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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 3 
Large Cap Companies 

• Bayer AG (BAYN) member of the Management Board and Head of Pharmaceuticals division, 

Stefan Oelrich, led the presentation and highlighted the company’s plans to drive performance 

and deliver new growth opportunities through: maximising the value of their existing portfolio, 

specifically exploiting full potential of Xarelto (an anticoagulant medication used to treat and 

prevent blood clots) and Eylea (a VEGF inhibitor medication used for the treatment of wet 

macular degeneration and metastatic colon cancer);  delivering on key pipeline assets (including 

three new potential blockbusters in oncology, cardiovascular disease, and women’s health); and 

taking advantage of breakthrough technologies by expanding into cell and gene therapy 

development.  

 

Bayer reported that sales growth rates declined in Q2 2020 (-8.8% compared to 3.9% in Q2 

2019) due to effects of COVID-19 pandemic, but recovered in Q3 2020 (-1.8% compared to 5.9% 

in Q3 2019) while it deployed stringent cost management to protect the bottom line. The 

outlook for FY2020 (confirmed on November 3, 2020) includes expected sales growth of -1% 

compared to 2019, and underlying EBITDA margin of 34-35%. The company reported that the 

growth trajectory of their best-selling product, Xarelto, remained intact in 2020 at +13% YTD. 

Resumption of elective treatments led to recovery of Eylea and IUD franchise product sales in 

Q3 2020. In context of the ongoing COVID-19 pandemic, the company announced a 

collaboration and services agreement with CureVac for the development and supply of their 

COVID-19 vaccine candidate CVnCoV.  

 

During 2019/2020 Bayer announced multiple achievements including: initiating late stage trials 

to support the life cycle management of Eylea, Stivarga, and Finerenone and announcing 

positive Phase III trial results for multiple candidates. The company also announced steps made 

to build strong cell and gene therapy platforms through their acquisitions of BlueRock 

(proprietary pluripotent stem cell development platform) and AskBio (gene augmentation 

platform), and research collaboration with Atara (allogeneic cell therapy platform).  The 

company also strengthened their Women’s Health business through acquisition of KaNDy and 

research collaboration with Daré Biosciences. Bayer reported that they have the potential to 

deliver three new blockbuster drugs with peak sales potential of ~€1bn in the next 3-4 years 
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from their late-stage pipeline comprised of: Nubeqa (AR-antagonist for the treatment of non-

metastatic castration resistant prostate cancer) which is in a phase III trial in metastatic 

hormone resistant cancer expected to complete mid 2021; KaNDy NT-184 (Dual NK 1,3 receptor 

antagonist indicated for the treatment of vasomotor menopausal symptoms) for which phase III 

trials will be initiated in 2021; and Fineronone (MR-antagonist indicated for treatment of CKD in 

diabetes type 2), which has been filed for approval in all key markets and is expected to receive 

first approval in the US in Q3 2021.   

 

A fourth candidate under development in collaboration with Merck, with peak sales potential 

~€500m, Vericiguat (Sgc-stimulator indicated for treatment of heart failure with reduced 

ejection fraction), has also been filed for approval in key markets. Bayer have also established a 

comprehensive cell and gene therapy pipeline comprised of 6 clinical assets (in development for 

multiple indications including Pompe and Parkinson’s disease) and multiple IND generating 

opportunities (>15 preclinical assets).  

 

• Daiichi Sankyo’s presentation at JPM 2021 comes as the company’s five-year plan initiated in 

2016 draws to a close. With share prises having increased 400% since 2016 and Daiichi now 

ranked as a market leader of the Japanese pharmaceutical industry, CEO Sunao Manabe hailed a 

successful completion of the five-year plan. The last year registered as a period of particularly 

robust growth, with Daiichi’s dividend forecast for 2020 revised upwards 15% from JP¥70 to 

JP¥81. 

 

Integral to Daiichi’s strong performance in its last half-decade is their antibody-drug conjugate 

(ADC) program, which consists of a monoclonal antibody conjoined to the selectively cytotoxic 

agent deruxtecan (itself a conjugate of topoisomerase I inhibitor and a tetrapeptide-based 

cleavable linker). The lead asset in Daiichi’s ADC portfolio is DS-8201 (Enhertu), an ADC co-

developed with AstraZeneca which uses the anti-HER2 antibody trastuzumab. Manabe pointed 

to the very high response rate and duration of response observed in DESTINY-Breast01 – the 

pivotal phase II trial in heavily pretreated HER2+ breast cancer, which yielded the agent’s first 

approval – to exemplify the agent’s impressive efficacy profile.  

 

More good news is expected for Enhertu going into 2021. Manabe notes numerous registration-

enabling trials in breast cancer that could expand the drug’s label to earlier lines of therapy. 

Moreover, following Enhertu’s Japanese approval for heavily pretreated HER2+ gastric cancer, 

similar regulatory decisions are anticipated in both the EU and US in the first half of 2021, which 

would yield label expansions to a second solid tumor indication. Further research is also ongoing 

in colorectal cancer and NSCLC, and in combination therapies with checkpoint inhibitors. 

Interesting developments are also anticipated for some of Daiichi’s other ADC candidates. 

Among these is DS-1062 (datopotamab-deruxtecan), a TROP2-directed antibody also co-

developed with AstraZeneca. The agent has recently entered a Phase III pivotal trial in 
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previously-treated in NSCLC and, should results be favorable, will become the corporation’s 

second approved ADC. A third such agent is U3-1402 (patritumab deruxtecan), a HER3-directed 

antibody entirely developed by Daiichi which has already shown positive early clinical data in 

NSCLC from the HERTHENA-Lung01 trial.  

 

A second five-year plan is now being drafted, due to be announced in Q2 2021. Daiichi’s three 

flagship ADCs will remain a prominent part of its business plan, but the company also seeks to 

invest in the R&D of more diverse pipeline candidates. One such new venture is DS-5670, a 

novel mRNA vaccine candidate for COVID-19. Robust growth in recent years and partnerships 

with AstraZeneca has enabled the acceleration of many of Daiichi’s projects, and Manabe ended 

the session on an optimistic note for further expansion in the years to come.  

 

• Having turned a profit since 2012 and following a 2019 US IPO, Genmab (GMAB) is transitioning 

into a fully integrated Biotech company with eight Genmab owned (ie ≥50%) assets in the clinic 

and its first potential near term launch. Tisotumab vedotin, developed in a 50:50 collaboration 

with Seagen, is an antibody-drug conjugate (ADC) targeting tissue factor. Following positive 

Phase II data in 2L+ relapsed metastatic cervical cancer, regulatory submissions to US and 

Japanese authorities are expected in Q1 2021 and 2021, respectively. Another late phase asset 

is epcoritamab developed in 50:50 collaboration with AbbVie. Epcoritamab is a bispecific 

antibody targeting CD20 and CD3 and is being developed for several B-cell malignancies 

including DLBCL, follicular lymphoma, CLL and mantle cell lymphoma. At JPM, it was announced 

that a pivotal Phase III trial will initiate in 2021 for relapsed/refractory DLBCL patients who have 

failed or are ineligible for high-dose therapy followed by an autologous stem cell transplant. 

There are further plans to develop epcoritamab in combination with chemotherapy regimens 

and small molecule inhibitors in both the front-line and relapsed/refractory settings. Compared 

to other bispecific antibodies, epcoritamab is differentiated by its subcutaneous formulation, 

high potency and safety profile (to date, CRS events were Grade 1 and 2). Management also 

emphasized that epcoritamab binds to a distinct CD20 epitope which gives it the potential to be 

combined with standard of care regimens containing rituximab.  

 

Earlier phase Genmab owned products include the first-in-class duobodies GEN1046 (targeting 

PD-L1 and 4-1BB) and GEN1042 (targeting CD40 and 4-1BB) being developed with BioNTech for 

solid tumors. Gen1046 is designed to enhance T-cell and NK cell function by combining 

inhibition of the PD-L1 axis with conditional stimulation of T cells and NK cell by activation of the 

4-1BB receptor. The GEN1046 Phase I/IIa program has nine expansion cohorts and will include 

both checkpoint naïve and checkpoint treated patients. Data from the expansion cohorts are 

expected this year. GEN1042 is designed to conditionally activate both CD40-expressing antigen 

presenting cells and 4-1BB-expressing T cells. Dose escalation data from a Phase I/II study of 

GEN1042 are expected in 2021. 
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Other Genmab assets with ongoing dose escalation studies are DuoHexabody-CD37 (being 

developed for B-cell malignancies), DuoBody-CD3x5T4 (being developed for 5T4 positive solid 

tumors) and Hexabody-DR5/DR5 (targets two distinct DR5 epitopes to give it DR5 clustering and 

DR5 agonist activity and is being developed for multiple solid tumors). During Q&A, 

management noted that although they struggled with safety for Hexabody-DR5/DR5, they have 

identified a recommended Phase II dose and are preparing a study evaluating this hexabody in 

combination with chemotherapy. During the Q&A it was also mentioned that a hexabody 

targeting CD38 was in development. While initial indications for this hexabody include multiple 

myeloma, DLBCL and AML, its efficacy in blocking the ectodomain activity of CD38 may give it 

immune-stimulating activity that could make it useful for solid tumors.  

 

Genmab receives royalties for three approved products: Darzalex for multiple myeloma 

(including Darxalex Faspro), Kesimpta for relapsing multiple sclerosis and Tepezza for thyroid 

eye disease. Guidance for 2020 is $1,425-1,515 million in revenue and $823-915 million in 

operating income.  

 

In summary, catalysts for 2021 included a US regulatory decision and clinical data in another 

tumor indication for tisotumab vedotin, initiation of additional Phase III trials for epcoritamab, 

expansion cohort data for GEN1046 and dose escalation data for GEN1042. 

 

• Having experienced three years of topline revenue decline from a peak of $21.8bn in 2017 to 

guidance revenue of $16.5–16.8bn in 2020, Teva Pharamceutical’s (TEVA) CEO Kare Schultz 

described 2021 as an inflection point for the company. Revenues are expected to show low 

single digit growth, and a continued focus on cost efficiencies and consolidation of 

manufacturing and procurement processes is expected to yield an incremental increase in 

operating margin towards the company’s 2023 target of 28% (estimated at ~26% in 2020). 

Schultz also highlighted Teva’s good progress on paying down its mountain of debt, which it has 

reduced from $34bn to just under $24bn, and the company intends to continue to use some of 

its cash flow to reduce debt and achieve its goal of a net debt/EBITDA ratio of less than three by 

the end of 2023. 

 

Key growth drivers for Teva’s topline include approved specialty products Austedo (Huntington’s 

disease and tardive dyskinesia) and Ajovy (migraine), as well as a pipeline long-acting injectable 

formulation of risperidone for schizophrenia, which generated positive Phase III data this 

month. Schultz highlighted the strong performance of Austedo (guided sales of ~$650m), noting 

that most of its growth derives from tardive dyskinesia, where there is scarce competition 

(Ingrezza is the only other approved agent), allowing Teva to gain steadily increasing market 

share and favorable net pricing. The March 2020 launch of an auto-injector formulation for 

Ajovy has also allowed Teva to recoup some market share lost to rivals Aimovig and Emgality in 
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the US, with the company expecting to maintain approximately 25% market share going 

forward. Interestingly, Ajovy’s EU revenues have been stronger than expected as EU net pricing 

is somewhat higher than the US (due to a US rival competing aggressively on pricing for 

contracts), and the relative prevalence of migraine is similar across the regions. 

 

Teva also anticipates growth in its biosimilar and generics segments, with the former being 

strengthened by the formation of a partnership with Alvotech in August 2020. Since launching 

Truxima in the US market in November 2019, Teva has been able to capture 20% of the IV 

rituximab market. Schultz said he expects the biosimilars unit to become an increasing focus of 

the company, with 15 in-house or partnered assets in development, though these launches are 

expected to be spread over the next several years and will drive limited growth in the short 

term. On the generics side, where US sales have declined approximately 23% since 2017 and 

weighed significantly on Teva’s topline, Schultz guided to low single-digit growth in the EU and 

international markets, while US revenues are expected to be flat as new launches (e.g. generic 

Truvada) offset continued pricing pressure.  

 

However, Teva’s outlook for 2021 is not without headwinds, with continued declines in 

Copaxone sales due to generic competition expected to offset rising sales of other products, 

though the impact of Copaxone’s generic erosion has already largely been absorbed and should 

not weigh significantly on the topline post-2021. Teva’s anti-nerve growth factor (NGF) agent 

fasinumab also faces an uncertain future, with safety issues likely to prevent approval 

(osteonecrosis and rapidly progressing osteoarthritis), though there is an unmet need for non-

addictive interventions for pain management. An upcoming FDA AdComm panel for Pfizer/Lilly’s 

rival anti-NGF agent tanezumab in March 2021 should help gauge the regulator’s opinion on the 

approvability of the class, as well as the breadth of any potential label. Finally, ongoing opioid 

abuse litigation in the US is a potential liability that the company had hoped to resolve with a 

settlement in 2020, but ongoing postponement of the court case due to COVID has pushed the 

timeline for any settlement into 2021 or even beyond. 

 

• UCB utilized the J.P. Morgan conference to provide stakeholders with a brief update of the 

strategic plans for 2021 and beyond after closing 2020 with a resilient financial performance and 

positive pipeline developments. 

 

The company announced that it will continue focusing its efforts in the strengthening of its R&D 

pipeline, based on the Accelerate and Expand 2019-2021 strategic stage. This goal is being 

achieved through the positive development of following assets: bimekizumab, zilucoplan, and 

Staccato alprazolam, as well as rozanolixizumab and dapirolizumab pegol. 

Of major importance for the company was the recent acceptance of the Biologics License 

Application (BLA) for bimekizumab as a treatment of adults with moderate to severe plaque 
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psoriasis by the U.S. Food and Drug Administration (FDA). A PDUFA date has not been set by the 

FDA. 

 

To continue supporting its Accelerate and Expand stage and pave the road to the 2022-2025 

Breakthrough and Lead stage, UCB has plenty of catalyst expected through the 2021 fiscal year, 

including: topline results of the Phase III programs for bimekizumab in psoriatic arthritis and 

axial spondylarthritis, zilucoplan in Immune-Mediated Necrotizing Myopathy (IMNM), and 

rozanolixizumab in myasthenia gravis. A Phase III trial in epileptic seizure evaluating Staccato 

alprazolam is also expected during 2021.  

 

 

Mid Cap Companies 
• From the get-go Alkermes (ALKS) CEO Richard Pops outlined his intent to demonstrate the 

company’s commercial value, in terms of the growth of commercial products and the value of 

their growing pipeline. Pops outlined the company’s 2020 successes which included, driving 

growth of its product portfolio, namely Vivitrol and Aristada, advancing and diversifying its R&D 

programs, with key results being announced for ALKS 3831 (Lybalvi), ALKS 4230 (Nemvaleukin) 

and ALKS 1140, and their robust strategies to overcome hurdles in the COVID-19 pandemic. 

Notable financial and operational changes for the company in 2021 were, the launch of the 

Value Enhancement Plan, which aims to improve operational performance as well as providing a 

commitment to profitability targets, and the addition of two new board of directors to aid in 

executing this plan. The company has been explicit in committing to achieving a fiscal 2023 

adjusted net income equal to 25% of the company’s total revenue.  

 

Alkermes continues to generate revenues over $1bn, half of which comes from royalties from 

partnered products and the other half from its two marketed brands, Vivitrol and Aristada. 

Given that Vivitrol and Aristada are both administered by healthcare professionals and that the 

company had lowered its H1 guidance, we expected to see low sales for both products. Indeed, 

Vivitrol sales declined in Q2 as many areas went into lockdown, however, surprisingly the 

company recovered rapidly with sales displaying an upward trajectory by June. Despite this, 

Vivitrol is likely to continue to face challenges to further growth, given the requirement for 

patients to initiate a detox before treatment can be prescribed. Additionally, both drugs face 

fierce competition in genericized markets. The company eluded to an upcoming large data read-

out for Vivitrol in-combination with bupropion for the treatment of methamphetamine 

addiction, which currently has no approved drugs. Aristada on the other hand, continued to 

show strong growth despite the pandemic, with a year on year growth rate of 18% versus 5% for 

long-acting injectables in the schizophrenia space.  
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The CEO then turned his attention to the company’s new oral schizophrenia asset, ALKS 3831, 

which is in under review in the US. The drug improves on olanzapine, an efficacious and well-

established drug in the schizophrenia market, which has the major drawback of unintended 

weight gain. The company’s novel formulation of samidorphan and olanzapine has shown to 

reduce weight gain substantially, while maintaining efficacy. However, its ability to gain market 

share will be limited in a heavily genericized market with well-established drugs. Despite this, 

Pops pointed towards schizophrenia and bipolar patients cycling through psychotic drugs rapidly 

and therefore the company believed that the drug would benefit from this high mobility. An 

overview of the company’s commercial strategy was given including campaigns to educate 

healthcare professionals and payers, as well as implementing patient access programs. In the 

Q&A session the CEO, outlined how the company could leverage its current commercial 

resources, including contacts with payers and healthcare professionals, and its previous 

experience launching in the field.  

 

Nemvaleukin alfa was the highlight of the pipeline section, showcasing the expansion into the 

oncology space. Nemvaleukin is a next generation, engineered fusion protein of IL-2 and the IL-

2a receptor, that builds on the known role of IL-2 in the elimination of tumors. The company 

mentioned the results from the ARTISTRY 1 and 2 trials which it presented at the recent ESMO 

conference. These data indicated that the drug had significant anti-tumor activity as both a 

monotherapy and in-combination with pebrolizumab. Moving forward, Alkermes intends to 

pursue the drug in mucosal melanoma as a monotherapy and in-combination with 

pembrolizumab for platinum-resistant ovarian cancer. These registrational indications were 

selected based on the high enrollment of patients because of limited treatment options and that 

the latter is not a PD-1 approved indication. Further expansion of the drug will rely on positive 

data read-outs in the mentioned indications and strategic collaborations. The presentation was 

rounded off with an overview of ALK 1140, a HDAC 1/2 inhibitor, that will transition into clinical 

development in 2021. 

 

• ChemoCentryx (CCXI) CEO Thomas Schall, PhD spent the majority of the presentation 

highlighting its innovative lead program avacopan, an inhibitor of complement C5a receptor for 

antineutrophil cytoplasmic antibodies (ANCA)-associated vasculitis. In 2020, the avacopan NDA 

was filed in the US and the MAA was validated in Europe. Approval for the drug in ANCA 

vasculitis is expected this year after the July 7th PDUFA date. Dr. Schall went on to explain the 

uniqueness of avacopan’s mechanism of action. The drug offers complement activation of the 

C5a pathway and avoids long-term biological consequences of upstream complement inhibition. 

ChemoCentryx believes that targeting the downstream complement pathway is the best 

approach in treatment.  

 

Dr. Schall spoke about the advantages of avacopan over the current steroid treatment for  

ANCA-associated vasculitis. Prednisone can only stop vasculitis but since it’s a glucocorticoid it 
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can cause many other illnesses and even lead to steroid-induced death. The use of avacopan 

eliminates the need for daily prednisone therapy and changes the treatment paradigm for the 

disease. Benefits include reduced steroid-related toxicities, prevention of critical organ failure 

(especially the kidneys), and improved overall quality of life overall for ANCA patients. Studies 

have shown that symptomatic remission with avacopan is as good or better than with 

prednisone therapy. Avacopan keeps patients in remission and reduces risk of relapse. The drug 

also demonstrated improvement in kidney function compared with steroid therapy. Daily dosing 

of avacopan keeps patients from experiencing debilitating effects of ANCA. Phase III trials 

supported all claims that avacopan is a superior and safer treatment alternative to current 

treatment options for the disease. 

 

Outside of ANCA vasculitis, ChemoCentryx is also studying avacopan for other rare and orphan 

diseases and calls it a “pipeline-in-a-drug.” Avacopan is currently in the Phase II Aurora trial for 

the debilitating skin condition hidradenitis suppurative (HS). Adalimumab injection is the only 

approved drug for HS and ChemoCentryx thinks it can do better. Dr. Schall pointed out reasons 

why avacopan could offer a better treatment option for HS sufferers. For one, HS is thought to 

be a neutrophil-driven disease where C5a involvement is validated. Therefore, by blocking the 

C5a receptor avacopan can control neutrophil activation. In addition, oral administration offers 

advantages over injections or infusions. Data from the Aurora study showed avacopan provided 

significant improvement in the most severe Hurley Stage III HS patients and demonstrated a 

clean safety profile. This patient population represents a sizeable market opportunity in a high 

unmet medical need.  

 

Avaopcan is also in development for C3 glomerulopathy (C3G), an orphan kidney disease with 

no approved therapy. Once again, Dr. Schall highlighted the importance of the drug’s 

mechanism of action as a C5a receptor antagonist. In the Phase II ACCOLADE study, avacopan 

therapy led to significant improvement in renal function compared to placebo, a remarkable 

achievement according to Schall. In fact, the renal function improvement with avacopan in C3G 

is similar to ADVOCATE Phase III data in ANCA vasculitis. Because of its effectiveness in 

improving kidney function, avacopan may also have potential in lupus nephritis. 

 

ChemoCentryx is broadening into the oncology space with a new class of oral small-molecule 

checkpoint inhibitors for PD-1/PD-L1. Such therapies can offer convenience, dosing flexibility, 

and the ability to better penetrate the tumor microenvironment. The company is studying orally 

bioavailable CCX559 in preclinical studies where it has proven to outperform antibody therapies 

in suppressing tumor growth and shrinking tumors. CCX559 is expected to advance into the 

clinic in H1 2021. ChemoCentryx is on its way to becoming a fully integrated biopharma which 

can drive better lives for patients and better rewards for investors. Schall closed out the 

presentation noting the firm’s strong financial position with over $485M on its balance sheet.   
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• In lieu of a standard agenda, the floor was open to Dr. Reddy’s (RDY) CEO Erez Israeli on 

questions pertaining to the company’s growth strategies coming out of a surprisingly strong 

2020. Dr. Reddy’s saw significant improvement in their core businesses in India, and the CEO 

expanded on the company’s strategies for continued growth, stating that they are investing in 

the areas of diabeties in that territory and working to solidify the position of certain brands that 

they have in that therapeutic area. India has been a high margin area for the company through 

2020, and the company foresees other territories following suit as well as they expand their 

scale. They also anticipate higher growth in China; currently, the company has approximately 10 

branded generics in that territory, generating $150M in revenue, but the company currently 

awaits registrational decisions on 40 to 50 more.  

 

Regarding the company’s Vascepa generic, they have had logistical and supply situations that 

have delayed the anticipated launch, but foresee launching their generic soon. Israeli also spoke 

on the company’s recent safety data from the Phase II clinical trial of the Sputnik V vaccine and 

recommended Phase III recruitment, anticipating 125 million units of treatment for the vaccine 

to be prepared by March. Lastly, the company highlighted its healthy financials, touting no debt 

doing into this year, and drove home their focus on India and other emerging markets. 

 

• Dr. Helen Torley, President and CEO of Halozyme (HALO), highlighted the strengths of the 

company’s ENHANZE technology platform in today’s presentation. Through the ENHANZE 

platform Halozyme has been an instrumental partner to create antibody based subcutaneous 

therapies offering numerous benefits over the intravenous forms. The company highlights that 

ENHANZE can reduce treatment burden and costs, provide competitive differentiation, and 

allow for the combination of two therapeutic antibodies into a single injection amongst others. 

Using the recently launch Darzalex Faspro as an expample, Dr. Torley highlights the benefit the 

product has shown in reducing the time of administration and noting that the already makes up 

40% of the total Darzalex use in the United States since being launched in May 2020. 

 

Additionally, the company’s revenue stream and future expectations were discussed. As of 

today, Halozyme relies on milestone payments, royalties, and product sales with milestone 

payments making up the largest segment at around 45%, but over the next 5 years Halozyme 

expects the share of these three segments to shift with recurring royalty revenues expected to 

make up 60% of revenues. Halozyme plans to continue to invest in their ENHANZE platform to 

continue to grow their royalty revenues in the long run while also looking at M&A opportunities 

to add a new drug delivery platform to follow the same model. 

 

Finally, an overview of their pipeline was provided. There are currently 12 different products 

utilizing the ENHANZE platform in development for 15 indications. Halozyme believes that they 

are significantly de-risked by partnering with companies to enhance their already approved 

products. By 2025 the company hopes they will have 10 or more products approved and 5 or 
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more products in Phase III. This will help drive the company towards a projected $1 billion in 

royalty revenue by 2027.  

 

• MorphoSys (MOR) CEO Jean-Paul Kress began the presentation highlighting the successful 

launch of their first U.S. marketed product, Monjuvi (tafasitamab) and the beginning of 

expansion into Canada and Europe. Monjuvi netted $5M in sales in the third quarter of 2020 

(approximately 7 weeks post-launch) with updated sales numbers coming in March 2021. The 

company plans to focus on increasing the commercial potential of Monjuvi while also expanding 

the potential treatment for first line DLBCL and R/R follicular lymphoma. Based on encouraging 

data from the Phase Ib firstMIND study, the pivotal Phase III frontMIND study for first-line 

treatment of DLBCL is expected to start in the first half of 2021. Orphan designation was 

recently granted by the FDA for Tafasitamab for follicular lymphoma and MorphoSys is pushing 

ahead with the Phase III inMIND trial for relapsed/refractory follicular lymphoma and marginal 

zone lymphoma in 2021. Finally, MorphoSys will try to expand the different treatment options 

utilizing Tafasitamab by testing two separate combinations with Parsaclisib and Plamotamab, 

with both trials set to begin in 2021. For Felzartmab, Kress expects that proof-of-concept data 

from its Phase I/II M-PLACE study of Felzartamab for the treatment of membranous 

nephropathy is expected in the first half of 2021 and based on positive results, MorphoSys will 

broaden clinical development shortly thereafter. 

 

• NuVasive Inc.’s (NUVA) Chief Executive Officer J. Christopher Barry kicked off the presentation 

by emphasizing the company’s core principle of transforming surgery and advancing care to 

change patients lives. That theme propelled the company’s 2020 accomplishments while 

supporting future growth. Over the past year the company had 15 alpha/commercial launches 

including the Enhanced Pulse® platform and the C360TM system for cervical. NuVasive opened a 

state-of-the art spine surgeon training center and continued European Medical Device 

Regulation was a major focus for 2020 as well. 

 

Anterior continues to be a key growth driver and NuVasive plans to grow its share of the lateral 

segment with the X360 TM system by launching multiple product introductions, leverage XLIF® 

Prone to expand market opportunities and continue to provide Clinical Development Training to 

surgeons. The company intends to collect XALIF TM data by driving surgeon engagement and 

becoming the ALIF market leader in 2021. With Posterior’s significant global market opportunity, 

NUVA plans to introduce differentiated Advance Materials Science TM (AMS) porous implants 

and expandables while continuing to advance less-invasive surgery with the TLIF solution. The 

new Anterior Cervical Plating system allows for growth in the Cervical segment. It is the thinnest 

plate on the market offering both fixed and variable screws. Reline Cervical, designed for 

efficiency and ease of use, addresses complex junctional challenges by integrating with Reline 

posterior fixation technology. 
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Pulse is an integrated, extensible platform designed to support 100% of spine procedures. Pulse 

Robotics is an application-based environment to integrate future technology. Near-term Pulse 

milestones on the horizon in 2021 include FDA & CE mark submission, CE approval, clinical 

evaluation in Europe, FDA clearance, clinical evaluation (U.S., ANZ) and global commercial 

launch (U.S., ANZ, Europe). By 2022, the company anticipates Pulse Robotics application and 

first-in-human robotics use. 

 

Clinical Professional Development (CPD) is a core strategy for NuVasive moving forward. 

Engaging surgeons enables them to confidently adopt NuVasive approaches and procedural 

techniques. Virtual and remote training lends itself well to the current environment while onsite 

training is expanding. The company has global training sites, including the NuVasive Experience 

Center (NEC) West and NEC East. 

 

• Unsurprisingly, the Pacira Biosciences (PCRX) talk was principally focused around its lead 

products, Exparel, a bupivacaine liposome injectable suspension, and iovera, a portable 

cryoanalgesia device. The company ethos is to deliver non-opioid pain management and 

regenerative health solutions to enhance patient outcomes. Logically therefore, Exparel is a 

flagship product of Pacira, which the company describes as the only marketed non-opioid, long-

acting option for local and regional analgesia via infiltration, field block, and brachial plexus 

nerve block. The company expects an sNDA PDUFA decision for use in pediatrics, by the end of 

Q1 2021. Similarly, around this period, Pacira anticipates data from the STRIDE study, which 

would support label expansion to lower extremity nerve blocks and increase the product’s 

target population even further.  

 

Pacira CEO and Chairman, Dave Stack, explained that due to the COVID-19 pandemic, healthcare 

professionals are shifting more procedures from an inpatient setting to outpatient ambulatory 

surgery centres (ASCs); well suited for Exparel use. The reasoning behind this shift is to reduce 

potential patient exposure to COVID, while also providing a strong incentive for payers and 

insurers to diminish costs. Stack further discussed the market opportunity for the company’s 

leading product, stating a high-teen CAGR over the next five years, supported by planned 

expansions into additional abdominal/colorectal, cardiothoracic, woman’s health and 

orthopedic procedures. This opportunity is further substantiated through probable lack of direct 

competition, as Pacira foresees exclusivity lasting for up to another two decades due to the 

unique technology and manufacturing processes of Exparel.  

 

Iovera is Pacira’s other leading product and is positioned for use before, during and after 

surgery. This treatment likewise avoids opioid pain-management through nerve blockade by 

cryogenic freezing. The company identifies the management of osteoarthritis and 

complementary surgical use with Exparel as the two broad opportunities for iovera. 
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Consequently, the PREPARE study is currently ongoing, evaluating iovera and Exparel for opioid-

sparing pain management for patients undergoing total knee arthroplasty (TKA). 

Despite the initial headwinds from the pandemic, Pacira’s focus on deploying Exparel in the ASC 

setting has enabled a record revenue of $429.6M for the company in 2020. The recovery was 

evident in Q4 of 2020, where Exparel average daily sales were up 9% versus the previous year. 

Furthermore, the company claims to have solid financial footing with $575+M in cash and 

investments as of September 2020, with strong long-term growth prospects. In addition to the 

Pacira’s lead marketed products, it is further relying on leveraging its DepoFoam carrier matrix 

technology to develop pipeline candidates aimed at anaesthesia and pain indications.  

 

• Vifor’s (VIFN) CEO Stefan Schulze kicked the presentation off with a review of key achievements 

in 2020. These include the launch of Ferinject in Japan, the filing of Korsuva in the US, and the 

AFFIRM-HF data readout with Ferinject. Schulze then provided an update on commercial 

products, which was followed by a review of the pipeline assets.  

 

The iron-deficiency portfolio was the first discussed, which includes Ferinject/Injectafer, 

Venofer, and Maltofer. Together, these therapies contributed to 45% of the market in 2020, 

compared to 35% in 2014. Schulze draw attention to the high unmet medical need combined 

with the complex difficult-to-copy structure of Ferinject, which creates a significant opportunity 

for long-term growth. During the question and answer session, Schulze noted that COVID-19 

pandemic had the greatest impact on the iron portfolio due to the close of administration sites, 

reduction in elective surgeries, and patient’s reluctance to see physicians. However, the 

management team expect a rapid recovery, to pre COVID performance levels by mid-2021. 

When questioned over the ongoing court case disputing patents of Injectafer in the US, the CEO 

claimed that the company was confident in their intellectual property and expect Injectafer to 

be protected until 2028.  

 

Moving on to Nephrology, Schulze described a portfolio of 10 products, with 7 in-licenced, and 4 

preparing to launch in the next 12-18months. Vifor plan to grow in this disease through 

leveraging unique partnerships, such as with Fresenius Medical Care, a dialysis provider, which 

will expand patient access. The last commercial update centred around cardio-renal therapies. 

Schulze noted Ferinject’s strong growth momentum in heart failure within the 5 major EU 

markets, with a CAGR of 30% from 2016 to 2020. He added that there is a major growth 

opportunity in heart failure in the US, which will be addressed by the anticipated label 

expansions from FAIR-HF and CONFIRM-HF trials in 2022. The HEART-FID study should 

strengthen guideline recommendations in 2023/24. Finally, he added that the company will 

continue to focus on disease awareness to accelerate market growth of Veltassa in 

hyperkalemia and establish clinical differentiation through the DIAMOND trial.  

 

The second part of the presentation reviewed the pipeline assets, starting with Avacopan, which 
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is expected to launch in Europe in antineutrophil cytoplasmic antibodies associated vasculitis 

(ANCA-AV) in early 2022. Vifor anticipate this drug to become the standard of care in ANCA-AV. 

The executive showed confidence in potential further indications including C3 glomerulopathy 

and hidradenitis suppurativa, despite failing to meet the primary endpoint in the former 

indication. Furthermore, Schulze commented on the filing of an NDA for priority review of 

Korsuva injection for chronic kidney disease associated pruritis. Based on the Breakthrough 

Designation, the company anticipate a review period of 6 months, with launch in the US in H2 

2021, followed by Europe in early 2022. The last pipeline asset discussed was ANG-3777, which 

is expecting a data readout in Q2 2021 for cardiac surgery associated acute kidney injury. 

Results from a Phase III study in delayed graft function are also expected at the end of 2021.  

 

Other pipeline assets were mentioned during the question session, including vadadustat. 

Schulze was questioned over the use of a priority review voucher (PRV), purchased by Vifor, 

being used for the NDA filing of vadadustat, which is expected in H1 2021 in the US. He 

explained that while the company were still in discussions over the use of the PRV, the chances 

are smaller now due to the results from the PROTCET study in non-dialysis patients, which failed 

to meet the primary safety endpoint. Nevertheless, the company is confident in the path 

forward for approval in dialysis patients based on the INNOVATE trial results.  

 

 

Small Cap Companies 
• Akebia (AKBA) President and CEO, John Butler, opened the presentation by stating that they 

believe the company is underappreciated by the street and highlighted the company’s clear 

strategic focus on kidney disease. The presentation centered on the anemia company’s Phase III 

asset, vadadustat, in line to complement their other nephrology product, Auryxia. The oral 

hypoxia-inducible factor prolyl hydroxylase inhibitor has been evaluated to treat anemia due to 

chronic kidney disease (CKD) and gained approval in Japan as Vafseo for both dialysis and non-

dialysis adult patients. Vadadustat is also being explored in an investigator-initiated study run by 

the University of Texas Health looking at its potential to treat acute respiratory distress 

syndrome in COVID-19, with the Department of Defense granting an additional $5m to expand 

the study. 

 

The Phase III INNO2VATE program, on which vadadustat’s US anemia approval will be based, 

demonstrated efficacy and cardiovascular safety of vadadustat for the treatment of anemia due 

to CKD in adult patients on dialysis. The treatment has the potential to change the standard of 

care for the over 500,000 US patients who are on dialysis with anemia due to CKD, providing a 

more convenient oral alternative to injectable erythropoiesis-stimulating agents, which have 

been associated with cardiovascular risks. Enrolling nearly 4,000 patients, both open label 

(sponsor blind), darbepoetin alfa controlled, non-inferiority INNO2VATE studies achieved their 
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primary endpoints on mean change in hemoglobin levels in both prevalent and incident 

populations. Full results are expected to be published in 2021. Akebia is working closely with 

partner Otsuka to prepare what Butler called a high-quality regulatory submission, with Akebia 

responsible for the prioritized NDA filing and Otsuka responsible for the MAA filing in Europe.  

 

Akebia will equally share the profit from US sales with Otsuka, with a majority from Vifor 

Pharma’s sales of vadadustat to Fresenius Kidney Care and other third-party dialysis 

organizations. The Vifor agreement enables a go-to-market strategy positioning vadadustat for 

potential rapid adoption in up to 60% of US dialysis patients. In Europe, Akebia has a traditional 

license with Otsuka with tiered royalties up to 30%. In Japan, Akebia has partnered with 

Mitsubishi Tanabe and reported $400,000 in royalty income in the third quarter, exceeding 

expectations. In Latin America, Akebia retains full rights to product revenue. 

 

• Arena Pharmaceuticals’ (ARNA) director, President and Chief Executive Officer (CEO) Amit 

Munshi did not present new data during his presentation at JP Morgan this year. However, it 

was somewhat surprising to receive an update regarding termanogrel as the first drug candidate 

covered by the CEO considering that termanogrel had not been listed in the company’s pipeline 

on their website. Munshi outlined the science behind and unmet need for the peripherally-

acting 5-HT2A (serotonin) inverse agonist for coronary microvascular obstruction (CVO) before 

listing off key milestones for the Phase IIa-ready asset. There have been four Phase I studies 

completed for the oral formulation and one for the intravenous formulation of termanogrel. In 

Q2 2021, the fast track-designated drug candidate will move into its Phase IIa study for 

percutaneous coronary intervention (PCI) in elective and non-urgent non-ST-segment elevation 

myocardial infarction (NSTEMI) with an expected readout in H2 2022. In parallel to termanogrel 

in the cardiovascular arena, the company also anticipates a Phase IIa data readout for APD418 in 

H2 2022. 

 

Munshi was eager to dive into Arena’s cannabinoid type 2 receptor (CB2) agonist olorinab, 

which is being developed in the irritable bowel syndrome (IBS) space. Data from the Phase IIb 

CAPTIVATE trial for IBS pain will readout during the first half of this year. The CEO explained that 

the placebo rate differs historically between IBS-C and IBS-D with IBS-C placebo rates around 1-

1.5, while the effect sizes of existing drugs are around 1-1.5 placebo-adjusted on a 10-point 

scale. Hence, producing data north of this range would be considered clinically meaningful as 

olorinab is an adjunctive therapy used alongside motility agents for pain management. 

Approximately 20 million patients in the US suffer from IBS and 70-80% are suffering from 

recurrent or continuous abdominal pain. Furthermore, ~70% of physician visits are for 

abdominal pain as opposed to motility effects, therefore the need is great. 

 

In the gastrointestinal segment, Arena is focusing on launch readiness for its leading drug 

candidate etrasimod to treat UC with strategies including more than 75 advisory boards globally. 
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Etrasimod has several upcoming catalysts in the next 24 months, including dose-ranging data 

from its Phase II CULTIVATE trial in Crohn’s disease (CD) in H2 2021, Phase III data from its 

ELEVATE 51 and 52 Phase III ulcerative colitis (UC) trials in H1 2022, as well as a New Drug 

Application to treat UC intended in H2 2022. Enrollment has completed for the ELEVATE 52 trial 

and baseline patient characteristics appear comparable to the OASIS study, apart from the 

proportion of patients who previously failed therapy (40% versus 30% in the OASIS and ELEVATE 

trials, respectively). Larger effect sizes are typically yielded from naïve patients compared to 

refractory ones. Additionally, Munshi emphasized the uniqueness of the global Phase II 

GLADIATOR UC trial as a landmark study targeting the 150k moderate UC patient population 

(data will read out in 2023), thus tapping into a patient population that is excluded from many 

clinical trials as they are often screened out. In this way, the drug is being positioned for 

integration earlier in the treatment algorithm. Arena aims to incorporate a higher 3mg dose and 

a 16-week duration in its trial design for etrasimod. Safety data for the 3mg dose will be 

captured through the CD program.   

 

Arena has discontinued all guidance on its CD program for etrasimod as a result of COVID-19 

uncertainty and will provide updates once the situation is more stable. The CULTIVATE trial for 

CD consists of multiple sub-studies. Since the first sub-study was disrupted by COVID-19 delays, 

the second open-label sub-study was added to distinguish between the 2mg and 3mg doses. For 

efficiency, sub-studies one and two will overlap prior to initiating study three as it will be easiest 

to take forward a single dose and chemistry, manufacturing, and controls work is required for 

the 3mg dose (currently a 1mg and 2mg tablet is being used for the 3mg dose).  

 

Regarding additional indications, etrasimod’s Phase III trial in atopic dermatitis will initiate in H2 

2021 and Phase II data will also be reported for its alopecia areata study during this timeframe. 

Further in the future, the Phase II VOYAGE trial for eosinophilic esophagitis (EoE) will yield data 

in H2 2022. When questioned regarding the unexpected changes to the trial protocol in the 

completed ADVISE study for atopic dermatitis reported in 2020, Arena’s CEO assured that the 

abnormality primarily pertained to a single centre which generated significant noise due to the 

small size of the trial and no similar flags have been raised for the >500 total sites across all 

programs. Thus, Munshi was confident that the issue was not a systemic or systematic issue but 

rather a protocol violation issue.  

 

Comparing etrasimod to the janus kinase (JAK) inhibitors, Munshi highlighted the advantages 

etrasimod possesses in requiring fewer baseline and ongoing interventions. The JAK inhibitors 

possess black box warnings and are associated with a safety stigma relating to the risk of 

thromboembolic events and infections. Consequently, this drug class necessitates tuberculosis 

and herpes zoster testing at baseline and ongoing monitoring of liver enzymes amongst other 

requirements totalling up to around 12-18 interventions for patients over the course of 12 

months. In contrast, sphingosine 1-phosphate (S1P) receptor modulators only require baseline 
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electrocardiograms and blood work. Munshi emphasized that etrasimod did not have the same 

cardiac impact as fellow S1P modulators siponimod and ozanimod. Additionally, the CEO touted 

etrasimod’s rapid onset of action, lack of accidental metabolites, and no titration schedule. 

Overall, it is an exciting time for Arena as the company is currently broadly executing four 

clinical stage assets with a goal to shoot for one IND per year through to 2022, as well as two 

Phase II and five Phase III data readouts respectively.  

 

• Atara Biotherapeutics (ATRA) provide a robust anticipated milestone update during JP Morgan, 

as well as clarification on the FDA rolling BLA process for Tab-cel for Epstein-Barr Virus-Positive 

Post-Transplant Lymphoproliferative Disease (EBV+ PTLD). In Phase II studies of Tab-cel for EBV+ 

PTLD, long term outcomes show that a high number of responders are surviving up to two years, 

a significant step towards survival for a condition in which patients are typically given a few 

months to live. Atara is confident in these positive results going in to the BLA admission process 

with the FDA. Atara is currently in talks with the FDA regarding the final procedure questions 

that need answering before initiating the rolling NDA and continues to expect to complete the 

filing in Q3 2021, with the goal of launching by year end. In Europe, the company aims to launch 

in 2022, expecting to file the submission in the second half of 2021. For ATA188, Atara is 

optimistic, claiming that no treatment today rivals the mechanism and early outcomes of 

ATA188, and if proven in a Phase II Study, could be a game changer for Multiple Sclerosis 

patients. The company is currently in talks with the FDA regarding the Phase II study and 

anticipates an interim analysis in the first half of 2022.  

 

• AVEO Pharmaceuticals (AVEO) is a small oncology-focused company, whose prospects depend 

heavily on tivozanib, a VEGF tyrosine kinase inhibitor (TKI) approved for renal cell carcinoma 

(RCC) in Europe in 2017 and with a US PDUFA March 31, 2021, which will be a major binary 

event for the company. The submission is primarily based on a pivotal study in third line or 

greater RCC. For background, the drug had a prior complete response letter in the US because 

its first-line TIVO-1 trial had a trend for reduced overall survival (OS) compared to another TKI, 

sorafenib, despite a significant improvement in in PFS. There are concerns for the current 

submission, because while the drug had a 0.97 hazard ratio on OS versus sorafenib, so 

numerically very slightly better, at the same time, it had a numerically lower median OS (16.39 

months versus 19.15 months), and the difference in median OS was larger than what was seen 

in TIVO-1 (2.8 versus 0.5 months). 

 

In the presentation, CEO Michael Bailey argued that the similar OS results for tivozanib 

compared to sorafenib is typical of what has been seen in other comparative studies of TKIs in 

the first- and second-line setting. He pointed to the improvement in PFS and ORR in TIVO-3, 

implying that the ability to shrink tumors could improve symptoms, but also that the highly 

potent and selective drug (with a long half-life) was more tolerable than sorafenib, with lower 

rates of diarrhea and hand-foot skin reactions, which led to more cycles of therapy initiated and 
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fewer adverse events causing dose reductions or interruptions. This he said could lead more 

patients to be willing to try third-line therapy, for which there is evidence of improved survival 

compared to not proceeding with third-line therapy. He also noted that there was a dearth of 

data in third or fourth line, so the study filled that gap, which could likewise lead to more such 

treatment.  

 

Bailey also noted earlier stage, uncontrolled data in combination with a checkpoint inhibitor 

(CPI), similarly showing that while response rates appeared similar to other such combinations, 

dose reductions were fewer. He said better tolerability is important when combining such drugs, 

and, unlike several other agents, only tivozanib and sunitinib significantly reduced the 

percentage of T regulatory cells preclinically, which could lead to synergy with CPIs. 

 

On the potential market for the drug if approved, he noted a $300mn opportunity in third or 

greater line RCC, but said tivozanib could increase that, as its longer PFS would lead to longer 

treatment, the increased data and greater tolerability could increase patients opting for such 

treatment, and the extended OS from CPIs may expand the eligible population. The company 

also has a collaboration for the drug with AstraZeneca in hepatocecullar carcinoma (HCC), with 

Phase Ib data from DEDUCTIVE to be presented at ASCO GI a couple days after the current 

presentation, and the Phase II portion to begin this year. 

 

Another significant catalyst for the company this year will be Phase II data for ficlatuzumab, with 

or without cetuximab, in highly refractory, cetuximab-resistant head and neck squamous cell 

carcinoma (HNSCC). Partner Biodesix, a diagnostics company, had opted out of the drug last 

year, but AVEO has prepared manufacturing to embark on a Phase III study if the Phase II data 

support that. 

 

Finally, Bailey highlighted AV-380 for cancer cachexia, noting the recent announcement of a 

Phase I study being initiated. 

 

The company only has enough cash to take them into 2022, and $20mn of the $88.8mn is from 

debt financing that is contingent on FDA approval of tivozanib and specified 2021 sales, so 

somewhat tentative. CFO Erick Lucera said the cash should be sufficient to fund 

commercialization of tivozanib, but indicated funding for other product development would 

require different measures, such as partnering ex-US rights for their other candidates. There are 

some potential future milestone payments as well, from its ex-North America partner's potential 

opt-in of TIVO-3 data and Kyowa Kirin's tivozanib reformulation in the eye disease, wet AMD. 

They would also consider partnering AV-380 outside of oncology if it did not conflict with their 

oncology plans. 
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• Having successfully launched their first drug, Orladeyo, in the US in December of last year for 

the preventive treatment of hereditary angioedema (HAE) attacks, BioCryst Pharmaceuticals 

(BCRX) CEO, Jon Stonehouse, summarized their development journey with Orladeyo and 

presented updates as to the company’s next steps.   

 

A month into their US launch of Orladeyo, management indicated the launch is going well even 

in the restricted COVID-19 environment, and they will continue to give updates on the launch 

progress throughout the year. Currently, their market access team is engaging with payers to 

secure reimbursement of their once-daily oral therapy. BioCryst anticipates imminent approval 

for Orladeyo in Japan where the drug could potentially be the first and only prophylactic 

treatment in the region for HAE. BioCryst is also expecting a regulatory approval decision in the 

EU in the second quarter of this year at which point the developer says they will be ready to 

launch the drug. Guidance for Orladeyo’s peak is upwards of $500m which BioCryst believes will 

come from a half-half split of those patients switching from injectable propylaxis therapies, and 

those who are treatment naive. Management also indicated that revenues from Orladeyo as 

well as recently completed financing from Royalty Pharma and Athyrium Capitol Management of 

$325m will provide them with the capital to execute their future development plans with 

Orladeyo and their pipeline assets. 

 

Within their pipeline, management focused mainly on BCX9930, an oral selective inhibitor of 

Factor D, which BioCryst plans to develop for multiple complement-mediated diseases. Goals 

this year, however, include the advancement of BCX9930 as a monotherapy into late Phase 

and/or pivotal trials in paroxysmal nocturnal hemoglobinuria (PNH). BioCryst expects to report 

detailed data from treatment naïve and inadequate C5 responders in PNH dosed up to 500 mg 

bid in their Phase I study in the first quarter of 2021 and later this year, we can also expect an 

update on the long-term data from their dose-ranging study. Aside from PNH, the company 

hopes to initiate proof-of-concept studies for BCX9930 in multiple nephritis indications this year 

as well. 

 

In their early stage pipeline, BioCryst’s oral activin receptor-like kinase-2 (ALK2) inhibitor, 

BCX9250, is in Phase I development for fibrodysplasia ossificans progressiva (FOP). Management 

were pleased with the observed safety and PK profiles of the drug in their interim Phase I data 

released in December 2020. Given the positive data, BioCryst will be moving forward with the 

drug this year by producing more of it and conducting longer-term toxicology studies. 

 

• CEO Jack Bailey highlighted major upcoming milestones for trilaciclib and rintodestrant, G1 

Therapeutics’s (GTHX) main pipeline therapies, at the J.P. Morgan Healthcare conference. The 

company is anticipating an approval decision from the FDA for trilaciclib as a treatment for 

patients with small cell lung cancer (SCLC) also being treated with chemotherapy in February 

2021 and Bailey extensively discussed the on-going preparations to support a launch shortly 
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thereafter.  

  

In addition to an on-going Phase III trial testing trilaciclib in colorectal cancer, G1 Therapeutics 

plans to initiate a registrational Phase III of trilaciclib as a first-line treatment for triple-negative 

breast cancer (TNBC) in the first half of 2021. Bailey also noted that the TNBC trial will include a 

non-registrational cohort testing trilaciclib as a treatment for patients who have previously 

progressed on checkpoint inhibitors. Top-line results from the two pivotal trials are expected in 

the first and second half of 2023, respectively. Furthermore, the company also plans to initiate 

two Phase II trials of trilaciclib in the first half of 2021. The first trial will examine the efficacy of 

trilaciclib as a first-line treatment for bladder cancer, while the second will investigate trilaciclib 

as a treatment for patients with non-small cell lung cancer who were previously treated with a 

checkpoint inhibitor. Bailey closed the session by discussing the company’s development plans 

for selective estrogen receptor degrader (SERD) inhibitor rintodestrant. Interim data from the 

Phase II trial testing the combination of rintodestrant and palbociclib in patients with estrogen 

receptor-positive, HER2-negative breast cancer are expected in the second quarter of 2021 and 

will inform the company’s future development plan for rintodestrant.  

 

• Idera Pharmaceuticals (IDRA) highlighted their single pipeline candidate tilsotolimod, an agonist 

of Toll-like Receptor (TLR) 9 based on the company's proprietary Immune Modulatory 

Oligonucleotide (IMO) technology. Tilsotolimod positions itself well within the oncological space 

as a potential therapy post anti-PD-1 therapy, where acquired resistance is a real concern, to 

improve patient outcomes. The most advanced indication for tilsotolimod is melanoma, where 

the drug is being evaluated in the Phase III ILLUMINATE-301 study.  

 

With results from ILLUMINATE-301 expected in late first quarter 2021, sucess for the program 

and for Idera as a whole weighs in the balance. Should results demonstrate positive efficacy and 

safety, the company plans to pursue accelerated approval via a rolling NDA submission to the 

FDA together coupled with priority review. The company estimates peak yearly sales of 

tilsotolimod, if approved, to be approximated $600 million in the U.S. and $350 million in 

Europe. While this lends itself to a huge market opportunity and first possible product revenue 

for Idera as a whole, data from ILLUMINATE-301 will play a significant part in future progress. 

 

• ImmunoGen (IMGN) centered its presentation on its late stage program, mirvetuximab 

soravtansine, along with updates on additional pipeline assets. Mmirvetuximab soravtansine 

remains on path for a potential accelerated approval that is supported with the single-arm 

SORAYA trial for FRα-hgh platinum-resistant ovarian cancer. The company reemphasized the 

pooled post-HOC analysis from the Phase I and Phase III FORWARD I studies where 

mirvetuximab demonstrated an overall response rate (ORR) at 31.4% and medium duration of 

response (mDOR) of 7.8 months, in hopes to replicate these data in SORAYA to support 

accelerated approval. ImmunoGen expects top-line data in the third quarter of 2021 and a 
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Biologics License Application (BLA) filing in the second half of 2021. The Phase III MIRASOL trial 

continues to be enrolling globally and top-line data is expected in the first half of 2022 along 

with a full approval in 2023.  

 

ImmunoGen followed up on IMGN632, a CD123-targeted ADC, in development for blastic 

plasmacytoid dendritic cell neoplasm along with other hematologic indications. A Type B 

meeting was held with the U.S. Food and Drug Adminisration (FDA) in the fourth quarter of 2020 

to review IMGN632’s path to approval along with the addition of a pivotal cohort to the Phase 

I/II 801 study. ImmunoGen is also moving forward with IMGN632 for acute myeloid leukemia 

(AML), where initial combination data from the Phase Ib/II 802 study is expected in mid-2021. 

Early stage candidates, IMGC936, an ADAM9-targeting therapy, and IMGN151, an anti-FRα ADC, 

continue to be advanced. An investigational new drug (IND) filing is expected for IMGN151 by 

the end of 2021. ImmunoGen also provided an overview on its partnerships and reiterates the 

company is in a strong cash position with the potential for two marketed products in the new 

future. 

 

• Anna Protopaps, CEO of Mersana Therapeutics (MRSN), opened the Company’s JPM 

presentation highlighting the antibody drug conjugates (ADC) in their pipeline that are 

accelerating towards clinical trials within the next two years. The Company focused their 

presentation on XMT-1536, their lead asset for the treatment of ovarian cancer. Mersana held a 

meeting with the FDA that informed the designs for their upcoming Phase II studies: UPLIFT and 

UPGRADE. UPLIFT is a single-arm registrational study that Mersana plan to initiate in the first 

quarter of 2021. UPGRADE is a study to evaluate the combination of XMT-1536 with other 

agents, starting with a platinum chemotherapy combination dose escalation cohort. Mersana 

plans on initiating UPGRADE in the third quarter of 2021. 

 

Mersana continued by showcasing the five pillars that will drive the Company forward in 2021. 

These include: initiating UPLIFT, achieving proof-of-concept for XMT-1536 in NSCLC, complete 

dose escalation of XMT-1536 for NSCLC, conduct IND-Enabling studies for XMT-1660 with and 

IND submission in Q1 2022, and conduct IND-Enabling studies for XMT-2056 with IND 

submission in Q1 2022. With a pipeline of a copious amount of early stage drugs, Mersana will 

be very eager to solidify the foundation for future growth and development of the Company 

with multiple programs poised to enter the clinic in the near future.  

 

• CEO Dr. Gregory Demopulos presented cross-portfolio updates and expectations for Omeros 

(OMER), but the majority of the presentation focused on their mannan-binding lectin-associated 

serine protease-2 (MASP-2) inhibitor narsoplimab. The key focus areas for narsoplimab are 

treatment of hemopoietic stem cell transplant-associated thrombotic microangiopathy (HSCT-

TMA), IgA nephropathy (IgAN), and COVID-19.  
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The largest, near-term catalyst for narsoplimab is the pending BLA in HSCT-TMA that was 

completed in November 2020. Dr. Demopulos did not disclose if the FDA had accepted the BLA 

but reiterated that its progressing well and the end of 60-day window for notification is 

approaching. The MAA submission to the EMA is also on schedule for H1 2021. Narsoplimab 

carries a Breakthrough designation in the US and Orphan designations in both the US and EU. 

The outlook for approval in this indication remains high and Dr. Demopulos reiterated that 

Omeros is prepared for the launch of narsoplimab with manufacturing, organizational, as well as 

engagement and educational readiness. Further, they remain confident that the studied HSCT-

TMA population reflects a real-world patient population and are hopeful that narsoplimab’s 

label will not be restricted.  

 

Narsoplimab remains under early investigation for COVID-19. The pathophysiology of HSCT-TMA 

and COVID-19 are similar in that both diseases are characterized by endothelial injury and 

subsequent activation of the lectin pathway, which is partly mediated by MASP-2. Previous 

results from narsoplimab in COVID-19 patients were discussed. Importantly, narsoplimab 

appears effective in preventing long-term sequalae (5-6 months) after initial COVID-19 recovery. 

Omeros is in discussions with regulatory bodies in the US and abroad regarding narsoplimab in 

COVID-19 but no additional color was provided at the presentation. Dr. Demopulos did not 

directly answer a question on potential indication-specific pricing should approval occur in these 

different indications.  

 

In IgAN, narsoplimab has produced strong results in Phase II studies and the phase III ARTEMIS-

IGAN trial is now enrolling patients. However, enrollment has been delayed due to COVID-19 

and Omeros is working to add sites in China. This delay will push topline results into 2022.  

Additional updates on the remainder of Omeros’ portfolio were somewhat limited. Net sales 

guidance for marketed ophthalmology drug Omidria were unchanged from previous disclosures, 

topline Phase I results from MASP-3 inhibitor OMS906 are expected later this year, and 

preclinical results were reviewed for Omeros’ G-protein coupled receptor platform.  

 

• For near-term growth, Orchard Therapeutics (ORTX) is planning to bring their portfolio of rare 

diseases to approval in the U.S. and Europe. Thus far, the company has demonstrated extensive 

body of data showing durability of response and safety across 6 different diseases and 3 

different organ systems with data stretching back over 10 years. The company is planning to 

expand its geographic footprint by leveraging cross-border and treatment abroad 

reimbursement pathways in both Europe and markets such as the Middle East and Turkey for 

OTL-200. 

 

Orchard is currently in preparation to commercially launch Libmeldy (OTL-200) for 

Metachromatic Leukodystrophy (MLD) in Europe in the first half of 2021. OTL-203 is progressing 
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from a proof of concept (POC) trial to a pivotal trial and the POC trial of OTL-201 for MPS-IIIA is 

expected to fully enroll this year. The company is also planning to showcase data at the 

upcoming WORLD Symposium in February for OTL-203 in MPS-I and OTL-201 for MPS-IIIA. 

Regulatory filing for OTL-200 is underway, pending the interaction with the FDA by mid-2021. 

Marketing Authorization Application (MAA) filing for OTL-103 in Wiskott-Aldrich Syndrome 

(WAS) is on track for year-end 2021 in Europe, following shortly by a BLA Filing in 2022 in the 

U.S.  

 

The company continues to maintain a strong balance sheet, currently standing at $192 in cash 

and investments at year-end 2020. The company plans to focus on the highest value programs 

and allocate R&D capital for larger indications. The company is leveraging its HSC Gene therapy 

platform for new indications and looking for partnership opportunities for long-term growth. 

 

• Rick Winningham, CEO and Chairman of Theravance Biopharma (TBPH), boldly declared 2021 

will be the inflection year with multiple important catalysts. These include the upcoming top-

line data readout from the Phase II study of TD-0903 in hospitalized COVID-19 patients, Phase 

II/III readout from the DIONE and RHEA studies of izencitinib (TD-1473), and Phase III top-line 

data from the SEQUOIA study of ampreloxetine (TD-9855). Winningham then highlighted the 3 

transformational pillars of Theravance: the commercialization of Yupelri, robust R&D engine 

with 3 leading candidates including upcoming data readout, and a changing financial profile 

comprised of Yuprelri profitability and royalty obtained from GSK’s Trelegy. 

 

The first pillar, the commercialization of Yupelri, was touted a core pillar of Theravance in 2021 

due to its growth and profitability. Yupelri is the FDA-approved once-daily nebulized long-acting 

muscarinic acetylcholine receptorantagonist for the treatment of COPD. Through a 35-65 

partnership with Viatris, Theravance seen continued growth despite the pandemic. In the third 

quarter of 2020, Theravance reported $13M net sales, which is double from the $5.8M figure 

from 3Q19. Additional, hospital marketplace represents a strong growth driver with many 

patients whose COPD has progressed were admitted to hospital, which make hospital a key 

point to introduce Yupelri to switch patients from inhalers, even further to community setting 

post discharge. Alongside Yupelri success is the strong growth of GSK’s Trelegy Ellipta rounding 

out the third core pillar of Theravance, robust financial profile. From the partnership with GSK, 

Theravance received a royalty ranging from 5.5% to 8.5% based on sales number. Winningham 

noted a successful launch of Trelegy by GSK, especially after its approval for asthma in the US, 

with projected sales up 45% year-over-year. 

 

The bulk of the presentation was the highlights on the second pillar of Theravance, robust R&D 

engine. The first leading candidate, Ampreloxetine (TD-9855), is an once-daily norepinephrine 

reuptake inhibitor to treat symptomatic neurogenic orthostatic hypotension (nOH). 

Winningham lauded ampreloxetine as the next growth driver just like Northera, the sole 
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approved therapy for this indication with over $400M annually. Winningham explained that due 

to its short half-life and its mechanism of action, the nOH patient must take Northera multiple 

times a day, and the drug carries a side effect of supine hypertension. In other words, treating 

the low blood pressure in these patients actually causes an overshoot -- increases the blood 

pressure that overshoots normal and causing abnormally high blood pressure in some patients 

treated with Northera. Theravance is hopeful that the Phase III SEQOIA, reading out in the third 

quarter of 2021, will replicate the positive signal from the Phase II study.  Additionally, 

izencitinib (TD-1473), a JAK inhibitor, is also another candidate that Theravance is pinning hope 

on expanding its pipeline. Touted as uniquely selective, Izencitinib shows low systemic 

exposures but high colonic concentrations above JAK inhibition levels compared to tofacitinib 

(Pfizer’s Xeljanz), which has been under scrutiny for adverse effects. Two studies in 

inflammatory bowel diseases, the RHEA study (UC) and the DIONE study (Crohn’s) are both 

expected to produce data in the third quarter of 2021. 

 

Beyond these are the lung-selective inhaled program, TD-0903, under development for COVID-

19 treatment. Theravance is progressing through the second portion of the Phase II study in 

hospitalized patients with COVID-19 against placebo group. Results from this study is expected 

in the second quarter of 2021. Of note, during the Q&A session, it was reported that a similar 

lung-selective program, TD-8236, had reported Phase IIa data late in 2020, which it did not 

protect against the lung allergen challenge. Nevertheless, Theravance assured investors that the 

program is engaging on parts of the inflammation, and it was unfortunately could not ablate the 

late asthmatic response. Closing out the presentation, Winningham promised a busy third 

quarter with multiple important data releases, and progress toward a positive cash flow from 

Yupelri and Trelegy. 

 

• Tricida (TCDA) primarily provided updates on their Veverimer program currently being studied 

for the treatment of chronic kidney disease. They reiterated their timelines on their Phase III 

VALOR-CKD study as well as regulatory timelines. The company received a Complete Response 

Letter from the FDA in August 2020 requesting additional data demonstrating the efficacy of 

veverimer, and are currently awaiting feedback on the FDRR they submitted in December 2020. 

Top-line results are expected in the second half of 2021 and will help the company determine 

whether or not they are ready to resubmit an NDA in response to the CRL. Pending the interim 

analysis, the company may decide to stop the trial early for efficacy after accrual of 150 

endpoint events. If the study continues, there will be another interim analysis in 2022 and final 

results in 2024.  
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Product Updates from Biomedtracker/Meddevicetracker 
 

Aligos Therapeutics, Inc. (ALGS) 
 

ALG-125755 for Hepatitis B (HBV) Treatment (Antiviral) 

Event Date: 01/12/2021  

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Aligos Therapeutics, Inc. (ALGS)  

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: 

ALG-125755 is a siRNA drug candidate currently in preclinical development for the treatment of chronic 

hepatitis B virus (CHB). ALG-125755 has demonstrated potency and durability in nonclinical animal 

models of CHB. 

 

Source: 

J.P. Morgan Healthcare Conference 01/12/2021 (ALGS, Slide 21) 

 
 

Alkermes plc (ALKS) 
 

ALKS 1140 for Neurology - Other 

Event Date: 01/13/2021  

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

Lead Company: Alkermes plc (ALKS)  

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

 

 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=11198
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44095
https://www.biomedtracker.com/IndicationReport.cfm?IndID=319
https://www.biomedtracker.com/EventDetail.cfm?EventID=401921
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62259
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=11198
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/CompanyReport.cfm?CompanyID=22
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41716
https://www.biomedtracker.com/IndicationReport.cfm?IndID=192
https://www.biomedtracker.com/EventDetail.cfm?EventID=401969
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58569
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=22
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: 

Alkermes announced that ALKS 1140 is the company's CoRest-selective HDAC inhibitor. The company 

expects to initate a Phase I/FIH study in 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (ALKS, Slide 5) 

 
 

ALKS 4230 for Melanoma 

Event Date: 01/13/2021  

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Alkermes plc (ALKS)  

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: 

Alkermes announced that ALKS 4230 (nemvaleukin alfa) will be developed as a monotherapy candidate 

for mucosal melanoma and as a combiation candidate with pembrolizumab for the treatment of 

platinum-resistant ovarian cancer (PROC). 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (ALKS, Slide 26) 

 
 

ALKS 4230 for Ovarian Cancer 

Event Date: 01/13/2021  

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Alkermes plc (ALKS)  

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=22630
https://www.biomedtracker.com/IndicationReport.cfm?IndID=221
https://www.biomedtracker.com/EventDetail.cfm?EventID=401972
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62268
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=22
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=22630
https://www.biomedtracker.com/IndicationReport.cfm?IndID=224
https://www.biomedtracker.com/EventDetail.cfm?EventID=401973
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62269
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=22
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: 

Alkermes announced that ALKS 4230 (nemvaleukin alfa) will be developed as a monotherapy candidate 

for mucosal melanoma and as a combiation candidate with pembrolizumab for the treatment of 

platinum-resistant ovarian cancer (PROC). 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (ALKS, Slide 26) 

 
 

Arena Pharmaceuticals, Inc. (ARNA) 
 

Temanogrel for Cardiovascular Disease 

Event Date: 07/31/2019  

Event Type: Regulatory - Fast Track Status (Clinical Analysis) 

Trial Name: N/A 

Market Group: Cardiovascular 

Lead Company: Arena Pharmaceuticals, Inc. (ARNA)  

Partner Companies: Ildong Pharmaceutical (000230)  

Phase: I 

Change to Likelihood of Approval: 8% 

Likelihood of Approval: 8% (Same As Avg.) 

Average Approval: 8% 

Analysis: 

Arena Pharmaceuticals announced that they received fast-track designation from the FDA in July 2019. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (ARNA, Slide 10) 

 
 

Temanogrel for Cardiovascular Disease 

Event Date: 01/13/2021  

Event Type: Trial Announcement (Clinical Analysis) 

Trial Name: Phase IIa - Elective PCI  

Market Group: Cardiovascular 

Lead Company: Arena Pharmaceuticals, Inc. (ARNA)  

Partner Companies: Ildong Pharmaceutical (000230)  

Phase: I 

Change to Likelihood of Approval: 8% 

Likelihood of Approval: 8% (Same As Avg.) 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=42
https://www.biomedtracker.com/DrugReport.cfm?DrugID=7846
https://www.biomedtracker.com/IndicationReport.cfm?IndID=181
https://www.biomedtracker.com/EventDetail.cfm?EventID=402058
https://www.biomedtracker.com/DrugDetail.cfm?RecID=9638
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=42
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4001
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=7846
https://www.biomedtracker.com/IndicationReport.cfm?IndID=181
https://www.biomedtracker.com/EventDetail.cfm?EventID=402060
https://www.biomedtracker.com/DrugDetail.cfm?RecID=9638
https://www.biomedtracker.com/trialdetail.cfm?trialid=61566
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=42
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4001
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
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Average Approval: 8% 

Analysis: 

Arena Pharmaceuticals announced that they are planning a Phase IIa study for temanogrel in patients 

with coronary artery disease that have received elective elective percutaneous coronary intervention 

(PCI). 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (ARNA, Slide 10) 

 
 

Ascentage Pharma Group Corporation 
 

APG-5918 for Cancer 

Event Date: 01/13/2021  

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Ascentage Pharma Group Corporation (6855.HK)  

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: 

Ascentage is currently progressing APG-5918, a EED inhibitor, through IND-enabling studies. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (Ascentage, Slide 42) 

 
 

APG-115 for Solid Tumors 

Event Date: 01/13/2021  

Event Type: Trial Announcement - Patient Enrollment Completed (Clinical Analysis) 

Trial Name: Phase Ib/II - w/Pembrolizumab  

Market Group: Oncology 

Lead Company: Ascentage Pharma Group Corporation (6855.HK)  

Partner Companies: MD Anderson Cancer Center  

Phase: II 

Change to Likelihood of Approval: 0% 

https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2981
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44104
https://www.biomedtracker.com/IndicationReport.cfm?IndID=313
https://www.biomedtracker.com/EventDetail.cfm?EventID=402097
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62276
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2981
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=31856
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/EventDetail.cfm?EventID=401980
https://www.biomedtracker.com/DrugDetail.cfm?RecID=44016
https://www.biomedtracker.com/trialdetail.cfm?trialid=49281
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2981
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3791
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: 

Ascentage Pharma announced it has completed enrollment of the Phase Ib trial of APG-115 in 

combination with Keytruda (pembrolizumab). 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (Ascentage, Slide 31) 

 
 

APG-2575 for Solid Tumors 

Event Date: 01/13/2021  

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Ascentage Pharma Group Corporation (6855.HK)  

Partner Companies: MD Anderson Cancer Center  

Phase: Development Outside U.S. 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

APG2575 is currently in Phase I development for solid tumors outside the US. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (Ascentage, Slide 6) 

 
 

APG-1252 for Small Cell Lung Cancer (SCLC) 

Event Date: 01/13/2021  

Event Type: Trial Announcement - Trial Progressing (Emerging Markets) (Clinical 

Analysis) 

Trial Name: Phase I - SCLC/Solid Tumors (CH-001)  

Market Group: Oncology 

Lead Company: Ascentage Pharma Group Corporation (6855.HK)  

Partner Companies: 3SBio 

MD Anderson Cancer Center 

Phase: II 

Change to Likelihood of 

Approval: 

0% 

https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=36656
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/EventDetail.cfm?EventID=401965
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62266
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2981
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3791
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=32857
https://www.biomedtracker.com/IndicationReport.cfm?IndID=111
https://www.biomedtracker.com/EventDetail.cfm?EventID=401998
https://www.biomedtracker.com/DrugDetail.cfm?RecID=45361
https://www.biomedtracker.com/DrugDetail.cfm?RecID=45361
https://www.biomedtracker.com/trialdetail.cfm?trialid=46015
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2981
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2979
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3791
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
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: 

Ascentage Pharma announced the Phase I dose-escalation/expansion trial of APG-1252 (pelcitoclax) as a 

monotherapy in patients with SCLC in China is ongoing. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (Ascentage, Slide 38) 

 
 

Autolus Therapeutics plc (AUTL) 
 

AUTO1/22 for Acute Lymphoblastic Leukemia (ALL) 

Event Date: 12/31/2020  

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase I - Pediatric ALL  

Market Group: Oncology 

Lead Company: Autolus Therapeutics plc (AUTL)  

Partner Companies: N/A 

Phase: I 

Change to Likelihood of Approval: 6% 

Likelihood of Approval: 6% (Same As Avg.) 

Average Approval: 6% 

Analysis: 

Autolus announced the Phase I Pediatric ALL study of AUTO1/22 started in December 2020, with data 

expected in the fourth quarter of 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (AUTL) 

 
 

AUTO3 for Diffuse Large B-Cell Lymphoma (DLBCL) - NHL 

Event Date: 01/13/2021  

Event Type: Progress Update - Development Review (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Autolus Therapeutics plc (AUTL)  

Partner Companies: N/A 

Phase: II 

https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7815
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41554
https://www.biomedtracker.com/IndicationReport.cfm?IndID=199
https://www.biomedtracker.com/EventDetail.cfm?EventID=402017
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58293
https://www.biomedtracker.com/trialdetail.cfm?trialid=61551
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7815
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=36082
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3095
https://www.biomedtracker.com/EventDetail.cfm?EventID=402034
https://www.biomedtracker.com/DrugDetail.cfm?RecID=50168
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7815
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Change to Likelihood of Approval: 0% 

Likelihood of Approval: 14% (4% Above Avg.) 

Average Approval: 10% 

Analysis: 

Autolus announced the Company intends to partner AUTO3 ahead of progressing into the next phase of 

development. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (AUTL) 

 
 

AUTO3 for Acute Lymphoblastic Leukemia (ALL) 

Event Date: 01/13/2021  

Event Type: Progress Update - Development Review (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Autolus Therapeutics plc (AUTL)  

Partner Companies: N/A 

Phase: II 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 12% (2% Above Avg.) 

Average Approval: 10% 

Analysis: 

Autolus announced the Company intends to partner AUTO3 ahead of progressing into the next phase of 

development. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (AUTL) 

 
 

AUTO1 for Hematologic Cancer 

Event Date: 01/13/2021  

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Autolus Therapeutics plc (AUTL) 

Partner Companies: UCL  

Phase: Preclinical 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

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=36082
https://www.biomedtracker.com/IndicationReport.cfm?IndID=199
https://www.biomedtracker.com/EventDetail.cfm?EventID=402037
https://www.biomedtracker.com/DrugDetail.cfm?RecID=50169
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7815
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=37875
https://www.biomedtracker.com/IndicationReport.cfm?IndID=196
https://www.biomedtracker.com/EventDetail.cfm?EventID=402049
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62285
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7815
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3503
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
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Average Approval: N/A 

Analysis: 

Autolus announced the Company is planning to develop AUTO1 in primary CNS lymphoma, with the 

study start planned for the first quarter of 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (AUTL) 

 
 

Crinetics Pharmaceuticals, Inc. (CRNX) 
 

CRN04894 for Cushing's Syndrome 

Event Date: 01/13/2021  

Event Type: Regulatory - IND Filing (Clinical Analysis) 

Trial Name: Phase I - SAD/MAD  

Market Group: Endocrine 

Lead Company: Crinetics Pharmaceuticals, Inc. (CRNX)  

Partner Companies: N/A 

Phase: IND 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Crinetics announced that the U.S. IND filing has been completed for the Phase I first-in-human study of 

CRN04894 in Crohn's disease. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (CRNX, Slide 21) 

 
 

Daiichi Sankyo Co., Ltd. (4568) 
 

Injectafer for Anemia 

Event Date: 12/31/2020  

Event Type: Progress Update - Product Launch (Japan) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Hematology 

Lead Company: Daiichi Sankyo Co., Ltd. (4568)  

https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7486
https://www.biomedtracker.com/DrugReport.cfm?DrugID=39965
https://www.biomedtracker.com/IndicationReport.cfm?IndID=637
https://www.biomedtracker.com/EventDetail.cfm?EventID=402081
https://www.biomedtracker.com/DrugDetail.cfm?RecID=55892
https://www.biomedtracker.com/trialdetail.cfm?trialid=61575
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7486
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/CompanyReport.cfm?CompanyID=343
https://www.biomedtracker.com/DrugReport.cfm?DrugID=7954
https://www.biomedtracker.com/IndicationReport.cfm?IndID=375
https://www.biomedtracker.com/EventDetail.cfm?EventID=402052
https://www.biomedtracker.com/DrugDetail.cfm?RecID=9772
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=343
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Partner Companies: Fresenius (FSNUY) 

Vifor Pharma (VIFN) 

Zeria (4559:JP) 

Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Vifor Pharma announced that Ferinject was launched in Japan in 2020. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (VIFN, Slide 3) 

 
 

Injectafer for Anemia 

Event Date: 12/31/2020  

Event Type: Regulatory - Filing for Approval (Emerging Markets) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Hematology 

Lead Company: Daiichi Sankyo Co., Ltd. (4568)  

Partner Companies: Fresenius (FSNUY) 

Vifor Pharma (VIFN) 

Zeria (4559:JP) 

Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Vifor Pharma announced that in 2020 an NDA submission for Ferinject has been accepted in China. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (VIFN, Slide 3) 

 
 

DS-3939 for Solid Tumors 

Event Date: 01/13/2021  

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Daiichi Sankyo Co., Ltd. (4568)  

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=882
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=1307
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2030
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=7954
https://www.biomedtracker.com/IndicationReport.cfm?IndID=375
https://www.biomedtracker.com/EventDetail.cfm?EventID=402053
https://www.biomedtracker.com/DrugDetail.cfm?RecID=9772
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=343
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=882
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=1307
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2030
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=44109
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/EventDetail.cfm?EventID=402035
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62282
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=343
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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: 

Daiichi Sankyo reported that DS-3939 is entering preclinical development for solid tumors. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (DSKYF, Slide 46) 

 
 

DS-6000 for Solid Tumors 

Event Date: 01/13/2021  

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Daiichi Sankyo Co., Ltd. (4568)  

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: 

Daiichi Sankyo announced that DS-6000, a CDH6 ADC, is in late preclinical development with first-in-

human study expected to be initiated in the fourth quarter of FY2020. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (DSKYF, Slide 46) 

 
 

DS-7300 for Solid Tumors 

Event Date: 01/13/2021  

Event Type: Trial Data - Top-Line Results (Clinical Analysis) 

Trial Name: Phase I/II - First-in-Human Study  

Market Group: Oncology 

Lead Company: Daiichi Sankyo Co., Ltd. (4568)  

Partner Companies: N/A 

Phase: II 

Change to Likelihood of Approval: 0% 

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.daiichisankyo.com/files/investors/library/materials/2020/pdf/20210113%E2%80%97JPM%20Conference.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44108
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/EventDetail.cfm?EventID=402032
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62281
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=343
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.daiichisankyo.com/files/investors/library/materials/2020/pdf/20210113%E2%80%97JPM%20Conference.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=39917
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/EventDetail.cfm?EventID=402023
https://www.biomedtracker.com/DrugDetail.cfm?RecID=55822
https://www.biomedtracker.com/trialdetail.cfm?trialid=55523
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=343
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: 

Daiichi Sankyo provided updates on its early ADC program, including DS-7300. 

 

Design 

This is a Phase I/II first in human study of DS-7300 in solid tumors, conducted in collaboration with Sara 

Cannon. 

 

Results 

The trial has completed dose level 6 (8 mg/kg), and early clinical signal was observed with confirmed 

responses. 

 

Most Common Adverse Events 

No DLTs were detected. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (DSKYF, Slide 46) 

 
 

DS-6157 for Gastrointestinal Stromal Tumor (GIST) 

Event Date: 01/13/2021  

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase I - A-U101  

Market Group: Oncology 

Lead Company: Daiichi Sankyo Co., Ltd. (4568)  

Partner Companies: N/A 

Phase: I 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 6% (Same As Avg.) 

Average Approval: 6% 

Analysis: 

Daiichi Sankyo announced an update on the Phase I study of DS-6157 in GIST. The trial is currently on 

the fourth dose level, with no DLT observed. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (DSKYF, Slide 36)

 
 

https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.daiichisankyo.com/files/investors/library/materials/2020/pdf/20210113%E2%80%97JPM%20Conference.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=39919
https://www.biomedtracker.com/IndicationReport.cfm?IndID=626
https://www.biomedtracker.com/EventDetail.cfm?EventID=402026
https://www.biomedtracker.com/DrugDetail.cfm?RecID=55826
https://www.biomedtracker.com/trialdetail.cfm?trialid=57260
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=343
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.daiichisankyo.com/files/investors/library/materials/2020/pdf/20210113%E2%80%97JPM%20Conference.pdf
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Eagle Pharmaceuticals, Inc. (EGRX) 

 

EA-114 for Breast Cancer 

Event Date: 09/30/2020  

Event Type: Regulatory - Meeting with FDA (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Eagle Pharmaceuticals, Inc. (EGRX)  

Partner Companies: N/A 

Phase: I 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 6% (Same As Avg.) 

Average Approval: 6% 

Analysis: 

Eagle Pharmacueticans announced the company held a positive Type C meeting with FDA on fulvestrant 

(EA-114) in the third quarter of 2020 and is in the process of gaining agreement on the details of the 

formal protocol for the clinical study. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (EGRX, Slide 3) 

 
 

EA-111 for Undisclosed 

Event Date: 01/13/2021  

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Not Specified 

Lead Company: Eagle Pharmaceuticals, Inc. (EGRX)  

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Eagle Pharmaceuticals announced preclinical and toxicology studies for EAT-111 are in progress. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (EGRX, Slide 3) 

 
 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2403
https://www.biomedtracker.com/DrugReport.cfm?DrugID=36440
https://www.biomedtracker.com/IndicationReport.cfm?IndID=214
https://www.biomedtracker.com/EventDetail.cfm?EventID=402083
https://www.biomedtracker.com/DrugDetail.cfm?RecID=50748
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2403
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=39964
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3338
https://www.biomedtracker.com/EventDetail.cfm?EventID=402078
https://www.biomedtracker.com/DrugDetail.cfm?RecID=55891
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2403
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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Ryanodex for Biodefense 

Event Date: 01/13/2021  

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

Lead Company: Eagle Pharmaceuticals, Inc. (EGRX)  

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Eagle Pharmaceutical announced the company is initiating dose ranging studies in another animal model 

using IV administration with an arm using IM formulation of EA-111. Preliminary results expected to 

allow the company to update its SPA with FDA. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (EGRX, Slide 3) 

 
 

Ryanodex for Acute Radiation Syndrome (ARS) 

Event Date: 01/13/2021  

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Not Specified 

Lead Company: Eagle Pharmaceuticals, Inc. (EGRX)  

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Eagle Pharmaceutical reported the company has completed POC study, and began entering 

registrational animal studies under FDA Animal Rule. Eagle expects to conduct a GLP study in a validated 

animal model. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (EGRX, Slide 3) 

 
 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=23877
https://www.biomedtracker.com/IndicationReport.cfm?IndID=730
https://www.biomedtracker.com/EventDetail.cfm?EventID=402079
https://www.biomedtracker.com/DrugDetail.cfm?RecID=56649
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2403
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=23877
https://www.biomedtracker.com/IndicationReport.cfm?IndID=666
https://www.biomedtracker.com/EventDetail.cfm?EventID=402080
https://www.biomedtracker.com/DrugDetail.cfm?RecID=54855
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2403
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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Eli Lilly and Company (LLY) 
 

Etesevimab for COVID-19 Treatment 

Event Date: 01/13/2021  

Event Type: Trial Data - Top-Line Results (Clinical Analysis) 

Trial Name: Phase II/III - BLAZE-1 (w/Bamlanivimab) 

Market Group: Infectious Disease 

Lead Company: Eli Lilly and Company (LLY)  

Partner Companies: Lonza (LZAGF) 

Shanghai Junshi Biosciences (1877) 

Phase: III 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 61% (Same As Avg.) 

Average Approval: 61% 

 
 

Placebo Treatment Treatment Difference 

Between 

Treatment and 

Placebo 

Difference 

Between 

Treatment and 

Placebo 

Treatment Description Placebo Bamlanivimab 

Monotherapy 

Bamlanivimab 

+ Etesevimab 

Bamlanivimab 

Monotherapy vs. 

Placebo 

Bamlanivimab + 

Etesevimab vs. 

Placebo 

Number of Patients 144 299 100 443 244 

Number of Evaluable 

Patients 

N/A N/A N/A N/A N/A 

Mean change in viral 

load at Day 11 from 

baseline  

(Endpoint=Primary) 

N/A   N/A     N/A     0.030 log 

(P= 0.8700)   

  -0.560 log 

(P= 0.0110)   

Patients w/Log (viral 

load) >5.27) at day 7  

20.800 

% 

  10.400 % 

(P= 0.0048)   

  3.000 % 

(P= 0.0000)   

  N/A     N/A   

Hospitalization rates 

within 28 days after 

treatment  

(Endpoint=Primary) 

5.800 %   1.600 % 

(P= 0.0200)   

  0.900 % 

(P= 0.0490)   

  N/A     N/A   

Hospitalization rates 

within 28 days after 

treatment 

Higher Risk Patients  

(Endpoint=Primary) 

13.500 

% 

  4.000 %     0.000 %     N/A     N/A   

 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=136
https://www.biomedtracker.com/DrugReport.cfm?DrugID=42366
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3651
https://www.biomedtracker.com/EventDetail.cfm?EventID=402009
https://www.biomedtracker.com/DrugDetail.cfm?RecID=59607
https://www.biomedtracker.com/trialdetail.cfm?trialid=61541
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=136
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=238
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9167
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: 

Shanghai Junshi announce results of the combination therapy of LY-CoV555 and LY-CoV016 in 

participants with mild to moderate COVID-19 illness. 

 

Context 

Shanghai Junshi announced that its partner, Eli Lilly has submitted a EUA request for the combination of 

LY-CoV016 and LY-CoV555 in patients with mild to moderate COVID-19 in mid-November 2020. 

 

Design 

A randomized, double-blind, placebo-controlled Phase II study to evaluate the efficacy and safety of LY-

CoV555 and LY-CoV016 in participants with mild to moderate COVID-19 illness. 

 

Results 

New data showed that the combination treatment reduced viral load, symptoms and COVID-related 

hospitalizations and ER visits. Exploratory analysis shows that combination therapy is better at avoiding 

the putative resistance variants. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (Shanghai Junshi, Slide 21-23) 

 
 

Bamlanivimab for COVID-19 Treatment 

Event Date: 01/13/2021  

Event Type: Trial Data - Updated Results (Clinical Analysis) 

Trial Name: Phase II/III - BLAZE-1 (w/Etesevimab, Mild to Moderate)  

Market Group: Infectious Disease 

Lead Company: Eli Lilly and Company (LLY)  

Partner Companies: AbCellera  

Phase: III 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 67% (6% Above Avg.) 

Average Approval: 61% 

 
 

Placebo Treatment Treatment Difference 

Between 

Treatment and 

Placebo 

Difference 

Between 

Treatment and 

Placebo 

Treatment Description Placebo Bamlanivimab 

Monotherapy 

Bamlanivimab 

+ Etesevimab 

Bamlanivimab 

Monotherapy vs. 

Placebo 

Bamlanivimab + 

Etesevimab vs. 

Placebo 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=42019
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3651
https://www.biomedtracker.com/EventDetail.cfm?EventID=402022
https://www.biomedtracker.com/DrugDetail.cfm?RecID=59056
https://www.biomedtracker.com/trialdetail.cfm?trialid=59042
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=136
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=13955
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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Number of Patients 144 299 100 443 244 

Number of Evaluable 

Patients 

N/A N/A N/A N/A N/A 

Mean change in viral 

load at Day 11 from 

baseline  

(Endpoint=Primary) 

N/A   N/A     N/A     0.030 log 

(P= 0.8700)   

  -0.560 log 

(P= 0.0110)   

Patients w/Log (viral 

load) >5.27) at day 7  

20.800 

% 

  10.400 % 

(P= 0.0048)   

  3.000 % 

(P= 0.0000)   

  N/A     N/A   

Hospitalization rates 

within 28 days after 

treatment  

(Endpoint=Primary) 

5.800 %   1.600 % 

(P= 0.0200)   

  0.900 % 

(P= 0.0490)   

  N/A     N/A   

Hospitalization rates 

within 28 days after 

treatment 

Higher Risk Patients  

(Endpoint=Primary) 

13.500 

% 

  4.000 %     0.000 %     N/A     N/A   

Analysis: 

Shanghai Junshi announce results of the combination therapy of LY-CoV555 and LY-CoV016 in 

participants with mild to moderate COVID-19 illness. 

 

Results from this study were last seen in October 2020. 

 

Context 

Shanghai Junshi announced that its partner, Eli Lilly has submitted a EUA request for the combination of 

LY-CoV016 and LY-CoV555 in patients with mild to moderate COVID-19 in mid-November 2020. 

 

Design 

A randomized, double-blind, placebo-controlled Phase II study to evaluate the efficacy and safety of LY-

CoV555 and LY-CoV016 in participants with mild to moderate COVID-19 illness. 

 

Results 

New data showed that the combination treatment reduced viral load, symptoms and COVID-related 

hospitalizations and ER visits. Exploratory analysis shows that combination therapy is better at avoiding 

the putative resistance variants. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (Shanghai Junshi, Slide 21-23) 

 

https://www.biomedtracker.com/EventDetail.cfm?EventID=393176
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Etesevimab for COVID-19 Treatment 

Event Date: 11/15/2020  

Event Type: Regulatory - Emergency Use Authorization (EUA) Submission (Clinical 

Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Eli Lilly and Company (LLY)  

Partner Companies: Lonza (LZAGF) 

Shanghai Junshi Biosciences (1877) 

Phase: III 

Change to Likelihood of 

Approval: 

0% 

Likelihood of Approval: 61% (Same As Avg.) 

Average Approval: 61% 

Analysis: 

Shanghai Junshi announced that its partner, Eli Lilly has submitted a EUA request for the combination of 

LY-CoV016 and LY-CoV555 in patients with mild to moderate COVID-19 in mid-November 2020. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (Shanghai Junshi, Slide 4, 21) 

 
 

Bamlanivimab for COVID-19 Treatment 

Event Date: 11/15/2020  

Event Type: Regulatory - Emergency Use Authorization (EUA) Submission (Clinical 

Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Eli Lilly and Company (LLY)  

Partner Companies: AbCellera  

Phase: III 

Change to Likelihood of 

Approval: 

0% 

Likelihood of Approval: 67% (6% Above Avg.) 

Average Approval: 61% 

Analysis: 

Shanghai Junshi announced that its partner, Eli Lilly has submitted a EUA request for the combination of 

LY-CoV016 and LY-CoV555 in patients with mild to moderate COVID-19 in mid-November 2020. 

 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=42366
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3651
https://www.biomedtracker.com/EventDetail.cfm?EventID=401985
https://www.biomedtracker.com/DrugDetail.cfm?RecID=59607
https://www.biomedtracker.com/DrugDetail.cfm?RecID=59607
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=136
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=238
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9167
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=42019
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3651
https://www.biomedtracker.com/EventDetail.cfm?EventID=401991
https://www.biomedtracker.com/DrugDetail.cfm?RecID=59056
https://www.biomedtracker.com/DrugDetail.cfm?RecID=59056
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=136
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=13955
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
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Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (Shanghai Junshi, Slide 4, 21) 

 
 

Enanta Pharmaceuticals, Inc. (ENTA) 
 

EDP-721 for Hepatitis B (HBV) Treatment (Antiviral) 

Event Date: 01/12/2021  

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Enanta Pharmaceuticals, Inc. (ENTA)  

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: 

EDP-721, a hepatitis B virus RNA destabilizer, is now in preclinical development by Enanta 

Pharmaceuticals. 

 

Source: 

J.P. Morgan Healthcare Conference 01/12/2021 (ENTA, Slide 23) 

 
 

G1 Therapeutics Inc. (GTHX) 
 

Trilaciclib for Non-Small Cell Lung Cancer (NSCLC) 

Event Date: 01/13/2021  

Event Type: Trial Announcement (Clinical Analysis) 

Trial Name: Phase II - Post Checkpoint Setting (2L/3L)  

Market Group: Oncology 

Lead Company: G1 Therapeutics Inc. (GTHX)  

Partner Companies: Boehringer Ingelheim 

Simcere Pharmaceutical (2096) 

Phase: Preclinical 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2590
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44103
https://www.biomedtracker.com/IndicationReport.cfm?IndID=319
https://www.biomedtracker.com/EventDetail.cfm?EventID=402018
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62274
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2590
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/CompanyReport.cfm?CompanyID=5334
https://www.biomedtracker.com/DrugReport.cfm?DrugID=26202
https://www.biomedtracker.com/IndicationReport.cfm?IndID=211
https://www.biomedtracker.com/EventDetail.cfm?EventID=402068
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62291
https://www.biomedtracker.com/trialdetail.cfm?trialid=61568
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5334
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=70
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3769
https://www.biomedtracker.com/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: 

G1 Therapeutics announced that the company plans to initiate Phase II clinical studies of trilaciclib in 

second and third-line non-small cell lung cancer (NSCLC) and first-line bladder cancer in the first half of 

2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (GTHX, Slide 8) 

 
 

Trilaciclib for Bladder Cancer 

Event Date: 01/13/2021  

Event Type: Trial Announcement (Clinical Analysis) 

Trial Name: Phase II - w/anti-PD-L1 (1L)  

Market Group: Oncology 

Lead Company: G1 Therapeutics Inc. (GTHX)  

Partner Companies: Boehringer Ingelheim 

Simcere Pharmaceutical (2096) 

Phase: Preclinical 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

G1 Therapeutics announced that the company plans to initiate Phase II clinical studies of trilaciclib in 

second and third-line non-small cell lung cancer (NSCLC) and first-line bladder cancer in the first half of 

2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (GTHX, Slide 8) 

 
 

Genexine Inc.  
 

GX-I7 for COVID-19 Treatment 

Event Date: 01/13/2021  

Event Type: Progress Update (Emerging Markets) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Genexine Inc. (095700)  

Partner Companies: N/A 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=26202
https://www.biomedtracker.com/IndicationReport.cfm?IndID=217
https://www.biomedtracker.com/EventDetail.cfm?EventID=402069
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62292
https://www.biomedtracker.com/trialdetail.cfm?trialid=61567
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=5334
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=70
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3769
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=6706
https://www.biomedtracker.com/DrugReport.cfm?DrugID=32282
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3651
https://www.biomedtracker.com/EventDetail.cfm?EventID=401952
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62263
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=6706
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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: 

Genexine currently lists GX-I7 in Phase II status in Indonesia for the treatment of COVID-19. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (Genexine, Slide 5) 

 
 

Eftansomatropin for Short Stature / Growth Hormone Deficiency 

Event Date: 01/13/2021  

Event Type: Trial Announcement - Initiation (Emerging Markets) (Clinical Analysis) 

Trial Name: Phase III - Pediatric GHD (China)  

Market Group: Endocrine 

Lead Company: Genexine Inc. (095700)  

Partner Companies: Handok Pharmaceuticals 

I-Mab Biopharma (IMAB) 

Phase: II 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 28% (4% Above Avg.) 

Average Approval: 24% 

Analysis: 

Genexine currently lists GX-H9 in Phase III development in China for the treatment of growth hormone 

deficiency (PGHD). 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (Genexine, Slide 5) 

 
 

GX-G3 for Neutropenia / Leukopenia 

Event Date: 01/13/2021  

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Hematology 

Lead Company: Genexine Inc. (095700)  

Partner Companies: I-Mab Biopharma (IMAB)  

Phase: Development Outside U.S. 

Change to Likelihood of Approval: 0% 

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=32267
https://www.biomedtracker.com/IndicationReport.cfm?IndID=285
https://www.biomedtracker.com/EventDetail.cfm?EventID=401954
https://www.biomedtracker.com/DrugDetail.cfm?RecID=44569
https://www.biomedtracker.com/trialdetail.cfm?trialid=56343
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https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
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https://www.biomedtracker.com/DrugDetail.cfm?RecID=44578
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https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=6858
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: 

Genexine currently lists GX-G3 in Phase II development in Europe for the treatment of neutropenia. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (Genexine, Slide 5) 

 
 

Genmab A/S (GMAB) 
 

GEN3013 for Diffuse Large B-Cell Lymphoma (DLBCL) - NHL 

Event Date: 01/13/2021  

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase III - GCT3013-05  

Market Group: Oncology 

Lead Company: Genmab A/S (GMAB)  

Partner Companies: AbbVie (ABBV)  

Phase: III 

Change to Likelihood of Approval: 25% 

Likelihood of Approval: 36% (1% Above Avg.) 

Average Approval: 35% 

Analysis: 

Genmab announced the initiation of the Phase III trial of GEN3013 for DLBCL. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (GMAB, Slide 10) 

 
 

Glaukos Corporation (GKOS) 
 

iDose-Travoprost for Glaucoma / Ocular Hypertension (Ophthalmology) 

Event Date: 01/13/2021  

Event Type: Trial Data - Updated Results (Clinical Analysis) 

Trial Name: Phase II - Elution Rates 

Market Group: Ophthalmology 

Lead Company: Glaukos Corporation (GKOS)  

Partner Companies: N/A 

Phase: III 

https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=166
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https://www.biomedtracker.com/DrugDetail.cfm?RecID=60015
https://www.biomedtracker.com/trialdetail.cfm?trialid=60532
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=166
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https://www.biomedtracker.com/trialdetail.cfm?trialid=33490
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4866
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Change to Likelihood of Approval: 0% 

Likelihood of Approval: 53% (2% Above Avg.) 

Average Approval: 51% 

Analysis: 

Glaukos Corporation announced that its iDose TR sustained-release travoprost implant continued to 

provide sustained substantial reductions in intraocular pressure (IOP) in a 24-month interim analysis of 

the ongoing 36-month Phase IIb clinical trial conducted under a U.S. Investigational New Drug (IND) 

protocol. 

 

Data from this study were last seen in January 2018. 

 

Context 

Glaukos continues to progress towards enrollment completion in its ongoing Phase III clinical program 

for iDose TR despite the ongoing impact of the COVID-19 pandemic on enrollment. The Phase III 

program consists of two prospective, randomized, double-masked clinical trials designed to compare the 

safety and efficacy of iDose TR to topical timolol ophthalmic solution, 0.5%, in reducing elevated 

intraocular pressure in subjects with open-angle glaucoma (OAG) or ocular hypertension. The primary 

efficacy endpoint of the Phase III studies is non-inferiority comparison to topical timolol 0.5% BID over 

the first 3 months, and safety evaluations for up to 12 months. The Phase III trials are expected to 

randomize a total of approximately 1,100 subjects across approximately 100 clinical sites, the majority 

of which are in the United States. The 12-month iDose TR Phase III trial results are expected to support 

Glaukos’ NDA submission in 2022 and the company is now targeting FDA approval for iDose TR in 2023. 

 

Design 

The 154-subject, multi-center, randomized, double-blind Phase IIb trial was designed to evaluate a single 

administration of one of two iDose TR models with different travoprost release rates compared to 

topical timolol ophthalmic solution, 0.5% BID (twice a day). The currently reported Phase IIb results are 

based on an interim analysis conducted at 24 months for all 154 subjects randomized into the trial, with 

51, 54 and 49 subjects randomized to iDose TR fast-release arm, iDose TR slow-release arm and timolol 

active comparator arm, respectively. All IOP analyses were calculated using all IOP observations over 24 

months weighted equally with no imputations for protocol-mandated medications. The subjects 

randomized to either iDose TR arm received a single intracameral implant while the subjects 

randomized to the timolol active comparator received twice-daily eye drops over the 24-month 

evaluation period, which equates to approximately 1,460 eye drops per eye, per protocol. 

 

Endpoints 

The primary efficacy endpoint agreed on with the U.S. Food and Drug Administration (FDA) is the non-

inferiority comparison to timolol over the first three months after a single implantation of iDose TR. 

 

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=290701
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Results 

Topline summary results and observations from the interim analysis of the iDose TR Phase IIb clinical 

trial at 24 months are as follows: 

• Average IOP reductions from baseline observed during the first 24 months were 7.9 mmHg and 

7.4 mmHg in the fast- and slow-release iDose TR arms, respectively, versus 7.8 mmHg in the 

timolol control arm. 

• Average IOP reductions from baseline observed during the first 24 months were 29% and 28% in 

the fast- and slow-release iDose TR arms, respectively, versus 30% in the timolol control arm. 

• Over the first 24 months, 23% and 20% of subjects in the fast- and slow-release iDose TR arms 

reported average IOP reductions from baseline of at least 40%, respectively, versus 13% in the 

timolol control arm. 

• Subjects who had been on a single pre-study IOP-lowering medication at the screening visit had 

greater average IOP reduction over 24 months on iDose TR versus the pre-study IOP-lowering 

eye drops. 

• The iDose TR arms progressed at a similar number of protocol-mandated medications compared 

to the timolol control arm, with all arms requiring an average of less than one medication added 

through two years. 

Most Common Adverse Events 

The 24-month Phase 2 data also continued to demonstrate a favorable safety profile for iDose TR, with 

no clinically significant corneal endothelial cell loss, no serious corneal adverse events and no adverse 

events of conjunctival hyperemia reported to date in either elution arm. 

 

Conclusion 

The latest Phase II results further underscore the potential of iDose TR to safely provide multiple years 

of sustained glaucoma pharmaceutical therapy and tackle the significant problem of patient non-

adherence to topical glaucoma medication regimens 

 

Source: 

Business Wire 01/13/2021 

J.P. Morgan Healthcare Conference 01/13/2021 (GKOS) 

 
 

Hugel Pharma Co, Ltd 
 

Botulax for Wrinkles 

Event Date: 06/30/2020  

Event Type: Regulatory - MAA Submission (Europe) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Dermatology 

https://www.businesswire.com/news/home/20210113005174/en/Glaukos%E2%80%99-iDose%C2%AE-TR-Demonstrates-Sustained-IOP-Reduction-and-Favorable-Safety-Profile-Over-24-Months-in-Phase-2b-Study
http://s21.q4cdn.com/471661912/files/doc_presentations/2021/Glaukos-Investor-Presentation_January-2021_vFF.pdf
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4389
https://www.biomedtracker.com/DrugReport.cfm?DrugID=22811
https://www.biomedtracker.com/IndicationReport.cfm?IndID=1508
https://www.biomedtracker.com/EventDetail.cfm?EventID=402050
https://www.biomedtracker.com/DrugDetail.cfm?RecID=31085
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Lead Company: Hugel Pharma Co, Ltd  

Partner Companies: CROMA Pharma  

Phase: III 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 62% (Same As Avg.) 

Average Approval: 62% 

Analysis: 

Hugel reported that the company submitted an MAA for Botulax to the EMA in Europe on June 30, 2020. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (Hugel, Slide 9) 

 
 

Botulax for Wrinkles 

Event Date: 10/21/2020  

Event Type: Regulatory - Approval (Emerging Markets) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Dermatology 

Lead Company: Hugel Pharma Co, Ltd  

Partner Companies: CROMA Pharma  

Phase: III 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 62% (Same As Avg.) 

Average Approval: 62% 

Analysis: 

Hugel reported that Botulax was approved in China on October 21, 2020. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (Hugel, Slide 9) 

 
 

Humanigen, Inc. (HGEN) 
 

Lenzilumab for COVID-19 Treatment 

Event Date: 01/13/2021  

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase II - ACTIV-5/BET  

Market Group: Infectious Disease 

Lead Company: Humanigen, Inc. (HGEN)  

Partner Companies: Telcon RF Pharmaceutical (200230:KS)  

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4389
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2741
https://www.biomedtracker.com/AESSearchResults.cfm?q=1&p=1&r=500
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https://www.biomedtracker.com/IndicationReport.cfm?IndID=1508
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https://www.biomedtracker.com/DrugDetail.cfm?RecID=31085
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https://www.biomedtracker.com/IndicationReport.cfm?IndID=3651
https://www.biomedtracker.com/EventDetail.cfm?EventID=402065
https://www.biomedtracker.com/DrugDetail.cfm?RecID=59126
https://www.biomedtracker.com/trialdetail.cfm?trialid=60163
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2756
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=26050
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Phase: III 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 63% (2% Above Avg.) 

Average Approval: 61% 

Analysis: 

Humanigen announced that the first subject has been dosed in the Phase II ACTIV-5/BET trial for the 

treatment of COVID-19, and enrollment is ongoing. An interim analysis for efficacy is planned at 50% 

enrollment. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (HGEN, Slide 10) 

 
 

Lenzilumab for Graft vs. Host Disease (GVHD) - Treatment 

Event Date: 01/13/2021  

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: Humanigen, Inc. (HGEN)  

Partner Companies: Telcon RF Pharmaceutical (200230:KS)  

Phase: Preclinical 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Lenzilumab is currently in preclinical development for Graft vs. Host Disease (GVHD). 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (HGEN, Slide 6) 

 
 

IDEAYA Biosciences, Inc. (IDYA) 
 

IDE397 for Solid Tumors 

Event Date: 01/13/2021  

Event Type: Progress Update - Development Review (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: IDEAYA Biosciences, Inc. (IDYA)  
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Partner Companies: GlaxoSmithKline (GSK)  

Phase: IND 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Ideaya and GlaxoSmithKline plans to pursue development of a combination of IDE397 with 

GSK33687159, a type 1 PRMT inhibitor, for the treatment of solid tumors. The combination is currently 

undergoing preclinical development. 

 

Dual ADMA plus SDMA reduction has been shown to enhance preclinical anti-tumor activity in MTAP-

deletion in vivo models. MTA2Ai has potential for higher therapeutic index vs. PRMT5i in MTAP-deleted 

tumors through MAT2A/MTAP synthetic lethality. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (IDYA, Slide 5, 16) 

 
 

ImmunoGen, Inc. (IMGN) 
 

IMGN632 for Blastic Plasmacytoid Dendritic Cell Neoplasm (BPDCN) 

Event Date: 12/31/2020  

Event Type: Regulatory - Meeting with FDA (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: ImmunoGen, Inc. (IMGN)  

Partner Companies: Jazz Pharmaceuticals (JAZZ)  

Phase: II 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 14% (4% Above Avg.) 

Average Approval: 10% 

Analysis: 

ImmunoGen announced a Type B meeting with held with the FDA in the fourth quarter of 2020 for 

IMGN632 for BPDCN. The company added a pivotal cohort to the 801 study of up to 20 frontline 

patients to support a label covering all BPDCN patients. SAP was designed to exclude null hypothesis of 

10% CR/CRc rate deemed acceptable and a proposed safety database combining AML and frontline and 

R/R BPDCN patients deemed adequate. 
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Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (IMGN, Slide 17) 

 
 

Kala Pharmaceuticals, Inc. (KALA) 
 

KPI-333 for Other Ophthalmological Indications (Ophthalmology) 

Event Date: 01/13/2021  

Event Type: Progress Update - Development Review (Clinical Analysis) 

Trial Name: N/A 

Market Group: Ophthalmology 

Lead Company: Kala Pharmaceuticals, Inc. (KALA)  

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: 

Kala Pharmaceuticals is currently developing KPI-333, a novel surface targeting steroid (STS), for ocular 

surface disease. KPI-333 has demonstrated strong anti-inflammatory activity without inducing IOP 

elevation after repeated topical administrations to rats. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (KALA, Slide 20, 23) 

 
 

KPI-415 for Other Ophthalmological Indications (Ophthalmology) 

Event Date: 01/13/2021  

Event Type: Progress Update - Development Review (Clinical Analysis) 

Trial Name: N/A 

Market Group: Ophthalmology 

Lead Company: Kala Pharmaceuticals, Inc. (KALA)  

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: 

Kala Pharmaceuticals is currently developing KPI-415, a novel, selective glucocorticoid receptor 

modulator (SEGRM) for possibly multiple retinal diseases. SEGRMs are designed to selectively regulate 
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gene expression through the transrepression pathway, while avoiding the transactivation pathway. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (KALA, Slide 20, 22) 

 
 

KPI-286 for Wet Age-Related Macular Degeneration (Wet AMD) (Ophthalmology) 

Event Date: 01/13/2021  

Event Type: Progress Update - Development Review (Clinical Analysis) 

Trial Name: N/A 

Market Group: Ophthalmology 

Lead Company: Kala Pharmaceuticals, Inc. (KALA)  

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: 

Kala Pharmaceuticals is currently developing KPI-286, an injectable depot delivery formulation of KPI-

285, a novel tyrosine kinase inhibitor, for retinal diseases. The program is currently in formlulation 

development. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (KALA, Slide 20-21) 

 
 

Kashiv BioSciences, LLC 
 

Biosimilar Pegfilgrastim (Adello) for Neutropenia / Leukopenia 

Event Date: 01/13/2021  

Event Type: Regulatory - Biosimilar 351(k) Filing (Clinical Analysis) 

Trial Name: N/A 

Market Group: Hematology 

Lead Company: Kashiv BioSciences, LLC  

Partner Companies: Amneal Pharmaceuticals (AMRX)  

Phase: NDA/BLA 

Change to Likelihood of Approval: 61% 

Likelihood of Approval: 84% (Same As Avg.) 

Average Approval: 84% 
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Analysis: 

Amneal announced that they have filed a biosimilar 351(k) filing for their biosimilar pegfilgrastim. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (AMNX, Slide 8) 

 
 

MorphoSys AG (MOR) 
 

Monjuvi for Indolent Non-Hodgkin's Lymphoma (Including Follicular Lymphoma) - NHL 

Event Date: 01/07/2021  

Event Type: Regulatory - Orphan Drug Designation (U.S.) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: MorphoSys AG (MOR)  

Partner Companies: Incyte (INCY) 

Xencor (XNCR) 

Phase: Preclinical 

Change to Likelihood of Approval: -100% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

The US FDA granted orphan designation to Tafasitamab for the treatment of follicular lymphoma. 

 

Source: 

www.fda.gov 01/07/2021 (Orphan Designation) 

J.P. Morgan Healthcare Conference 01/13/2021 (MOR, Slide 14) 

 
 

Pacira BioSciences, Inc. (PCRX) 
 

Exparel for Postsurgical Pain 

Event Date: 01/13/2021  

Event Type: Regulatory - Filing for Approval Accepted (Canada) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

Lead Company: Pacira BioSciences, Inc. (PCRX)  

Partner Companies: Vectura (VEC) 

Nuance Biotech 
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Phase: Approved 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Pacira announced that the EXPAREL New Drug Submission has been validated by Healthy Canada and is 

currently in labeling discussions. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (PCRX, Slide 15) 

 
 

DepoLevobupivacaine for Anesthesia 

Event Date: 01/13/2021  

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase I - Safety  

Market Group: Neurology 

Lead Company: Pacira BioSciences, Inc. (PCRX) 

Partner Companies: N/A 

Phase: I 

Change to Likelihood of Approval: 10% 

Likelihood of Approval: 10% (Same As Avg.) 

Average Approval: 10% 

Analysis: 

Pacira announced that the DepoFoam-based local anesthetic program has been discussed with the FDA. 

A Phase I study is currently underway to determine go/no-go decision on the next phase of 

development. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (PCRX, Slide 20) 

 
 

iovera for Postsurgical Pain 

Event Date: 01/13/2021  

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase IV - PREPARE (TKA, w/Exparel)  

Market Group: Neurology 

Lead Company: Pacira BioSciences, Inc. (PCRX)  

Partner Companies: N/A 

Phase: Approved 
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Change to Likelihood of Approval: 0% 

Likelihood of Approval: 100% (Same As Avg.) 

Average Approval: 100% 

Analysis: 

Pacira announced that the Phase IV study to evaluate iovera and Exparel for opioid-sparing pain 

management for patients undergoing total knee arthroplasty is underway. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (PCRX, Slide 13-14) 

 
 

Precigen, Inc. (PGEN) 
 

PRGN-2009 for Solid Tumors 

Event Date: 01/13/2021  

Event Type: Trial Data - Top-Line Results (Clinical Analysis) 

Trial Name: Phase I/II - HPV+ Tumors  

Market Group: Oncology 

Lead Company: Precigen, Inc. (PGEN)  

Partner Companies: N/A 

Phase: II 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 10% (Same As Avg.) 

Average Approval: 10% 

Analysis: 

Precigen presented an update on the ongoing Phase I/II study of PRGN-2009 in patients with HPV-

associated cancers. 

 

Context 

Precigen reported that the Phase I portion of the Phase I/II study of PRGN-2009 is ongoing in 

collaboration with NCI through a CRADA. Enrollment in the Phase I monotherapy arm (arm A) is 

completed, with all 6 patients enrolled and received multiple PRGN-2009 administrations to date. 

Enrollment in the Phase I combination arm is underway. 

 

Design 

The Phase I/II study is evaluating safety and response of PRGN-2009 alone and in combination with 

M7824 in patients with HPV-associated cancers. 
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Results 

The preliminary correlative analysis of peripheral blood mononuclear cells (PBMC) from patients treated 

at dose level 1 demonstrated 100% (3 out of 3) patients showed increase in HPV16 and/or HPV18 

specific T cells post PRGN-2009 administration. 

 

Most Common Adverse Events 

Repeated administration of PRGN-2009 was reported safe and well tolerated with no DLTs observed to 

date. 

 

Conclusion 

An increase in magnitude and breath of immune response was observed with repeat adminstration of 

PRGN-2009. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (PGEN, Slide 14-15) 

 
 

PRGN-2013 for Hepatitis B (HBV) Treatment (Antiviral) 

Event Date: 01/13/2021  

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: Precigen, Inc. (PGEN)  

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: 

Precigen announced PRGN-2013, a new HBV therapy, currently in preclinical development in its pipeline. 

In early preclinical studies, PRGN-2013 induces superior cytotoxic T-cell response against more HBV 

epitopes in mice. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (PGEN, Slide 19) 
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Precision BioSciences, Inc. (DTIL) 
 

PBCAR19B for Non-Hodgkin's Lymphoma (NHL) 

Event Date: 12/31/2020  

Event Type: Regulatory - IND Filing (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Precision BioSciences, Inc. (DTIL)  

Partner Companies: N/A 

Phase: IND 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Precision announced the company filed an IND for PBCAR19B in 2020. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (DTIL, Slide 5) 

 
 

Renalytix AI plc (RNLX) 
 

KidneyIntelX for Renal Disease / Renal Failure 

Event Date: 12/31/2020  

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Mount Sinai Study 

Market Group: Renal 

Lead Company: Renalytix AI plc (RNLX)  

Partner Companies: AstraZeneca (AZN)  

Phase: IDE 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

Analysis: 

Renalytix AI announced that it has rolled out KidneyIntelX for testing for its Mount Sinai study in the 

fourth quarter of 2020. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (RNLX, Slide 3) 
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Rubius Therapeutics, Inc. (RUBY) 
 

RTX-240 for Solid Tumors 

Event Date: 01/13/2021  

Event Type: Trial Data - Top-Line Results (Clinical Analysis) 

Trial Name: Phase I/II - Dose Escalation/Expansion  

Market Group: Oncology 

Lead Company: Rubius Therapeutics, Inc. (RUBY)  

Partner Companies: N/A 

Phase: II 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 10% (Same As Avg.) 

Average Approval: 10% 

Analysis: 

Rubius announced top-line data from the Phase I/II study of RTX-240 in solid tumor patients at the J.P. 

Morgan Healthcare Conference on January 13, 2021. 

 

Context 

Rubius plans to present additional clinical data from this study in early 2021, and submit it for 

presentation at a scientific conference. 

 

Design 

This study enrolled patients with R/R or locally advanced, unresectable solid tumors for which no 

standard therapy exists, or for which the patient is ineligible or has declined standard therapy. 

 

Results 

Patients had a median of 3.5 prior lines of therapy, and 10 of 14 patients had prior PD-1/PD-L1 inhibitor 

therapy. All patients showed activation of NK or T cells or both cells types. Activation and expansion of 

NK and T cells were observed across dose levels in 8 patients. 

 

Most Common Adverse Events 

No treatment-related Grade 3-4 adverse events and no dose-limiting toxicities have been observed to 

date. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (RUBY) 
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Shanghai Junshi Biosciences Co., Ltd. (1877) 
 

JS009 for Solid Tumors 

Event Date: 01/13/2021  

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Shanghai Junshi Biosciences Co., Ltd. (1877)  

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: 

Shanghai Junshi currenlty is developing JS009, an anti-CD112R monoclonal antibody. CD112R (PVRIG) is 

an inhibitory immune checkpoint. Treatment of T cells with anti-CD112R in combination with PD-1 or 

TIGIT inhibitors further increased T cell activation, improving the effect of clinical treatment. JS009 has 

shown to be much more potent than COM701 in enhancing T cell activation and exhibits a significant 

synergistic effect when combined with JS006 and JS001. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (Shanghai Junshi, Slide 28) 

 
 

JS019 for Solid Tumors 

Event Date: 01/13/2021  

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Shanghai Junshi Biosciences Co., Ltd. (1877)  

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: 

Shanghai Junshi is currently developing JS019, an anti-CD39 monoclonal antibody, for the treatment of 

solid tumors. CD39 is an ectonucleotidase on the ATP-Adenosine pathway. The inhibition of CD39 

prevents the accumulation of immunosuppressive adenosine and stabilizes the pro-inflammatory 

extracellular ATP to restore antitumor immunity. 
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The company has comleted stable cell line development, DS process and formulation development, two 

lots of non-GMP roduction at 200L scale for preclinical studies. The company has completed a pre-tox 

study, showing good tolerance up to 200 mg/kg. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (Shanghai Junshi, Slide 30) 

 
 

JS201 for Solid Tumors 

Event Date: 01/13/2021  

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Shanghai Junshi Biosciences Co., Ltd. (1877)  

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: 

Shanghai Junshi is currently developing JS201, a bifunctional fusion protein that simultaneously targets 

PD-1 and TGF-beta, for the treatment of solid tumors. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (Shanghai Junshi, Slide 31) 

 
 

JS005 for Inflammatory Disorders 

Event Date: 05/31/2020  

Event Type: Trial Announcement - Initiation (Emerging Markets) (Clinical Analysis) 

Trial Name: Phase I - Healthy Volunteers (China)  

Market Group: Autoimmune/immunology 

Lead Company: Shanghai Junshi Biosciences Co., Ltd. (1877)  

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 

 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=44120
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/EventDetail.cfm?EventID=402096
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62297
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9167
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=44113
https://www.biomedtracker.com/IndicationReport.cfm?IndID=422
https://www.biomedtracker.com/EventDetail.cfm?EventID=402059
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62287
https://www.biomedtracker.com/trialdetail.cfm?trialid=61565
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9167
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|64 

 

Analysis: 

Shanghai Junshi announced that in May 2020, the first subject was dosed in a Phase I study of JS005 in 

China. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (Shanghai Junshi, Slide 27) 

 
 

JS005 for Inflammatory Disorders 

Event Date: 01/13/2021  

Event Type: Trial Announcement - Patient Enrollment Completed (Emerging Markets) 

(Clinical Analysis) 

Trial Name: Phase I - Healthy Volunteers (China)  

Market Group: Autoimmune/immunology 

Lead Company: Shanghai Junshi Biosciences Co., Ltd. (1877)  

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: 

Shanghai Junshi announced that at present, the Phase I study of JS005 in China has completed random 

enrollment. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (Shanghai Junshi, Slide 27) 

 
 

UBP1211 for Rheumatoid Arthritis (RA) 

Event Date: 11/30/2019  

Event Type: Regulatory - Filing for Approval (Emerging Markets) (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: Shanghai Junshi Biosciences Co., Ltd. (1877)  

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 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=44113
https://www.biomedtracker.com/IndicationReport.cfm?IndID=422
https://www.biomedtracker.com/EventDetail.cfm?EventID=402061
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62287
https://www.biomedtracker.com/trialdetail.cfm?trialid=61565
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9167
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=44112
https://www.biomedtracker.com/IndicationReport.cfm?IndID=154
https://www.biomedtracker.com/EventDetail.cfm?EventID=402051
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62286
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9167
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|65 

 

Analysis: 

Shanghai Junshi announced that it submitted an NDA application for UBP1211, a biosimilar of 

adalimumab, to China's NMPA and was accepted in November 2019. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (Shanghai Junshi, Slide 27) 

 
 

Ongericimab for Dyslipidemia / Hypercholesterolemia 

Event Date: 01/13/2021  

Event Type: Trial Announcement - Initiation (Emerging Markets) (Clinical Analysis) 

Trial Name: Phase III - China  

Market Group: Cardiovascular 

Lead Company: Shanghai Junshi Biosciences Co., Ltd. (1877)  

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: 

Shanghai Junshi announced that the initiation of Phase III clinical studies of JS002 in a larger patient 

population is underway. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (Shanghai Junshi, Slide 27) 

 
 

JS004 for Solid Tumors 

Event Date: 04/30/2019  

Event Type: Trial Announcement - Regulatory Approval to Initiate (Clinical Analysis) 

Trial Name: Phase I - First-in-Human  

Market Group: Oncology 

Lead Company: Shanghai Junshi Biosciences Co., Ltd. (1877)  

Partner Companies: N/A 

Phase: IND 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

 

 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=44110
https://www.biomedtracker.com/IndicationReport.cfm?IndID=506
https://www.biomedtracker.com/EventDetail.cfm?EventID=402043
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62283
https://www.biomedtracker.com/trialdetail.cfm?trialid=61563
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9167
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=44106
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/EventDetail.cfm?EventID=402028
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62279
https://www.biomedtracker.com/trialdetail.cfm?trialid=61555
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9167
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: 

Shanghai Junshi announced that JS004 was approved by the U.S. FDA for clinical trials for solid tumors. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (Shanghai Junshi, Slide 26) 

 
 

JS004 for Solid Tumors 

Event Date: 01/31/2020  

Event Type: Trial Announcement - Regulatory Approval to Initiate (Clinical Analysis) 

Trial Name: Phase I - China  

Market Group: Oncology 

Lead Company: Shanghai Junshi Biosciences Co., Ltd. (1877)  

Partner Companies: N/A 

Phase: I 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 6% (Same As Avg.) 

Average Approval: 6% 

Analysis: 

Shanghai Junshi announced that in January 2020, the IND application for JS004 was approved by China's 

NMPA. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (Shanghai Junshi, Slide 26) 

 
 

Theravance Biopharma Inc. (TBPH) 
 

TD-0903 for COVID-19 Treatment 

Event Date: 01/13/2021  

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase II - Hospitalized Patients (UK)  

Market Group: Infectious Disease 

Lead Company: Theravance Biopharma Inc. (TBPH)  

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 

 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=44106
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/EventDetail.cfm?EventID=402029
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62279
https://www.biomedtracker.com/trialdetail.cfm?trialid=61557
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9167
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/CompanyReport.cfm?CompanyID=4724
https://www.biomedtracker.com/DrugReport.cfm?DrugID=42174
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3651
https://www.biomedtracker.com/EventDetail.cfm?EventID=402076
https://www.biomedtracker.com/DrugDetail.cfm?RecID=59309
https://www.biomedtracker.com/trialdetail.cfm?trialid=57502
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4724
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|67 

 

Analysis: 

Theravance reported that the company has completed part 1 of the Phase II study of TD-0903 in 

hospitalized COVID-19 patients. The trial is now currently in part 2, where 200 patients randomized 

between a 3-milligram dose plus standard of care of 0903 versus placebo plus standard of care. 

 

Source: 

J.P. Morgan Healthcare Conference 01/13/2021 (TBPH, Slide 21) 

 

https://investor.theravance.com/static-files/72bfc141-5fef-4d1b-bf33-19ef0d12ff5b


Expected Date Range Company Symbol Drug Indication Phase Expected Catalyst Catalyst Title Analysis

01/13/2021-06/30/2021 Alkermes plc ALKS ALKS 4230 Melanoma Preclinical
Trial Announcement - 

Initiation
Clinical Trial to Start

Alkermes announced that ALKS 4230 (nemvaleukin alfa) will 

be developed as a monotherapy candidate for mucosal 

melanoma. Clinical studies are expected to begin in the first 

half of 2021.

01/13/2021-12/31/2021 Alkermes plc ALKS ALKS 1140 Neurology - Other Preclinical
Trial Announcement - 

Initiation
Phase I - Trial to Start

Alkermes expects to initiate a Phase I study of ALKS 1140 in 

2021.

04/01/2021-09/30/2021 Alkermes plc ALKS ALKS 4230 Ovarian Cancer Preclinical
Trial Announcement - 

Initiation
Clinical Trial to Start

Alkermes announced that ALKS 4230 (nemvaleukin alfa) will 

be developed as a combiation candidate with 

pembrolizumab for the treatment of platinum-resistant 

ovarian cancer (PROC). Clinical studies are expected to 

begin mid-2021.

07/01/2022-12/31/2022
Arena Pharmaceuticals, 

Inc.
ARNA Temanogrel Cardiovascular Disease I

Trial Data - Top-Line 

Results
Phase IIa - Top-Line Results

Arena Pharmaceuticals anticipates Phase IIa data of 

temanogrel in cardiovascular disease patients in the second 

half of 2022.

Now-12/31/2021
Ascentage Pharma Group 

Corporation
6855.HK APG-2575

Chronic Lymphocytic Leukemia 

(CLL)/Small Cell Lymphocytic 

Lymphoma (SLL) - NHL

I/II
Regulatory - Progress 

Update
CDE Approval

Ascentage Pharma anticipates CDE approval on the Phase II 

pivotal study design as a single agent for the treatment of 

R/R CLL by Q4 2021.

Now-12/31/2021
Ascentage Pharma Group 

Corporation
6855.HK HQP1351

Chronic Myelogenous Leukemia 

(CML)
I

Trial Announcement - 

Initiation
Phase II Trial Initiation

Ascentage Pharma anticipates the initiation of a Phase II 

pivotal study of HQP1351 in the US with a focus on CML 

patients with R/R ponatinib or multiple/ compound 

mutations. We await an update in 2021.

Now-12/31/2021
Ascentage Pharma Group 

Corporation
6855.HK APG-1252 Small Cell Lung Cancer (SCLC) II

Trial Announcement - 

Initiation
Phase II Trial Initiation

Pending APG-1252 Phase I results Ascentage Pharma is 

planning a Phase II trial in relapsed/refractory NSCLC or r/r 

NSCLC in the US and China.

Now-03/31/2021
Ascentage Pharma Group 

Corporation
6855.HK APG-2575 Solid Tumors

Development 

Outside U.S.

Regulatory - Progress 

Update
CTA Filing

Ascentage Pharma plans to submit a protocol for APG2575 

in ER+ breast cancer and other solid tumors by Q1 2021.

07/01/2022-12/31/2022
Atara Biotherapeutics, 

Inc.
ATRA ATA188 Multiple Sclerosis (MS) I

Trial Data - Top-Line 

Results
Phase II - Interim Analysis

Atara announced plans to conduct a formal interim analysis 

in H1 2022 including efficacy and safety toconfirm current 

development strategy for a Phase II Study of ATA188.

04/01/2022-09/30/2022
Atara Biotherapeutics, 

Inc.
ATRA ATA3271 Solid Tumors Preclinical Regulatory - IND Filing IND Filing

Atara announced that an ATA3271 IND Submission is 

expected in Q2 – Q3 2022.

10/01/2021-12/31/2021 Autolus Therapeutics plc AUTL AUTO1/22
Acute Lymphoblastic Leukemia 

(ALL)
I

Trial Data - Top-Line 

Results
Phase I pALL - Top-Line Results

Autolus announced the Phase I Pediatric ALL study of 

AUTO1/22 started in December 2020 with data expected in 

the fourth quarter of 2021.

01/01/2022-12/31/2022 Autolus Therapeutics plc AUTL AUTO1
Acute Lymphoblastic Leukemia 

(ALL)
I/II

Trial Data - Updated 

Results
Phase Ib/II - Updated  Results	

Autolus announced that full data from the Phase Ib/II 

pivotal study is expected in 2022.

01/13/2021-03/31/2021 Autolus Therapeutics plc AUTL AUTO1 Hematologic Cancer Preclinical
Trial Announcement - 

Initiation
Phase I - Trial to Start

Autolus announced the Company is planning to develop 

AUTO1 in primary CNS lymphoma with the study start 

planned for the first quarter of 2021.

01/13/2021-12/31/2021 Autolus Therapeutics plc AUTL AUTO5
Peripheral T-Cell Lymphoma 

(PTCL) - NHL
Preclinical

Trial Announcement - 

Initiation
Phase I - Trial to Start Autolus expects AUTO5 to enter Phase I studies in 2021.

Now-03/31/2021
AVEO Pharmaceuticals, 

Inc.
AVEO Tivopath (Oncology) Renal Cell Cancer (RCC) NDA

Progress Update - 

Product Launch (U.S.)
Product Launch (U.S.)

AVEO Pharmaceuticals announced that the company 

anticipates a potential commercial launch of tivopath in the 

first quarter of 2021.

07/01/2021-12/31/2021
Bausch Health 

Companies Inc.
BHC NovaTears Dry Eye (Ophthalmology) III

Trial Data - Top-Line 

Results

Phase III - NVU 003 Top Line 

Results 

Bausch announced that it anticipates a readout of topline 

results of first of two Phase III trials for NOV03 to be 

avaialble in the second half of 2021.

04/01/2021-06/30/2021
BioCryst Pharmaceuticals, 

Inc.
BCRX Orladeyo Hereditary Angioedema (HAE) Approved

Progress Update - 

Product Launch (Europe) - 

Individual Country

Product Launch (Germany)

BioCryst Pharmaceuticals announced that it expects to 

launch Orladeyo for the prevention of hereditary 

angioedema (HAE) attacks in Germany in the second 

quarter of 2021.

10/01/2021-12/31/2021
BioCryst Pharmaceuticals, 

Inc.
BCRX BCX9930

Paroxysmal Nocturnal 

Hemoglobinuria (PNH)
I

Trial Data - Updated 

Results

Phase I - Updated Results 

(Dose-Ranging)

BioCryst Pharmaceuticals announced that it expects to 

report long-term data from the dose-ranging study of 

BCX9930 later in 2021.

01/13/2021-12/31/2021
BioCryst Pharmaceuticals, 

Inc.
BCRX BCX9930

Paroxysmal Nocturnal 

Hemoglobinuria (PNH)
I

Trial Announcement - 

Initiation
Pivotal Study to Start

BioCryst Pharmaceuticals is planning to advance BCX9930 

to pivotal studies in PNH in 2021.

01/13/2021-12/31/2021 BioNTech SE BNTX GEN1042 Solid Tumors I
Trial Data - Top-Line 

Results
Phase I/II - Top-Line Results

Genmab announced dose esclataion data from the Phase 

I/II study of DuoBody-CD40x4-1BB is expected in 2021.

07/01/2021-12/31/2021 Cara Therapeutics, Inc. CARA Korsuva Pruritus NDA
Progress Update - 

Product Launch
Product Launch (U.S.)

Vifor expects to launch Korsuva in the US in the second half 

of 2021.

07/01/2021-12/31/2021 Cara Therapeutics, Inc. CARA Korsuva Pruritus NDA
Trial Announcement - 

Initiation

Phase III - Atopic Dermatitis 

Trial to Start

Cara Therapeutics announced that it anticipates initiating a 

Phase III Atopic Dermatitis program in the second half of 

2021.

01/01/2022-04/30/2022 Cara Therapeutics, Inc. CARA Korsuva Pruritus NDA
Progress Update - 

Product Launch (Europe)
Product Launch (Europe) Vifor expects to launch Korsuva in Europe in the early 2022.

01/13/2021-06/30/2021 ChemoCentryx, Inc. CCXI Avacopan

Antineutrophil Cytoplasmic 

Antibodies (ANCA) Associated 

Vasculitis

NDA
Regulatory - J-NDA Filing 

(Japan)
JNDA Filing

Chemocentryx announced they plan to submit a J-NDA for 

vasculitis soon. As such we await the Japanese filing in the 

first half of 2021.

09/01/2021-04/30/2022 ChemoCentryx, Inc. CCXI Avacopan

Antineutrophil Cytoplasmic 

Antibodies (ANCA) Associated 

Vasculitis

NDA
Progress Update - 

Product Launch (Europe)
Product Launch (Europe)

Vifor expects to launch Avacopan in Europe for ANCA-AV at 

the end of 2021 or early 2022.

01/01/2022-12/31/2022
Chinook Therapeutics, 

Inc.
KDNY Atrasentan End-Stage Renal Disease (ESRD) Preclinical

Trial Data - Top-Line 

Results

Phase II AFFINITY - Topline 

Results

Chinook Therapeutics announced that the company expects 

Phase II data in glomerular diseases in 2022.

01/01/2023-12/31/2023
Chinook Therapeutics, 

Inc.
KDNY Atrasentan

Immunoglobulin A (IgA) 

Nephropathy (Berger's Disease)
Preclinical

Trial Data - Top-Line 

Results

Phase III ALIGN - Topline 

Results

Chinook Therapeutics announced that the company expects 

Phase III proteinuria data in IgAN in 2023.

03/20/2021-03/23/2021
Crinetics 

Pharmaceuticals, Inc.
CRNX CRN00808 Acromegaly II

Trial Data - Top-Line 

Results

New Tablet Formulation 

Results at ENDO

Crinetics Pharmaceuticals announced that a presentation 

on the new formulation of Paltusotine will be presented at 

ENDO between March 20-23 2021.

01/01/2022-12/31/2022
Crinetics 

Pharmaceuticals, Inc.
CRNX CRN00808 Acromegaly II

Trial Announcement - 

Patient Enrollment 

Completed

Phase III - Patient Enrollment 

Completed

Crinetics announed that enrollment completion for the 

Phase III study of CRN00808 is expected in 2022.

07/01/2021-12/31/2021
Crinetics 

Pharmaceuticals, Inc.
CRNX CRN04894 Cushing's Syndrome IND

Trial Data - Updated 

Results

Phase I - Updated Results 

(MAD Data)

Crinetics announced that SAD data from the Phase I first-in-

human trial of CRN04894 is expected in the second half of 

2021.

01/01/2022-12/31/2022
Crinetics 

Pharmaceuticals, Inc.
CRNX CRN04894 Cushing's Syndrome IND

Trial Announcement - 

Initiation
Phase II - Trial to Start

Crinetics announed that the Phase II study of CRN04894 is 

expected to initiate in 2022.

07/01/2021-12/31/2021
Crinetics 

Pharmaceuticals, Inc.
CRNX CRN04777

Hyperinsulinemia/Hypoglycemi

a
Preclinical

Trial Data - Top-Line 

Results

Phase I - Updated Results 

(MAD Data)

Crinetics announed that MAD data from the Phase I 

SAD/MAD study of CRN04777 is expected in the second half 

of 2021.

01/01/2022-12/31/2022
Crinetics 

Pharmaceuticals, Inc.
CRNX CRN04777

Hyperinsulinemia/Hypoglycemi

a
Preclinical

Trial Announcement - 

Initiation
Phase II/III - Trial to Start

Crinetics announed that the Phase II/III study of CRN04777 

is expected to initiate in 2022.
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Biomedtracker/Meddevicetracker JPM New Catalysts - Day 3

01/13/2021-12/31/2021 Daiichi Sankyo Co., Ltd. 4568 Injectafer Anemia Approved

Regulatory - Approval 

Decision (Emerging 

Markets)

Approval Decision (China)

Vifor Pharma announced that in 2020 an NDA submission 

for Ferinject has been accepted in China. We await an 

update on the approval in China in 2021.

01/13/2021-12/31/2022 Daiichi Sankyo Co., Ltd. 4568 Injectafer Anemia in Heart Failure III
Regulatory - sNDA/sBLA 

Filing

sNDA Filing - FAIR-HF & 

CONFIRM-HF

Vifor expects to file for a label extension for Injectafer 

based on FAIR-HF and CONFIRM-HF in 2021 or 2022.

01/01/2023-12/31/2024 Daiichi Sankyo Co., Ltd. 4568 Injectafer Anemia in Heart Failure III
Regulatory - sNDA/sBLA 

Filing
sNDA Filing - HEART-FID

Vifor plans to file for further label and guideline 

strengthening based on results from the HEART-FID in 2023 

or 2024.

01/13/2021-03/31/2022 Daiichi Sankyo Co., Ltd. 4568 Enhertu Breast Cancer Approved
Trial Announcement - 

Initiation

Phase I DESTINY-Breast07 - 

Study to Start

Daiichi Sankyo expects to start a Phase I combination study 

of Enhertu (DESTINY-Breast07) by the end of FY2021.

01/13/2021-03/31/2022 Daiichi Sankyo Co., Ltd. 4568 Enhertu Breast Cancer Approved
Trial Announcement - 

Initiation

Phase I DESTINY-Breast08 - 

Study to Start

Daiichi Sankyo expects to start a Phase I combination of 

Enhertu in HER2 low expressing breast cancer by the end of 

FY2021.

04/01/2021-03/31/2022 Daiichi Sankyo Co., Ltd. 4568 Enhertu Breast Cancer Approved
Trial Announcement - 

Initiation

Phase III DESTINY - Breast09 - 

Study to Start

Daiichi Sankyo expects to start a Phase III combination 

study of Enhertu in metastatic 1L HER2 positive breast 

cancer in FY2021.

01/13/2021-03/31/2022 Daiichi Sankyo Co., Ltd. 4568 Enhertu Colorectal Cancer (CRC) II
Trial Announcement - 

Initiation

Phase II DESTINY-CRC02 - 

Study to Start

Daiichi Sankyo expects to start a Phase II monotherapy 

study of Enhertu in HER2 expressing CRC by the end of 

FY2021.

01/13/2021-01/31/2021 Daiichi Sankyo Co., Ltd. 4568 U3-1402
Non-Small Cell Lung Cancer 

(NSCLC)
I

Trial Announcement - 

Initiation

Phase II HERTHENA-Lung01 - 

Trial to Start

Daiichi Sankyo plans to start a Phase II study called 

HERTHENA-Lung01 for U3-1402 in January 2021.

01/13/2021-03/31/2022 Daiichi Sankyo Co., Ltd. 4568 Enhertu
Non-Small Cell Lung Cancer 

(NSCLC)
II

Trial Announcement - 

Initiation

Phase I DESTINY-Lung03 - Trial 

to Start

Daiichi Sankyo expects to start a Phase I combination study 

of Enhertu in 1L NSCLC by the end of FY2021.

01/13/2021-03/31/2022 Daiichi Sankyo Co., Ltd. 4568 Enhertu
Non-Small Cell Lung Cancer 

(NSCLC)
II

Trial Announcement - 

Initiation

Phase II DESTINY-Lung02 - 

Trial to Start

Daiichi Sankyo expects to start a Phase II DESTINY-Lung02 

by the end of FY2021.

Now-03/31/2021 Daiichi Sankyo Co., Ltd. 4568 DS-6000 Solid Tumors Preclinical
Trial Announcement - 

Initiation
Clinical Trial to Start

Daiichi Sankyo announced that DS-6000 a CDH6 ADC is in 

late preclinical development with first-in-human study 

expected to be initiated in the fourth quarter of FY2020.

04/01/2023-03/31/2023 Daiichi Sankyo Co., Ltd. 4568 DS-3939 Solid Tumors Preclinical
Trial Announcement - 

Initiation
First-in-Human Trial to Start

Daiichi Sankyo expects the first-in-human study for DS-3939 

to be initiated in FY2022.

10/01/2021-12/31/2022 Dyne Therapeutics DYN

Duchenne Muscular 

Dystrophy (DMD) 

Program

Duchenne Muscular Dystrophy 

(DMD)
Preclinical Regulatory - IND Filing IND Filing

Dyne Therapeutics announced that it is on track to submit 

INDs for its three programs (DM1 DMD and FSHD) between 

the fourth quarter of 2021 and the fourth quarter of 2022.

10/01/2021-12/31/2022 Dyne Therapeutics DYN

Facioscapulohumeral 

Muscular Dystrophy 

(FSHD) Program

Muscular Dystrophy Preclinical Regulatory - IND Filing IND Filing

Dyne Therapeutics announced that it is on track to submit 

INDs for its three programs (DM1 DMD and FSHD) between 

the fourth quarter of 2021 and the fourth quarter of 2022.

04/01/2021-09/30/2021
Enanta Pharmaceuticals, 

Inc.
ENTA EDP-305

Non-Alcoholic Steatohepatitis 

(NASH)
II

Trial Data - Top-Line 

Results

Phase IIb ARGON-2 - Top-Line 

Results

Enanta Pharmaceuticals anticipates conducting a 12-week 

interim analysis of its Phase IIb ARGON-2 trial evaluating 

EDP-305 ni NASH patients in mid-2021.

Now-12/31/2021
Freeline Therapeutics 

Holdings PLC
FRLN FTL190 Fabry's Disease

Development 

Outside U.S.

Trial Announcement - 

Other

Phase I/II MARVEL1 (EU) - Part 

I Dose Escalation Completed

Freeline Therapeutics announced that the company plans 

to complete dose escalation in part I of the Phase I/II 

clinical trial of FTL190 in patients with Fabry's disease in 

2021.

Now-12/31/2021
Freeline Therapeutics 

Holdings PLC
FRLN FLT180a Hemophilia B II/III

Trial Data - Updated 

Results

Phase I/II B-AMAZE (UCL) - 

Updated Results

Freeline Therapeutics announced that the company 

anticipates durability data of up to four years of the Phase 

I/II clinical trial of FLT180a in patients with hemophilia B in 

2021.

Now-06/30/2021 G1 Therapeutics Inc. GTHX Trilaciclib Bladder Cancer Preclinical
Trial Announcement - 

Initiation
Phase II - Trial Initiation

G1 Therapeutics announced that the company plans to 

initiate Phase II clinical studies of trilaciclib in second and 

third-line non-small cell lung cancer (NSCLC) and first-line 

bladder cancer in the first half of 2021.

10/01/2022-12/31/2022 G1 Therapeutics Inc. GTHX Trilaciclib Bladder Cancer Preclinical
Trial Data - Top-Line 

Results
Phase II - Topline Results

G1 Therapeutics announced that the company anticipates 

interim data of the Phase II clinical trial evaluating trilaciclib 

in bladder cancer in late 2022.

07/01/2023-12/31/2023 G1 Therapeutics Inc. GTHX Trilaciclib Breast Cancer II
Trial Data - Top-Line 

Results

Phase II I-SPY 2 - Topline 

Results

G1 Therapeutics announced that the company anticipates a 

data readout of the clinical trial evaluating trilaciclib in 

neoadjuvant breast cancer patients in the second half of 

2023.

07/01/2023-12/31/2023 G1 Therapeutics Inc. GTHX Trilaciclib Breast Cancer II
Trial Data - Top-Line 

Results

Phase III mTNBC - Topline 

Results

G1 Therapeutics announced that the company anticipates 

interim data of the Phase III clinical trial evaluating 

trilaciclib in TNBC in the second half of 2023.

Now-06/30/2021 G1 Therapeutics Inc. GTHX Trilaciclib
Non-Small Cell Lung Cancer 

(NSCLC)
Preclinical

Trial Announcement - 

Initiation
Phase II - Trial Initiation

G1 Therapeutics announced that the company plans to 

initiate Phase II clinical studies of trilaciclib in second and 

third-line non-small cell lung cancer (NSCLC) and first-line 

bladder cancer in the first half of 2021.

01/01/2023-04/30/2023 G1 Therapeutics Inc. GTHX Trilaciclib
Non-Small Cell Lung Cancer 

(NSCLC)
Preclinical

Trial Data - Top-Line 

Results

Phase II Post Checkpoint 

Setting (2L/3L) - Topline 

Results

G1 Therapeutics announced that the company expects 

interim data of the Phase II clinical trial evaluating trilaciclib 

in second and third-line non-small cell lung cancer patients 

in early 2023.

09/01/2021-04/30/2022 Genexine Inc. 95700 GX-188E Cervical Cancer
Development 

Outside U.S.

Regulatory - Filing for 

Approval (Emerging 

Markets)

Filing for Approval (Korea)

Genexine plans to submit for conditional approval in Korea 

for GX-188E for the treatment of cervical cancer at the end 

of 2021 or early 2022.

Now-12/31/2021 Genmab A/S GMAB GEN3013
Diffuse Large B-Cell Lymphoma 

(DLBCL) - NHL
III

Trial Announcement - 

Initiation
Phase III FPD - Trial to Start

Gemmab announced the company plans to initiate a FPD 

trial of GEN3013 in 2021.

01/13/2021-06/30/2021 Glaukos Corporation GKOS iStent
Glaucoma / Ocular 

Hypertension (Ophthalmology)
Approved

Regulatory - PMA 

Supplemental Filing
Filing for Approval

Glaukos expects to file for FDA approval of iStent infinite in 

the first half of 2021.

01/01/2022-12/31/2022 Glaukos Corporation GKOS iDose-Travoprost
Glaucoma / Ocular 

Hypertension (Ophthalmology)
III

Regulatory - NDA/BLA 

Filing
NDA Filing

Glaukos Corporation announced that its iDose TR sustained-

release travoprost implant continued to provide sustained 

substantial reductions in intraocular pressure (IOP) in a 24-

month interim analysis of the ongoing 36-month Phase IIb 

clinical trial conducted under a U.S. Investigational New 

Drug (IND) protocol. The 12-month iDose TR Phase III trial 

results are expected to support Glaukos’ NDA submission in 

2022 and the company is now targeting FDA approval for 

iDose TR in 2023.

01/13/2021-06/30/2021 Hugel Pharma Co, Ltd Botulax Wrinkles III
Regulatory - NDA/BLA 

Filing
BLA Filing

Hugel reported that the company plans to submit a BLA for 

Botulax in the US in the first half of 2021.
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03/01/2021-09/30/2021 Hugel Pharma Co, Ltd Botulax Wrinkles III
Regulatory - CHMP 

(European Panel) Results
CHMP Opinion

Hugel reported that the company submitted an MAA for 

Botulax in Europe on June 30 2020. 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 March and September 

2021.

05/01/2021-11/30/2021 Hugel Pharma Co, Ltd Botulax Wrinkles III
Regulatory - Approval 

Decision (Europe)
Approval Decision (Europe)

Hugel reported that the company submitted an MAA for 

Botulax in Europe on June 30 2020. 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.

Now-12/31/2021 Humanigen, Inc. HGEN Lenzilumab COVID-19 Treatment III
Trial Data - Top-Line 

Results

Phase III - C-SMART Study-Top-

line Results 

Humanigen expects to report topline data from its Phase III 

trial of lenzilumab in patients with COVID-19 in 2021.

Now-12/31/2021 Humanigen, Inc. HGEN Lenzilumab COVID-19 Treatment III
Trial Data - Top-Line 

Results

Phase II - ACTIV-5/BET -Top-

Line Results

Humanigen expects to report topline data from its ACTIV-5 

study in 2021.

Now-12/31/2021 Humanigen, Inc. HGEN Lenzilumab COVID-19 Treatment III
Progress Update - 

Product Launch (U.S.)
Product Launch

If granted Humanigen anticipates launching Lenzilumab in 

2021 under Emergency Use Authorization to treat COVID-

19.

Now-12/31/2021 Humanigen, Inc. HGEN Lenzilumab COVID-19 Treatment III
Regulatory - NDA/BLA 

Filing
BLA Filing

Humanigen plans to file a BLA with the FDA in 2021 for 

Lenzilumab to treat COVID-19.

Now-12/31/2021 Humanigen, Inc. HGEN Lenzilumab
Diffuse Large B-Cell Lymphoma 

(DLBCL) - NHL
I/II

Trial Data - Top-Line 

Results

Phase I/II ZUMA-19 Top-Line 

Data

Humanigen expects to report results from the Phase I/II 

lenzilumab and axicabtagene ciloleucel study in patients 

with relapsed or refractory large B-cell lymphoma (ZUMA-

19) in 2021.

Now-12/31/2021 Humanigen, Inc. HGEN Lenzilumab
Graft vs. Host Disease (GVHD) - 

Treatment
Preclinical

Trial Announcement - 

Initiation
Phase II/III - Trial to Start

Humanigen expects a Phase II/III trial to evaluate efficacy 

and safety of lenzilumab in GvHD to start in 2021.

Now-12/31/2021 IDEAYA Biosciences, Inc. IDYA IDE397 Solid Tumors IND
Trial Data - Top-Line 

Results
Phase I - Top-Line Results

Ideaya plans to generate Phase I FPI and clinical 

pharmacodynamic data of IDE397 for solid tumors in 2021.

01/13/2021-12/31/2021 IDEAYA Biosciences, Inc. IDYA IDE196 Uveal Melanoma I
Trial Data - Top-Line 

Results

Phase I - Combination Interim 

Data

Ideaya expects to have interim data from its combination of 

IDE196 and binimetinib in 2021.

04/01/2021-09/30/2021 ImmunoGen, Inc. IMGN IMGN632
Acute Myelogenous Leukemia 

(AML)
I/II

Trial Data - Top-Line 

Results
Phase Ib/II - Top-Line Results

ImmunoGen expects initial combination data from the 802 

study of IMGN632 in AML in mid-2021.

12/01/2021-12/31/2021 ImmunoGen, Inc. IMGN IMGN632
Acute Myelogenous Leukemia 

(AML)
I/II

Trial Data - Updated 

Results

Phase Ib/II - Updated Results 

at ASH

ImmunoGen announced the company plans to present 

initial AML combination data of IMGN632 at ASH 2021.

10/01/2021-12/31/2021 ImmunoGen, Inc. IMGN IMGN151 Cancer Preclinical Regulatory - IND Filing IND Filing
ImmunoGen announced an IND is expected for IMGN151 

for cancer by the end of 2021.

06/04/2021-06/08/2021 ImmunoGen, Inc. IMGN
Mirvetuximab 

Soravtansine
Ovarian Cancer III

Trial Data - Updated 

Results

Phase Ib/II FORWARD II - 

Updated Results at ASCO

ImmunoGen announced mature data from MIRV + DEV data 

in recurrent ovarian cancer is to be presented at ASCO 

2021.

01/01/2023-12/31/2023 ImmunoGen, Inc. IMGN
Mirvetuximab 

Soravtansine
Ovarian Cancer III

Regulatory - sNDA/sBLA 

Filing
sBLA Filing

ImmunoGen announced sBLA filing for mirvetuximab based 

on the Phase III MIRASOL study is expected in 2023.

09/01/2021-12/31/2021
Kala Pharmaceuticals, 

Inc.
KALA KPI-415

Other Ophthalmological 

Indications (Ophthalmology)
Preclinical

Progress Update - 

Development Review
Lead Candidate Selection

Kala expects to select a lead compound for its SEGRM 

program by the end of 2021.

1/13/2022 Kashiv BioSciences, LLC
Biosimilar Pegfilgrastim 

(Adello)
Neutropenia / Leukopenia BLA

Regulatory - 

PDUFA/Approval Decision 

(US)

PDUFA for 351(k) BLA - First 

Review

Amneal announced that they have filed a biosimilar 351(k) 

filing for their biosimilar pegfilgrastim. Based on a standard 

12-month Biosimilar 351(k) filing under PDUFA VI guidelines 

the PDUFA decision should occur on January 13 2022.

04/01/2021-06/30/2021 LG Chem, Ltd. 051910:KS LC350189 Gout II
Trial Announcement - 

Trial Completion

Phase II Dose Escalation - Trial 

Completion

LG Chem announced that the company expects to complete 

the Phase II study of LC350189 in the second quarter of 

2021.

01/01/2022-03/31/2022
Mersana Therapeutics, 

Inc.
MRSN XMT-1660 Solid Tumors Preclinical Regulatory - IND Filing IND Filing

Mersana announced an IND submission for XMT-1660 is 

expected in the first quarter of 2022.

01/01/2022-03/31/2022
Mersana Therapeutics, 

Inc.
MRSN XMT-2056 Solid Tumors Preclinical Regulatory - IND Filing IND Filing

Mersana announced an IND submission for XMT-1660 is 

expected in the first quarter of 2022.

04/01/2021-09/30/2021 MiMedx Group, Inc. MDXG AmnioFix
Osteoarthritis and 

Osteoarthritis Pain
IIb

Regulatory - Meeting 

with FDA
Meeting with FDA

MiMedx plans to meet with the FDA in mid-2021 to discuss 

AmnioFix for the treatment of knee osteoarthritis (OA).

01/01/2022-06/30/2022 MiMedx Group, Inc. MDXG AmnioFix
Osteoarthritis and 

Osteoarthritis Pain
IIb

Trial Announcement - 

Initiation
Phase III - Trial to Start

MiMedx plans to initiate a Phase III study of AmnioFix for 

the treatment of knee osteoarthritis (OA) in the first half of 

2022.

01/13/2021-06/30/2021 Morphic Therapeutic, Inc. MORF MORF-057
Inflammatory Bowel Disease 

(IBD)
I

Trial Data - Top-Line 

Results
Trial Data- Top Line Results

Morphic anticipates data from the MORF-057 Phase I trial 

to be released in the first half of 2021.

Now-06/30/2021 MorphoSys AG MOR Felzartamab Autoimmune Disorders I/II
Trial Data - Top-Line 

Results

Phase Ib/IIa M-PLACE - Top-

Line Results

MorphoSys expects to have proof-of-concept data from the 

Phase Ib/IIa M-PLACE study of Felzartamab in autoimmune 

diseases in the first half of 2021.

01/13/2021-12/31/2021 MorphoSys AG MOR Monjuvi
Diffuse Large B-Cell Lymphoma 

(DLBCL) - NHL
Approved

Trial Announcement - 

Initiation

Phase II w/Plamotamab to 

Start

MorphoSys is investigating tafasitamab in combination with 

Xenecor's plamotamab. Clinical development in r/r DLBCL 

1L DLBCL and Follicular lymphoma will be sponsored by 

Xencor and the first clinical trial is expected to start in 2021.

01/13/2021-12/31/2021 MorphoSys AG MOR Monjuvi
Diffuse Large B-Cell Lymphoma 

(DLBCL) - NHL
Approved

Trial Announcement - 

Initiation
Phase II w/Parsaclisib to Start

MorphoSys expects to initiate a clinical trial of Tafasitamab 

in combination with Parsaclisib for r/r B-cell malignancies in 

2021.

01/01/2022-12/31/2022 Omeros Corporation OMER Narsoplimab
Immunoglobulin A (IgA) 

Nephropathy (Berger's Disease)
III

Trial Data - Top-Line 

Results

Phase III ARTEMIS - Top-Line 

Results

Omeros reported that data for the Phase III ARTEMIS study 

of Narsoplimab is delayed beyond 2021 due to enrollment 

challenges from COVID-19. As such we await an update in 

the time frame above.

01/13/2021-12/31/2021
Orchard Therapeutics 

Limited
ORTX OTL-104 Crohn's Disease Preclinical Trial Data - Other Preclinical Results

Orchard Therapeutics plans to announce NOD2-CD 

preclinical data for OTL-104 in 2021.

01/13/2021-12/31/2021
Orchard Therapeutics 

Limited
ORTX OTL-204 Dementia Preclinical Trial Data - Other Preclinical Results

Orchard Therapeutics plans to announce GRN-FTD 

preclinical data for OTL-204 in 2021.

04/01/2021-09/30/2021
Orchard Therapeutics 

Limited
ORTX OTL-200 Metachromatic Leukodystrophy III

Regulatory - Meeting 

with FDA
Meeting with FDA (BLA Path)

Orchard Therapeutics announced that it plans to complete 

interactions with the U.S. Food and Drug Administration 

(FDA) to determine the path to a BLA filing for OTL-200 by 

mid-2021.

Now-12/31/2021 Precigen, Inc. PGEN PRGN-3006
Acute Myelogenous Leukemia 

(AML)
I

Trial Data - Updated 

Results
Phase I - Updated Results

Precigen plans to present updated data from the PRGN-

3006 Phase I trial in AML and MDS in 2021.
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01/13/2021-12/31/2021 Precigen, Inc. PGEN AG019 Diabetes Mellitus, Type I I/II
Trial Data - Updated 

Results
Phase I/II - Updated Results

Precigen plans to disclosure more updated data for the 

Phase I/II study of AG019 in type 1 diabetes in 2021.

01/13/2021-12/31/2021 Precigen, Inc. PGEN PRGN-2012 Head and Neck Cancer IND
Trial Announcement - 

Initiation
Phase I - Trial to Start

Precigen reported that an IND application to initiate Phase I 

study of PRGN-2012 was approved by the FDA. The 

company expects to start the trial in 2021.

Now-12/31/2021 Precigen, Inc. PGEN PRGN-3006
Myelodysplastic Syndrome 

(MDS)
I

Trial Data - Updated 

Results
Phase I - Updated Results

Precigen plans to present updated data from the PRGN-

3006 Phase I trial in AML and MDS in 2021.

Now-12/31/2021 Precigen, Inc. PGEN PRGN-3005 Ovarian Cancer I
Trial Data - Updated 

Results
Phase I - Updated Results

Precigen plans to complete the dose escalation phase and 

initiate expansion phase of PRGN-3005 Phase I study and 

presents corresponding interim data in 2021.

Now-12/31/2021 Precigen, Inc. PGEN PRGN-2009 Solid Tumors I/II
Trial Data - Updated 

Results
Phase I/II - Updated Results

Precigen plans to present further interim data from the 

Phase I study of PRGN-2009 in 2021.

Now-12/31/2021
Precision BioSciences, 

Inc.
DTIL PBCAR269A Multiple Myeloma (MM) I/II

Trial Data - Top-Line 

Results

Phase I/IIa w/Nirogacestat - 

Top-Line Results

Precision announced Phase I data for PBCAR269A for adults 

with R/R multiple myeloma is expected in 2021.

04/01/2021-09/30/2021
Precision BioSciences, 

Inc.
DTIL PBCAR0191

Non-Hodgkin's Lymphoma 

(NHL)
I/II

Trial Data - Updated 

Results
Phase I/II - Updated Results

Precision announced an update on interim data for 

PBCAR0191 is expected in mid-2021.

Now-03/31/2021 Radius Health, Inc. RDUS RAD011 Prader-Willi Syndrome Preclinical
Regulatory - Meeting 

with FDA
Meeting with FDA

Radius Health announced that the company plans an FDA 

meeting to discuss its RAD011 Phase IIb/III clinical study 

protocol in the first quarter of 2021.

04/01/2023-06/30/2023 Radius Health, Inc. RDUS RAD011 Prader-Willi Syndrome Preclinical
Trial Data - Top-Line 

Results
Phase IIb/III - Topline Results

Radius Health announced that the company anticipates a 

data readout of the Phase IIb/III clinical study of RAD011 in 

Prader-Willi Syndrome patients in the second quarter of 

2023.

01/13/2021-04/30/2021 Rubius Therapeutics, Inc. RUBY RTX-240 Solid Tumors I/II
Trial Data - Updated 

Results

Phase I/II - Updated Results at 

Scientific Conference

Rubius plans to present additional clinical data from the 

Phase I/II study of RTX-240 in solid tumor patients in early 

2021 and submit it for presentation at a scientific 

conference.

01/13/2021-12/31/2021 Seagen Inc. SGEN Tisotumab Vedotin Cervical Cancer III
Regulatory - J-NDA Filing 

(Japan)
J-NDA Filing

Genmab announced the company plans a JNDA submission 

for tisotumab vedotin for cervical cancer in 2021.

Now-11/30/2021
Shanghai Junshi 

Biosciences Co., Ltd.
1877 UBP1211 Rheumatoid Arthritis (RA)

Development 

Outside U.S.

Regulatory - Approval 

Decision (Emerging 

Markets)

Chinese Approval Decision

Shanghai Junshi announced that it submitted an NDA 

application for UBP1211 a biosimilar of adalimumab to 

China's NMPA and was accepted in November 2019. Based 

on an internal analysis of the Chinese approval procedure 

we estimate an approval decision for this drug for this 

indication will be granted in approximately 1 to 2 years.

01/13/2021-12/31/2021
Shanghai Junshi 

Biosciences Co., Ltd.
1877 JS009 Solid Tumors Preclinical Regulatory - IND Filing IND Filing

Shanghai Junshi plans to file an IND for JS009 for solid 

tumors in 2021.

Now-12/31/2021
Shanghai Junshi 

Biosciences Co., Ltd.
1877 JS019 Solid Tumors Preclinical

Regulatory - Progress 

Update
CTA Filing

Shanghai Junshi plans to file an IND for JS019 for solid 

tumors in China in 2021.

Now-12/31/2021
Shanghai Junshi 

Biosciences Co., Ltd.
1877 JS201 Solid Tumors Preclinical Regulatory - IND Filing IND Filing

Shanghai Junshi plans to file an IND for JS201 for solid 

tumors in 2021.

04/01/2021-09/30/2021 UCB S.A. UCB UCB0107 Alzheimer's Disease (AD) Preclinical
Trial Announcement - 

Initiation
Phase II - Clinical Trial to Start

UCB announced that the company plans to initiate a Phase 

II clinical trial of UCB0107 during mid-2021.

Now-06/30/2021 UroGen Pharma, Ltd. URGN VesiGel Bladder Cancer III
Trial Data - Published 

Results
Phase IIb - Published Results

Urogen announced they anticipate a potential publication 

of Phase IIb results from their UGN-102 study for bladder 

cancer in the first half of 2021.

07/01/2021-12/31/2021 Vifor Pharma Group VIFN VIT-2763 Thalassemia II
Trial Data - Top-Line 

Results
Phase II - Top-Line Results

Vifor Pharma expects the Phase II study of VIT-2763 in beta 

thalassemia to readout in the second half of 2021.
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04/01/2021-06/30/2021
Adverum 

Biotechnologies, Inc.
ADVM ADVM-022

Wet Age-Related Macular 

Degeneration (Wet AMD) 

(Ophthalmology)

I
Trial Announcement - 

Initiation
Pivotal Studies to Start

Adverum Biotechnologies plans to initiate a pivotal trial of 

ADVM-022 intravitreal (IVT) injection gene therapy in 

patients requiring frequent anti-VEGF injections for their 

wet age-related macular degeneration in mid-2021.

Date Range Refined (01/13/2021) - Adverum expects to 

initiate the first pivotal study of ADVM-022 for wet AMD in 

the second quarter of 2021.

01/13/2021-12/31/2021 Akebia Therapeutics, Inc. AKBA Vadadustat
Anemia Due to Chronic Renal 

Failure, Dialysis-Dependent
III

Trial Data - Published 

Results

Phase III INNO2VATE - 

Published Results

Akebia Therapeutics announced top-line results from 

INNO2VATE the first of its two global Phase III 

cardiovascular outcomes programs evaluating the efficacy 

and safety of vadadustat versus darbepoetin alfa for the 

treatment of anemia due to chronic kidney disease (CKD) in 

adult patients on dialysis. Akebia plans to share the full data 

set together with the data from the PRO2TECT studies later 

in 2020 at a medical conference and in a peer-reviewed 

journal.

Date Range Delayed (01/05/2021) - Akebia Therapeutics 

has not provided a recent update on the published results 

of the INNO2VATE studies of vadadustat versus 

darbepoetin alfa for the treatment of anemia due to chronic 

kidney disease (CKD) in adult patients on dialysis. As such 

we await an update in the time frame above.Date Range 

Delayed (01/13/2021) - Akebia announced the publication 

of INNO2VATE data in a peer reviewed journal is expected 

in 2021.

04/01/2021-09/30/2021
Amneal Pharmaceuticals, 

Inc.
AMRX

Biosimilar Bevacizumab 

(Amneal)
Colorectal Cancer (CRC)

Development 

Outside U.S.

Regulatory - Biosimilar 

351(k) Filing
Biosimilar 351(k) Filing

At the 37th Annual J.P. Morgan Healthcare Investor 

Conference in January 2019 Amneal announced that it plans 

to submit a biosimilar 351(k) application for the drug 

Avastin (bevacizumab) in the first half of 2020.

Date Range Delayed (07/20/2020) - Amneal 

Pharmaceuticals has not provided additional timing 

guidance on its plans to submit a biosimilar 351(k) 

application for the drug Avastin (bevacizumab). We await 

an update through 2020.Date Range Delayed (12/02/2020) - 

We continue to await an update from the company.Date 

Range Delayed (01/13/2021) - Amneal anticipates 

submitting a biosimilar filing for regulatory approval for 

their biosimilar bavacizumab in mid-2021.

07/01/2022-12/31/2022
Arena Pharmaceuticals, 

Inc.
ARNA Etrasimod Ulcerative Colitis (UC) III

Regulatory - NDA/BLA 

Filing
NDA Filing

Arena lists the company expects to submit an NDA for 

etrasimod for the treatment of ulcerative colitis (UC) in 

2022.

Date Range Delayed (01/13/2021) - Arena Pharmaceuticals 

anticipates filing an NDA for Etrasimon in ulcerative colitis 

in the second half of 2022.

Now-02/28/2021
Atara Biotherapeutics, 

Inc.
ATRA Tabelecleucel Hematologic Cancer III

Regulatory - Rolling 

NDA/BLA Initiation
Rolling BLA Initiation

Atara Biotherapeutics announced the Company plans to 

initiate a tab-cel biologics license application (BLA) 

submission for patients with EBV+ PTLD in the second half 

of 2020.

Date Range Delayed (12/18/2020) - Atara Biotherapeutics 

has not provided an update regarding the status of their 

BLA submission. As such we await an update in the time 

frame above.Date Range Delayed (01/04/2021) - Atara 

Biotherapeutics noted that it has not yet initiated the 

Biologics License Application (BLA) submission for tab-cel 

(tabelecleucel) currently in Phase III development for 

Epstein-Barr virus-positive post-transplant 

lymphoproliferative disease (EBV+ PTLD). The Company 

remains on track to complete the BLA filing in Q3 2021 

based on several key points of agreement with FDA as 

previously announced. To initiate the BLA Atara is awaiting 

a procedural decision from the FDA related to how the 

historical non-pivotal data should be presented in the BLA 

submission. We await an update through February 

2021.Date Range Delayed (01/13/2021) - Atara announced 

that the company has not yet initiated the rolling BLA but 

has been in discussions with the FDA and is on track to 

complete the filing by Q3 2021. 

10/01/2021-03/31/2022
Atara Biotherapeutics, 

Inc.
ATRA ATA3219 Hematologic Cancer I Regulatory - IND Filing IND Filing

Atara Biotherapeutics has initiated IND-enabling studies for 

ATA3219 and anticipates filing an IND in 2021.

Date Range Delayed (01/13/2021) - Atara announced it 

expects to file the IND in Q4 2021 - Q12022. 

Now-06/30/2021 Autolus Therapeutics plc AUTL AUTO7 Prostate Cancer Preclinical
Trial Announcement - 

Initiation
Phase I - Trial to Start

Autolus announced they plan to progress the solid tumor 

program  AUTO7 in prostate cancer into the clinic in 2021.

Date Range Refined (01/13/2021) - Autolus announced they 

plan to progress the solid tumor program AUTO7 in prostate 

cancer into the clinic in the first half of 2021.

07/01/2021-12/31/2021
AVEO Pharmaceuticals, 

Inc.
AVEO Tivopath (Oncology)

Hepatocellular (Liver) Cancer 

(HCC) (Including Secondary 

Metastases)

I/II

Trial Announcement - 

Patient Enrollment 

Completed

Phase I/II DEDUCTIVE - 

Enrollment Complete

AVEO expects to complete enrollment in the Phase II 

portion of the Phase Ib/II DEDUCTIVE clinical trial of 

tivozanib in combination with Imfinzi in 2021.

Date Range Refined (01/13/2021) - AVEO expects to 

complete enrollment in the Phase II portion of the Phase 

Ib/II DEDUCTIVE clinical trial of tivozanib in combination 

with Imfinzi in the second half of 2021.

07/01/2021-12/31/2021
Bausch Health 

Companies Inc.
BHC Rifaximin SSD Sickle Cell Anemia Preclinical

Trial Announcement - 

Initiation
Phase II/III - Trial to Start

Bausch announced the first application of rifaximin soluble 

solid dispersion (SSD) for immediate release (IR) will be in 

sickle cell anemia with clinical trials expected to commence 

late 2020 or early 2021.

Date Range Delayed (01/13/2021) - Bausch Health expects 

to initiate the Phase II trial for rifaximin life cycle programs 

including sickle cell in the second half of 2021. 

04/01/2021-09/30/2021 Bayer AG BAYN Nubeqa Prostate Cancer Approved
Trial Announcement - 

Trial Completion
Phase III - Trial Completion

Orion expects the trial completion of the Phase III ARASENS 

study evaluating Nubeqa in prostate cancer patients in 

2021.

Date Range Refined (01/13/2021) - Bayer announced that 

the company expects to complete the Phase III ARASENS 

study of Nubeqa for the treatment of prostate cancer in 

mid-2021.

01/13/2021-01/31/2021
BioCryst 

Pharmaceuticals, Inc.
BCRX Orladeyo Hereditary Angioedema (HAE) Approved

Regulatory - Approval 

Decision (Japan)
Japanese Approval Decision

BioCryst Pharmaceuticals announced that it has submitted 

a new drug application (JNDA) to the Japanese 

Pharmaceuticals and Medical Devices Agency (PMDA) for 

approval of oral once daily berotralstat for the prophylactic 

treatment of hereditary angioedema (HAE). BioCryst 

expects potential Japanese approval in the second half of 

2020.

Date Range Refined (11/19/2020) - In Japan ORLADEYO is 

being reviewed under Sakigake designation. The 

Pharmaceutical and Medical Devices Agency (PMDA) has 

confirmed their regulatory review schedule and BioCryst 

expects a decision on approval in December 2020.Date 

Range Delayed (12/24/2020) - We expect an update 

regarding the approval of ORLADEYO in Japan in the time 

frame above.Date Range Refined (01/13/2021) - BioCryst 

Pharmaceuticals announced that the approval decision 

from the Japanese Pharmaceuticals and Medical Devices 

Agency (PMDA) for Orladeyo for the prophylactic treatment 

of hereditary angioedema (HAE) is expected in January 

2021.

04/01/2021-06/30/2021
BioCryst 

Pharmaceuticals, Inc.
BCRX Orladeyo Hereditary Angioedema (HAE) Approved

Progress Update - 

Product Launch (Japan)
Product Launch (Japan)

BioCryst Pharmaceuticals announced that it expects to 

launch oral berotralstat the prevention of hereditary 

angioedema (HAE) attacks in Japan in the second half of 

2020.

Date Range Delayed (10/22/2020) - In Japan ORLADEYO is 

being reviewed under Sakigake designation. The 

Pharmaceutical and Medical Devices Agency (PMDA) has 

confirmed their regulatory review schedule and the 

company expects an approval decision in December 2020. 

As such we await the Japanese launch of this product in the 

time frame above.Date Range Refined (01/13/2021) - 

BioCryst Pharmaceuticals announced that it expects to 

launch Orladeyo for the prevention of hereditary 

angioedema (HAE) attacks in Japan in the second quarter of 

2021.

07/01/2021-12/31/2021 Cara Therapeutics, Inc. CARA Korsuva Pruritus NDA
Trial Data - Top-Line 

Results

Phase II - Top-Line Results 

(PBC)

Cara Therapeutics aims to have top-line data from the 

ongoing Phase II trial of oral KORSUVA for the treatment of 

pruritus in patients with hepatic impairment due to PBC in 

2020.

Date Range Delayed (08/10/2020) - Cara is conducting a 

Phase II trial of Oral KORSUVA for the treatment of pruritus 

in patients with hepatic impairment due to PBC. The trial is 

evaluating the safety and efficacy of Oral KORSUVA (1.0 mg 

tablet twice daily) versus placebo for 16 weeks. The 

Company continues to screen patients and aims to have top-

line data in the first half of 2021 due in part to delays 

related to the ongoing COVID-19 pandemic.Date Range 

Delayed (01/13/2021) - Cara Therapeutics announced that 

it expects to have data from the Phase II Chronic Liver 

Disease trial in the second half of 2021. 

07/01/2021-12/31/2021 Cara Therapeutics, Inc. CARA Korsuva Pruritus NDA
Trial Announcement - 

Initiation

Phase III Oral Korsuva - Trial to 

Start

Cara Therapeutics announced a Phase III trial of Oral 

Korsuva for the treatment of CKD-associated pruritus is 

expected to initiate next year.

Date Range Refined (01/15/2020) - Cara announced they 

anticipate the initiation of the Phase III trial of Oral Korsuva 

for the treatment of CKD-associated pruritus in the second 

half of 2020. Date Range Refined (08/10/2020) - Cara plans 

to conduct an End of Phase II Meeting with the FDA for oral 

Korsuva in the first quarter of 2021. In advance of that 

meeting the Company intends to initiate the safety portion 

of the Phase III program in the fourth quarter of 2020.Date 

Range Delayed (01/05/2021) - Cara has not provided an 

update we look for an update on the trial initiation through 

mid-2021. Date Range Delayed (01/13/2021) - Cara 

Therapeutics announced that it anticipates initiating the 

Phase III CKD-aP (Stage III-V CKD) program in the second 

half of 2021. 
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01/13/2021-02/28/2021
Crinetics 

Pharmaceuticals, Inc.
CRNX CRN04777

Hyperinsulinemia/Hypoglycemi

a
Preclinical

Trial Announcement - 

Initiation
Phase I - Trial to Start

Crinetics announced that their sst5 agonist lead compound 

is now in preclinical development. The Company expects to 

advance this program to Phase I trials by year-end 2020.

Date Range Delayed (04/07/2020) - Crinetics announced 

first-in-human enabling activities are ongoing for both the 

oral nonpeptide ACTH antagonist for the treatment of 

Cushing’s disease and congenital adrenal hyperplasia and 

the oral nonpeptide sst5 agonist for the treatment of 

hyperinsulinism. The start of Phase I clinical trials is planned 

for late 2020 or early 2021.Date Range Delayed 

(09/21/2020) - Crinetics plans to ready CRN04777 for a 

Phase I clinical study in early 2021.Date Range Refined 

(01/13/2021) - Crinetics announed that the Phase I 

SAD/MAD study of CRN04777 is expected to initiate in the 

coming weeks. As such we await an update on the trial 

initiation in the time frame above.

04/01/2021-09/30/2021
Crinetics 

Pharmaceuticals, Inc.
CRNX CRN04777

Hyperinsulinemia/Hypoglycemi

a
Preclinical

Trial Data - Top-Line 

Results

Phase I - Top-Line Results 

(SAD Data)

Crinetics announced first-in-human enabling activities are 

ongoing for both the oral nonpeptide ACTH antagonist for 

the treatment of Cushing’s disease and congenital adrenal 

hyperplasia and the oral nonpeptide sst5 agonist for the 

treatment of hyperinsulinism. The start of Phase I clinical 

trials is planned for late 2020 or early 2021 and if successful 

the company anticipates PK/PD data from these human 

proof-of-concept studies in the first half of 2021.

Date Range Delayed (01/13/2021) - Crinetics announed 

that SAD data from the Phase I SAD/MAD study of 

CRN04777 is expected in mid-2021.

04/01/2021-03/31/2022 Daiichi Sankyo Co., Ltd. 4568 Enhertu Gastric Cancer BLA
Trial Announcement - 

Initiation

Phase III 2nd Line - Trial to 

Start

Daiichi Sankyo expects to initiate a Phase III 2nd line gastric 

cancer trial with DS-8201 vs. SOC in the second half of the 

company's fiscal year 2019.

Date Range Delayed (03/16/2020) - We await an update on 

initiation of a Phase III 2nd line gastric cancer trial with DS-

8201 vs. SOC in the time frame above.Date Range Delayed 

(09/21/2020) - We continue to await an update on 

initiation of a Phase III 2nd line gastric cancer trial with DS-

8201 vs. SOC in the time frame above.Date Range Delayed 

(01/13/2021) - Daiichi Sankyo expects to initiate the Phase 

III DESTINY-Gastric04 in FY2021.

01/13/2021-01/31/2021 Daiichi Sankyo Co., Ltd. 4568 U3-1402
Non-Small Cell Lung Cancer 

(NSCLC)
I

Trial Announcement - 

Initiation

Phase I EGFR TKI Combination - 

Trial to Start

Daiichi Sankyo announced a Phase I EGFR TKI combination 

study of U3-1402 is planned to start in the second half of 

fiscal year 2020.

Date Range Refined (01/13/2021) - Daiichi Sankyo 

announced that the Phase I osimertinib combination study 

with U3-1402 is planned to startin January 2021.

07/01/2022-12/31/2022 Eyenovia, Inc. EYEN MicroPine

Myopic Macular Degeneration 

(MMD)/Pathological Myopia 

(Ophthalmology)

III

Trial Announcement - 

Patient Enrollment 

Completed

Phase III CHAPERONE - 

Enrollment Completed

Eyenovia expects that its Phase III CHAPERONE trial of 

MicroPine for the treatment of myopic progression will 

complete patient enrollment in 2020.

Date Range Delayed (12/21/2020) - We await an update on 

the patient enrollment for Phase III CHAPERONE trial of 

MicroPine.Date Range Delayed (01/13/2021) - Bausch 

announced that it expects to complete enrollment for the 

Phase III trial for reduction of pediatric myopia in the 

second half of 2022. 

01/01/2024-12/31/2024
Freeline Therapeutics 

Holdings PLC
FRLN FLT180a Hemophilia B II/III

Regulatory - NDA/BLA 

Filing
BLA Filing

Freeline Therapeutics anticipates the filing of a Biological 

License Application (BLA) for FLT180a for the treatment of 

hemophilia B in the second half of 2023.

Date Range Delayed (01/13/2021) - Freeline Therapeutics 

anticipates the filing of a Biological License Application 

(BLA) for FLT180a for the treatment of hemophilia B in 

2024.

01/01/2024-12/31/2024
Freeline Therapeutics 

Holdings PLC
FRLN FLT180a Hemophilia B II/III

Regulatory - MAA 

Submission (Europe)
MAA Submission (Europe)

Freeline Therapeutics anticipates submitting a Marketing 

Authorization Application (MAA) for FLT180a for the 

treatment of hemophilia B in the second half of 2023.

Date Range Delayed (01/13/2021) - Freeline Therapeutics 

anticipates the filing of a Biological License Application 

(BLA) for FLT180a for the treatment of hemophilia B in 

2024.

Now-06/30/2021 G1 Therapeutics Inc. GTHX Trilaciclib Breast Cancer II
Trial Announcement - 

Initiation
Phase III - Trial to Start

G1 Therapeutics plans to initiate a Phase III trial in triple-

negative breast cancer in 2020.

Date Range Refined (09/30/2019) - G1 expects to initiate a 

Phase III trial of Trilaciclib for mTNBC in the second half of 

2020.Date Range Refined (11/05/2019) - G1 Therapeutics 

announced the Company plans to initiate a clinical trial of 

trilaciclib in TNBC in 2020.Date Range Delayed 

(12/03/2020) - G1 Therapeutics has not provided an update 

on the initiation of the Phase III trial of Trilaciclib for 

mTNBC. As such we await an update in the time frame 

above.Date Range Delayed (12/10/2020) - G1 Therapeutics 

announced that the company plans to initiate a pivotal trial 

of trilaciclib in mTNBC in early 2021.Date Range Delayed 

(01/13/2021) - G1 Therapeutics announced that the 

company plans to initiate a pivotal trial of trilaciclib in first 

and second-line triple TNBC in the first half of 2021.

01/01/2023-06/30/2023 G1 Therapeutics Inc. GTHX Trilaciclib Colorectal Cancer (CRC) III
Trial Data - Top-Line 

Results

Phase III - PRESERVE1 - 

Topline Data

G1 Therapeutics anticipates data from Phase III - 

PRESERVE1 evaluating trilaciclib for colorectal cancer (CRC) 

in 2023.

Date Range Refined (01/13/2021) - G1 Therapeutics 

anticipates data from Phase III - PRESERVE1 evaluating 

trilaciclib for colorectal cancer (CRC) in the first half of 

2023.

Now-06/30/2021 Humanigen, Inc. HGEN Lenzilumab COVID-19 Treatment III
Regulatory - Progress 

Update
EUA Application

Humanigen announced interim Phase III data of lenzilumab 

in patients hospitalized with COVID-19. Humanigen intends 

to file for EUA in the first quarter of 2021 either following 

interim data at 75 percent or at study completion.

Date Range Refined (01/13/2021) - Humanigen anticipates 

filing an application for Emergency Use Authorization in the 

first half of 2021 for Lenzilumab to treat COVID-19.

Now-12/31/2021 Humanigen, Inc. HGEN Lenzilumab COVID-19 Treatment III

Trial Announcement - 

Patient Enrollment 

Completed

Phase III - Patient Enrollment 

Completed

Humanigen expects to complete the targeted enrollment of 

300 patients in its Phase III registration trial of lenzilumab in 

patients with COVID-19 in September 2020.

Date Range Delayed (10/02/2020) - We await an update on 

the enrollment status from Humanigen in the time frame 

above.Date Range Delayed (11/24/2020) - We continue to 

await an update.Date Range Refined (01/13/2021) - 

Humanigen expects to complete full enrollment in its C-

SMART Study-Phase III trial of lenzilumab in patients with 

COVID-19 in 2021.

01/13/2021-12/31/2021 IDEAYA Biosciences, Inc. IDYA
Pol-Theta Inhibitor 

Program (Ideaya)
Solid Tumors Preclinical

Progress Update - 

Development Review
Candidate Selection

Ideaya's second most advanced synthetic lethality program 

is targeting Pol-theta for solid tumors with homologous 

recombination deficiency or HRD including BRCA mutations. 

The Company expects to designate a Pol-theta inhibitor 

development candidate in the second half of 2020.

Date Range Delayed (12/17/2020) - We await an 

update.Date Range Delayed (01/13/2021) - IDEAYA expects 

to select a development candidate for its Pol-Theta 

program in 2021.

07/01/2021-09/30/2021
Idera Pharmaceuticals, 

Inc.
IDRA Tilsotolimod Colorectal Cancer (CRC) II

Trial Data - Updated 

Results

Phase II ILLUMINATE-206 - 

Updated Results

Idera Pharmaceuticals announced that data of the Phase II 

clinical trial of tilsotolimod in colorectal cancer patients is 

anticipated in the second quarter of 2021.

Date Range Delayed (01/13/2021) - Idera Pharmaceuticals 

announced that data from the Phase II study of tilsotolimod 

in combination with nivolumab and ipilimumab in MSS-CRC 

patients are anticipated in the third quarter of 2021.

07/01/2021-09/30/2021
Idera Pharmaceuticals, 

Inc.
IDRA Tilsotolimod Solid Tumors II

Trial Data - Updated 

Results

Phase II ILLUMINATE-206 - 

Updated Results

Idera Pharmaceuticals announced that the Company has 

opened enrollment for the next 10 patients under the 

modified study design with data anticipated in the second 

quarter of 2021.

Date Range Delayed (01/13/2021) - Idera Pharmaceuticals 

announced that data from the Phase II study of tilsotolimod 

in combination with nivolumab and ipilimumab in MSS-CRC 

patients are anticipated in the third quarter of 2021.

07/01/2021-09/30/2021 ImmunoGen, Inc. IMGN
Mirvetuximab 

Soravtansine
Ovarian Cancer III

Trial Data - Top-Line 

Results

Phase III SORAYA - Top-Line 

Results

ImmunoGen announced that the U.S. Food and Drug 

Administration (FDA) has advised that a new single-arm 

study in platinum-resistant ovarian cancer could support 

accelerated approval for mirvetuximab soravtansine. Based 

on this guidance the company will initiate SORAYA a pivotal 

trial to evaluate mirvetuximab monotherapy in women with 

folate receptor alpha (FRa)-high platinum-resistant ovarian 

cancer who have been previously treated with Avastin 

(bevacizumab). ImmunoGen expects top-line data from the 

study in mid-2021.

Date Range Refined (01/13/2021) - ImmunoGen announced 

data from the Phase III SORAYA trial of mirvetuximab in FRa-

high patients with platinum-resistant ovarian cancer in the 

third quarter of 2021.

07/01/2021-12/31/2021 Johnson & Johnson JNJ JNJ-4528 Multiple Myeloma (MM) BLA

Regulatory - Filing for 

Approval (Emerging 

Markets)

Chinese Regulatory 

Submission

Legend Biotech intends to use the data from CARTIFAN-1 in 

support of a regulatory submission for approval in China in 

2021.

Date Range Refined (01/13/2021) - Legend Biotech intends 

to submit BLA application for approval of JNJ-4528 in China 

in the second half of 2021.

Now-12/31/2021 Legend Biotech Corp. LEGN LB1901
Peripheral T-Cell Lymphoma 

(PTCL) - NHL
IND

Trial Announcement - 

Initiation
Phase I - Trial to Start

Legend bio announced the clearance of an IND and will 

initiate a Phase I clinical study for LB1901 in the United 

States. As such we await the initiation in the date range 

above.

Date Range Refined (01/13/2021) - Legend Biotech 

announced that the company anticipates initiated the 

Phase I clinical trial evaluating LB1901 in patients with t-cell 

lymphoma during 2021. 
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01/01/2022-06/30/2022 MiMedx Group, Inc. MDXG AmnioFix Orthopedic Disorder III
Regulatory - NDA/BLA 

Filing
BLA Filing - Plantar Fasciitis

MiMedx announced that it expects to file a BLA for 

AmnioFix for the treatment of Plantar Fasciitis from the 

middle of 2019 to early 2020.

Date Range Delayed (01/16/2018) - Following the 

conclusion of the Phase III trial MiMedx intends to file a 

Biologic License Application (BLA) with the U.S. Food and 

Drug Administration for AmnioFix Injectable to treat 

moderate to severe plantar fasciitis pain that has failed 

conservative treatment for at least 30 days. The Company 

projects the filing of the BLA related to plantar fasciitis will 

be in 2020.  Date Range Refined (03/26/2018) - MiMedx 

expects its Phase III study initiated in January 2018 to 

confirm the Phase IIb results as the company moves toward 

filing a Biologics License Application (BLA) in the second half 

of 2020 based on current projections.Date Range Delayed 

(12/28/2020) - We continue to await an update.Date Range 

Delayed (01/13/2021) - MiMedx expects to file a BLA for 

AmnioFix for the treatment of plantar fasciitis in the first 

half of 2022.

07/01/2022-12/31/2022 MiMedx Group, Inc. MDXG AmnioFix Orthopedic Disorder III
Regulatory - sNDA/sBLA 

Filing
sBLA Filing - Tendonitis

MiMedx expects to file a BLA for AmnioFix for plantar 

fasciitis in the beginning of 2019.

Date Range Delayed (04/20/2020) - MiMedx announced 

the company has analyzed data received from a sample size 

analysis that was conducted on patients representing 50% 

of total enrollment that had reached the primary efficacy 

endpoint. The company has concluded that the most 

reasonable approach is to continue the current study to 

completion and analyze the results to determine the 

adequacy of the measures employed and time points of 

observation to show meaningful clinical and statistical 

analyses. Given current enrollment rates MiMedx 

anticipates that this study will end in late 2020. If any of the 

study results support potential product approval MiMedx 

intends to file BLAs as described above. We await an update 

in the time frame above.Date Range Delayed (01/13/2021) - 

MiMedx expects to file a BLA for AmnioFix for the 

treatment of achilles tendonitis in the second half of 2022.

07/01/2024-06/30/2025 MiMedx Group, Inc. MDXG AmnioFix
Osteoarthritis and 

Osteoarthritis Pain
IIb

Regulatory - sNDA/sBLA 

Filing

sBLA Filing - Osteoarthritis 

Knee Pain

MiMedx announced that it expects to file a BLA for 

AmnioFix for the treatment of knee OA pain from late 2020 

through the middle of 2021.

Date Range Delayed (01/13/2021) - MiMedx expects to file 

a BLA for AmnioFix for the treatment of knee osteoarthritis 

in the second half of 2024 or first half of 2025.

Now-06/30/2021 MorphoSys AG MOR Monjuvi
Diffuse Large B-Cell Lymphoma 

(DLBCL) - NHL
Approved

Trial Announcement - 

Initiation

Phase III Front-MIND (1L) - 

Trial Initiation

MorphoSys announced that they plan to initiate a pivotal 

Phase II/III trial in frontline diffuse large B-cell lymphoma in 

mid-2020.

Date Range Delayed (01/15/2020) - MorphoSys expects to 

begin a Phase III study of tafasitamab for frontline DLBCL in 

2021.Date Range Refined (08/14/2020) - MorphoSys 

expects to begin a Phase III study of tafasitamab for 

frontline DLBCL in early 2021.Date Range Delayed 

(11/25/2020) - MorphoSys expects to initiate a Phase III 

study of tafasitamab for frontline DLBCL in 2021.Date 

Range Refined (01/13/2021) - MorphoSys expects to 

initiate a pivotal Phase III FrontMIND study of Monjuvi for 

1L DLBCL in the first half of 2021.

09/01/2021-12/31/2021 Omeros Corporation OMER OMS906
Paroxysmal Nocturnal 

Hemoglobinuria (PNH)
I

Trial Data - Top-Line 

Results
Phase I - Top-Line Results

Omeros announced that it has completed on schedule 

dosing in the first cohort in a Phase I placebo-controlled 

double-blind single-ascending-dose and multiple-ascending-

dose study for OMS906 the company’s MASP-3 inhibitor. 

The second cohort in the Phase I study has begun dosing. 

Omeros expects to achieve a once-monthly subcutaneous 

dosing regimen. Data readout from the Phase I study is 

planned for 2021.

Date Range Refined (01/13/2021) - Omeros announced that 

data from the Phase I study of OMS906 is expected later in 

2021.

Now-06/30/2021 Opko Health OPK Lagova
Short Stature / Growth 

Hormone Deficiency
BLA

Regulatory - MAA 

Submission (Europe)
MAA Submission

Opko announced that based on the results of the Phase III 

study evaluating once weekly somatrogon to once a day 

Genotropin for pediatric growth hormone deficiency they 

anticipate that Pfizer will submit the biologics license 

application to the FDA and a marketing authorization 

application in Europe for somatrogon in the second half of 

2020.

Date Range Delayed (08/06/2020) - Opko announced in 

Europe the Company’s open-label study demonstrating 

benefit and compliance with reduced treatment burden will 

be completed in the third quarter of 2020 enabling Pfizer to 

submit for regulatory approval in Europe early 2021.Date 

Range Delayed (01/13/2021) - Opko Health announced the 

MAA submission in Europe is anticipated in the first half of 

2021.

04/01/2021-09/30/2021
Orchard Therapeutics 

Limited
ORTX OTL-200

Metachromatic 

Leukodystrophy
III

Regulatory - NDA/BLA 

Filing
BLA Filing

GlaxoSmithKline announced that they plan to file for 

regulatory approval for their metachromatic 

leukodystrophy (MLD) drug candidate before the end of 

2018.

Date Range Refined (01/09/2019) - Orchard expects to 

submit a MAA for OTL-200 for MLD in 2020 followed by a 

BLA.Date Range Delayed (05/28/2019) - Orchard brought 

forward the timeline for the planned submission of an MAA 

to the EMA for OTL-200 to the first half of 2020 and also 

expects to file a Biologics License Application (BLA) in the 

U.S. approximately one year after the MAA submission.Date 

Range Expedited (01/14/2020) - Orchard announced that a 

Biologics License Application (BLA) filing for OTL-200 in the 

U.S. is planned between late 2020 and early 2021.   Date 

Range Delayed (04/03/2020) - Orchard announced they 

now anticipate submitting the biologics license application 

(BLA) for MLD with the U.S. Food and Drug Administration 

(FDA) in the first half of 2021 due to COVID-19 related 

impacts.Date Range Delayed (01/13/2021) - Orchard 

Therapeutics announced that it plans to complete 

interactions with the U.S. Food and Drug Administration 

(FDA) to determine the path to a BLA filing for OTL-200 by 

mid-2021. As such we await an update on the BLA filing in 

the time frame above.

02/08/2021-02/12/2021
Orchard Therapeutics 

Limited
ORTX OTL-203

Mucopolysaccharidosis I (MPS 

I; Hurler Syndrome)
I/II

Trial Data - Updated 

Results

Phase I/II - Updated Results at 

WORLDSymposium

Orchard Therapeutics announced that one-year follow-up 

results for the first eight patients including the primary 

endpoints of the OTL-203 proof-of-concept clinical trial in 

MPS-I are anticipated in 2021.

Date Range Refined (01/13/2021) - Orchard Therapeutics 

announced that an oral presentation for the proof-of-

concept clinical trial of OTL-203 in MPS-I is anticipated at 

the WORLDSymposium between February 8-12 2021.

02/08/2021-02/12/2021
Orchard Therapeutics 

Limited
ORTX OTL-201

Mucopolysaccharidosis IIIA 

(MPS IIIA; Sanfilippo A 

Syndrome)

I/II
Trial Data - Updated 

Results

Phase I/II - Updated Results at 

WORLD Symposium

Orchard Therapeutics reported initial data from an ongoing 

proof-of-concept clinical trial evaluating the safety and 

efficacy of OTL-201 an investigational ex vivo autologous 

hematopoietic stem cell (HSC) gene therapy being studied 

for the treatment of mucopolysaccharidosis type IIIA (MPS-

IIIA also known as Sanfilippo syndrome type A). Completion 

of enrollment and the release of additional interim results 

are expected in 2021.

Date Range Refined (01/13/2021) - Orchard Therapeutics 

announced that an oral presentation for the proof-of-

concept clinical trial of OTL-201 in MPS-IIIA is anticipated at 

the WORLDSymposium between February 8-12 2021.

10/01/2021-12/31/2021
Orchard Therapeutics 

Limited
ORTX OTL-103 Wiskott-Aldrich Syndrome III

Regulatory - MAA 

Submission (Europe)
MAA Filing

Orchard anticipates submitting regulatory applications for 

the MLD program next year and the WAS program in 2020 

or 2021.

Date Range Refined (01/09/2019) - Orchard Therapeutics 

expects to submit a BLA and MAA for OTL-103 for WAS in 

2021.Date Range Refined (01/13/2021) - Orchard 

Therapeutics plans to submit MAA filing for OTL-103 for 

WAS by year-end 2021.

01/01/2022-12/31/2022
Orchard Therapeutics 

Limited
ORTX OTL-103 Wiskott-Aldrich Syndrome III

Regulatory - NDA/BLA 

Filing
BLA Filing

Orchard Therapeutics expects to submit a BLA and MAA for 

OTL-103 for WAS in 2021.

Date Range Delayed (01/13/2021) - Orchard Therapeutics 

expects to submit a BLA for OTL-103 for WAS in 2022.

04/01/2021-09/30/2021 Pacira BioSciences, Inc. PCRX Exparel Postsurgical Pain Approved
Progress Update - 

Product Launch (Europe)
Product Launch (Europe)

Pacira BioSciences announced that the European 

Commission has granted marketing authorization for 

EXPAREL as a brachial plexus block or femoral nerve block 

for treatment of post-operative pain in adults and as a field 

block for treatment of somatic post-operative pain from 

small- to medium-sized surgical wounds in adults. 

Commercial planning is underway with an anticipated 

launch in the second half of 2021.

Date Range Expedited (01/13/2021) - Pacira announced 

that it expects to launch both EXPAREL and iovera in mid-

2021 in Europe.
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Now-12/31/2021
Precision BioSciences, 

Inc.
DTIL PBCAR20A

Chronic Lymphocytic Leukemia 

(CLL)/Small Cell Lymphocytic 

Lymphoma (SLL) - NHL

I/II
Trial Data - Top-Line 

Results

Phase I/IIa - R/R Dose-

Escalation - Topline Results

Precision Biosciences expects to initiate a Phase I/IIa clinical 

trial for PBCAR20A in the fourth quarter of 2019 with initial 

data expected in 2020.

Date Range Delayed (12/18/2020) - Precision Biosciences 

plans to announce an update on PBCAR20A in 2021. As such 

we await the top-line results for this study through 

2021.New Information (01/13/2021) - Precision announced 

interim Phase I data for PBCAR20A is expected in 2021.

Now-12/31/2021
Precision BioSciences, 

Inc.
DTIL PBCAR20A Mantle Cell Lymphoma - NHL I/II

Trial Data - Top-Line 

Results

Phase I/IIa - R/R Dose-

Escalation - Topline Results

Precision Biosciences expects to initiate a Phase I/IIa clinical 

trial for PBCAR20A in the fourth quarter of 2019 with initial 

data expected in 2020.

Date Range Delayed (12/18/2020) - Precision Biosciences 

plans to announce an update on PBCAR20A in 2021. As such 

we await the top-line results for this study through 

2021.New Information (01/13/2021) - Precision announced 

interim Phase I data for PBCAR20A is expected in 2021.

01/13/2021-06/30/2021
Precision BioSciences, 

Inc.
DTIL PBCAR19B

Non-Hodgkin's Lymphoma 

(NHL)
IND

Trial Announcement - 

Initiation
Clinical Trial to Start

Precision announced the company completed preclinical 

work for PBCAR19B the company's next generation CD19 

stealth cell candidate. The therapy is expected to enter 

clinical trials in 2021.

Date Range Expedited (01/13/2021) - Precision announced 

the company expects to dose first patients wth next 

generation PBCAR19B stealth cell in the first half of 2021.

Now-12/31/2021
Precision BioSciences, 

Inc.
DTIL PBCAR20A

Non-Hodgkin's Lymphoma 

(NHL)
I/II

Trial Data - Top-Line 

Results

Phase I/IIa - R/R Dose-

Escalation - Topline Results

Precision Biosciences expects to initiate a Phase I/IIa clinical 

trial for PBCAR20A in the fourth quarter of 2019 with initial 

data expected in 2020.

Date Range Delayed (12/18/2020) - Precision Biosciences 

plans to announce an update on PBCAR20A in 2021. As such 

we await the top-line results for this study through 

2021.New Information (01/13/2021) - Precision announced 

interim Phase I data for PBCAR20A is expected in 2021.

10/01/2021-12/31/2021 Radius Health, Inc. RDUS Tymlos Osteoporosis / Osteopenia Approved
Trial Data - Top-Line 

Results

Phase III ATOM - Top-Line 

Results

Radius expects results from the Phase III trial of 

abaloparatide-SC in men with osteoporosis in 2020.

Date Range Delayed (01/14/2020) - Radius Health expects 

data of a Phase III ATOM study of Tymlos in male patients 

with osteoporosis in the second half of 2021.Date Range 

Refined (01/13/2021) - Radius Health announced that the 

company is on track for a data readout of the Phase III 

ATOM clinical trial of abaloparatide-sc for male 

osteoporosis for the fourth quarter of 2021.

10/01/2021-12/31/2021 The Menarini Group Elacestrant Breast Cancer III
Trial Data - Top-Line 

Results

Phase III EMERALD - Top-Line 

Results

Radius expects data readout from the Phase III EMERALD 

study of Elacestrant in 2021.

Date Range Refined (01/14/2020) - Radius Health expects 

data readout for a Phase III EMERALD study of Elacestrant 

in patients with ER+/HER2-advanced/metastatic breast 

cancer in the second half of 2021.Date Range Refined 

(01/13/2021) - Radius Health announced that the company 

is on track for a data readout of the Phase III EMERALD 

clinical study of elacestrant for breast cancer for the fourth 

quarter of 2021.


