sciences Inc. KOD KSI-301
Diabetic Retinopathy 

(Ophthalmology)
I

Regulatory - sNDA/sBLA 

Filing
sBLA Filing (GLOW Study)

Kodiak Sciences anticipates a sBLA filing of KSI-301 in 

diabetic retinopathy using data from the Phase III GLOW 

study in 2023.

01/01/2023-12/31/2023 Kodiak Sciences Inc. KOD KSI-501
Other Ophthalmological 

Indications (Ophthalmology)
Preclinical

Trial Data - Updated 

Results
Phase I/II - Updated Results

Kodiak Sciences anticipates additional readouts of Phase 

I/II data regarding KSI-501 in 2023.

01/01/2023-12/31/2023 Kodiak Sciences Inc. KOD KSI-601

Dry Age-Related Macular 

Degeneration (Dry 

AMD)/Geographic Atrophy 

(Ophthalmology)

Preclinical
Trial Announcement - 

Initiation
Phase I/II - Trial to Start

Kodiak Sciences plans to initiate a Phase I/II study of KSI-

601 for the treatment of dry AMD in 2023.

01/11/2021-12/31/2021 LEO Pharma A/S FB825 Atopic Dermatitis (Eczema) II
Trial Announcement - 

Trial Completion
Phase IIa - Trial Completion

Oneness Biotech announced the company expects to 

complete the Phase IIa clinical trial for atopic dermatitis in 

2021.

01/11/2021-06/30/2021 Medtronic plc MDT
ArcticLine Cardiac 

Cryoablation Catheter
Atrial Fibrillation/Flutter IDE

Regulatory - PMA 

Approval Decision
PMA Approval

Medtronic announced that it expects to receive FDA 

approval in the first half of 2021.

01/11/2021-12/31/2021 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.

01/01/2022-12/31/2022 Microbio Group OB-318
Hepatocellular (Liver) Cancer 

(HCC) (Including Secondary 
IND

Trial Announcement - 

Trial Completion 
Phase II - Trial completion

Oneness Biotech expects the Phase I study to be completed 

in 2022.
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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 

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 

Mirati Therapeutics plans to provide a data update 

regarding 2L+ NSCLC monotherapy data from MRTX849 in 

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-

Mirati Therapeutics expects POC data from the Phase II 

study of MRTX849 in combination with pembrolizumab for 

01/11/2021-12/31/2021 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 

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 

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-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) 

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-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-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.

01/11/2021-12/31/2021 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.

01/11/2021-06/30/2022 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 

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 

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 

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.

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 

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 

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.

01/11/2021-04/30/2021 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 

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-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-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.

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.

01/01/2022-12/31/2022 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 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.

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.

01/01/2023-12/31/2023 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.

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.

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 

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.
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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 

07/01/2021-12/31/2021
Protagonist 

Therapeutics, Inc.
PTGX PTG-300 Thalassemia Suspended

Trial Data - Top-Line 

Results
Preliminary Phase II 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 Completion

Protagonist Therapeutics anticipates completion of the 

Phase II IDEAL trial of PN-943 for Ulcerative Colitis (UC) to 

be completed in 2022.

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.

07/01/2021-12/31/2021 PTC Therapeutics, Inc. PTCT PTC596
Brain Cancer (Malignant 

Glioma; AA and glioblastoma 
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 

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 

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.

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 

01/11/2021-06/30/2021
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.

07/01/2021-12/31/2021 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.

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.

01/11/2021-12/31/2021 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.

01/11/2021-12/31/2021 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.

01/11/2021-06/30/2021 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 

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 

01/11/2021-03/31/2021
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.

09/30/2021-03/31/2022
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.

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.

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.

01/11/2021-12/31/2021
United Therapeutics 

Corporation
UTHR Tyvaso Inhalation System

Pulmonary Arterial 

Hypertension (PAH) and 

Pulmonary Hypertension (PH)

Approved
Regulatory - NDA/BLA 

Filing
NDA 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..

01/11/2021-12/31/2021
United Therapeutics 

Corporation
UTHR RemUnity System

Pulmonary Arterial 

Hypertension (PAH) and 
Approved

Progress Update - 

Product Launch
Commercial launch

United Therapeutics announced it anticipates the 

commercial launch of of its FDA-cleared Remunity for PAH.

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 

01/11/2021-12/31/2021
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.

01/11/2021-12/31/2021
Vertex Pharmaceuticals 

Incorporated
VRTX Trikafta Cystic Fibrosis (CF) Approved

Trial Announcement - 

Patient Enrollment 

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 

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 

01/11/2021-12/31/2021 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.
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01/01/2022-12/31/2022 AbbVie Inc. ABBV Venclexta Multiple Myeloma (MM) III

Regulatory - 

Supplemental Filing 

(Europe)

Suppl EU Filing - R/R MM with 

t(11:14)

Roche plans to file for US/EU approval of Venclexta for the 

treatment of relapsed/refractory patients with t(11;14) 

positive multiple myeloma in 2022 or beyond.

Date Range Delayed (08/04/2020) - Roche plans to file for 

US/EU approval of Venclexta monotherapy and Venclexta + 

carfilzomib for the treatment of relapsed/refractory 

patients with t(11;14) positive multiple myeloma in 2023 

or beyond.Date Range Expedited (01/11/2021) - Roche 

plans to file for approval of Venclexta monotherapy and 

Venclexta + carfilzomib for the treatment of 

relapsed/refractory patients with t(11;14) positive multiple 

myeloma in 2022.

01/01/2022-12/31/2022 AbbVie Inc. ABBV Venclexta Multiple Myeloma (MM) III
Regulatory - sNDA/sBLA 

Filing

sNDA Filing - R/R MM with 

t(11:14)

Roche plans to file for US/EU approval of Venclexta for the 

treatment of relapsed/refractory patients with t(11;14) 

positive multiple myeloma in 2022 or beyond.

Date Range Delayed (08/04/2020) - Roche plans to file for 

US/EU approval of Venclexta monotherapy and Venclexta + 

carfilzomib for the treatment of relapsed/refractory 

patients with t(11;14) positive multiple myeloma in 2023 

or beyond.Date Range Expedited (01/11/2021) - Roche 

plans to file for approval of Venclexta monotherapy and 

Venclexta + carfilzomib for the treatment of 

relapsed/refractory patients with t(11;14) positive multiple 

myeloma in 2022.

Now-03/31/2021 Acceleron Pharma, Inc. XLRN Reblozyl Myelofibrosis (MF) II
Trial Data - Top-Line 

Results

Phase III - INDEPENDENCE - 

Top-Line Results

Bristol-Myers Squibb expects top-line data readouts of the 

pivotal Phase III trial of Reblozyl in 2021.

Date Range Refined (01/11/2021) - Acceleron announced 

trial results from INDEPENDENCE are expected in the first 

quarter of 2021.

06/09/2021-06/17/2021
Agios Pharmaceuticals, 

Inc.
AGIO Mitapivat Thalassemia II

Trial Data - Updated 

Results

Phase II - Updated Results at 

EHA

Agios expects to report the final results from the Phase II 

trial of mitapivat in adults with non-transfusion-dependent 

a- or ß-thalassemia at a medical meeting in 2021.

Date Range Refined (01/11/2021) - Agios announced data 

from the Phase II study of mitapivat for thalassemia will be 

submitted for presentation at EHA 2021.

06/09/2021-06/17/2021
Agios Pharmaceuticals, 

Inc.
AGIO Mitapivat Pyruvate Kinase Deficiency III

Trial Data - Updated 

Results

Phase III ACTIVATE - Updated 

Results at EHA

Agios announced that full results from the Phase III 

ACTIVATE study of mitapivat in PK deficiency will be 

presented at a medical meeting in 2021.

Date Range Refined (01/11/2021) - Agios announced data 

from the ACTIVATE and ACTIVATE-T studies of mitapivat 

for PK deficiency will be submitted to EHA 2021.

04/01/2021-06/30/2021
Agios Pharmaceuticals, 

Inc.
AGIO Mitapivat Pyruvate Kinase Deficiency III

Regulatory - NDA/BLA 

Filing
NDA Filing

Agios announced the Company is focused on advancing the 

Phase III PK deficiency studies in order to submit a new 

drug application in 2021.

Date Range Refined (01/11/2021) - Agios announced a 

NDA filing for mitapivat for NTD adult PK deficiency 

(ACTIVATE) and transfusion dependent adult PK deficiency 

(ACTIVATE-T) is expected in the second quarter of 2021.

07/01/2021-12/31/2021
Agios Pharmaceuticals, 

Inc.
AGIO Mitapivat Thalassemia II

Trial Announcement - 

Initiation

Phase III ENERGIZE - Trial to 

Start

Agios therapeutics announced that it expects to initiate 

pivotal Phase III mitapivat in thalassemia including both a-

and ß-thalassemia as well as transfusion dependent and 

non-transfusion dependent patient populations in 2021.

Date Range Delayed (01/11/2021) - Agios announced a 

pivotal study ENERGIZE for mitapivat in non-transfusion 

dependent adult thalassemia is expected to initiate in the 

second half of 2021.

07/01/2021-12/31/2021
Agios Pharmaceuticals, 

Inc.
AGIO Mitapivat Pyruvate Kinase Deficiency III

Regulatory - MAA 

Submission (Europe)
MAA Submission

Agios Pharmaceuticals announced top-line results from the 

global Phase III ACTIVATE trial of mitapivat in adults with 

pyruvate kinase (PK) deficiency who do not receive regular 

transfusions. The Company plan to announce ACTIVATET 

data in the first quarter of 2021 and expect to file for 

regulatory approval in PK deficiency in both the U.S. and EU 

in 2021 with a potential 2022 commercial launch in both 

geographies.

Date Range Refined (01/11/2021) - Agios announced a 

MAA submission for mitapivat for NTD adult PK deficiency 

(ACTIVATE) and transfusion dependent adult PK deficiency 

(ACTIVATE-T) is expected in the second half of 2021.

Now-12/31/2021
Agios Pharmaceuticals, 

Inc.
AGIO Mitapivat Sickle Cell Anemia I

Trial Announcement - 

Initiation
Phase III - Trial to Start

Agios Pharmaceuticals anticipates to initiate pivotal study 

for mitapivat in SCD in 2021.

New Information (01/11/2021) - Agios announced the 

company plans to finalize a pivotal plan for mitapivat for 

sickle cell disease in the first half of 2021. The company 

plans to initiate the pivotal plan in 2021.

10/01/2021-03/31/2022 Allovir, Inc. ALVR ALVR106 Antiviral - Other Treatments IND
Trial Data - Top-Line 

Results
Phase I/II - Top-Line Results

Allovir expects to have initial results from the Phase I/II 

trial of ALVR106 in 2021.

Date Range Delayed (01/11/2021) - AlloVir reported that 

ALVR IND was cleared in 2020 and the POC basket study of 

ALVR106 is expected to be initiated in 2021. As such we 

await an update on the disclosure of initial data in the time 

frame above.

01/11/2021-06/30/2021 Amgen, Inc. AMGN AMG 510 Colorectal Cancer (CRC) I/II
Trial Data - Updated 

Results

Phase I/II - Updated Results 

(Phase II Portion)

Amgen's single-arm Phase II trials of AMG 510 in both non-

small cell lung cancer (NSCLC) and colorectal cancer (CRC) 

(also part of CodeBreaK 100) are now fully enrolled. The 

potentially registrational Phase II trial in NSCLC is on track 

for data readout later in 2020. The Phase II CRC trial is 

expected to have a data readout in 2021.

Date Range Refined (01/11/2021) - Amgen announced that 

Phase II colorectal cancer data of sotorasib is expected in 

the first half of 2021.

01/01/2022-12/31/2022 AstraZeneca PLC AZN Savolitinib
Non-Small Cell Lung Cancer 

(NSCLC)
II

Trial Data - Top-Line 

Results

Phase II SAVANNAH - Top-

Line Results

Chi-Med announced the primary data completion for the 

SAVANNAH Phase II study of savolitinib is anticipated in 

2021.

Date Range Expedited (01/15/2020) - Hutchison 

MediPharma announced that they expect interim data 

from the Phase II SAVANNAH trial evaluating savolitinib 

with tagrisso late in the second quarter of 2020.Date Range 

Delayed (04/30/2020) - AstraZeneca announced they 

anticipate data from their Phase II SAVANNAH study for 

savolitinib in NSCLC in 2021. Date Range Delayed 

(01/11/2021) - AstraZeneca announced that they expect 

data from their Phase II SAVANNAH study in 2022.

Now-06/30/2021
Atea Pharmaceuticals, 

Inc.
AVIR AT-527 COVID-19 Treatment II

Trial Announcement - 

Initiation

Phase III (Outpatient) - Trial 

Initiation

Atea plans to initiate a Phase III trial of AT-527 in the 

outpatient setting for mild to moderate COVID-19 in the 

first half of 2021.

Date Range Expedited (10/22/2020) - Atea 

Pharmaceuticals announced that the company has entered 

into an agreement with Roche for the exclusive rights to 

research develop and distribute AT-527 for COVID-19 in 

territories outside of the United States. A Phase III clinical 

trial expected to start in first quarter 2021 will explore the 

potential use in patients outside of the hospital 

setting.Date Range Delayed (01/11/2021) - Atea expects to 

initiate its Phase III registrational study of AT-527 in the 

first half of 2021.

07/01/2021-12/31/2021
Atea Pharmaceuticals, 

Inc.
AVIR AT-752

Dengue Fever - Vaccines and 

Treatments
Preclinical

Trial Announcement - 

Initiation
Phase Ib - Trial Initiation

Atea expects to initiate the Phase II trial of AT-752 in adult 

subjects with dengue in the first half of 2021.

Date Range Delayed (01/11/2021) - Atea now expects to 

run a Phase Ib study of AT-752 for dengue fever in South 

East Asia in the second half of 2021.

10/01/2021-03/31/2022
Atea Pharmaceuticals, 

Inc.
AVIR AT-752

Dengue Fever - Vaccines and 

Treatments
Preclinical

Trial Data - Top-Line 

Results
Phase Ib - Top-Line Results

Atea expects to have data from the Phase II trial of AT-752 

in the second half of 2021.

Date Range Delayed (01/11/2021) - Atea now expects to 

run a Phase Ib study of AT-752 for dengue fever in South 

East Asia in the second half of 2021. We expect results to 

be delayed through the first quarter of 2022.

03/01/2021-03/31/2021 AtriCure, Inc. ATRC
Lariat Suture Delivery 

Device
Atrial Fibrillation/Flutter IDE

Trial Announcement - 

Trial Completion

aMAZE - Final Patient Follow-

Up

AtriCure anticipates final patient follow-up for the aMAZE 

trial evaluating the LARIAT Suture Delivery Device for left 

atrial appendage adjunctive to Pulmonary Vein Isolation 

(PVI) catheter ablation for the treatment of persistent and 

long-standing persistent atrial fibrillation in 2021.

Date Range Expedited (01/11/2021) - AtriCure anticipates 

final patient follow-up for the aMAZE trial in March 2021. 

07/01/2021-12/31/2021 AtriCure, Inc. ATRC
Lariat Suture Delivery 

Device
Atrial Fibrillation/Flutter IDE Regulatory - PMA Filing PMA Submission

AtriCure anticipates the final Pre-Market Approval (PMA) 

submission of Lariat Suture Delivery Device for the 

treatment of atrial fibrillation later in 2021.

Date Range Delayed (01/16/2020) - AtriCure announced 

that the company expects Pre-Market Approval (PMA) 

submission of Lariat Suture Delivery Device for the 

treatment of atrial fibrillation in 2022Date Range Expedited 

(01/11/2021) - AtriCure announced that the company 

intends to file for PMA approval in the second half of 2021. 

01/11/2021-12/31/2021 AtriCure, Inc. ATRC
EPi-Sense Coagulation 

Device
Atrial Fibrillation/Flutter PMA

Regulatory - PMA 

Approval Decision

EPi-Sense Afib PMA 

Supplemental Approval

AtriCure announced it has completed enrollment of the full 

cohort of 153 patients in the CONVERGE IDE clinical trial. 

The CONVERGE study’s primary efficacy endpoint is for 

enrolled patients to be atrial fibrillation atrial tachycardia 

and atrial flutter free absent class I and III anti-arrhythmic 

drugs (AADs) except for a previously failed or intolerant 

class I or III anti-arrhythmic drugs with no increase in 

dosage following the 3-month blanking period through the 

12 months’ post procedure follow-up visit. The last patient 

follow-up is expected to be sometime in the third quarter 

of 2019 after which the company will submit final 

documentation to the Food and Drug Administration and 

seek a pre-market approval (PMA). We await an update on 

the PMA approval decision in the time frame above.

Date Range Delayed (01/16/2020) - AtriCure announced 

that the company has submitted the final PMA module for 

its premarket approval application of the EPi-Sense 

Coagulation device for the treatment of atrial fibrillation to 

the FDA. As such we await an update on PMA approval 

decision in the time frame above.Date Range Delayed 

(12/16/2020) - AtriCure announced the last pre-market 

approval (PMA) module was submitted in December 2019. 

Throughout 2020 they have conducted several meetings 

with FDA as they review the PMA submission and they 

continue to actively work with FDA to complete the 

regulatory process. Recently they submitted responses to 

FDA seeking PMA approval of the EpiSense system for an 

indication for treatment of symptomatic drug-refractory 

long standing persistent atrial fibrillation when augmented 

with an endocardial ablation catheter. AtriCure is currently 

waiting for feedback from FDA. We await an update on 

approval through the time frame above.Date Range 

Delayed (01/11/2021) - Atricure announced that the 

company has had positive interaction with the FDA on the 

submission for EPi-Sense and expects to receive approval in 

2021. 
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07/01/2022-12/31/2022
Basilea Pharmaceutica 

Ltd.
BSLN Zeftera

Septicemia or Bacteremia 

(Antibacterial, including 

Endocarditis)

III
Trial Data - Top-Line 

Results

Phase III ERADICATE - Top-

Line Results

Basilea announced that ERADICATE which compares 

ceftobiprole to daptomycin with or without aztreonam in 

the treatment of patients with Staphylococcus aureus 

bacteremia (SAB) is ongoing and topline results are 

expected in the second half of 2021.

New Information (01/11/2021) - Basilea announced that 

ERADICATE which compares ceftobiprole to daptomycin 

with or without aztreonam in the treatment of patients 

with Staphylococcus aureus bacteremia (SAB) is ongoing 

and topline results are expected in the second half of 2022.

10/01/2021-12/31/2021
BioMarin Pharmaceutical 

Inc.
BMRN Vosoritide Achondroplasia NDA

Progress Update - 

Product Launch (U.S.)
Product Launch (U.S.)

BioMarin Pharmaceutical announced that they expect to 

launch vosoritide for the treatment of achondroplasia in 

2021 pending submission of global marketing applications 

in 2020.

Date Range Refined (01/11/2021) - BioMarin 

Pharmaceutical announced that they expect to launch 

vosoritide for the treatment of achondroplasia in the 

fourth quarter of 2021.

10/01/2021-12/31/2021
BioMarin Pharmaceutical 

Inc.
BMRN Vosoritide Achondroplasia NDA

Progress Update - 

Product Launch (Europe)
Product Launch (Europe)

BioMarin Pharmaceutical announced that they expect to 

launch vosoritide for the treatment of achondroplasia in 

2021 pending submission of global marketing applications 

in 2020.

Date Range Refined (01/11/2021) - BioMarin 

Pharmaceutical announced that they expect to launch 

vosoritide for the treatment of achondroplasia in the 

fourth quarter of 2021.

Now-12/31/2021 BioNTech SE BNTX BNT111 Melanoma
Development 

Outside U.S.

Trial Announcement - 

Initiation

Registrational Phase III - Trial 

Initiation

BioNTech expects to initiate a registrational Phase III trial 

of BNT111 in metastatic melanoma patients in the second 

half of 2020.

Date Range Delayed (12/28/2020) - As such we await an 

update.Date Range Delayed (01/11/2021) - BioNTech 

expects to progress BNT111 into randomized Phase II trial 

in 2021. As such we await further guidance on 

registrational Phase III studies through the rest of 2021.
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Now-12/31/2021 BioNTech SE BNTX BNT211 Solid Tumors Preclinical
Trial Announcement - 

Initiation
Phase I/II -  Trial to Start

BioNTech intends to initiate a first-in-human Phase I/II 

clinical trial for BNT211 in 2020 in solid tumors including 

ovarian testicular uterine and lung cancer.

Date Range Refined (01/15/2020) - BioNTech announced 

that the company plans to start a Phase I/II clinical trial of 

BNT211 for the treatment of solid tumors during the first 

half of 2020.Date Range Delayed (05/12/2020) - BioNTech 

announced that they expect initiation of a Phase I/IIa trial 

evaluating BNT211 in the treatment of multiple solid 

tumors (CLDN6)  in the second half of 2020.Date Range 

Delayed (12/28/2020) - As such we await an update.Date 

Range Delayed (01/11/2021) - BioNTech announced that 

they expect initiation of a Phase I/IIa trial evaluating 

BNT211 in the treatment of multiple solid tumors (CLDN6) 

in 2021.

Now-12/31/2021 BioNTech SE BNTX BNT141 Solid Tumors Preclinical
Trial Announcement - 

Initiation
Phase I - Trial Initiation

BioNTech announced that the company expects to begin a 

Phase I clinical trial of BNT141 in the second half of 2020.

Date Range Delayed (12/28/2020) - As such we await an 

update.Date Range Delayed (01/11/2021) - BioNTech 

announced that the company expects to begin a Phase I 

first in human clinical trial of BNT141 in 2021.

07/01/2021-09/30/2021 BridgeBio Pharma, Inc. BBIO Encaleret Hypoparathyroidism II
Trial Data - Top-Line 

Results
Phase IIb - Top-Line Results

BridgeBio Pharma completed the submission of an 

Investigational New Drug (IND) application to the US Food 

and Drug Administration in late 2019 to support initial 

development of encaleret. Data of the Phase IIb study of 

encaleret in ADH1 is expected in 2021.

Date Range Refined (01/11/2021) - BridgeBio Pharma 

expects data from the Phase IIb study of encaleret in ADH1 

in the third quarter of 2021.

10/01/2021-03/31/2022 BridgeBio Pharma, Inc. BBIO BBP-631
Congenital Adrenal 

Hyperplasia (CAH)
Preclinical

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.

Date Range Delayed (01/11/2021) - BridgeBio expects 

Phase I data from its Phase I study of BBP-631 in congenital 

adrenal hyperplasia in either the fourth quarter of 2021 or 

the first quarter of 2022.

09/01/2021-04/30/2022 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.

Date Range Delayed (01/11/2021) - BridgeBio Pharma 

expects data from its Phase II study of its COL7 

replacement for RDEB in late 2021 or early 2022.

07/01/2021-12/31/2021
Bristol Myers Squibb 

Company
BMY BMS-986165 Ulcerative Colitis (UC) II

Trial Data - Top-Line 

Results

Phase II - LATTICE-UC - Top-

Line Results

Bristol-Myers Squibb expects data of the Phase II LATTICE-

UC trial of BMS-986165 for the treatment of ulcerative 

colitis (UC) in 2021.

Date Range Refined (01/11/2021) - Bristol Myers Squibb 

announced the Phase II proof of concept data is expected 

in the second half of 2021.

01/11/2021-12/31/2021
Bristol Myers Squibb 

Company
BMY BMS-986165 Psoriasis III

Trial Announcement - 

Initiation

Phase III IM011-065 - Trial to 

Start (China)

Bristol-Myers Squibb announced they anticipate the 

initiation of their Phase III IM011-065 study in China in 

2022.

Date Range Expedited (01/11/2021) - Bristol-Myers Squibb 

announced they expect the initiation of a Phase III study of 

BMS-986165 for PsA to initiate in 2021.

01/01/2022-12/31/2022
Bristol Myers Squibb 

Company
BMY BMS-986177 Ischemic Stroke II

Trial Data - Top-Line 

Results

Phase II - AXIOMATIC-SSP - 

Top-Line Results

Bristol-Myers Squibb expects data of the Phase II 

AXIOMATIC-SSP trial of BMS-986177 for secondary stroke 

prevention in 2021.

Date Range Delayed (01/11/2021) - Bristol-Myers Squibb 

expects data of the Phase II AXIOMATIC-SSP trial in 2022.

04/01/2021-09/30/2021
Censa Pharmaceuticals 

Inc.
PTC-923 Phenylketonuria (PKU) II

Trial Announcement - 

Initiation
Phase III Trial to initiate

PTC Therapeutics announced that the Phase III study of 

PTC923 for patients with phenylketonuria (PKU) is 

expected to initiate in 2021.

Date Range Refined (11/02/2020) - PTC Therapeutics 

announced that the Phase III study of PTC923 for patients 

with phenylketonuria (PKU) is expected to initiate in first 

quarter of 2021.Date Range Delayed (01/11/2021) - PTC 

announced they plan to initiate the Phase III APHENITY trial 

a global registrationaltrial of PTC923 for Phenylketonuria in 

mid-2021.

07/01/2021-12/31/2021 Coherus BioSciences, Inc. CHRS IBI305
Non-Small Cell Lung Cancer 

(NSCLC)

Approved in other 

than U.S./E.U.

Regulatory - Biosimilar 

351(k) Filing
Biosimilar 351(k) BLA Filing

Coherus BioSciences plans to file a Biologics License 

Application (BLA) for Innovent’s biosimilar candidate to 

Avastin with the U.S. Food and Drug Administration (FDA) 

in late 2020 or early 2021 depending on FDA interaction 

timing and to launch directly upon approval.

Date Range Delayed (09/04/2020) - Coherus announced 

the company plans to advance the Company’s biosimilar 

candidate to Avastin (bevacizumab) in-licensed from 

Innovent toward an expected 351(k) BLA submission with 

the U.S. FDA in 2021 depending on the outcome and the 

timing of required interactions with the FDA in completing 

a three-way pharmacokinetic (PK) study as well as 

completing additional analytical similarity exercises.Date 

Range Refined (01/11/2021) - Coherus BioSciences BLA 

filing for the Avastin biosimilar is projected in the second 

half of 2021.

01/11/2021-12/31/2021 Editas Medicine EDIT EDIT-101
Leber's Congenital Amaurosis 

(Ophthalmology) 
I/II

Trial Data - Top-Line 

Results
Phase I/II - Top-Line Results

Editas announced that the Phase I/II trial of EDIT-101 for 

LCA has the potential for data by the end of 2020.

Date Range Delayed (12/16/2020) - The company has not 

announced an update on the timeline for results for the 

Phase I/II EDIT-101 study for LCA. As such we await an 

update in the date range above.Date Range Delayed 

(01/11/2021) - Editas plans to share initial clinical data 

from the BRILLIANCE trial of EDIT 101 by the end of 2021.

10/01/2021-12/31/2021 Eidos Therapeutics, Inc. EIDX AG10

Transthyretin Amyloid 

Cardiomyopathy (ATTR-CM, 

Wild Type Or Hereditary)

III
Trial Data - Top-Line 

Results

Phase III ATTRibute-CM - Top-

Line Results Part A

Eidos announced that the company expects to report the 

six-minute walk distance data from part A of the Phase III 

study of AG10 in patients with transthyretin amyloid 

cardiomyopathy (ATTR-CM) in the first half of 2021.

Date Range Delayed (11/18/2019) - BridgeBio announced 

the company expects to complete enrollment for Part A of 

the Phase III ATTRibute-CM trial in the second half of 2020 

with top-line data expected in 2021.Date Range Delayed 

(08/11/2020) - BridgeBio Pharma announced that the 

company plans to complete enrollment in the Phase III 

ATTRibute-CM study of AG10 in ATTR cardiomyopathy 

(ATTR-CM) in the first half of 2021 with topline data 

expected in the first half of 2022.Date Range Refined 

(10/05/2020) - BridgeBio announced that Part A topline 

results of the Phase III ATTRibute-CM study of AG10 in 

ATTR cardiomyopathy are expected in late 2021 or early 

2022.Date Range Refined (01/11/2021) - BridgeBio expects 

topline results from the Phase III ATTRibute-CM study of 

AG10 in ATTR cardiomyopathy in the fourth quarter of 

2021.

01/11/2021-06/30/2021 Eli Lilly and Company LLY Olumiant Alopecia Areata III
Trial Data - Top-Line 

Results

Phase III BRAVE-AA2 - Top-

Line Results

Eli Lilly expects to have data from the Phase III program of 

baricitinib for alopecia areata in 2021.

Date Range Refined (01/11/2021) - Incyte expects to have 

results from a Phase III trial of baricitinib for alopecia 

areata in the first half of 2021.

07/01/2021-12/31/2021 Eli Lilly and Company LLY Olumiant
Systemic Lupus Erythematosus 

(SLE)
III

Trial Data - Top-Line 

Results
Phase III - Top-Line Results

Eli Lilly expects to have results from a Phase III trial of 

baricitinib for systemic lupus erythematosus in 2021.

Date Range Refined (01/11/2021) - Incyte expects to have 

results from a Phase III trial of baricitinib for systemic lupus 

erythematosus in the second half of 2021.

Now-12/31/2021
Emergent BioSolutions, 

Inc.
EBS FLU-IG Seasonal Influenza Vaccines II

Trial Announcement - 

Initiation
Phase III Study to Start

Emergent Biosolutions anticipates the initiation of a Phase 

III study of FLU-IG in 2019.

Date Range Delayed (04/27/2019) - Emergent Biosolutions 

anticipates the initiation of a Phase III study of FLU-IGIV in 

2020.Date Range Delayed (12/18/2020) - Emergent 

Biosolutions has not provided an update we look for an 

update in Q1 2021. Date Range Delayed (01/11/2021) - 

Emergent expects a Phase III initiation of Flu-IGIV in 2021.

01/11/2021-04/30/2021
EpimAb Biotherapeutics, 

Inc.
EMB-02 Solid Tumors IND

Trial Announcement - 

Initiation
Clinical Trial to Start

EpimAb announced that it has received “STUDY MAY 

PROCEED” letter from the U.S. Food and Drug 

Administration (FDA) on an Investigational New Drug (IND) 

application for the company’s second therapeutic 

development candidate EMB-02. The application was 

submitted to the FDA to investigate the treatment of solid 

tumors with EpimAb’s novel bispecific antibody. We await 

an initiation update in the time frame listed above.

Date Range Delayed (12/21/2020) - A Phase I/II trial of 

EMB-02 a Bi-specific antibody against PD-1 and LAG-3 in 

patients with advanced solid tumors is still not yet 

recruiting. As such we continue to await an update in the 

date range above. Date Range Delayed (01/11/2021) - 

EpimAb Biotherapeutics expects the initiation of the Phase 

I/II trial in early 2021.

Now-12/31/2021 Forty Seven Inc. FTSV Magrolimab
Diffuse Large B-Cell Lymphoma 

(DLBCL) - NHL
I/II

Trial Data - Top-Line 

Results

Registrational Trial - Top-Line 

Results

Forty Seven announced that the company will present 

initial data from the single-arm registration-enabling trial 

evaluating the combination of magrolimab and rituximab in 

heavily pre-treated relapsed or refractory DLBCL patients 

who have failed at least two prior lines of therapy in the 

fourth quarter of 2020.

Date Range Delayed (12/27/2020) - Forty Seven has not 

provide information regarding initial data from the single-

arm registration-enabling trial evaluating the combination 

of magrolimab and rituximab in heavily pre-treated 

relapsed or refractory DLBCL patients who have failed at 

least two prior lines of therapy. As such we continue to 

await an update in the date range above.Date Range 

Delayed (01/11/2021) - Gilead announced they anticipate 

a Phase Ib/II interim data read out in 3L+ DLBCL in 2021.

07/01/2021-12/31/2021 Gilead Sciences, Inc. GILD Lenacapavir HIV / AIDS II/III
Regulatory - NDA/BLA 

Filing
NDA Filing

Gilead Sciences announced that the company expects an 

NDA submission with the FDA for approval of lenacapavir 

in the heavily treatment experienced (HTE) HIV/AIDS 

population in 2021.

Date Range Refined (01/11/2021) - Gilead announced they 

plan to submit an NDA to the FDA for Lenacapavir for the 

treatment of HIV in the second half of 2021.

07/01/2021-12/31/2021 Gilead Sciences, Inc. GILD Lenacapavir HIV / AIDS II/III
Trial Data - Top-Line 

Results

Phase II CALIBRATE - Top-Line 

Results

Gilead lists Phase II CALIBRATE naive data for lenacapavir 

capsid inhibitor in HIV/AIDS is expected in 2021.

Date Range Refined (01/11/2021) - Gilead announced that 

they expect data from their Phase II study of lenacapavir 

for HIV in the second half of 2021.

Now-12/31/2021 Gilead Sciences, Inc. GILD Lenacapavir HIV / AIDS II/III
Trial Announcement - 

Initiation
Phase I PrEP - Trial to Start

Gilead announced a Phase I trial of their capsid inhibitor for 

the treatment of PrEP HIV is expected to initiate in the first 

half of 2020.

Date Range Delayed (04/30/2020) - Gilead announced a 

Phase I trial of their capsid inhibitor for the treatment of 

PrEP HIV is expected to initiate in the second half of 

2020.Date Range Delayed (12/18/2020) - We await an 

update through the first half of 2021.Date Range Delayed 

(01/11/2021) - Gilead announced they plan to initiate 

multiple Phase I studies for the prevention of HIV infection 

in 2021. 
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07/01/2021-12/31/2021 H. Lundbeck A/S LUN Lu AF82422 Parkinson's Disease (PD) I
Trial Announcement - 

Initiation

Phase II - Trial to Start 

(Synucleinopathies)

Lundbeck is planning to initiate a Phase II trial of Lu 

AF82422 in  synucleinopathies in mid 2021.

Date Range Refined (01/11/2021) - Lundbeck announced 

that they plan to commence Phase II for Lu AF82422 for 

the treatment of Parkinson's disease in the second half of 

2021.

01/11/2021-06/30/2021
Hutchison China 

MediTech Limited
HCM Surufatinib Biliary Tract Cancer I/II

Trial Data - Top-Line 

Results
Phase IIb/III - Top-Line Results 

Hutchison MediPharma announced that they expect an 

interim analysis for the Phase IIb/III study of surufatinib 

based on the first 80 patients in the middle of 2020.

Date Range Delayed (09/30/2020) - Hutchison 

MediPharma has not provided any update on an interim 

analysis for the Phase IIb/III study of surufatinib based on 

the first 80 patients. As such we await an update in the 

time frame above.New Information (10/15/2020) - 

Hutchison MediPharma announced that Phase II/III 

underway withinterim analysis (POC) in late 2020.Date 

Range Delayed (12/29/2020) - we continue to await an 

update in the date range above.Date Range Delayed 

(01/11/2021) - Hutchison Chi-Med expects to have Phase 

II/III results from Surufatinib for second-line treatment of 

biliary tract cancer in the first half of 2021.

07/01/2021-12/31/2021 Immunomedics, Inc. IMMU Trodelvy Breast Cancer Approved
Trial Data - Top-Line 

Results

Phase III TROPICS-02 

(HR+/HER2- MBC) - Topline 

Results

Gilead announced that the company anticipates an ORR 

and DoR readout of the Phase III TROPICS-02 trial of 

Trodelvy in breast cancer during the first half of 2021.

Date Range Delayed (01/11/2021) - Gilead announced they 

anticipate results from their Phase III study of Trodelvy for 

breast cancer in the second half of 2021. 

01/11/2021-06/30/2021 Incyte Corporation INCY Ruxolitinib Cream Vitiligo III
Trial Data - Top-Line 

Results

Phase III - TRuE-V1 - Top-Line 

Results

Incyte announced that results from the Phase III studies of 

ruxolitinib cream for vitiligo TRuE-V1 and TRuE-V2 are 

expected in 2021.

Date Range Refined (01/11/2021) - Incyte announced that 

results from the Phase III studies of ruxolitinib cream for 

vitiligo TRuE-V1 and TRuE-V2 are expected in the first half 

of 2021.
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01/11/2021-06/30/2021 Incyte Corporation INCY Ruxolitinib Cream Vitiligo III
Trial Data - Top-Line 

Results

Phase III - TRuE-V2 - Top-Line 

Results

Incyte announced that results from the Phase III studies of 

ruxolitinib cream for vitiligo TRuE-V1 and TRuE-V2 are 

expected in 2021.

Date Range Refined (01/11/2021) - Incyte announced that 

results from the Phase III studies of ruxolitinib cream for 

vitiligo TRuE-V1 and TRuE-V2 are expected in the first half 

of 2021.

07/01/2021-12/31/2021 Incyte Corporation INCY Jakafi Myelofibrosis (MF) Approved
Trial Announcement - 

Initiation

Phase III POC - Trial to Start 

(w/INCB57643)

Novartis announced that they expect to initiate a Phase III 

combination trial for Jakavi in myelofibrosis in 2021.

Date Range Delayed (01/11/2021) - Incyte announced that 

they expect to initiate a proof of concept trial of ruxolitinib 

+ INCB57643 (BET) in myelofibrosis (MF) in the second half 

of 2021.

07/01/2021-12/31/2021 Incyte Corporation INCY Ruxolitinib Cream Vitiligo III
Regulatory - sNDA/sBLA 

Filing
sNDA Filing

Incyte Corporation announced that the company 

anticipates a sNDA submission of ruxolitinib cream for the 

treatment of vitiligo in 2021.

Date Range Refined (01/11/2021) - Incyte Corporation 

announced that the company anticipates filing the sNDA of 

ruxolitinib cream for the treatment of vitiligo in the second 

half of 2021.

2/11/2021
Infinity Pharmaceuticals, 

Inc.
INFI Eganelisib Bladder Cancer II

Trial Data - Top-Line 

Results

Phase II MARIO-275 - Top-

Line Results at ASCO GU

Infinity announced the Company expects data from the 

Phase II MARIO-275 study of IPI-549 combined with Opdivo 

in I/O naïve urothelial cancer patients by mid-2021.

Date Range Refined (01/16/2020) - Infinity announced 

MARIO-275 enrollment completion is expected to occur in 

2020 and data is expected in mid-2021.Date Range 

Expedited (01/06/2021) - Infinity will be presenting the 

MARIO-275 data at a major medical meeting in Q1 

2021.Exact Date (01/11/2021) - Infinity Pharmaceuticals 

will be presenting data from MARIO-275 on the first day of 

the American Society of Clinical Oncology (ASCO) 2021 

Genitourinary Cancers Symposium. The abstract entitled 

Preliminary analysis of a phase II multicenter randomized 

active-control study to evaluate the efficacy and safety of 

eganelisib (IPI-549) in combination with nivolumab 

compared to nivolumab monotherapy in patients with 

advanced urothelial carcinoma will be presented on 

February 11 2021.

Now-12/31/2021 Insulet Corporation PODD Omnipod 5 Diabetes Mellitus, Type I IDE
Progress Update - 

Product Launch
Product Launch

Insulet plans to launch the OmniPod Horizon Artificial 

Pancreas in late 2019 or early 2020 pending successful 

completion of the pivotal trials.

Date Range Expedited (01/09/2017) - Insulet announced 

that the company expects to launch the Horizon 

Automated Glucose Control System in 2018 or by year-end 

2019. Date Range Refined (05/31/2017) - Insulet 

announced that the company is on track to launch the 

Horizon in the United States in 2019. Date Range Delayed 

(11/02/2018) - Insulet announced that it expects the 

Omnipod Horizon System to be on the market in the 

second half of 2020.Date Range Refined (01/14/2020) - 

Insulet plans to launch the Omnipod Horizon System in the 

second half of 2020.Date Range Delayed (03/02/2020) - 

Insulet announced that it plans to pause the pivotal study 

of the Omnipod Horizon Automated Glucose Control 

System to correct a software anomaly. The Company 

expects the updated software will be available by the end 

of April 2020. The study pause will impact the timing of 

bringing Horizon to market which is now anticipated to 

happen in early 2021.Date Range Delayed (06/05/2020) - 

Insulet Corporation announced it has resumed its pivotal 

study of Omnipod Powered by Horizon. The Company 

paused the study in March 2020. Insulet expects to 

commercialize Omnipod Powered by Horizon in the U.S. in 

the first half of 2021 pending clearance by the FDA.Date 

Range Delayed (01/11/2021) - Dexcom announced that it 

anticipates integrating with the Horizon system in 2021. 

01/11/2021-02/28/2021 Karyopharm Therapeutics KPTI Xpovio Multiple Myeloma (MM) Approved
Regulatory - CHMP 

(European Panel) Results
CHMP Opinion

Karyopharm Therapeutics announced that it has submitted 

a Marketing Authorization Application (MAA) to the 

European Medicines Agency (EMA) for selinexor the 

Company’s first-in-class oral Selective Inhibitor of Nuclear 

Export (SINE) compound requesting conditional approval 

for the treatment of patients with relapsed or refractory 

multiple myeloma (MM) who have received at least three 

prior lines of therapy and whose disease is refractory to at 

least one proteasome inhibitor (PI) one 

immunomodulatory agent (IMiD) and one anti-CD38 

monoclonal antibody (mAb) and to their most recent 

treatment regimen (penta-refractory MM). Karyopharm 

also announced that the selinexor MAA has been granted 

accelerated assessment by the EMA’s Committee for 

Medicinal Products for Human Use (CHMP). 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 July and September 2019.

Date Range Delayed (08/13/2019) - On July 9 2019 the 

European Medicines Agency (EMA) reported that selinexor 

is no longer being reviewed under EMA’s accelerated 

assessment program. 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 2019 and April 

2020.Date Range Delayed (04/30/2020) - We await an 

update.Date Range Delayed (06/23/2020) -  In January 

2020 Karyopharm was granted a three-month extension 

from the EMA’s Committee for Medicinal Products for 

Human Use (CHMP) to provide additional time to respond 

to the outstanding questions from the MAA primarily re-

monitoring certain clinical data. Due to the COVID-19 

pandemic and the resulting disruption at many clinical sites 

re-monitoring activities requested by CHMP remain 

ongoing. The company now expects to be able to respond 

to CHMP in mid-2020 and to receive a decision on the 

selinexor MAA by late-2020.Date Range Delayed 

(08/04/2020) - Due to the COVID-19 pandemic and the 

resulting disruption at many clinical sites re-monitoring 

activities requested by CHMP have delayed the review 

timelines in Europe. Karyopharm expects to submit the 

requested re-monitoring data in the third quarter of 2020 

and the company expects to receive an opinion from CHMP 

03/01/2021-04/30/2021 Karyopharm Therapeutics KPTI Xpovio Multiple Myeloma (MM) Approved
Regulatory - Approval 

Decision (Europe)
European Approval Decision

Karyopharm Therapeutics announced that it has submitted 

a Marketing Authorization Application (MAA) to the 

European Medicines Agency (EMA) for selinexor the 

Company’s first-in-class oral Selective Inhibitor of Nuclear 

Export (SINE) compound requesting conditional approval 

for the treatment of patients with relapsed or refractory 

multiple myeloma (MM) who have received at least three 

prior lines of therapy and whose disease is refractory to at 

least one proteasome inhibitor (PI) one 

immunomodulatory agent (IMiD) and one anti-CD38 

monoclonal antibody (mAb) and to their most recent 

treatment regimen (penta-refractory MM). Karyopharm 

also announced that the selinexor MAA has been granted 

accelerated assessment by the EMA’s Committee for 

Medicinal Products for Human Use (CHMP). 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.

Date Range Delayed (08/13/2019) - On July 9 2019 the 

European Medicines Agency (EMA) reported that selinexor 

is no longer being reviewed under EMA’s accelerated 

assessment program. 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 

from submission date.Date Range Refined (01/14/2020) - 

Karyopharm announced the company expects a MAA 

decision in Europe for Xpovio in early 2020.Date Range 

Delayed (02/13/2020) - In January 2020 Karyopharm was 

granted a three-month extension from the EMA’s 

Committee for Medicinal Products for Human Use to 

provide additional time to respond to the outstanding 

questions related to the MAA. The Company expects a 

decision on the selinexor MAA in mid-2020.Date Range 

Delayed (06/23/2020) - Karyopharm now expects to be 

able to respond to CHMP in mid-2020 and to receive a 

decision on the selinexor MAA by late-2020.Date Range 

Delayed (08/04/2020) - Due to the COVID-19 pandemic 

and the resulting disruption at many clinical sites re-

monitoring activities requested by CHMP have delayed the 

review timelines in Europe. Karyopharm expects to submit 

the requested re-monitoring data in the third quarter of 

2020 and the company expects to receive an opinion from 

CHMP with respect to the Xpovio MAA before the end of 

2020. We expect an update on European approval in late 

2020 or the first quarter of 2021.Date Range Refined 

(11/09/2020) - Karyopharm announced the company 
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05/01/2021-09/30/2021 Karyopharm Therapeutics KPTI Xpovio Multiple Myeloma (MM) Approved

Regulatory - 

Supplemental Filing 

(Europe)

Supplemental European Filing

Karyopharm announced they plan to submit a Marketing 

Authorization Application to the European Medicines 

Agency requesting approval for XPOVIO in combination 

with Velcade and low dose dexamethasone as a new 

treatment for patients with previously treated multiple 

myeloma later in 2020.

Date Range Delayed (12/24/2020) - Karyopharm has not 

provided information regarding submission of Marketing 

Authorization Application to the European Medicines 

Agency requesting approval for XPOVIO in combination 

with Velcade and low dose dexamethasone as a new 

treatment for patients with previously treated multiple 

myeloma. As such we continue to await an update in the 

date range above.Date Range Delayed (01/11/2021) - 

Based on ongoing discussions with CHMP Karyopharm 

expects a final opinion on the MAA requesting conditional 

approval for patients with heavily treated multiple 

myeloma by February 2021. 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 an EU approval decision through April 

2021. Following receipt of CHMP's opinion Karyopharm 

now expects to submit a second MAA based on data from 

the BOSTON study shortly thereafter. We await the filing 

through mid-2021.

01/11/2021-12/31/2021 Kodiak Sciences Inc. KOD KSI-301
Diabetic Retinopathy 

(Ophthalmology)
I

Trial Announcement - 

Initiation
Phase III GLOW - Trial to Start

Kodiak Sciences announced that the company expects 

pivotal studies of KSI-301 in RVO DME and NPDR to begin 

recruitment in 2020.

Date Range Delayed (12/20/2020) - Kodiak has not 

provided any new update on the trial initiation of a Phase 

III trial of KSI-301. As such we continue to await an update 

in the time frame above.Date Range Delayed (01/11/2021) 

- Kodiak Sciences anticipates to initiate the Phase III GLOW 

study of KSI-301 for the treatment of non-proliferative 

diabetic retinopathy (NPDR) in 2021. 

01/01/2022-12/31/2022 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.

Date Range Delayed (01/11/2021) - Kodiak announced that 

data readout from the Phase III BEACON study of KSI-301 

for the treatment of RVO are expected in 2022.

01/01/2022-12/31/2022 Kodiak Sciences Inc. KOD KSI-301
Diabetic Macular Edema 

(Ophthalmology)
III

Trial Data - Top-Line 

Results

Phase III GLIMMER - Top-Line 

Results

Kodiak expects updated interim data of its DME Phase III 

clinical trial of KSI-301 in 2021.

Date Range Delayed (01/11/2021) - Kodiak announced that 

data readouts from the Phase III GLEAM and GLIMMER 

studies of KSI-301 for the treatment of DME are expected 

in 2022.

01/11/2021-01/31/2021 Medtronic plc MDT MiniMed 780G Diabetes Mellitus, Type I
Approved in 

Europe
Regulatory - PMA Filing PMA Filing

Medtronic announced that a FDA submission for MiniMed 

780G is forthcoming. We await an update in early 2020.

Date Range Delayed (04/30/2020) - We await an 

update.Date Range Delayed (07/02/2020) - Data from the 

pivotal study will be submitted as part of a future 

Premarket Approval (PMA) application to the U. S. Food 

and Drug Administration (FDA) for commercial approval of 

the MiniMed 780G system in the U.S. In the United States 

the MiniMed 780G system is investigational use only and 

not approved for sale or distribution. As such we await an 

update in date range above.Date Range Delayed 

(09/29/2020) - The company has not provided an update 

on the PMA filing for their MiniMed 780G for the 

treatment of type I diabetes. As such we continue to await 

an update in the date range above.Date Range Delayed 

(12/28/2020) - The company has not provided an update 

on the PMA filing for their MiniMed 780G for the 

treatment of type I diabetes. As such we continue to await 

an update in the date range above.Date Range Expedited 

(01/11/2021) - Medtronic announced that it expects to 

submit 780G to US FDA inJanuary 2021.

01/11/2021-06/30/2021 Medtronic plc MDT DiamondTemp System Atrial Fibrillation/Flutter IDE
Regulatory - PMA 

Approval Decision
U.S. Approval

Medtronic expects to have U.S. FDA approval for 

DiamondTemp Ablation system in the second half of fiscal 

year 2021. We await an update in the time frame above.

Date Range Delayed (01/11/2021) - Medtronic announced 

it anticipates receiving FDA approval in the first half of 

2021. 

7/16/2021 Merck & Co., Inc. MRK V114

Pneumococcal (Streptococcus 

pneumoniae) Vaccines 

(Antibacterial)

BLA

Regulatory - 

PDUFA/Approval 

Decision (US)

PDUFA for BLA - First Review

Merck announced the company has submitted applications 

to the U.S. Food and Drug Administration (FDA) and 

European Medicines Agency (EMA) for licensure of V114 

Merck’s investigational 15-valent pneumococcal conjugate 

vaccine for use in adults 18 years of age and older. Based 

on a standard 12-month original BLA filing under PDUFA VI 

guidelines the PDUFA decision should occur on November 

23 2021.

Exact Date (01/11/2021) - Merck & Co. announced that the 

U.S. FDA accepted and granted priority review to the 

company's BLA for V114 for use in adults 18 years of age 

and older. The PDUFA date is set to July 18 2021. As this 

date falls on a weekend we expect the PDUFA decision on 

the Friday before.

04/01/2021-06/30/2021 Merck KGaA MKKGY Bavencio
Non-Small Cell Lung Cancer 

(NSCLC)
III

Trial Data - Top-Line 

Results

Phase III JAVELIN Lung 100 - 

Top-Line Results

Pfizer expects the first-line lung cancer study with 

avelumab to report data in 2017.

Date Range Delayed (03/14/2017) - The Phase III JAVELIN 

Lung 100 study of Avelumab for the treatment of first-line 

non-small cell lung cancer is expected to read out data for 

the primary outcome measure in April 2019.Date Range 

Delayed (01/07/2019) - Merck noted at the 2019 J.P. 

Morgan Health Care Conference that the Phase III read-out 

for Bavencio in 1L NSCLC is now expected in late 2019.Date 

Range Delayed (12/31/2019) - We continue to await an 

update on top-line Phase III read-out for Bavencio in 1L 

NSCLC in the time frame above.Date Range Delayed 

(01/13/2020) - Merck KGaA announced that the top-line 

Phase III read-out for Bavencio in 1L NSCLC is expected in 

the second half of 2020.Date Range Delayed (08/07/2020) - 

 Merck reported that in-house availability of Phase III data 

for Bavencio in first line NSCLC is expected in the first half 

of 2021.Date Range Refined (01/11/2021) - Merck 

reported that in-house availability of Phase III data is 

expected in the second quarter of 2021

01/11/2021-12/31/2021 MorphoSys AG MOR Monjuvi

Chronic Lymphocytic Leukemia 

(CLL)/Small Cell Lymphocytic 

Lymphoma (SLL) - NHL

II
Trial Announcement - 

Initiation

Combination w/Parsaclisib - 

Study to Start

Incyte Corporation announced that they expect a dose 

escalation and expansion study evaluating tafasitamab in 

combiantion with parsaclisib for the treatment of 

relapsed/refractory non-Hodgin's lymphoma and chronic 

lymphocytic leukemia including prior anti-CD20 therapy to 

start in 2020.

Date Range Delayed (12/18/2020) - We continue to await 

an update in the above time frame.Date Range Delayed 

(01/11/2021) - Incyte Corporation announced that they 

expect to initiate a study of tafasitamab in combination 

with parsaclisib for the treatment of relapsed/refractory 

non-Hodgin's lymphoma and chronic lymphocytic leukemia 

on 2021.

07/01/2021-12/31/2021 Nektar Therapeutics NKTR Bempegaldesleukin
Non-Small Cell Lung Cancer 

(NSCLC)
I/II

Trial Data - Top-Line 

Results

Phase I/II PROPEL - Top-Line 

Results

Nektar announced that it anticipates to present entire 

patient dataset from PROPEL clinical trial of NKTR-214 with 

atezolizumab or pembrolizumab in patientswith bladder 

and non-small cell lung cancer during the second half of 

2018.

Date Range Delayed (12/31/2018) - We await an 

update.Date Range Delayed (02/27/2019) - We continue to 

await an update.Date Range Delayed (06/25/2019) - We 

continue to await an update through time above. Date 

Range Delayed (08/08/2019) - Nektar announced data 

from the Phase I/II PROPEL study are expected in the 

second half of 2019.Date Range Delayed (12/31/2019) - 

Nektar wants the data from the PROPEL and PIVOT study 

to mature more fully and then the company will make a 

decision on when and where to present this data in the 

future.  We continue to await an update in the time frame 

above.Date Range Delayed (07/01/2020) - Nektar 

announced it could experience delays of approximately 

three months with respect to previously-provided timelines 

for earlier stage Nektar-run studies such as the PROPEL 

study where the initiation of planned new investigator sites 

in Europe was delayed due to the COVID-19 pandemic. We 

await possible results in the time frame above.Date Range 

Delayed (08/10/2020) - Nektar announced that it is on 

tractk to generate initial safety as well as preliminary ORR 

data from the Propel study by the end of 2020 or first 

quarter of 2021.Date Range Delayed (01/11/2021) - Nektar 

plans to release patient dataset on BEMPEG from the 

Phase I/II PROPEL study in NSCLC in the second half of 

2021.

01/01/2022-06/30/2022 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.

Date Range Delayed (01/11/2021) - Nektar Therapeutics 

announced data from the Phase III registrational study 

evaluating bempegaldesleukin and nivolumab versus a TKI 

in first-line RCC is expected in the first half of 2022.
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04/01/2022-09/30/2022 Nektar Therapeutics NKTR Bempegaldesleukin Bladder Cancer III
Trial Data - Top-Line 

Results

Phase II PIVOT-10 - Top-Line 

Results

Nektar Therapeutics announced that they expect the first 

potential data on the ORR endpoint from the Phase II 

PIVOT-10 study evaluating NKTR-214 for the treatment of 

first-line cist-ineligible bladder cancer between the second 

and third quarter of 2020.

Date Range Delayed (08/10/2020) - Nektar expects to 

achieve top line results from its first-line bladder cancer 

study of Bempegaldesleukin in the second half of 

2021.Date Range Delayed (01/11/2021) - Nektar 

Therapeutics announced that the company expects to 

release data from the Phase II PIVOT-10 study evaluating 

NKTR-214 for the treatment of first-line cist-ineligible 

bladder cancer in mid 2022.

01/01/2024-03/31/2024 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.

Date Range Refined (01/11/2021) - 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 quarter of 2024.
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01/01/2024-03/31/2024 Nektar Therapeutics NKTR Bempegaldesleukin Melanoma III
Trial Data - Top-Line 

Results

Phase III PIVOT-12 - Top-Line 

Results

Nektar Therapeutics announced that they expect a 

potential first readout from the adjuvant study evaluating 

bempegaldesleukin in combination with nivolumab for the 

treatment of melanoma in 2024.

Date Range Refined (01/11/2021) - Nektar Therapeutics 

announced the company expects a potential first readout 

from the adjuvant study evaluating bempegaldesleukin in 

combination with nivolumab for the treatment of adjuvant 

melanoma in the first quarter of 2024.

04/01/2021-06/30/2021 Novavax, Inc. NVAX NVX-CoV2373 COVID-19 Prevention III
Trial Data - Top-Line 

Results

Phase III - PREVENT-19 - 

Topline Data

The interim data of Phase III PREVENT-19 event-driven trial 

evaluating NVX-CoV2373 for COVID-19 prevention are 

expected as soon as the early first quarter of 2021 

although the timing depends on the overall COVID-19 rate 

in the region.

Date Range Delayed (01/11/2021) - Novavax announced 

that the company anticipates interim data of the Phase III 

PREVENT-19 clinical trial of NVX-CoV2373 in the second 

quarter of 2021.

01/11/2021-04/30/2021 OBI Pharma, Inc. 4174 OBI-999 Gastric Cancer I/II
Trial Data - Top-Line 

Results
Phase I/II - Top-Line Results

Obi Pharma anticipates data from its Phase I/II trial of OBI-

999 in advanced solid tumors in 2021.

Date Range Refined (01/11/2021) - 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.

01/11/2021-04/30/2021 OBI Pharma, Inc. 4174 OBI-3424

Hepatocellular (Liver) Cancer 

(HCC) (Including Secondary 

Metastases)

I/II
Trial Data - Top-Line 

Results
Phase I - Top-Line Results

Obi Pharma anticipates data from its Phase I trial of OBI-

3424 in various cancers in 2020.

Date Range Delayed (01/04/2021) - We continue to await 

an update.Date Range Delayed (01/11/2021) - 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.

01/11/2021-04/30/2021 OBI Pharma, Inc. 4174 OBI-3424 Solid Tumors I/II
Trial Data - Top-Line 

Results
Phase I - Top-Line Results

Obi Pharma anticipates data from its Phase I trial of OBI-

3424 in various cancers in 2020.

Date Range Delayed (01/04/2021) - We continue to await 

an update.Date Range Delayed (01/11/2021) - 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.

01/01/2022-06/30/2022 Otsuka Holdings Co., Ltd. 4578 Rexulti Alzheimer's Disease (AD) III
Trial Announcement - 

Trial Completion

Phase III - Agitation/Dementia 

- Trial Completion

Otsuka announced that the Phase - III study of rexulti for 

agitation in AD is expected to be completed in December 

2020.

Date Range Delayed (02/19/2020) - H. Lundbeck 

announced that the company expects to complete its 

Phase III study of brexpiprazole for the treatment of 

agitation in Alzheimer's Disease in the first half of 

2021.Date Range Delayed (11/18/2020) - Otsuka 

announced that the Phase III study of Rexulti for agitation 

in AD is expected to be completed in the first half of 

2022.Date Range Refined (01/11/2021) - Lundbeck 

announced that they anticipate the completion of the 

Phase III trial of Rexulti for the treatment of AD in the first 

half of 2022.

Now-03/31/2021 Passage Bio PASG PBKR03
Krabbe Disease (Globoid Cell 

Leukodystrophy)
IND

Trial Announcement - 

Initiation
Phase I/II Trial to Start

Passage Bio expects to submit an IND for PBKR03  in the 

second half of 2020 and initiates a Phase I/II trial in the 

first half of 2021 and anticipate clinical data to be available 

in the second half of 2021.

Date Range Refined (01/11/2021) - Passage Bio plans to 

initiate a Phase I/II trial for PBKRO3 for the treatment of 

Krabbe disease in the first half of 2021 and anticipate 

clinical data to be available in the second half of 2021.

10/01/2021-03/31/2022 Passage Bio PASG PBFT02 Dementia IND
Trial Data - Top-Line 

Results
Phase I/II - Top-Line Results

Passage Bio plans to initiate a Phase I/II trial for PBFT02 for 

the treatment of FTD-GRN in the first half of 2021 and 

anticipate clinical data to be available in the second half of 

2021.

Date Range Refined (01/11/2021) - Passage Bio anticipates 

initial data from the Phase I/II clinical studies of PBFT02 for 

the treatment of the treatment of FTD-GRN to potentially 

readout in late 2021 or early 2022 depending on the timing 

of first patient treated in the study.

10/01/2021-03/31/2022 Passage Bio PASG PBKR03
Krabbe Disease (Globoid Cell 

Leukodystrophy)
IND

Trial Data - Top-Line 

Results
Phase I/II - Top-Line Results

Passage Bio expects to submit an IND for PBKR03 in the 

second half of 2020 and initiates a Phase I/II trial in the 

first half of 2021 and anticipate clinical data to be available 

in the second half of 2021.

Date Range Refined (01/11/2021) - Passage Bio anticipates 

initial data from the Phase I/II clinical studies of PBKR03 for 

the treatment of the treatment of Krabbe disease to 

potentially readout in late 2021 or early 2022 depending on 

the timing of first patient treated in the study.

04/01/2021-06/30/2021
PharmaEssentia 

Corporation
6446 Ropeginterferon alfa-2b Polycythemia Vera (PV) BLA

Regulatory - Filing for 

Approval (Emerging 

Markets)

Filing for Approval (Korea)

PharmaEssentia expect Korean approval of ropeginterferon 

alfa-2b for the treatment of polycythemia vera in early 

2021. Based on an internal analysis of the Korean approval 

procedure we estimate a regulatory submission for this 

drug for this indication will be filed approximately 1-2 years 

prior to approval. As such we await an update for the filing 

in the time frame listed above.

Date Range Delayed (03/26/2020) - We await an 

update.Date Range Delayed (06/24/2020) - 

PharmaEssentia and AOP Orphan have not provided an 

update on a regulatory filing in Korea for ropeginterferon 

alfa-2b for the treatment of polycythemia vera. As such we 

await an update in the time frame above.Date Range 

Delayed (09/25/2020) - PharmaEssentia and AOP Orphan 

have not provided an update on a regulatory filing in Korea 

for ropeginterferon alfa-2b for the treatment of 

polycythemia vera. As such we await an update in the time 

frame above.Date Range Delayed (11/23/2020) - 

PharmaEssentia and AOP Orphan have not provided an 

update on a regulatory filing in Korea for ropeginterferon 

alfa-2b for the treatment of polycythemia vera. As such we 

await an update in the time frame above.Date Range 

Delayed (12/29/2020) - We continue to await an update in 

the time frame above. Date Range Delayed (01/11/2021) - 

PharmaEssentia announced that the company anticipates 

marketing approval of ropeginterferon alfa-2b in South 

Korea in the second quarter of 2021.

10/01/2021-12/31/2021
PharmaEssentia 

Corporation
6446 Ropeginterferon alfa-2b Polycythemia Vera (PV) BLA

Regulatory - J-NDA Filing 

(Japan)
J-NDA Filing

PharmaEssentia expect Japanese approval of 

ropeginterferon alfa-2b for the treatment of polycythemia 

vera in early 2022. Based on an internal analysis of the 

Japanese approval procedure we estimate a regulatory 

submission for this drug for this indication will be filed 

approximately 9-15 months prior to approval. As such we 

await an update for the filing in the time frame listed 

above.

Date Range Delayed (01/11/2021) - PharmaEssentia 

announced that the company anticipates a regulatory 

submission of ropeginterferon alfa-2b in Japan in the fourth 

quarter of 2021. 

01/01/2022-12/31/2022
PharmaEssentia 

Corporation
6446 Ropeginterferon alfa-2b Polycythemia Vera (PV) BLA

Regulatory - Filing for 

Approval (Emerging 

Markets)

Filing for Approval (China)

PharmaEssentia expect Chinese approval of 

ropeginterferon alfa-2b for the treatment of polycythemia 

vera in early 2022. Based on an internal analysis of the 

Chinese approval procedure we estimate a regulatory 

submission for this drug for this indication will be filed 

approximately 1-2 years prior to approval. As such we 

await an update for the filing in the time frame listed 

above.

Date Range Delayed (01/11/2021) - PharmaEssentia 

announced that the company anticipates a regulatory 

submission of ropeginterferon alfa-2b in China in 2022.

Now-03/31/2021 PTC Therapeutics, Inc. PTCT Translarna
Duchenne Muscular Dystrophy 

(DMD)
III

Regulatory - NDA/BLA 

Filing
NDA Resubmission

PTC announced Translarna's dystrophin study was initiated 

in the fourth quarter of 2018 for a potential U.S. regulatory 

submission in early 2020.

Date Range Delayed (01/15/2020) - PTC plans to re-submit 

the Translarna New Drug Application (NDA) to the FDA 

with the data from the dystrophin study in mid-year 

2020.Date Range Delayed (09/29/2020) - PTC Therapeutics 

intends to follow the FDA’s recommendation and will 

collect dystrophin data in Study 045. As a result of the 

COVID-19 pandemic the expected completion of Study 45 

has been delayed as certain patients still require final study 

muscle biopsies. Once the clinical trial site is open the 

company expect to be able to complete the final biopsies 

and the data from Study 045 would be available thereafter 

followed by a potential re-submission of an NDA. As such 

we await an update in the time frame above.Date Range 

Delayed (12/21/2020) - We await an update in the time 

frame above.New Information (01/11/2021) - PTC 

announced that they expect dystrophin data in the first 

quarter of 2021 forpotential US NDAsubmission.

Now-06/30/2021 PTC Therapeutics, Inc. PTCT PTC857 Parkinson's Disease (PD) I
Trial Data - Top-Line 

Results

Phase I - Trial Data (SAD & 

MAD)

PTC Therapeutics announced that the data from the single 

ascending dose and multiple ascending dose studies of 

PTC857 is expected by the end of 2020.

Date Range Delayed (12/28/2020) - PTC Therapeutics has 

not provided a recent update regarding the data from the 

single ascending dose and multiple ascending dose studies 

of PTC857 for the treatment of parkinson's disease (PD). As 

such we await an update in the time range above.Date 

Range Delayed (01/11/2021) - PTC announced they 

anticipate results from their Phase I study of PTC857 for 

the treatment of Parkinson's disease in the first half of 

2021. 
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07/01/2021-12/31/2021 PTC Therapeutics, Inc. PTCT PTC-FA Friedreich's Ataxia Preclinical
Trial Announcement - 

Initiation
Clinical Trials to Start

PTC announced its Friedreich's ataxia program is 

progressing with an expected IND filing and entry into the 

clinic in 2019.

Date Range Delayed (12/19/2019) - PTC Therapeutics 

expects to submit an investigational new drug application 

or IND to the FDA for the Friedreich ataxia program mid-

year 2020. As such we await an update on entry into the 

clinic in the time frame above.Date Range Refined 

(01/15/2020) - PTC Therapeutics announced that PTC-FA 

gene therapy for Friedreich ataxia is progressing and is 

anticipated to enter the clinic in the third quarter of 

2020.Date Range Delayed (10/01/2020) - We continue to 

await an update in the time frame above.Date Range 

Delayed (12/09/2020) - We continue to await an update in 

the time frame above.Date Range Delayed (01/11/2021) - 

PTC announced that they anticipate dosing their first 

participant in their trial in the second half of 2021.

01/11/2021-12/31/2021 Roche Holding AG RHHBY Tecentriq Breast Cancer Approved
Regulatory - sNDA/sBLA 

Filing

sBLA Filing - HER2+, 

Neoadjuvant

Roche plans to file for US/EU approval of Tecentriq for the 

neoadjuvant treatment of HER2+ breast cancer in 2022 and 

beyond.

Date Range Delayed (08/04/2020) - Roche plans to file for 

approval for Tecentriq for the neoadjuvant treatment of 

HER2+ breast cancer in 2023 and beyond.Date Range 

Expedited (01/11/2021) - Roche plans to file for approval 

for Tecentriq for the neoadjuvant treatment of HER2+ 

breast cancer in 2021.

01/11/2021-12/31/2021 Roche Holding AG RHHBY Ipatasertib Prostate Cancer III
Regulatory - NDA/BLA 

Filing
NDA Filing

Roche plans to file for US/EU approval of ipatasertib for 

CRPC in 2019 and beyond.

Date Range Delayed (05/11/2017) - Roche plans to file for 

US/EU approval of ipatasertib for CRPC in 2020 and 

beyond.Date Range Refined (05/01/2019) - Roche plans to 

file for US/EU approval of Ipatasertib in combination of 

abiraterone for the first-line treatment of CRPC in 

2020.Date Range Delayed (12/03/2020) - We await an 

update through January 2021.Date Range Delayed 

(01/11/2021) - Roche plans to file for approval of 

Ipatasertib in combination of abiraterone for the first-line 

treatment of mCRPC in 2021.

01/11/2021-12/31/2021 Roche Holding AG RHHBY Ipatasertib Prostate Cancer III
Regulatory - MAA 

Submission (Europe)
MAA Submission

Roche plans to file for US/EU approval of ipatasertib for 

CRPC in 2019 and beyond.

Date Range Delayed (05/11/2017) - Roche plans to file for 

US/EU approval of ipatasertib for CRPC in 2020 and 

beyond.Date Range Refined (05/01/2019) - Roche plans to 

file for US/EU approval of Ipatasertib in combination of 

abiraterone for the first-line treatment of CRPC in 

2020.Date Range Delayed (12/03/2020) - We await an 

update through January 2021.Date Range Delayed 

(01/11/2021) - Roche plans to file for approval of 

Ipatasertib in combination of abiraterone for the first-line 

treatment of mCRPC in 2021.

01/11/2021-12/31/2021 Roche Holding AG RHHBY Ipatasertib Prostate Cancer III
Regulatory - J-NDA Filing 

(Japan)
J-NDA Filing

Chugai plans to file for regulatory approval of ipatasertib 

(RG7440) for prostate cancer in Japan in 2020 and beyond.

Date Range Refined (08/22/2019) - Chugai plans to file for 

approval of Ipatasertib for the treatment of prostate 

cancer in Japan in 2021.Date Range Refined (01/11/2021) - 

Roche plans to file for approval of Ipatasertib in 

combination of abiraterone for the first-line treatment of 

mCRPC in 2021.

01/11/2021-12/31/2021 Roche Holding AG RHHBY Tecentriq Head and Neck Cancer III
Regulatory - sNDA/sBLA 

Filing

sBLA Filing - 

w/Chemotherapy, Adjuvant

Roche plans to file for US/EU approval of Tecentriq with 

chemotherapy for the adjuvant treatment of squamous cell 

carcinoma of the head and neck (SCCHN) in 2022 and 

beyond.

Date Range Delayed (08/04/2020) - Roche plans to file for 

approval of Tecentriq + chemotherapy for the adjuvant 

treatment of head and neck cancer in 2023 and 

beyond.Date Range Expedited (01/11/2021) - Roche plans 

to file for approval of Tecentriq for the adjuvant treatment 

of squamous cell carcinoma of the head and neck (SCCHN) 

in 2021.

01/11/2021-12/31/2021 Roche Holding AG RHHBY Tecentriq Head and Neck Cancer III

Regulatory - 

Supplemental Filing 

(Europe)

Supplemental EU Filing - 

w/Chemotherapy, Adjuvant

Roche plans to file for US/EU approval of Tecentriq with 

chemotherapy for the adjuvant treatment of squamous cell 

carcinoma of the head and neck (SCCHN) in 2022 and 

beyond.

Date Range Delayed (08/04/2020) - Roche plans to file for 

approval of Tecentriq + chemotherapy for the adjuvant 

treatment of head and neck cancer in 2023 and 

beyond.Date Range Expedited (01/11/2021) - Roche plans 

to file for approval of Tecentriq for the adjuvant treatment 

of squamous cell carcinoma of the head and neck (SCCHN) 

in 2021.

01/11/2021-12/31/2021 Roche Holding AG RHHBY Tecentriq Head and Neck Cancer III

Regulatory - 

Supplemental Filing 

(Japan)

Supplemental J-NDA Filing - 

Adjuvant

Chugai plans to file for approval of Tecentriq for the 

adjuvant treatment of head and neck cancer in 2021.

Date Range Delayed (02/06/2020) - Chugai expects to file 

for approval of Tecentriq for the adjuvant treatment of 

head and neck cancer in Japan in 2022 or beyond.Date 

Range Refined (04/23/2020) - Chugai Pharmaceuticals 

plans to file for approval of Tecentriq for the adjuvant 

treatment of head and neck cancer in 2022.Date Range 

Expedited (01/11/2021) - Roche plans to file for approval 

of Tecentriq for the adjuvant treatment of squamous cell 

carcinoma of the head and neck (SCCHN) in 2021.

01/11/2021-12/31/2022 Roche Holding AG RHHBY Tecentriq
Non-Small Cell Lung Cancer 

(NSCLC)
Approved

Regulatory - 

Supplemental Filing 

(Japan)

Supplemental J-NDA Filing - 

Adjuvant Therapy

Roche plans to file for approval of Tecentriq for the 

adjuvant treatment of NSCLC in 2022 in Japan.

Date Range Expedited (01/11/2021) - Roche plans to file 

for approval of Tecentriq for the neoadjuvant treatment of 

NSCLC between 2021 and 2022.

01/11/2021-12/31/2022 Roche Holding AG RHHBY Tecentriq
Non-Small Cell Lung Cancer 

(NSCLC)
Approved

Regulatory - 

Supplemental Filing 

(Europe)

Supplemental EU Filing - 

Adjuvant Therapy

Roche plans to file for US/EU approval of Atezolizumab for 

the adjuvant treatment of NSCLC in 2018 and beyond.

Date Range Delayed (05/05/2016) - Roche plans to file for 

US/EU approval of Atezolizumab for the adjuvant 

treatment of NSCLC in 2019 and beyond.Date Range 

Delayed (05/11/2017) - Roche plans to file for US/EU 

approval of Atezolizumab for the adjuvant treatment of 

NSCLC in 2020 and beyond.Date Range Delayed 

(05/02/2019) - Roche plans to file for US/EU approval of 

Atezolizumab for the adjuvant treatment of NSCLC in 2022 

and beyond.Date Range Refined (08/04/2020) - Roche 

plans to file for approval of Tecentriq for the adjuvant 

treatment of NSCLC in 2022.Date Range Expedited 

(01/11/2021) - Roche plans to file for approval of Tecentriq 

for the neoadjuvant treatment of NSCLC between 2021 and 

2022.

01/11/2021-12/31/2022 Roche Holding AG RHHBY Tecentriq
Non-Small Cell Lung Cancer 

(NSCLC)
Approved

Regulatory - sNDA/sBLA 

Filing
sBLA Filing - Adjuvant Therapy

Roche plans to file for US/EU approval of Atezolizumab for 

the adjuvant treatment of NSCLC in 2018 and beyond.

Date Range Delayed (05/05/2016) - Roche plans to file for 

US/EU approval of Atezolizumab for the adjuvant 

treatment of NSCLC in 2019 and beyond.Date Range 

Delayed (05/11/2017) - Roche plans to file for US/EU 

approval of Atezolizumab for the adjuvant treatment of 

NSCLC in 2020 and beyond.Date Range Delayed 

(05/02/2019) - Roche plans to file for US/EU approval of 

Atezolizumab for the adjuvant treatment of NSCLC in 2022 

and beyond.Date Range Refined (08/04/2020) - Roche 

plans to file for approval of Tecentriq for the adjuvant 

treatment of NSCLC in 2022.Date Range Expedited 

(01/11/2021) - Roche plans to file for approval of Tecentriq 

for the neoadjuvant treatment of NSCLC between 2021 and 

2022.

01/11/2021-12/31/2022 Roche Holding AG RHHBY PDS-1.0

Wet Age-Related Macular 

Degeneration (Wet AMD) 

(Ophthalmology)

III
Regulatory - sNDA/sBLA 

Filing
sBLA 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.
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01/11/2021-12/31/2022 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.

01/11/2021-12/31/2022 Roche Holding AG RHHBY Tecentriq Renal Cell Cancer (RCC) III
Regulatory - sNDA/sBLA 

Filing
sBLA Filing - Adjuvant

Roche plans to file for US and EU approval of Tecentriq for 

the adjuvant treatment of renal cell cancer in 2019 and 

beyond.

Date Range Delayed (05/11/2017) - Roche plans to file for 

US and EU approval of Tecentriq for the adjuvant 

treatment of renal cell cancer in 2020 and beyond.Date 

Range Delayed (05/02/2019) - Roche plans to file for US 

and EU approval of Tecentriq for the adjuvant treatment of 

renal cell cancer in 2022 and beyond.Date Range Refined 

(04/23/2020) - Chugai Pharmaceuticals plans to file for 

approval of Tecentriq for the adjuvant treatment of renal 

cell cancer in 2022.Date Range Expedited (01/11/2021) - 

Roche plans to file for approval of Tecentriq for the 

adjuvant treatment of renal cell cancer between 2021 and 

2022.

01/11/2021-12/31/2022 Roche Holding AG RHHBY Tecentriq Renal Cell Cancer (RCC) III

Regulatory - 

Supplemental Filing 

(Europe)

Supplemental EU Filing - 

Adjuvant

Roche plans to file for US and EU approval of Tecentriq for 

the adjuvant treatment of renal cell cancer in 2019 and 

beyond.

Date Range Delayed (05/11/2017) - Roche plans to file for 

US and EU approval of Tecentriq for the adjuvant 

treatment of renal cell cancer in 2020 and beyond.Date 

Range Delayed (05/02/2019) - Roche plans to file for US 

and EU approval of Tecentriq for the adjuvant treatment of 

renal cell cancer in 2022 and beyond.Date Range Refined 

(04/23/2020) - Chugai Pharmaceuticals plans to file for 

approval of Tecentriq for the adjuvant treatment of renal 

cell cancer in 2022.Date Range Expedited (01/11/2021) - 

Roche plans to file for approval of Tecentriq for the 

adjuvant treatment of renal cell cancer between 2021 and 

2022.

01/11/2021-12/31/2022 Roche Holding AG RHHBY Tecentriq Renal Cell Cancer (RCC) III

Regulatory - 

Supplemental Filing 

(Japan)

Supplemental Japan Filing - 

Adjuvant

Chugai Pharmaceuticals plans to file for approval of 

Tecentriq for the adjuvant treatment of renal cell cancer in 

2022.

Date Range Expedited (01/11/2021) - Roche plans to file 

for approval of Tecentriq for the adjuvant treatment of 

renal cell cancer between 2021 and 2022.

01/01/2022-12/31/2022 Roche Holding AG RHHBY Tecentriq

Hepatocellular (Liver) Cancer 

(HCC) (Including Secondary 

Metastases)

Approved
Regulatory - sNDA/sBLA 

Filing
sBLA Filing - Adjuvant

Roche expects to file for US/EU approval of Tecentriq and 

Avastin for the adjuvant treatment of HCC in 2022 and 

beyond.

Date Range Refined (04/23/2020) - Chugai 

Pharmaceuticalsplans to file for approval of Tecentriq for 

the treatment for the adjuvant treatment of HCC in 

2022.Date Range Delayed (08/04/2020) - Roche plans to 

file for approval of Tecentriq + Avastin for the adjuvant 

treatment of hepatocellular cancer in 2023 and 

beyond.Date Range Expedited (01/11/2021) - Roche plans 

to file for approval of Tecentriq + Avastin for the adjuvant 

treatment of hepatocellular cancer in 2022.

01/01/2022-12/31/2022 Roche Holding AG RHHBY Tecentriq

Hepatocellular (Liver) Cancer 

(HCC) (Including Secondary 

Metastases)

Approved

Regulatory - 

Supplemental Filing 

(Europe)

Supplemental EU Filing - 

Adjuvant

Roche expects to file for US/EU approval of Tecentriq and 

Avastin for the adjuvant treatment of HCC in 2022 and 

beyond.

Date Range Refined (04/23/2020) - Chugai 

Pharmaceuticals plans to file for approval of Tecentriq for 

the treatment for the adjuvant treatment of HCC in 

2022.Date Range Delayed (08/04/2020) - Roche plans to 

file for approval of Tecentriq + Avastin for the adjuvant 

treatment of hepatocellular cancer in 2023 and 

beyond.Date Range Expedited (01/11/2021) - Roche plans 

to file for approval of Tecentriq + Avastin for the adjuvant 

treatment of hepatocellular cancer in 2022.

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.

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.

#Information Classification: General



Expected Date Range Company Symbol Drug Indication Phase Expected Catalyst Catalyst Title Analysis Updated Analysis

Biomedtracker/Meddevicetracker JPM Updated Catalysts - Day 1

01/11/2021-12/31/2021 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.

01/11/2021-03/31/2021
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. 

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.

New Information (08/17/2020) - United Therapeutics 

announced that the U.S. Food and Drug Administration 

(FDA) accepted for review the supplemental New Drug 

Application (sNDA) for Tyvaso (treprostinil) Inhalation 

Solution for the treatment of pulmonary hypertension 

associated with interstitial lung disease (PH-ILD). United 

Therapeutics expects the agency's review to be complete in 

April 2021. 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.

01/11/2021-12/31/2021
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.

04/01/2020-09/30/2020
Xenon Pharmaceuticals, 

Inc.
XENE XEN901 Dravet Syndrome (Epilepsy) I

Trial Announcement - 

Initiation

Phase II/III SCN8A-EE 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.

01/11/2021-12/31/2021 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.
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