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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 4 
Mid Cap Companies 

• The BeiGene (BGNE) presentation at the 39th JP Morgan conference gave a comprehensive tour 
of the company’s explosive growth from its inception in 2010. In 2020, its 10th anniversary, 
BeiGene clocks in 9 approvals for its products, propelling BeiGene into one of the top rising 
oncology companies on the market. Beigene’s CEO and Co-Founder, John Oyler, emphasized the 
competitive advantage of Beigene – a global, headquarter-less biotechnology company with 
integrated R&D engine, free from the reliance on CROs. The greatest competitive advantage, 
noted Oyler, is perhaps the transformation of the Chinese biotech marketplace. The old highly 
inclusive Chinese clinical trials are things of the past; now they are enabling profound speed and 
cost advantages, alongside the reduced regulatory hurdles. Additionally, with the integrated 
research team and manufacturing capabilities, Beigene is poised to sustain rapid clinical 
development without comprising quality at a reduced cost.  As an example, Oyler highlighted 
the development cycle of Brukinsa, a second generation BTK inhibitor, and tislelizumab (tisle), 
an anti-PD-1 antibody. Brukinsa MCL study in China was fully enrolled within 5 months, and 
tislelizumab was submitted to the Chinese NMPA within 20 months from the initiation of clinical 
development.  Oyler then set the tone with the introduction of Beigene’s 2025 aspirations and 
its target to become the first next generation biotech company and top 3 oncology company in 
China.   
 
Beigene continued their presentation with an overview on Brukinsa. In a head to head study 
against Imbruvica, the market leader with over $4bn in US sales, Brukinsa demonstrated 
numerical advantage over Imbruvica, but ultimately did not achieve statistical significance on its 
primary endpoint in CR and VGPR rates. Of note, Oyler illustrated a strong safety profile against 
imbruvica, especially the reduction in time to atrial fibrillation/flutter. With the approval of 
Brukinsa in the US and favorable data, Beigene showed that the FDA confirmed its R&D engine 
to be of quality. In a similar fashion, Beigene introduced tisle as the second success of its R&D 
effort. On the day before presentation, BeiGene announced it has secured approval of this asset 
in first-line squamous non-small cell lung cancer, marking the third approved indication for this 
asset in China.  
 
The most anticipated catalyst for BeiGene is undoubtedly the first regulatory filing of 
tislelizumab outside of China. Early in 2021, BeiGene kickstarted the year with a $1.55bn 
licensing deal with Novartis. Under the terms of the agreement, Novartis will co-develop and 
commercialize tislelizumab in North America, Japan, EU, and six other European countries. 
BeiGene will receive an upfront cash payment of $650mm. Additionally, BeiGene will receive up 
to $1.3bn from regulatory milestones and $250mm upon achievement of sales milestones, along 
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with royalties ranging from the high-teens to high-twenties. Oyler emphasized that the Novartis 
deal showcased another strength of BeiGene, global outreach. With offices in multiple 
countries, BeiGene is poised to be the partner of choice for many companies. Tying back to the 
robust China-inclusive development and manufacturing capabilities, Oyler declared BeiGene to 
be a preferred partner for companies desiring to gain a foothold in China’s biopharmaceutical 
market.  
 
Closing out the presentation, Oyler touched upon the strong financial position with more than 
$4bn in cash, excluding the $650mm upfront payment from Novartis. Of note, the company’s 
IPO on the Shanghai’s STAR market is expected to bring in even more funding to the company to 
offset the R&D expense. Beyond 2021, BeiGene seeks to transform the company into a leading 
cost-effective oncology player and partner by utilizing its integrated China-inclusive 
development and hard-to-replicate expertise. Given the company’s rapid transition time in 
translating clinical studies to approval, couple with a healthy pipeline ripe for licensing deals, 
BeiGene is likely on track to achieve its goals. 
 

• Dr. Onno van de Stolpe, CEO of Galapagos (GLPG), opened his presentation by acknowledging 

the difficult year the company has seen with the complete response letter for Jyseleca in 

rheumatoid arthritis and subsequent partnership restructuring with Gilead for the product. 

While approved in the EU, the path forward for Jyseleca in the U.S. now looks bleak. Having 

gained all rights in Europe, Galapagos is still optimistic Jyseleca will be able to capture a 8-12% 

share of what is a sizeable market in the EU5 inflammation market estimated at €5.7B across 

rheumatoid arthritis, Crohn’s disease, and ulcerative colitis. Top-line results from the MANTA 

and MANTA-RAy studies should provide further clarity on the future of this product. 

 

Additionally, the company dived into the remained of their inflammation franchise with 

particular focus on their TOLEDO program. Their first molecule from this program, GLPG3970 is 

now active in 5 different proof-of-concept studies in parallel. The key to this program lies in the 

mechanism of action. Unlike traditional treatments such as TNF or IL-6 compounds which work 

to reduce pro-inflammatory cytokines, GLPG3970 look to boost pro-inflammatory cytokines as 

well as immunoregulatory cytokines to restore balance. The company believes this is a more 

holistic approach by providing balance and hopefully reduce the number of adverse reactions 

that occur in those that only reduce pro-inflammatory cytokines. The first three indications in 

which GLPG3970 is being tested (psoriasis, rheumatoid arthritis, and ulcerative colitis) are 

expected to have initial data read-outs in the mid-2021 with Phase IIb studies slated to begin 

immediately thereafter. 

 

Finally, the company touched on their fibrosis franchise. Their lead candidate, ziritaxestat 

(GLPG1690) is currently in a pair of parallel Phase III studies for idiopathic pulmonary fibrosis. 

The ISABELA 1 and 2 studies have enrolled around 1,300 of the planned 1,500 patients to date. 

The company expects that patient enrollment will conclude by the end of the first half of 2021 
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and perform a futility analysis in mid-2021 with full data expected to be available in 2022. 

 

• Ipsen provided a general overview and update of their pipeline during JPM, as well as a shift to 

their strategy. Ipsen announced that they have adjusted their oncology pipeline to include niche 

tumors or biomarker segments in broad tumors, as well as focusing on the life cycle 

management of their compounds. This marks a shift from focusing solely on solid and 

hematological tumors. For rare diseases, the company announced they are planning on going 

beyond endocrinology and bone diseases, and in neuroscience, the company wants to expand 

the portfolio and focus on rare neuro disorders. This shift in pipeline strategy represents a €3B 

cumulative firepower for pipeline expansion by 2024. In terms of upcoming catalysts, the 

company expects to submit Cabometyx for HCC for EU approval in 2021, followed by second-line 

Non-Small Cell Lung Cancer and second-line metastatic castrate-resistant prostate cancer 

(mCRPC) in 2023, representing a peak potential sales of €700M (risk-adjusted). In Onivyde, the 

company expects to file for second-line Small Cell Lung Cancer in 2022, followed by Pancreatic 

ductal adenocarcinoma (PDAC) in 2023, a guidance of €300M. For Palovarotene, the company 

expects to file for approval in 2021 for Chronic/Episodic Fibrodysplasia ossificans progressive 

(FOP), however sales guidance is dependent on potential FOB label post-approval. 

 

• Karuna Therapeutics (KRTX) centered their presentation around their lead product candidate 

KarXT, in late stage development for acutely psychotic hospitalized adults with DSM-5 

schizophrenia in the Phase III EMERGENT-2 study. The company reiterated timelines to initiate 

subsequent studies in schizophrenia, with the Phase III EMERGENT-3 (evaluating efficacy and 

safety) and EMERGENT-5 (evaluating long-term safety and tolerability) studies set to commence 

in the first half of 2021. The company believes that data from the Phase II EMERGENT-1 study, 

one successful Phase III efficacy and safety trial, and additional safety data will be sufficient to 

support an NDA filing for KarXT in schizophrenia. Thus, the approach to widen the Phase III 

clinical landscape to open up multiple shots on goal is a potentially beneficial and time saving 

one should results from EMERGENT-2 not prove strong enough. Additionally, the company 

announced an expansion to their muscarinic portfolio with the addition of KAR-201, KAR-301, 

and KAR-401, all being developed preclinically in undisclosed indications. With positive Phase II 

data seen to date in the schizophrenia indication for KarXT and an expansion to their portfolio, 

Karuna is solidifying their position as an emerging company in neuropsychiatry. 

 

• Eric Shaff, Seres’ President, CEO, and Director, highlighted the positive results from the Phase III 

ECOSPOR III study of SER-109 for the treatment of recurrent C. difficile infection (CDI) that was 

announced last year. The study showed statistically significant 30.2% absolute reduction in the 

rate of CDI recurrence compared to placebo at 8 weeks. The U.S. FDA has indicated to Seres that 

the efficacy results should support the BLA filing as a single pivotal trial. As such, the enrollment 

of the open-label study of SER-109 is ongoing to fulfill the 300-subject requirement by the 

Agency. The company is also planning to report new pharmacokinetics and pharmacodynamics 
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data at the Harnessing the Microbiome for Disease Prevention and Therapy Meeting next week.   

 

Additionally, the FDA provided feedback stating that the Phase IIb ECO-RESET study of SER-287 

for the treatment of ulcerative colitis could be one of two pivotal studies with compelling clinical 

results to support a BLA submission. As of January 2021, the trial has nearly 90% of patients 

enrolled. Top-line results from this study are expected in the second half of 2021. The Phase I 

trials for both SER-401 in melanoma and SER-301 in ulcerative colitis are currently ongoing. 

Clinical development for SER-155 is expected in the first half of 2021. 

 

Seres has exceeded the bar necessary for a single pivotal study that was indicated by the FDA for 

SER-109. The Phase III readout supported the balance sheet in a meaningful way over this past 

year and allowed the company to continue working towards bringing SER-109 closer to market 

approval. As of September 30, 2020, Seres has $320 million in cash, cash equivalents and short 

and long-term investments. Seres also noted that the $10 million milestone for the SER-301 

study initiation from Nestlé Health Science continue to provide significant financial support, 

particularly in the last couple of years where the company’s resources were somewhat 

constrained. 

 

• Supernus Pharmaceuticals provided an update on the company’s pipeline and its plans for 

2021. The company touched a some of its marketed products, primarily Trokendi XR and 

Oxtellar XR to briefly showcase the drugs’ tolerability and safety as a differentiator compared to 

the immediate release products in the epilepsy and migraine market. 

Supernus also provided some guidance into other assets currently in development: SPN-830 and 

SPN-812. 

 

An NDA for SPN-830 for the treatment of ON-OFF episodes in Parkinson’s Disease was 

submitted to the Food and Drug Administration (FDA) on September 2020 with a Refusal to File 

(RTF) letter received by the company in November 2020. During the presentation, Supernus 

announced that the RTF was requesting supplemental data and additional document and that 

the company is planning to seek guidance from the FDA to discuss the contents of the RTF letter 

as well as the next step of resubmission of a New Drug Application (NDA). No set timeframe was 

established. 

 

Supernus also provided some guidance for SPN-812, the company’s candidate for the treatment 

of Attention deficit hyperactivity disorder (ADHD). Currently under regulatory review by the 

FDA, the company announced that it is meeting with the FDA in January 2021, as the next step 

in the process, to further discuss the contents of the Complete Response Letter (CRL) received in 

November 2020. In addition, Supernus announced that the company is planning to file a 

supplemental New Drug Application (sNDA) for adult patients during the second half of 2021 if 
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SNP-812 is approved for the pediatric population. 

 

• TCR2 Therapeutics is developing T cell therapy for solid and hematological tumors. Their T cell 

receptor fusion constructs (TRuCs) consist of a CD3epsilon subunit fused to an antibody domain 

and are transduced into allogeneic T cells. Unlike CAR-T cells where the chimeric antigen 

receptor stands alone, the modified CDepsilon subunit is designed to become a functional 

component of the T cell receptor complex. While the antibody domain allows for HLA-

independent binding, the association with all the T cell receptor regulatory and activation 

domains is proposed to lead to faster migration into the tumor microenvironment, controlled 

cytokine secretion and longer persistence. 

 

The lead therapy for solid tumors is gavo-cel which targets mesothelin, a validated solid tumor 

target that is highly expressed on tumors and demontrates lower expression in normal tissue. 

Expression in normal tissues is confined to mesothelium in pleura, peritoneum and pericardium 

and there is no expression of mesothelin in vital organs. Gavo-cel is being evaluated in a Phase 

I/II trial with the initial focus on two large indications, NSCLC and ovarian cancer where 

mesothelin is expressed in 31% and 58% of patients and two smaller indications, malignant 

pleural mesothelioma (MPM) and chloangiocarcinoma where mesothelin is expressed in 76% 

and 50% of patients. The smaller indications are more likely to offer Fast Track opportunities for 

accelerated approval. 

 

At JPM, management provided a detailed review of initial data from 7 patients (six MPM 

patients and 1 ovarian cancer patient) treated with dose level 1 and one MPM patient treated 

with dose level 2. At these low doses, there were encouraging signs of activity with an ORR of 

38% (50% in six patients who received lymphodepleting chemotherapy per the Phase II 

protocol) and a 100% disease control rate. Two of the PRs occurred in MPM patients while a 

third PR occurred in the ovarian cancer patient. There were two cases of Grade 3 CRS (25%) and 

no cases of neurotoxicity. 

 

In 2021, TCR2 Therapeutics expects to identify a recommended Phase II dose for gavo-cell and 

initiate the Phase II trial which will enroll 10 patients each for MPM, cholangiocarcinoma and 

ovarian cancer. For NSCLC, 20 patients will be enrolled with 12 patients treated with a 

combination of gavo-cel and an anti-PD1. The Phase II protocol offers the option of redosing 

patients with stable disease or who have a PR that progressed. 

 

TCR2 Therapeutics is also developing TC-110, a CD19 directed Truc-T cell therapy. The Phase I 

dose finding trial is enrolling relapsed/refractory patients with adult ALL, aggressive NHL (DLBCL, 

transformed FL and PMBCL) and indolent NHL (MCL and FL). The TC-110 trial will include 

patients who failed other CAR-T therapies and initial data from the Phase I portion is expected in 

2021. 
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TRuC constructs in preclinical development include TC-510 an enhanced TruC cell with a PD-1 

switch (IND expected in 2021) as well TruCs targeting CD70 (expressed on both solid and 

hematological tumors) and GPC3 (expressed on solid tumors). The latter two constructs are in 

lead optimization. TCR2 Therapeutics is also developing an enhanced TRuC that co-expresses IL-

15 as well as an allogeneic TRuC targeting mesothelin. Preclinical data is expected in 2021 for 

the CD70 program and the allogeneic program. 

 

In summary, major catalysts for 2021 include interim Phase I data for gavo-cel (expected H1 

2021) and initial Phase I data for TC-110. Management concluded by noting they had $246.7 

million in cash as of Q3 2020 which should provide them with a runway into 2023. 

 

• In her opening remarks, Sarah Boyce, Avidity Biosciences’ President and CEO, outlined the 

company’s Antibody Oligonucleotide Conjugates (AOC) platform that combines the precision of 

monoclonal antibodies (mAbs) with the specificity of oligonucleotides to access previously 

undruggable tissue and cell types. She credited her team with their combined expertise in rare 

diseases and RNA science for building in-house technology that aims to disrupt the RNA space 

and bring to patients a new class of therapies. The AOC platform utilizes the same mAb-

targeting transferrin receptor 1 (TfR1) across multiple programs and tissue types, while 

deploying various types of oligonucleotides, including siRNAs and PMOs, whose specific 

mechanisms of action can modify RNA function in different ways. 

 

Boyce provided a snapshot of the company’s five preclinical rare muscle disease candidates, 

highlighting development progress of the three most advanced assets. Lead candidate AOC 

1001, designed to treat myotonic dystrophy type 1 (DM1) by targeting the mutated dystrophy 

myotonic protein kinase (DMPK) gene, is expected to enter a Phase I/II trial in the second half of 

this year. AOC 1001 is conjugated with a siRNA that showed a reduction of DMPK levels at a 

range of 75% in skeletal muscles in a monkey model. The program in facioscapulohumeral 

muscular dystrophy (FSHD), a disease caused by the aberrant expression of the DUX4 gene, is 

poised to enter the clinic in 2022; a mouse model showing reduced expression of DUX4 

biomarkers in FSHD patient myotubes is available and a natural history study is planned for this 

year. Thirdly, the program in Duchenne muscular dystrophy (DMD), a disease marked by the 

absence of the dystrophin protein, includes AOCs designed to promote the skipping of three 

specific exons (44, 45, and 51) to allow the production of dystrophin. Measured 14 days post 

dose, exon skipping was shown to be greater than 50-fold compared to an unconjugated 

oligonucleotide in a DMD mouse model. A regulatory filing to support the initiation of a clinical 

trial is planned for 2022.  

 

In closing, Boyce stated Avidity’s plans to expand the AOC platform outside of rare diseases. She 

referenced its 2019 partnership with Eli Lilly for AOCs directed to up to six messenger RNA 
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(mRNA) targets in immunology and other indications outside of muscle, stating six targets were 

selected by Lilly. Also noted was an early-stage research collaboration with MyoKardia for a 

single novel target in cardiac disease announced earlier this month. Avidity, which became 

public through a $277m IPO in June 2020, is well poised financially with $341m in cash to help 

its move to the clinic with AOC 1001 later this year. 

 

When asked in the Q&A session to provide more detail on AOC 1001’s progress and timeline, 

company CMO Jae Kim, MD, said that IND-enabling studies are on track. CSO Art Levin, PhD, also 

addressed a question regarding the competitive landscape in light of Sarepta Therapeutics’ 

recent announcement that a Phase II study of its SRP-9001 investigational DMD gene therapy 

failed to significantly improve muscle function. He indicated Avidity’s different approach in its 

AOC DMD program and noted encouraging animal and PK data so far. 

 

• In the JPM conference, Viatris (VTRS) provided insight into the company's operational and 

commercial performance along with an overview of the company's sustainable, diverse, and 

increasingly differentiated portfolio. Viatris emphasized the broad range medications in their 

portfolio, including brands, generics and biosimilars through major therapeutic areas, spanning 

both non-communicable and infectious diseases. This diverse product range was stated to 

provide Viatris protection from volatility in the market. The company CEO, Michael Goettler, 

explained the assets were followed by additional drugs in currently in development, further 

emphasizing the company's increasingly extensive portfolio. The commercial infrastructure 

enables Viatris to serve patients globally, whereby the company's commercial Business Units are 

divided into 4 geographical regions including developed markets, growth markets, China and 

Japan, Australia & New Zealand (JANZ). The company further enforced their confidence in their 

position with this as this supplies unparalleled global reach to patients, fueling profit growth as a 

result. Viatris also referred to the launch of Global Healthcare Gateway in their presentation to 

offer the company's potential partners ready access to markets, customers, and patients 

globally. The company reported stable revenue base, while continuing to invest in their pipeline 

as well as modest and durable revenue growth and operating leverage. 

 

Small Cap Companies 
• Intercept Pharmaceutical’s (ICPT) recently appointed CEO Jerry Durso focused the presentation 

on the company’s two main therapy areas, primary biliary cholangitis (PBC) and non-alcoholic 
steatohepatitis (NASH).  First, the CEO provided a general business update, where he explained 
that there was a team restructuring and operating expenses were lowered in H2 2020, following 
the CRL for OCA in NASH. The management team emphasized that these measures should be 
enough to ensure progress in the commercial PBC opportunity in addition to resourcing for the 
NASH program and the development of pipeline assets. 
 
Durso pointed to a sustainable and growing business in PBC, with Ocaliva’s net sales reaching 
$250m Q3 YTD (+27%). While revenues are primarily driven by the US, international markets 
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contribute to 25%. The executive outlined the main long-term growth opportunities, which 
include expanding access to patients, cultivating relationships and educating gastroenterologists 
and hepatologists, and providing real-world data. In addition, Durso commented on the 
advancement of the OCA-bezafibrate program into a Phase II trial, which is currently enrolling. 
He also provided insight on the newly identified safety signal, which the FDA classified as a 
potential risk for liver disorder in a subset of cirrhotic patients. To combat this, the company 
completed a comprehensive safety assessment, which has been submitted to the FDA. Results 
will be discussed in the FDA meeting in Q1 2021. Finally, the CEO focused on the desired re-
design of the post-marketing studies COBALT and 401. Following an in-depth review by the 
DMC, they confirmed that the request to adapt the trial design was due to feasibility concerns 
over retention and was unrelated to safety. The studies are ongoing with no new enrolment, 
pending an FDA meeting in Q1 2021. During the Q&A session, Durso revealed that the pandemic 
had impacted the number of new patients initiating treatment of Ocaliva, which he attributes to 
the lower number of patients seeking specialist visits. 
 
Durso then moved on to discuss NASH, where he reiterated the timeline of events that occurred 
in 2020. Importantly, he reviewed Intercept’s plan for the anticipated NDA resubmission by the 
end of this year. The company official explained that there had been multiple interactions with 
the FDA to align on several aspects including, the comprehensive view of the NASH safety profile 
with OCA, the role of additional efficacy data, and the biopsy reading methodology. Intercept 
have formed a new team to implement the critical next steps for resubmission. The company 
are currently conducting an exploratory digital pathology assessment, as well as a 
comprehensive NASH safety update from ongoing studies. When questioned over timelines of 
the potential resubmission, Durso was vague and indicated that timings will be informed by the 
dialogue with the FDA over the next few months. Durso also briefly reviewed the REVERSE trial 
in compensated cirrhotic NASH patients. The trial is fully enrolled as of January 2020, and a data 
readout is expected by the end of 2021. 
 
Lastly, the executive touched on the plan to expand the company portfolio, noting a strategy to 
identify additional opportunities in rare liver disorders and to initiate the first-in-human trial 
with INT-787, a next-generation FXR agonist. 
 

• Ziopharm Oncology (ZIOP) CEO Lawrence Cooper focused on providing updates on its overall 
strategy for its TCR-T and CAR-T programs. Before going into detail about their upcoming 
programs with much of the emphasis on their TCR-T program, they quickly decided to address 
the feedback the company has been receiving from its shareholders about price erosion, 
management flux, issues regarding the capital requirements for the three platforms lack of 
progress in those programs. Ziopharm plans to show shareholders more transparent approach 
and financing in 2021 to rebuild the confidence in the company and the future. 
 
For the TCR-T Program, Ziopharm noted that this is their top internal priority and that one of the 
biggest step forwards is to run their entirely self-sufficient “Library study” of off-the-shelf TCRs, 
with less dependency on the NCI for development. From the existing library of 30+ TCRs, the 
company has selected 6 of those targets for their first IND, expected in the first quarter of 2021, 
and some of the targets include TP53 and KRAS. For the personalized TCR-T trial, Ziopharm will 
be assisted by NCI as these will be tailored therapeutics depending on each individual’s tumor. 
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The CD19 CAR-T program is considered second in terms of priority and is also open for 
partnerships to help push development further. The company is currently conducting a Phase I 
trial with allogeneic CD19 CAR-T with MD Anderson in Texas and a Phase I trial with autologous 
CD19 CAR-T in Taiwan, with the help of its joint venture with TriArm Therapeutics, Eden BioCell. 
The IL-12 program is continuing with further clinical trials and Ziopharm is currently seeking 
partners for that program. 
 

• Anaptys Bio’s President and Chief Executive Officer (CEO) Hamza Suria kicked off his 
presentation by running through the clinical programs for Anaptys’s lead drug candidate 
imsidolimab. Imsidolimab is being developed for six indications and 2021 is poised to be an 
exciting year for the drug. Data readouts are planned for the Phase II POPLAR trial for 
palmoplantar pustulosis (PPP) in Q1 and the Phase II EMERGE trial for epidermal growth factor 
receptor (EGFR)/mitogen-activated protein kinase (MEK) inhibitor-mediated skin toxicity trial at 
year-end. With respect to the POPLAR study, Suria outlined that the company is looking for a 25-
50% change from baseline relative to placebo as the threshold for sufficient efficacy to move 
forward with this indication. This year will also mark the initiation of multiple studies, including 
the HARP Phase II trial for hidradenitis suppurativa and the ACORN Phase II trial for moderate-
to-severe acne in Q2. In 2022, the INSPIRE Phase II trial for icythyosis will generate top-line data. 
 
In terms of imsidolimab’s generalized pustular psoriasis (GPP) program, full data from the Phase 
II GALLOP trial will be presented at a medical conference this year. Furthermore, its Phase III 
trial will initiate in mid-2021 after Anaptys holds discussions with the US Food and Drug 
Administration (FDA) regarding protocol design and also to share final GALLOP date with the 
agency. According to Suria, the 3,000 GPP patient pool quoted was a conservative estimation; 
the opportunity in GPP is greater as patients are commonly underdiagnosed in this orphan 
indication. Claims data analyses have revealed that GPP claims exceed 3,000 per year and these 
data will be shared later this year. The company has further initiated a worldwide registry for 
this orphan indication. When questioned regarding imsidolimab’s potential pricing, the CEO 
indicated that the strategy will balance orphan drug pricing based on the niche GPP indication 
and penetration into the five additional larger markets. This balance will be determined by the 
clinical data generated across its programs and it was suggested that imsidolimab could be 
priced similarly to psoriasis drugs to support uptake. 
 
Further elaborating on Anapyts’s wholly-owned pipeline, the CEO highlighted that ANB030 will 
yield three key catalysts in 2021 from top-line data in mid-2021 from its Phase I trial in healthy 
volunteers, to initiation of two Phase II trials for alopecia areata and vitiligo in H2. The company 
will also execute an Investigational New Drug (IND) filing in Q1 of this year for ANB032. In 
addition, it was confirmed that etokimab has been completely discontinued from development 
across all indications. 
 
Suria also recapped key financial terms from Anaptys’s immune-oncology collaboration with 
GlaxoSmithKline, including providing a reminder of the change in royalties upon global 
dostarlimab new sales from 8% to 25%. Dostarlimab is expected to receive US and EU approval 
in H1 2021 and Anaptys will receive royalties from this drug as well as Zejula this year. 
Additionally, cash and existing partnerships are anticipated to extend the runway through to 
2023 with ~$410K in cash at the end of 2020 and projected 2021 net burn <$100K. The net burn 
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figure utilises modest assumptions for factors such as filing and approval timings. Overall, 
Anaptys has eight immune-dermatology clinical indications under Phase II/III development this 
year and will be working towards the goal of advancing one new program to IND annually. 
 

• Rigel’s presentation focused on the continued growth potential of its only commercial-stage 
asset, Tavalisse (fostamatinib), which is currently approved for the treatment of chronic immune 
thrombocytopenic purpura (ITP) in patients with inadequate response to prior treatment. CEO 
Raul Rodriguez disclosed that FY 2020 sales of the therapy had grown 41% year-on-year to reach 
$61.7m, with consecutive quarter-on-quarter growth observed, despite the fact that the 
company’s sales teams were not able to visit physicians in the field due to the pandemic. Having 
launched Tavalisse in the US in May 2018, Rigel has since formed multiple partnerships to 
expand the product’s geographic reach, with 2020 launches occurring in Canada (partnered with 
Medison), Germany, and the UK (Grifols has EU rights), and additional EU and Israel launches 
expected in H1 2021. Partner company Kissei is currently leading Phase III development in 
Japan, with future launches also planned for China, Taiwan, and South Korea. 
 
Aside from additional launches, Rigel is seeking to expand Tavalisse’s use by raising awareness 
of a recently published post-hoc analysis of Phase III trials showing greater response rates when 
the therapy was used earlier in the treatment algorithm, which it hopes will allow the drug to 
capture additional market share from off-label options (the drug’s label will still prevent use 
ahead of first-line steroids). Rigel also initiated the observatory FORTE study in 2020, which is 
assessing quality of life and healthcare-related financial expenditure metrics to support earlier 
use. 
 
Other growth drivers for Tavalisse include potential indication expansions for use in warm 
autoimmune hemolytic anemia (AIHA) and COVID-19 pneumonia patients with acute respiratory 
distress syndrome (ARDS), with Phase III trials currently ongoing in both indications. The warm 
AIHA study has enrolled 64/90 patients, and Rodriguez estimated that enrolment may complete 
in Q3, while primary completion for the Phase III COVID-19 study could occur in Q3 2021. Warm 
AIHA seems the more viable indication given Tavalisse is the most advanced asset in 
development for this disease and there are no other therapies specifically approved (Rigel 
estimates $1bn US market potential), while the COVID-19 treatment market has diminishing 
prospects following the rollout of vaccines that are highly effective in preventing hospitalization. 
Several immunomodulatory therapies have also shown disappointing results despite studies 
showing elevation of targeted cytokines in COVID-19 pneumonia patients (correlation does not 
equate to causation), thus Tavalisse’s success in the ongoing Phase III trial is far from certain, 
though an ongoing NIH-sponsored Phase II trial in 60 patients should provide a preliminary 
reading on efficacy in April 2021. 
 
Finally, Rodriguez closed the presentation by touching on Rigel’s earlier phase assets for 
inflammatory/autoimmune disorders, namely a dual IRAK-1/4 inhibitor (R835) which has been 
shown in preclinical studies to block inflammatory cytokine production after stimulation of IL-1R 
and toll-like receptors (TLRs), and a RIPK1 inhibitor (R552), which Rigel intends to develop in 
collaboration with a future partner. 
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• Iveric’s (ISEE) presentation focused heavily on its lead program, Zimura, a C5 inhibitor, in 
development for geographic atrophy (GA) to age-related macular degeneration (AMD). Zimura is 
currently being studied in two Phase III studies, GATHER1 and GATHER2. Iveric reiterated data 
from the GATHER1 study where the primary endpoint of mean rate of change in GA area from 
baseline to 12 months was achieved in both Zimura 2mg and 4mg versus sham along with the 
therapy having a favorable safety profile. The GATHER2 study continue to be enrolling patients 
with enrollment completion expected in the second half of 2021. 
 
Iveric followed up on other early-stage programs on its pipeline. IC-500, an anti-HtrA1, for GA 
secondary to AMD, continues to be advancing in preclinical development with an IND planned 
for the second half of 2021. Additional AAV gene therapies, including IC-100, an anti-HtrA1 
inhibitor for rhodopsin-mediated autosomal dominant retinitis pigmentosa, and IC-200, in 
development for BEST1-related retinal diseases. A Phase I/II study is planned for the first half of 
2021 for IC-100 and in the second half of 2021 for IC-200. The presentation closed with the 
mention of the company’s minigene programs in early preclinical development for additional 
retinal programs. 
 

• Illan Ganot, CEO and Founder of Solid Biosciences, began the JPM presentation by highlighting 
the company’s priorities and anticipated milestones for 2021. The company plans to reinitiate 
dosing in the IGNITE DMD study of SGT-001 in the first quarter of 2021, after the study was put 
on hold in November 2019 due to a serious adverse event in one of the patients. Solid will also 
present 12 months of data from all 6 patients that have already been treated in the study, 
including functional outcomes, in Q1 2021. This data readout will be followed by additional 
biopsy data from patients in the second half of 2021. 
 
Illan Ganot continued by detailing how the company got off clinical hold in 2020, including the 
protocol amendments made to IGNITE DMD, in consultation with the FDA. This included 
reductions to the total viral load delivered to patients, through either a differentiated 
manufacturing process or selection of smaller patients. Illan Ganot then detailed a new 
partnership with Ultragenyx, where the company received $40M upfront and have the potential 
to receive $255M in milestones plus royalty payments in the future. 
 
This partnership compounded with a private investment has given Solid Biosciences access to 
over $100M of new capital to advance SGT-001 into registrational studies. 
 

• Lexicon Pharmaceuticals (LXRX) centered its presentation on its late stage program, 
sotagliflozin, along with updates on its other main pipeline asset LX9211. CEO Lonnel Coats 
began the presentation with an encouraging regulatory update on sotagliflozin in heart failure. 
Following a meeting last week, the FDA indicated that the Phase III SOLOIST and SCORED trials 
are sufficient to support a New Drug Application (NDA) for an indication to reduce the risk of 
cardiovascular death, hospitalization for heart failure, and urgent visits for heart failure in adult 
patients with type 2 diabetes with either worsening heart failure or additional risk factors for 
heart failure. The company emphasized throughout the presentation that sotagliflozin has 
demonstrated efficacy across the entire spectrum of LV ejection fractions. Although Coats noted 
that Lexicon does not plan to file the NDA until they have found a partner to bring sotagliflozin 
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to market, the company nevertheless still expects an NDA filing in 2021. Lexicon ended the 
presentation with an update on their development plans for LX9211, which is in development 
for diabetic peripheral neuropathic pain and post-herpetic neuralgia. Both studies are expected 
to read-out in the fourth quarter of 2021. 
 

• BeyondSpring’s program for the coming years rests heavily on their first-in-class novel GEF-H1 
agonist plinabulin. The downstream effects of this agent’s unique mechanism of action allows 
for engagement of T-cells and neutrophil demargination, which give it applications both as an 
immuno-oncology treatment and a treatment for neutropenia. In the near future, BeyondSpring 
hopes to advance these two potential utilities of its lead asset in two late-stage investigations. 
 
In chemotherapy-induced neutropenia (CIN), the Phase III Protective-1 and Protective-2 trials (in 
the US and China, respectively) are approaching completion, with final data expected in 2021. 
Based off interim analyses which showed that a combination of plinabulin and Neulesta 
(pegfilgrastim, a granulocyte colony stimulating factor) met its primary endpoint of preventing 
grade-4 neutropenia compared to pegfilgrastim alone, BeyondSpring hopes that these final 
results will be sufficient for regulatory submissions in both the US and China. Their case in the 
US will likely be helped by the fact that Protective-2 has also met its secondary endpoints and 
shown good safety signals. These encouraging signals from the doublet have led to the FDA 
granting the therapy a breakthrough designation, and BeyondSpring is confident that the agent 
will be launched in the 2021 fiscal year and eventually see solid uptakes, perhaps supplanting 
GCSF monotherapy as a standard of care in CIN. 
 
Plinabulin’s secondary function as an immunotherapy is being explored in another registration-
enabling trial, DUBLIN-3, which evaluates a combination with docetaxel in previously-treated 
NSCLC. Early phase data from this doublet are encouraging, showing both superior response 
rates and, perhaps unsurprisingly given plinabulin’s other properties, lower rates of neutropenia 
than in single-agent chemotherapy. A readout from DUBLIN-3 is expected in H1 2021. Though 
no publicly-disclosed data on the trial is available, BeyondSpring expressed confidence in the 
doublet’s ability to deliver, citing trial results in earlier phases of clinical development and other 
research showing that a high GEF-H1 immune signature is associated with a longer overall 
survival in NSCLC. Further afield, BeyondSpring also seeks to employ plinabulin in other areas of 
immuno-oncology, including expansions to other indications, and combinations with checkpoint 
inhibitors. 
 
While development of plinabulin appears to be going well, it should be noted that 
BeyondSpring’s pipeline appears noticeably slim, with all other assets in preclinical development 
only. At the session, CEO Lan Huang did introduce one new venture of note – SEED therapeutics, 
a majority-owned subsidiary developed in collaboration with Eli Lilly with a focus on targeted 
protein degradation. While this does show a long-term intent to diversify the company’s 
portfolio, its short- to medium-term fortunes will very much rest on the performance of 
plinabulin. 
 

• Puma Biotechnology spent the majority of their presentation discussing their primary drug 
candidate, Nerlynx, which is in development for multiple indications and already approved for 
the treatment of breast cancer. The company reiterated data from some of their studies that 
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have been ongoing and outlined the trial designs with the results that have been announced so 
far. Puma’s main expected milestones for 2021 all primarily involve the Phase II SUMMIT basket 
study along with meetings with the FDA to discuss approval timelines for Nerlynx for the 
treatment of non-small cell lung cancer as well as cervical cancer. Data from the bile duct cancer 
cohort is projected for the first quarter of 2021, and in the first half of 2021 for non-small cell 
lung cancer.   
 

• Newly announced interim results of the microbiome metabolic therapy KB109 in patients with 
mild-to-moderate COVID-19 was at the forefront of Kaleido Bioscience’s presentation at the J.P. 
Morgan Healthcare conference, where KB109 demonstrated a favorable safety and tolerability 
profile, with no unexpected treatment-related adverse events or discontinuations related to 
treatment. President and CEO of Kaleido Daniel L. Menichella gave an overview of the 
company’s therapeutic approach of microbiome metabolic therapies, how these therapies 
interact with different receptors in patients, and a manufacturing update from the company. 
The company also gave an update on its KB295 program in ulcerative colitis, with a data readout 
expected in mid-2021. However, Kaleido was surprisingly brief about its update in its most 
advanced program, KB195 for urea cycle disorders, currently in a Phase II study. They did not 
provide a definitive timeline when the program was brought up during the Q&A session, but the 
company’s Phase II study of KB195 is continuing to enroll its Phase II study. Kaleido has not yet 
reached its target enrollment of 24 patients and cites difficulty in doing so due to the COVID-19 
pandemic. 
 

• Jounce Therapeutics’ (JNCE) CEO and President Richard Murray outlined the company’s 
strategic approach to drug discovery, followed by a review of the pipeline and discovery 
programs. Jounce uses a translational approach to drug discovery, through targeting multiple 
immune cell types, and aim to have a new IND every 12-18 months. The executive also 
highlighted the use of predictive biomarkers to precisely target patient responders. 
 
Murray focused on their two main clinical programs with JTX-8064 and vopratelimab combined 
with JTX-4014.  Starting with the lead macrophage program, Murray described the JTX-8064 
antibody designed to reprogram tumor macrophages, the drug is being investigated in both PD-
(L)1i naïve and experienced populations. The first patient in the Phase I INNATE trial was dosed 
in January 2021. This study consists of a monotherapy and PD-1i combination dose escalation 
followed by an expansion into indication specific cohorts. Murray alluded to Merck’s similar 
molecule MK-4830, which yielded encouraging data in primary resistance patients in a dose 
escalation trial. When questioned over how the two products are differentiated, the 
management team noted that Jounce are targeting different tumor types to Merck, who are 
focused on combinations with Keytruda. 
 
The CEO continued onto the vopratelimab and JTX-4014 combination program, which is 
currently in the Phase II SELECT trial in immuno-oncology (IO) naïve non-small cell lung cancer 
(NSCLC) patients with the predictive biomarker TISvopra. This accounts for approximately 20% 
of the NSCLC population. He explained that the predictive marker was identified through 
vopratelimab, an IgG1 agonist antibody selective to inducible co-stimulatory of T cells (ICOS), 
which demonstrated a durable clinical benefit in patients who had the treatment emergent 
vopra-specific PD biomarker ICOS hi CD4 T cells. Therefore, suggesting that patients that have 
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this predictive biomarker, may be more responsive to treatment. Enrolment was initiated in 
October 2020, with clinical data expected in late 2021. 
 
Murray closed the presentation with a brief financial synopsis. Jounce has a cash runway into 
2023 and ended 2020 with over $200m. The 2021 gross cash burn is estimated to be between 
$95m and $110m, slightly higher than previous years due to the two IO studies being conducted 
in parallel. 
 

• Agile Therapeutics’ presentation centered on its first and only launched product, Twirla, which 
only gained access to the US hormonal contraceptive market in December 2020. Twirla is a 
transdermal formulation of levonorgestrel and ethinyl estradiol, administered via the company’s 
proprietary patch technology, once weekly. Agile Therapeutics’ Chairman and CEO, Al Altomari, 
highlighted the products positioning in the market, as he explained that Twirla mitigates the 
daily pill administration conventional oral contraceptives require, while also sparing 
invasiveness and discontinuation difficulty that IUDs and other prolonged contraception devices 
pose. He went on to substantiate the need for such a product in the current market, citing the 
literature’s claims that nearly half of unintended pregnancies are due to inconsistent and/or 
improper use of contraception.  Therefore, by providing a product that doesn’t require daily 
administration should help to lower unintended pregnancies through enhanced compliance. 
Consequently, and supported by market research, Agile predicts a potential $4.1bn addressable 
market for Twirla, and a corresponding market share of 5-8%. Altomari then spent some time 
discussing the companies roll-out strategy, through its partnership with Syneos, thus allowing 
Agile to leverage Syneos’s expert insights and substantial resources, to drive uptake of Twirla in 
the US. He then referenced the Affordable Care Act, which enables US woman to access 
contraceptives at no cost, through which Altomori believes the company has achieved 50% 
formulary access at launch with insurers/providers, with this figure projected to rise as the 
product is rolled out across states.  
 
The financial outlook of Agile was presented towards the end of the talk, disclosing full year 
operating expenses of $52-$54M and revenue (from Twirla) of $1M – largely due to the 
product’s year-end launch. The company believes it has $54.5M of cash, cash equivalents and 
marketable securities as of the start of 2021, and an additional $15M potentially available in 
2021, which together should be sufficient to meet projected operating requirements through 
the end of 2021 (not including potential Twirla revenue). Agile Therapeutics regards Twirla’s 
budding commercial success as the basis for enhancing shareholder value but is also planning to 
reevaluate and possibly resume development of internal pipeline candidates. Additionally, the 
company states it is open to the consideration of acquiring further women’s health assets, as 
well as co-promotion within the US and partnerships outside of the US. 
 

• InflaRx CEO Niels Reidemann opened the presentation highlighting the company’s 2020 
achievements. The company made incremental progress for its lead and only pipeline asset IFX-
1, an anti-C5a monoclonal antibody, in its lead indication hidradenitis suppurativa (HS). IFX-1 is 
being developed across a number of other indications including, ANCA-associated vasculitis, 
pyoderma gangraenosum, and cutaneous squamous cell carcinimoa. Additionally, IFX-1 is being 
investigated for severe COVID-19 which was a significant talking point. 
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The first third of the talk focused on recent results for IFX-1 in Phase II trials in COVID-19. The 
complement pathway is upregulated in response to endothelial damage caused by SARS-CoV-2 
and this drives inflammatory pathways. While Phase II trials failed to reach the primary endpoint 
of a difference in oxygenation due to a high level of variability between patients, the company 
remained optimistic given that other key secondary endpoints had been met. Notably, there 
was a 50% lower all-cause mortality in the treatment population, however, given the small 
numbers this could be a chance event. Additionally, fewer patients experienced renal 
impairments, or tissue damage and there was a faster reversal of blood lymphocytopenia. Based 
on these top line results the company has initiated a Phase III trial, with interim results expected 
in 2021 based on 180 patients. 
 
Reidemann moved onto talk about the company’s lead indication for IFX-1, HS. Complement 
factor C5a, known to drive neutrophil activation, is involved in several pathological mechanisms 
in HS, a disease marked by three types of lesions: abscesses, inflamed nodules, and draining 
fistulas. This section of the talk largely recapped previous data from the SHINE trial released in 
2019. Although the study failed to meet the primary endpoint, InflaRX were encouraged by a 
marked improvement of all inflammatory lesions by the end of the open label extension. 
Notably, there was no placebo group in the open label extension study and improvements were 
compared to values gained from the placebo group in the main study. Importantly, Reidemann 
outlined the company’s current plans, having received advise from the EMA and FDA in July and 
June 2020, respectively, on the design of a Phase III trial. The company plans to submit a special 
protocol assessment (SPA) to the FDA in Q1 2021 and initiate its trial towards the end of the 
year. 
 
Lastly, the company gave brief updates on the progress of IFX-1 in other indications ANCA-
associated vasculitis (AAV), pyoderma gangraenosum (PG), and cutaneous squamous cell 
carcinimoa (cSCC). For PG, initial data released in 2020 was reiterated, which indicated that C5A 
promoted wound healing. Importantly, additional data is expected for the higher dose in 2021. 
Likewise, data will be released for the second half of the Phase II proof of concept trial for the 
AAV indication in 2021. The update on cSCC was limited to an outline of the planned Phase II 
study which is currently enrolling patients. Notably, there was little to no mention of InflaRX’s 
preclinical asset IFX-2 which has not progressed into clinical development yet. The progress of 
this product will be critical in growing the company’s pipeline, which currently is limited to a 
single agent. The outlook for the company remains unclear, mixed results for two of the late-
stage indications the company are investigating bodes poorly for future development. 
 

• ObsEva SA (OBSV) has been pursuing unmet needs in women’s reproductive health but the 
future could provide the opportunity to expand into other indications including prostate cancer. 
 
Elizabeth Garner, MD, MPH, opened the presentation talking about the breakthrough therapy 
ebopiprant for preterm labor (PTL), which represents an economic burden of $26B per year in 
the US. Ebopiprant’s unique mechanism of action as an orally active selective prostaglandin F2α 
(PGF2α) receptor antagonist has the potential to treat pre-term labor with improved safety over 
non-selective COX inhibitors. There are no FDA-approved PTL treatments in the US. Ebopiprant 
is designed to delay delivery by at least 48 hours, allowing for neonatal lung maturation and 
transfer of the patient to a NICU facility. Dr. Garner presented efficacy data on the Phase IIa 
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PROLONG study. Overall delivery rate within 48 hours was reduced by more than 50%. A key 
finding of the trial was that singleton 24-30 week delivery rate within 7 days reduced by 40%. 
Building on the strong effect seen with ebopiprant at 48 hours, a Phase IIb dose range finding, 
including testing of higher doses, will be initiated during the course of 2021 to more fully define 
the drug’s potential and the longer-term benefits for babies. 
 
ObsEva’s lead program Yselty (linzagolix) is in Phase III for uterine fibroids, a condition that 
represents a $34B per year market in the US. Once-daily Yselty is the only GnRH antagonist 
being developed to provide differentiated options for women suffering from uterine fibroids. 
The Phase III PRIMROSE trial is assessing low (100mg) and high (200mg) doses thus allowing for 
more women to be treated. Yselty is the only uterine fibroid therapy in development with an 
option for use without hormonal add-back (ABT) therapy. There are three dosing options for the 
therapy: 100mg without ABT for long-term use for women with a contraindication to or who 
prefer to avoid ABT); 200mg without ABT for short-term use (up to 6 months) when rapid 
reduction in fibroid and uterine volume is desired; and 200mg with concomitant ABT for long-
term use in women for whom ABT is appropriate. The PRIMROSE study achieved sustained 
reduction in menstrual blood loss and significant reductions in pain and uterine fibroid volume. 
In addition, bone mineral density remains well within age-matched normal ranges during and 
after treatment with both doses. In summary, Yselty’s dosing regimens bring a unique set of 
treatment options for women with uterine fibroids with no safety signal of concern. It has 
potential best-in-class efficacy and a favorable tolerability profile. Multiple value-generating 
milestones for Yselty are anticipated in 2021 including Phase III uterine fibroids PRIMROSE 76-
week data (expected Q1); NDA submission (H1); MAA approval; and Phase III endometriosis 
ELDELWEISS 3 primary endpoint readout (Q4). 
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Product Updates from Biomedtracker/Meddevicetracker 
Affimed N.V. (AFMD) 

AFM28 for Undisclosed 

 

Event Date: 01/14/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Not Specified 

Lead Company: Affimed N.V. (AFMD) 

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: 

Affimed currently lists AFM28 in pre-IND development as a monotherapy approach for an undisclosed 

indication. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (AFMD, Slide 7) 

 
 

AiCuris Anti-infective Cures GmbH 
Pritelivir (Oral) for Herpes Simplex Virus (HSV) (Antiviral) 

 

Event Date: 01/14/2021 

Event Type: 
Regulatory - Breakthrough Therapy Designation (U.S.) (Clinical 

Analysis) 

Trial Name: N/A 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=44136
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3338
https://www.biomedtracker.com/EventDetail.cfm?EventID=402237
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62318
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3954
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.affimed.com/wp-content/uploads/Affimed__CP_January-2021.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=18754
https://www.biomedtracker.com/IndicationReport.cfm?IndID=665
https://www.biomedtracker.com/EventDetail.cfm?EventID=402245
https://www.biomedtracker.com/DrugDetail.cfm?RecID=24655
https://www.biomedtracker.com/DrugDetail.cfm?RecID=24655
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Market Group: Infectious Disease 

Lead Company: AiCuris Anti-infective Cures GmbH 

Partner Companies: N/A 

Phase: II 

Change to Likelihood of 

Approval: 
0% 

Likelihood of Approval: 31% (4% Above Avg.) 

Average Approval: 27% 

 

Analysis: 

AiCuris announced that it has US FDA Breakthrough Therapy Designation for pritelivir for treatment of 

herpes simplex virus. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (AiCuris, Slide 9)

 
 

Pritelivir (Oral) for Herpes Simplex Virus (HSV) (Antiviral) 

 

Event Date: 01/14/2021 

Event Type: Trial Announcement (Clinical Analysis) 

Trial Name: Phase III (ACV-R and Dual-Resistant) 

Market Group: Infectious Disease 

Lead Company: AiCuris Anti-infective Cures GmbH 

Partner Companies: N/A 

Phase: II 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 31% (4% Above Avg.) 

Average Approval: 27% 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3406
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=18754
https://www.biomedtracker.com/IndicationReport.cfm?IndID=665
https://www.biomedtracker.com/EventDetail.cfm?EventID=402246
https://www.biomedtracker.com/DrugDetail.cfm?RecID=24655
https://www.biomedtracker.com/trialdetail.cfm?trialid=61605
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3406
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Analysis: 

AiCuris announced that it plans to start a Phase III trial of pritelivir in the first quarter of 2021. The 

protocol has been approved by the FDA. AiCuris plans to have data from the dual-resistant indication in 

the fourth quarter of 2022 and ACV-R in the fourth quarter of 2023. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (AiCuris, Slide 9)

 
 

Pritelivir (Oral) for Herpes Simplex Virus (HSV) (Antiviral) 

 

Event Date: 01/14/2021 

Event Type: Trial Data - Top-Line Results (Clinical Analysis) 

Trial Name: Phase II - PRIOH-1 

Market Group: Infectious Disease 

Lead Company: AiCuris Anti-infective Cures GmbH 

Partner Companies: N/A 

Phase: II 

Change to Likelihood of 

Approval: 
0% 

Likelihood of Approval: 31% (4% Above Avg.) 

Average Approval: 27% 

 

Analysis: 

AiCuris announced preliminary interim data from the Phase II PRIOH-1 trial. 

 

Context 

AiCuris plans to initiate a Phase III trial of pritelivir in the first quarter of 2021. 

 

Design 

In Part A, patients were randomized to pritelivir or foscarnet and were acyclovir-resistant. In Part B, 

patients received pritelivir and were dual-resistant. 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=18754
https://www.biomedtracker.com/IndicationReport.cfm?IndID=665
https://www.biomedtracker.com/EventDetail.cfm?EventID=402247
https://www.biomedtracker.com/DrugDetail.cfm?RecID=24655
https://www.biomedtracker.com/trialdetail.cfm?trialid=40199
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3406
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Results 

In Part A, pritelivir demonstrated a cure rate of 91.7% while foscarnet demonstrated a cure rate of 50%. 

In Part B, pritelivir demonstrated a cure rate of 83.3%. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (AiCuris, Slide 10)

 
 

AIC649 for COVID-19 Treatment 

 

Event Date: 01/14/2021 

Event Type: Trial Announcement (Clinical Analysis) 

Trial Name: Phase II 

Market Group: Infectious Disease 

Lead Company: AiCuris Anti-infective Cures GmbH 

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: 

AiCuris announced that it plans to start a trial of AIC649 in COVID-19 in the first quarter of 2021, pending 

agency approval. Data would be expected in the third quarter of 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (AiCuris, Slide 14)

 
 

Pritelivir (Topical) for Herpes Simplex Virus (HSV) (Antiviral) 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=27226
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3651
https://www.biomedtracker.com/EventDetail.cfm?EventID=402248
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62320
https://www.biomedtracker.com/trialdetail.cfm?trialid=61606
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3406
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=28385
https://www.biomedtracker.com/IndicationReport.cfm?IndID=665
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Event Date: 01/14/2021 

Event Type: Progress Update - Suspension (Clinical Analysis) 

Trial Name: N/A 

Market Group: Infectious Disease 

Lead Company: AiCuris Anti-infective Cures GmbH 

Partner Companies: N/A 

Phase: Suspended 

Change to Likelihood of Approval: -27% 

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

Average Approval: N/A 

 

Analysis: 

AiCuris no longer lists the topical version of pritelivir in its pipeline. As such, we are suspending this drug. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (AiCuris, Slide 15) 

Informa Analysis

 
 

AnaptysBio, Inc. (ANAB) 
Etokimab for Nasal Polyposis 

 

Event Date: 01/14/2021 

Event Type: Trial Data - Updated Results (Clinical Analysis) 

Trial Name: Phase II - ECLIPSE (CRSwNP)  

Market Group: Allergy 

Lead Company: AnaptysBio, Inc. (ANAB) 

Partner Companies: N/A 

https://www.biomedtracker.com/EventDetail.cfm?EventID=402249
https://www.biomedtracker.com/DrugDetail.cfm?RecID=39616
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3406
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=23564
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3159
https://www.biomedtracker.com/EventDetail.cfm?EventID=402216
https://www.biomedtracker.com/DrugDetail.cfm?RecID=54198
https://www.biomedtracker.com/trialdetail.cfm?trialid=49347
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4278
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Phase: Suspended 

Change to Likelihood of Approval: 0% 

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

Average Approval: N/A 

 

 Placebo Treatment Treatment 

Treatment Description Placebo Etokimab q4w Etokimab q8w 

Number of Patients 35 35 35 

Number of Evaluable Patients N/A N/A N/A 

NPS Baseline  5.700 points   5.400 points     5.200 points   

Change in NPS at Week 16 
P Value vs. Placebo  

-9.000 % 
  -16.000 % 

(P= 0.2364)   
  -17.000 % 

(P= 0.2024)   

SNOT-22 Baseline Value  56.900 points   51.400 points     53.900 points   

Change in SNOT-22 at Week 16 
P Value vs. Placebo  

-29.000 % 
  -34.000 % 

(P= 0.6464)   
  -45.000 % 

(P= 0.1330)   

Blood Eosinophils Baseline  430.000 cells/µL   440.000 cells/µL     350.000 cells/µL   

Change in Blood Eosinophils at Week 16 
P Value vs. Baseline  

-2.000 % 
(P= 0.6944) 

  -36.000 % 
(P< 0.0010)   

  -37.000 % 
(P< 0.0010)   

 

 

Analysis: 

AnaptysBio announced 16-week final analysis for the Phase II ECLIPSE study of etokimab. 

 

Data from this study were previously seen in August 2020. 

 

Context 

AnaptysBio is no longer pursuing development of etokimab in nasal polyps or other indications going 

forward. 

 

Results 

The primary readout are summarized in the table above. 

 

Secondary analyses demonstrated NPS improvement in both asthma and non-asthma comorbid patients 

https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/EventDetail.cfm?EventID=383339
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versus placebo in each etokimab-dosed arm, while ACQ-5 scores were improved in the asthmatic subset. 

Blood eosinophil reduction achieved statistical significance over baseline in both etokimab treatment 

arms. 

 

Most Common Adverse Events 

Etokimab was generally well tolerated and demonstrated an acceptable safety profile. 

 

Conclusion 

While there was some efficacy and signal associated with etokimab in the treatment of chronic 

rhinosinusitis at the level of NPS, the study did not reach statistical signifiance over placebo at Week 16 

final analysis. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (ANAB, Slide 26)

 

 
Imsidolimab for Congenital Ichthyosis 

 

Event Date: 01/14/2021 

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase II - INSPIRE 

Market Group: Dermatology 

Lead Company: AnaptysBio, Inc. (ANAB) 

Partner Companies: N/A 

Phase: II 

Change to Likelihood of Approval: 24% 

Likelihood of Approval: 24% (Same As Avg.) 

Average Approval: 24% 

 

Analysis: 

AnaptysBio announced the Phase II INSPIRE study of Imsidolimab for the treatment of ichthyosis has 

been initiated. Interim topline data are expected in 2022. 

 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=24590
https://www.biomedtracker.com/IndicationReport.cfm?IndID=630
https://www.biomedtracker.com/EventDetail.cfm?EventID=402202
https://www.biomedtracker.com/DrugDetail.cfm?RecID=61330
https://www.biomedtracker.com/trialdetail.cfm?trialid=61596
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4278
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (ANAB, Slide 17)

 
 

Imsidolimab for Hidradenitis Suppurativa 

 

Event Date: 01/14/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Dermatology 

Lead Company: AnaptysBio, Inc. (ANAB) 

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: 

AnaptysBio is developing imsidolimab in a new indication, hidradenitis suppurativa. The first clinical trial 

(HARP) will be initiated in the second quarter of 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (ANAB, Slide 18)

 
 

Imsidolimab for Dermatology 

 

Event Date: 01/14/2021 

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase II - EMERGE (EGFRi/MEKi Skin Toxicity) 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=24590
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3332
https://www.biomedtracker.com/EventDetail.cfm?EventID=402204
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62308
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4278
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=24590
https://www.biomedtracker.com/IndicationReport.cfm?IndID=151
https://www.biomedtracker.com/EventDetail.cfm?EventID=402206
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62311
https://www.biomedtracker.com/trialdetail.cfm?trialid=61597
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Market Group: Dermatology 

Lead Company: AnaptysBio, Inc. (ANAB) 

Partner Companies: N/A 

Phase: II 

Change to Likelihood of Approval: N/A 

Likelihood of Approval: 24% (Same As Avg.) 

Average Approval: 24% 

 

Analysis: 

AnaptysBio initiated a Phase II study entitled EMERGE. This study evalutates Imsidolimab against 

placebo for the treatment of EGFRi/MEKi-mediated skin toxicity. Interim data from the study are 

expected by the end of 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (ANAB, Slide 15)

 
 

Imsidolimab for Acne 

 

Event Date: 01/14/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Dermatology 

Lead Company: AnaptysBio, Inc. (ANAB) 

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of 

Approval: 
N/A 

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

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4278
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=24590
https://www.biomedtracker.com/IndicationReport.cfm?IndID=603
https://www.biomedtracker.com/EventDetail.cfm?EventID=402209
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62310
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4278
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
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Average Approval: N/A 

 

Analysis: 

AnaptysBio is evaluating imsidolimab for the treatment of acne. The company anticipates initiating a 

Phase II study in the second quarter of 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (ANAB, Slide 19)

 
 

ANB032 for Inflammatory Disorders 

 

Event Date: 01/14/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Autoimmune/immunology 

Lead Company: AnaptysBio, Inc. (ANAB) 

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of Approval: 0% 

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

Average Approval: N/A 

 

Analysis: 

AnaptysBio announced that ANB032 is an anti-inflammatory antibody targeting the BTLA pathway with 

robust in vivo efficacy in animal models. An IND equivalent is anticipated in the first quarter of 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (ANAB, Slide 23) 

 
 

Aptinyx, Inc. (APTX) 

https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41735
https://www.biomedtracker.com/IndicationReport.cfm?IndID=422
https://www.biomedtracker.com/EventDetail.cfm?EventID=402213
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58591
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4278
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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NYX-458 for Parkinson's Disease (PD) 

 

Event Date: 01/14/2021 

Event Type: 
Trial Announcement - Trial/Enrollment Suspension (Clinical 

Analysis) 

Trial Name: Phase II - MCI-PD 

Market Group: Neurology 

Lead Company: Aptinyx, Inc. (APTX) 

Partner Companies: N/A 

Phase: II 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 17% (Same As Avg.) 

Average Approval: 17% 

 

Analysis: 

Aptinyx announced the enrollment of the Phase II trial of NYX-458 for the treatment of parkinson’s 

disease cognitive impairment is currently suspended due to the COVID-19 pandemic. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (APTX, Slide 10)

 
 

Athira Pharma, Inc. (ATHA) 
ATH-1018 for Neurology - Other 

 

Event Date: 01/14/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

Lead Company: Athira Pharma, Inc. (ATHA) 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=37619
https://www.biomedtracker.com/IndicationReport.cfm?IndID=194
https://www.biomedtracker.com/EventDetail.cfm?EventID=402203
https://www.biomedtracker.com/DrugDetail.cfm?RecID=52456
https://www.biomedtracker.com/DrugDetail.cfm?RecID=52456
https://www.biomedtracker.com/trialdetail.cfm?trialid=56020
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=6326
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://s25.q4cdn.com/536244557/files/Aptinyx_JPM.pdf
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44139
https://www.biomedtracker.com/IndicationReport.cfm?IndID=192
https://www.biomedtracker.com/EventDetail.cfm?EventID=402256
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62322
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4559
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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: 

Athira announced it is developing ATH-1018, currently in preclinical development, for peripheral 

indications. An IND filing is expected by the end of 2022. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (ATHA, Slide 5)

 
 

ATH-1019/20 for Neurology - Other 

 

Event Date: 01/14/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Neurology 

Lead Company: Athira Pharma, Inc. (ATHA) 

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: 

Athira announced it is developing ATH-1018, currently in preclinical development, for peripheral 

indications. An IND filing is expected by the end of 2022. 

https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44138
https://www.biomedtracker.com/IndicationReport.cfm?IndID=192
https://www.biomedtracker.com/EventDetail.cfm?EventID=402257
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62321
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4559
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (ATHA, Slide 5 

 
 

BioXcel Therapeutics, Inc. (BTAI) 
BXCL501 for Dementia 

 

Event Date: 01/14/2021 

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

Trial Name: Phase Ib/II - TRANQUILITY 

Market Group: Neurology 

Lead Company: BioXcel Therapeutics, Inc. (BTAI) 

Partner Companies: N/A 

Phase: II 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 23% (6% Above Avg.) 

Average Approval: 17% 

 

Analysis: 

Bioxcel announced they have completed their Phase I/II TRANQUILITY trial studying BXCL501 for the 

treatment of dementia. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (BTAI, Slide 5)

 
 

Blade Therapeutics, Inc 
BLD-0409 for Idiopathic Pulmonary Fibrosis (IPF) 

 

Event Date: 01/14/2021 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7982
https://www.biomedtracker.com/DrugReport.cfm?DrugID=36633
https://www.biomedtracker.com/IndicationReport.cfm?IndID=315
https://www.biomedtracker.com/EventDetail.cfm?EventID=402187
https://www.biomedtracker.com/DrugDetail.cfm?RecID=59355
https://www.biomedtracker.com/trialdetail.cfm?trialid=57553
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7982
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://d1io3yog0oux5.cloudfront.net/_dd20c2d2112bab442d13a5448a8544ae/bioxceltherapeutics/db/440/3656/presentation/JPM+corporate+deck_+FINAL+WEBSITE.pdf
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9446
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41427
https://www.biomedtracker.com/IndicationReport.cfm?IndID=387
https://www.biomedtracker.com/EventDetail.cfm?EventID=402250
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Event Type: 
Trial Announcement - Trial Progressing (Clinical 

Analysis) 

Trial Name: Phase Ia - SAD/MAD 

Market Group: Respiratory 

Lead Company: Blade Therapeutics, Inc 

Partner Companies: N/A 

Phase: I 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 12% (Same As Avg.) 

Average Approval: 12% 

 

Analysis: 

Blade Therapeutics announced an update on its Phase I program of BLD-0409. 

 

The company has completed 6 SAD cohorts, and the 1,000mg cohort was dropped due to GI tolerability. 

The company has completed 4 MAD cohorts (100, 300, 500, 750mg), and has been well tolerated. The 

company has completed a SAD cohort at 750mg with food or fasted, and saw improved tolerability 

under fed conditions. Lastly, the top-line safety of the molecule was confirmed. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (Blade Therapeutics, Slide 15)

 
 

Constellation Pharmaceuticals, Inc. (CNST) 
CPI-0209 for Prostate Cancer 

 

Event Date: 01/14/2021 

Event Type: Trial Data - Top-Line Results (Clinical Analysis) 

Trial Name: Phase I/II - Dose Escalation 

Market Group: Oncology 

https://www.biomedtracker.com/DrugDetail.cfm?RecID=58116
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58116
https://www.biomedtracker.com/trialdetail.cfm?trialid=58527
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9446
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4245
https://www.biomedtracker.com/DrugReport.cfm?DrugID=39895
https://www.biomedtracker.com/IndicationReport.cfm?IndID=215
https://www.biomedtracker.com/EventDetail.cfm?EventID=402186
https://www.biomedtracker.com/DrugDetail.cfm?RecID=55796
https://www.biomedtracker.com/trialdetail.cfm?trialid=54904
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Lead Company: Constellation Pharmaceuticals, Inc. (CNST) 

Partner Companies: N/A 

Phase: II 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 10% (Same As Avg.) 

Average Approval: 10% 

 

Analysis: 

Constellation presented very early dose escalation data from its ongoing Phase I/II study of CPI-0209 in 

solid tumors. 

 

Context 

Given the efficacy signals observed to date, Constellation intends to study CPI-0209 in prostate cancer. 

 

Design 

This is an ongoing Phase I/II study of CPI-0209 in solid tumors. 

 

Results 

CPI-0209 was observed to induce EZH2 Controlled genes in a dose dependent manner. No MTD has 

been reached. 

 

Most Common Adverse Events 

CPI-0209 is well tolerated, with no DLTs observed to date. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (CNST, Slide 23-25)

 
 

CytomX Therapeutics, Inc. (CTMX) 
CX-2043 for Solid Tumors 

 

Event Date: 01/14/2021 

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

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=4245
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3890
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44130
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/EventDetail.cfm?EventID=402199
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62309
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Trial Name: N/A 

Market Group: Oncology 

Lead Company: CytomX Therapeutics, Inc. (CTMX) 

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: 

CytomX is developing a third conditional ADC program called CX-2043. CX-2043 is a EpCAM-targeting 

probody drug conjugate (PDC) and was generated in collaboration with Immunogen, however CytomX 

retains worldwide development and commercial rights. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (CTMX, Slide 28)

 
 

CX-188 for Cancer 

 

Event Date: 01/14/2021 

Event Type: Progress Update - Suspension (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: CytomX Therapeutics, Inc. (CTMX) 

Partner Companies: N/A 

Phase: Suspended 

Change to Likelihood of Approval: 0% 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3890
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=38097
https://www.biomedtracker.com/IndicationReport.cfm?IndID=313
https://www.biomedtracker.com/EventDetail.cfm?EventID=402200
https://www.biomedtracker.com/DrugDetail.cfm?RecID=53179
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3890
https://www.biomedtracker.com/AESSearchResults.cfm
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Likelihood of Approval: 0% (Same As Avg.) 

Average Approval: N/A 

 

Analysis: 

CytomX has not provided any updates on the CX-188 program and has focused on other products in its 

pipeline. As such, we are suspending this drug program pending further updates. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (CTMX, Slide 32) 

Informa Analysis

 
 

CX-2005 for Solid Tumors 

 

Event Date: 01/14/2021 

Event Type: Progress Update - Suspension (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: CytomX Therapeutics, Inc. (CTMX) 

Partner Companies: N/A 

Phase: Suspended 

Change to Likelihood of Approval: 0% 

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

Average Approval: N/A 

 

Analysis: 

CytomX has not provided any updates on the CX-2005 program and has focused on other products in its 

pipeline. As such, we are suspending this drug program pending further updates. 

 

Source: 

https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=27864
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/EventDetail.cfm?EventID=402201
https://www.biomedtracker.com/DrugDetail.cfm?RecID=39060
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3890
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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J.P. Morgan Healthcare Conference 01/14/2021 (CTMX, Slide 32) 

Informa Analysis

 
 

Galapagos (GLPG) 
Jyseleca for Crohn's Disease 

 

Event Date: 01/14/2021 

Event Type: Trial Data - Top-Line Results (Clinical Analysis) 

Trial Name: Phase II - Divergence1 (SBCD) 

Market Group: Autoimmune/immunology 

Lead Company: Gilead Sciences, Inc. (GILD) 

Partner Companies: 
Eisai (4523:JP) 

Galapagos (GLPG) 

Phase: III 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 62% (3% Above Avg.) 

Average Approval: 59% 

 

Analysis: 

Galapagos announced that the company recently unblinded data from the Phase II Divergence 1 trial in 

patients with Crohn's disease. 

 

Context 

Recruitiment for Divergence 1 was stopped early. 

 

Results 

In the Divergence 1 study 11 of 28 patients in the 200mg filgotinib arm achieved CDAI remission at week 

10 as compared to 4 of 18 patients in the placebo arm. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (GLPG, Slide 10)

 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2613
https://www.biomedtracker.com/DrugReport.cfm?DrugID=17121
https://www.biomedtracker.com/IndicationReport.cfm?IndID=156
https://www.biomedtracker.com/EventDetail.cfm?EventID=402230
https://www.biomedtracker.com/DrugDetail.cfm?RecID=30427
https://www.biomedtracker.com/trialdetail.cfm?trialid=39835
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=179
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=134
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=2613
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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IGM Biosciences, Inc. (IGMS) 
IGM-2323 for Diffuse Large B-Cell Lymphoma (DLBCL) - NHL 

 

Event Date: 01/14/2021 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: IGM Biosciences, Inc. (IGMS)  

Partner Companies: N/A 

Phase: I 

Change to Likelihood of Approval: 0% 

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

Average Approval: 6% 

 

Analysis: 

IGM announced the company is enrolling 50/600 mg dose escalation cohort in the Phase I IGM-2323 

trial for R/R b cell NHL as of January 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (IGMS, Slide 9)

 
 

IGM-7354 for Solid Tumors 

 

Event Date: 01/14/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: IGM Biosciences, Inc. (IGMS)  

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9231
https://www.biomedtracker.com/DrugReport.cfm?DrugID=40642
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3095
https://www.biomedtracker.com/EventDetail.cfm?EventID=402207
https://www.biomedtracker.com/DrugDetail.cfm?RecID=56977
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9231
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44129
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/EventDetail.cfm?EventID=402195
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62307
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9231
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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: 

IGM lists IGM-7354 for solid and hematologic malignancies in preclinical development on its pipeline. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (IGMS, Slide 4)

 
 

Iovance Biotherapeutics, Inc. (IOVA) 
Contego for Melanoma 

 

Event Date: 01/14/2021 

Event Type: Trial Announcement - Trial Progressing (Clinical Analysis) 

Trial Name: Phase II - innovaTIL-01 

Market Group: Oncology 

Lead Company: Iovance Biotherapeutics, Inc. (IOVA) 

Partner Companies: N/A 

Phase: II 

Change to Likelihood of 

Approval: 
0% 

Likelihood of Approval: 15% (5% Above Avg.) 

Average Approval: 10% 

 

Analysis: 

https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3367
https://www.biomedtracker.com/DrugReport.cfm?DrugID=18583
https://www.biomedtracker.com/IndicationReport.cfm?IndID=221
https://www.biomedtracker.com/EventDetail.cfm?EventID=402214
https://www.biomedtracker.com/DrugDetail.cfm?RecID=24390
https://www.biomedtracker.com/trialdetail.cfm?trialid=28054
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3367
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Iovance announced the company completed enrollment into Cohort 4 in the Phase II innovaTIL-01 

melanoma program. This is a pivotal cohort for melanoma. Iovance had a discussion with FDA where 

they noted that Cohort 2 will be considered supportive and Cohort 4 is pivotal. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (IOVA, Slide 4)

 
 

IOV-3001 for Solid Tumors 

 

Event Date: 01/14/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Iovance Biotherapeutics, Inc. (IOVA) 

Partner Companies: Novartis (NVS) 

Phase: Preclinical 

Change to Likelihood of Approval: 0% 

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

Average Approval: N/A 

 

Analysis: 

Iovance announced the company plans to move IOV-3001 through IND enabling studies in 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (IOVA, Slide 32) 

 
 

Iveric Bio (ISEE) 
miniCEP290 for Leber's Congenital Amaurosis (Ophthalmology) 

 

Event Date: 01/14/2021 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=41719
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/EventDetail.cfm?EventID=402188
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58573
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3367
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=289
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=40711
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3342
https://www.biomedtracker.com/EventDetail.cfm?EventID=402238
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Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Ophthalmology 

Lead Company: Iveric Bio (ISEE) 

Partner Companies: UMass 

Phase: Preclinical 

Change to Likelihood of 

Approval: 
0% 

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

Average Approval: N/A 

 

Analysis: 

Iveric lists miniCEP29 for LCA10 in preclinical development on its pipeline. The company plans to identify 

lead construct in early 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (ISEE, Slide 5) 

 

 
 

miniABCA4 for Stargardt Disease (Ophthalmology) 

 

Event Date: 01/14/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Ophthalmology 

Lead Company: Iveric Bio (ISEE) 

Partner Companies: N/A 

Phase: Preclinical 

https://www.biomedtracker.com/DrugDetail.cfm?RecID=57081
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=1821
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=8954
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.ivericbio.com/static-files/3abbe034-98d3-4d99-99b5-2778f3ee2fc9
https://www.biomedtracker.com/DrugReport.cfm?DrugID=41428
https://www.biomedtracker.com/IndicationReport.cfm?IndID=2905
https://www.biomedtracker.com/EventDetail.cfm?EventID=402240
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58117
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=1821
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Change to Likelihood of Approval: 0% 

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

Average Approval: N/A 

 

Analysis: 

Iveric Bio currently lists the STGD1 minigene program in preclinical development for the treatment of 

indication Stargardt Disease. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (ISEE, Slide 5)

 
 

miniUSH2A for Other Retinopathy (Ophthalmology) 

 

Event Date: 01/14/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Ophthalmology 

Lead Company: Iveric Bio (ISEE) 

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: 

Iveric lists a miniUSH2A program for USH2A-related IRDs in preclinical development on its pipeline. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (ISEE, Slide 5) 

 
 

https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.ivericbio.com/static-files/3abbe034-98d3-4d99-99b5-2778f3ee2fc9
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44137
https://www.biomedtracker.com/IndicationReport.cfm?IndID=2761
https://www.biomedtracker.com/EventDetail.cfm?EventID=402242
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62319
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=1821
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.ivericbio.com/static-files/3abbe034-98d3-4d99-99b5-2778f3ee2fc9
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Jasper Therapeutics, Inc. 
JSP-191 for Primary Immunodeficiencies 

 

Event Date: 01/14/2021 

Event Type: Trial Announcement (Clinical Analysis) 

Trial Name: Phase II 

Market Group: Autoimmune/immunology 

Lead Company: Jasper Therapeutics, Inc. 

Partner Companies: Amgen (AMGN) 

Phase: I 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 14% (Same As Avg.) 

Average Approval: 14% 

 

Analysis: 

Jasper expects to initiate a Phase II study of JSP191 for severe autoimmune diseases in the second half 

of 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (Jasper, Slide 14) 

 
 

Karuna Therapeutics, Inc. (KRTX) 
KAR-201 for Undisclosed 

 

Event Date: 01/14/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Not Specified 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=11063
https://www.biomedtracker.com/DrugReport.cfm?DrugID=14320
https://www.biomedtracker.com/IndicationReport.cfm?IndID=423
https://www.biomedtracker.com/EventDetail.cfm?EventID=402255
https://www.biomedtracker.com/DrugDetail.cfm?RecID=58282
https://www.biomedtracker.com/trialdetail.cfm?trialid=61609
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=11063
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=30
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44126
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3338
https://www.biomedtracker.com/EventDetail.cfm?EventID=402189
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62304
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Lead Company: Karuna Therapeutics, Inc. (KRTX) 

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: 

Karuna Therapeutics currently lists KAR-201, a muscarinic-targeted drug candidate, in preclinical 

development for an undisclosed indication. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (KRTX, Slide 7) 

 
 

KAR-301 for Undisclosed 

 

Event Date: 01/14/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Not Specified 

Lead Company: Karuna Therapeutics, Inc. (KRTX) 

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: 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9194
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.karunatx.com/static-files/443340fd-d4cd-4ac2-964e-66c4d6da5035
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44127
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3338
https://www.biomedtracker.com/EventDetail.cfm?EventID=402190
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62305
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9194
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Karuna Therapeutics currently lists KAR-301, a muscarinic-targeted drug candidate, in preclinical 

development for an undisclosed indication. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (KRTX, Slide 7) 

 
 

KAR-401 for Undisclosed 

 

Event Date: 01/14/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Not Specified 

Lead Company: Karuna Therapeutics, Inc. (KRTX) 

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: 

Karuna Therapeutics currently lists KAR-401, a muscarinic-targeted drug candidate, in preclinical 

development for an undisclosed indication. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (KRTX, Slide 7) 

 
 

Lexicon Pharmaceuticals, Inc. (LXRX) 
Zynquista for Congestive Heart Failure (CHF) and Cardiomyopathies 

 

Event Date: 01/14/2021 

https://investors.karunatx.com/static-files/443340fd-d4cd-4ac2-964e-66c4d6da5035
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44128
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3338
https://www.biomedtracker.com/EventDetail.cfm?EventID=402191
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62306
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9194
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://investors.karunatx.com/static-files/443340fd-d4cd-4ac2-964e-66c4d6da5035
https://www.biomedtracker.com/DrugReport.cfm?DrugID=13924
https://www.biomedtracker.com/IndicationReport.cfm?IndID=264
https://www.biomedtracker.com/EventDetail.cfm?EventID=402243
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Event Type: Trial Data - Published Results (Clinical Analysis) 

Trial Name: Phase III - SOLOIST-WHF (Heart Failure Study) 

Market Group: Cardiovascular 

Lead Company: Lexicon Pharmaceuticals, Inc. (LXRX) 

Partner Companies: N/A 

Phase: III 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 47% (Same As Avg.) 

Average Approval: 47% 

 

Analysis: 

Lexicon announced that results from the Phase III SOLOIST-WHF and Phase III SCORED studies of 

Sotagliflozin were published online in the New England Journal of Medicine (NEJM). The article entitled 

"Sotagliflozin in Patients with Diabetes and Recent Worsening Heart Failure" was published online on 

January 14, 2021. 

 

Data from the SOLOIST-WHF study were last seen in November 2020. 

 

Context 

The trial ended early because of loss of funding from the sponsor. 

 

Design 

Researchers performed a multicenter, double-blind trial in which patients with type 2 diabetes mellitus 

who were recently hospitalized for worsening heart failure were randomly assigned to receive 

sotagliflozin or placebo. 

 

Endpoints 

The primary end point was the total number of deaths from cardiovascular causes and hospitalizations 

and urgent visits for heart failure (first and subsequent events). 

 

Results 

A total of 1222 patients underwent randomization (608 to the sotagliflozin group and 614 to the placebo 

group) and were followed for a median of 9.0 months; the first dose of sotagliflozin or placebo was 

administered before discharge in 48.8% and a median of 2 days after discharge in 51.2%. Among these 

https://www.biomedtracker.com/DrugDetail.cfm?RecID=50379
https://www.biomedtracker.com/trialdetail.cfm?trialid=49054
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=233
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/trialdetail.cfm?trialid=44709
https://www.biomedtracker.com/EventDetail.cfm?EventID=395430
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patients, 600 primary end-point events occurred (245 in the sotagliflozin group and 355 in the placebo 

group). The rate (the number of events per 100 patient-years) of primary end-point events was lower in 

the sotagliflozin group than in the placebo group (51.0 vs. 76.3; hazard ratio, 0.67; 95% confidence 

interval [CI], 0.52 to 0.85; P<0.001). The rate of death from cardiovascular causes was 10.6 in the 

sotagliflozin group and 12.5 in the placebo group (hazard ratio, 0.84; 95% CI, 0.58 to 1.22); the rate of 

death from any cause was 13.5 in the sotagliflozin group and 16.3 in the placebo group (hazard ratio, 

0.82; 95% CI, 0.59 to 1.14). The benefits of sotagliflozin were consistent in the prespecified subgroups of 

patients stratified according to the timing of the first dose. 

 

Most Common Adverse Events 

Diarrhea was more common with sotagliflozin than with placebo (6.1% vs. 3.4%), as was severe 

hypoglycemia (1.5% vs. 0.3%). The percentage of patients with hypotension was similar in the 

sotagliflozin group and the placebo group (6.0% and 4.6%, respectively), as was the percentage with 

acute kidney injury (4.1% and 4.4%, respectively). 

 

Conclusion 

In patients with diabetes and recent worsening heart failure, sotagliflozin therapy, initiated before or 

shortly after discharge, resulted in a significantly lower total number of deaths from cardiovascular 

causes and hospitalizations and urgent visits for heart failure than placebo. 

 

Source: 

New England Journal of Medicine 01/14/2021 (DOI: 10.1056/NEJMoa2030183) 

J.P. Morgan Healthcare Conference 01/14/2021 (LXRX, Slide 10-17) 

 
 

Zynquista for Diabetes Mellitus, Type II 

 

Event Date: 01/14/2021 

Event Type: Trial Data - Published Results (Clinical Analysis) 

Trial Name: Phase III - SCORED 

Market Group: Endocrine 

Lead Company: Lexicon Pharmaceuticals, Inc. (LXRX) 

Partner Companies: N/A 

Phase: Suspended 

https://www.nejm.org/doi/full/10.1056/NEJMoa2030183
https://www.biomedtracker.com/DrugReport.cfm?DrugID=13924
https://www.biomedtracker.com/IndicationReport.cfm?IndID=137
https://www.biomedtracker.com/EventDetail.cfm?EventID=402244
https://www.biomedtracker.com/DrugDetail.cfm?RecID=17616
https://www.biomedtracker.com/trialdetail.cfm?trialid=44709
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=233
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Change to Likelihood of Approval: 0% 

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

Average Approval: N/A 

 

Analysis: 

Lexicon announced that results from the Phase III SOLOIST-WHF and Phase III SCORED studies of 

Sotagliflozin were published online in the New England Journal of Medicine (NEJM). The article entitled 

"Sotagliflozin in Patients with Diabetes and Chronic Kidney Disease" was published online on January 14, 

2021. 

 

Data from the SCORED study were last seen in November 2020. 

 

Context 

The trial ended early owing to loss of funding. 

 

Design 

Researchers conducted a multicenter, double-blind trial in which patients with type 2 diabetes mellitus 

(glycated hemoglobin level, ≥7%), chronic kidney disease (estimated glomerular filtration rate, 25 to 60 

ml per minute per 1.73 m2 of body-surface area), and risks for cardiovascular disease were randomly 

assigned in a 1:1 ratio to receive sotagliflozin or placebo. 

 

Endpoints 

The primary end point was changed during the trial to the composite of the total number of deaths from 

cardiovascular causes, hospitalizations for heart failure, and urgent visits for heart failure. 

 

Results 

Of 19,188 patients screened, 10,584 were enrolled, with 5292 assigned to the sotagliflozin group and 

5292 assigned to the placebo group, and followed for a median of 16 months. The rate of primary end-

point events was 5.6 events per 100 patient-years in the sotagliflozin group and 7.5 events per 100 

patient-years in the placebo group (hazard ratio, 0.74; 95% confidence interval [CI], 0.63 to 0.88; 

P<0.001). The rate of deaths from cardiovascular causes per 100 patient-years was 2.2 with sotagliflozin 

and 2.4 with placebo (hazard ratio, 0.90; 95% CI, 0.73 to 1.12; P=0.35). For the original coprimary end 

point of the first occurrence of death from cardiovascular causes, nonfatal myocardial infarction, or 

nonfatal stroke, the hazard ratio was 0.84 (95% CI, 0.72 to 0.99); for the original coprimary end point of 

the first occurrence of death from cardiovascular causes or hospitalization for heart failure, the hazard 

ratio was 0.77 (95% CI, 0.66 to 0.91). 

 

https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/trialdetail.cfm?trialid=49054
https://www.biomedtracker.com/EventDetail.cfm?EventID=395471
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Most Common Adverse Events 

Diarrhea, genital mycotic infections, volume depletion, and diabetic ketoacidosis were more common 

with sotagliflozin than with placebo. 

 

Conclusion 

In patients with diabetes and chronic kidney disease, with or without albuminuria, sotagliflozin resulted 

in a lower risk of the composite of deaths from cardiovascular causes, hospitalizations for heart failure, 

and urgent visits for heart failure than placebo but was associated with adverse events. 

 

Source: 

New England Journal of Medicine 01/14/2021 (DOI: 10.1056/NEJMoa2030186) 

J.P. Morgan Healthcare Conference 01/14/2021 (LXRX, Slide 10-17) 

 
 

Molecular Partners AG (MOLN) 
MP0420 for COVID-19 Treatment 

 

Event Date: 01/14/2021 

Event Type: 
Trial Announcement - Trial Progressing (Clinical 

Analysis) 

Trial Name: Phase I - First-in-Human (UK) 

Market Group: Infectious Disease 

Lead Company: Molecular Partners AG (MOLN) 

Partner Companies: Novartis (NVS) 

Phase: I 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 19% (Same As Avg.) 

Average Approval: 19% 

 

Analysis: 

Molecular Partners announced a clinical update on its MP0420 program for the treatment of COVID-19. 

The Phase I study of MP0420 in UK is ongoing, with the first 2 cohorts (3 mg/kg and 9 mg/kg) fully 

enrolled and the third cohort (20 mg/kg) ongoing. Data from this study is expected by the first quarter of 

https://www.nejm.org/doi/full/10.1056/NEJMoa2030186
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3282
https://www.biomedtracker.com/DrugReport.cfm?DrugID=42237
https://www.biomedtracker.com/IndicationReport.cfm?IndID=3651
https://www.biomedtracker.com/EventDetail.cfm?EventID=402178
https://www.biomedtracker.com/DrugDetail.cfm?RecID=59417
https://www.biomedtracker.com/DrugDetail.cfm?RecID=59417
https://www.biomedtracker.com/trialdetail.cfm?trialid=60793
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=3282
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=289
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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2021. Additional studies are expected to be initiated by Novartis in 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (MOLN, Slide 12-13) 

 
 

Rafael Pharmaceuticals, Inc. 
CPI-613 for Pancreatic Cancer 

 

Event Date: 01/14/2021 

Event Type: 
Trial Announcement - Patient Enrollment 

Completed (Clinical Analysis) 

Trial Name: Phase III - AVENGER 500 (w/mFolfirinox) 

Market Group: Oncology 

Lead Company: Rafael Pharmaceuticals, Inc. 

Partner Companies: Ono Pharmaceutical Company (4528:JP) 

Phase: III 

Change to Likelihood of Approval: 0% 

Likelihood of Approval: 35% (Same As Avg.) 

Average Approval: 35% 

 

Analysis: 

Rafael Pharmaceuticals announced the Company completed enrollment in the Phase III pivotal trial in 

pancreatic cancer (AVENGER500). 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (Rafael) 

 
 

Repare Therapeutics, Inc. (RPTX) 
RP-6306 for Cancer 

 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=6132
https://www.biomedtracker.com/DrugReport.cfm?DrugID=16292
https://www.biomedtracker.com/IndicationReport.cfm?IndID=220
https://www.biomedtracker.com/EventDetail.cfm?EventID=402260
https://www.biomedtracker.com/DrugDetail.cfm?RecID=20987
https://www.biomedtracker.com/trialdetail.cfm?trialid=49800
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=6132
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=844
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9053
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44124
https://www.biomedtracker.com/IndicationReport.cfm?IndID=313


  

 

January 2021|53 

 

Event Date: 01/14/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: Repare Therapeutics, Inc. (RPTX) 

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: 

Repare currently lists RP-6306 in IND-Enabling studies for oncology. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (RPTX) 

 
 

Shattuck Labs, Inc. (STTK) 
SL-172154 for Head and Neck Cancer 

 

Event Date: 01/14/2021 

Event Type: Trial Announcement - Initiation (Clinical Analysis) 

Trial Name: Phase I - SL03-OHD-102 

Market Group: Oncology 

Lead Company: Shattuck Labs, Inc. (STTK) 

Partner Companies: N/A 

Phase: I 

https://www.biomedtracker.com/EventDetail.cfm?EventID=402172
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62302
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9053
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://ir.reparerx.com/static-files/c5afd591-347b-4427-81a2-ba057742b598
https://www.biomedtracker.com/DrugReport.cfm?DrugID=43188
https://www.biomedtracker.com/IndicationReport.cfm?IndID=230
https://www.biomedtracker.com/EventDetail.cfm?EventID=402259
https://www.biomedtracker.com/DrugDetail.cfm?RecID=60889
https://www.biomedtracker.com/trialdetail.cfm?trialid=59489
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9297
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Change to Likelihood of Approval: 6% 

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

Average Approval: 6% 

 

Analysis: 

Shattuck announced that the Phase Ia study of SL-172154 in patients with head and neck squamous cell 

carcinoma (HNSCC) is currently recruiting participants. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (STTK, Slide 20) 

 

 
 

TCR² Therapeutics Inc. (TCRR) 
TC-510 for Solid Tumors 

 

Event Date: 01/14/2021 

Event Type: Progress Update (Clinical Analysis) 

Trial Name: N/A 

Market Group: Oncology 

Lead Company: TCR² Therapeutics Inc. (TCRR)  

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: 

TCR² Therapeutics currently lists TC-510 for the treatment of solid tumors in preclinical development on 

its pipeline. 

 

https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7710
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44135
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/EventDetail.cfm?EventID=402231
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62316
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=7710
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (TCRR, Slide 4) 

 
 

Tempest Therapeutics, Inc. 
TPST-1120 for Solid Tumors 

 

Event Date: 01/14/2021 

Event Type: 
Trial Announcement - Trial Progressing (Clinical 

Analysis) 

Trial Name: Phase I/Ib - Monotherapy/Combination 

Market Group: Oncology 

Lead Company: Tempest Therapeutics, Inc. 

Partner Companies: N/A 

Phase: I 

Change to Likelihood of Approval: 0% 

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

Average Approval: 6% 

 

Analysis: 

Tempest Therapeutics provided an update on the Phase I trial of TPST-1120 in solid tumors. 

 

Dose escalation continues in monotherapy and combination therapy, and TPST-1120 has been well-

tolerated at all doses tested to date. The maximum tolerated dose has not been identified. The safety 

profile shows readily-manageable low-grade adverse events; solitary treatment-related grade 3 adverse 

events have included hypertension. Preliminary combination with nivolumab does not suggest 

synergistic toxicity. In monotherapy activity, two late-line treatment refractory subjects with 

cholangiocarcinoma have been on study for approximately 5 and 9 months, with a best overall response 

rate of -15%. The combination therapy remains early in dose escalation, with the best overall response 

rate of stable disease. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (Tempest, Slide 15) 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=40099
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/EventDetail.cfm?EventID=402251
https://www.biomedtracker.com/DrugDetail.cfm?RecID=56079
https://www.biomedtracker.com/DrugDetail.cfm?RecID=56079
https://www.biomedtracker.com/trialdetail.cfm?trialid=52407
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9059
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
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TPST-1495 for Solid Tumors 

 

Event Date: 01/14/2021 

Event Type: 
Trial Announcement - Trial Progressing (Clinical 

Analysis) 

Trial Name: Phase Ia/Ib - TPST-1495-001 (w/Pembrolizumab) 

Market Group: Oncology 

Lead Company: Tempest Therapeutics, Inc. 

Partner Companies: N/A 

Phase: I 

Change to Likelihood of Approval: N/A 

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

Average Approval: 6% 

 

Analysis: 

Tempest stated that the Phase I monotherapy study is ongoing, evaluating both dose and administration 

schedule. A combination with an anti-PD-1 will be initiated when monotherapy recommended Phase II 

dose is identified. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (Tempest, Slide 21) 

 
 

Vaxxinity, Inc. 
UB-313 for Migraine and Other Headaches 

 

Event Date: 01/14/2021 

Event Type: 
Progress Update - Development Review (Clinical 

Analysis) 

https://www.biomedtracker.com/DrugReport.cfm?DrugID=42211
https://www.biomedtracker.com/IndicationReport.cfm?IndID=197
https://www.biomedtracker.com/EventDetail.cfm?EventID=402252
https://www.biomedtracker.com/DrugDetail.cfm?RecID=59387
https://www.biomedtracker.com/DrugDetail.cfm?RecID=59387
https://www.biomedtracker.com/trialdetail.cfm?trialid=57599
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=9059
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=26310
https://www.biomedtracker.com/DrugReport.cfm?DrugID=44125
https://www.biomedtracker.com/IndicationReport.cfm?IndID=288
https://www.biomedtracker.com/EventDetail.cfm?EventID=402180
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62303
https://www.biomedtracker.com/DrugDetail.cfm?RecID=62303
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Trial Name: N/A 

Market Group: Neurology 

Lead Company: Vaxxinity, Inc. 

Partner Companies: N/A 

Phase: Preclinical 

Change to Likelihood of Approval: 0% 

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

Average Approval: N/A 

 

Analysis: 

Vaxxinity announced the development of UB-313, an anti-CGRP vaccine, for the possible treatment of 

migraines. Preclinical findings have shown selective targeting of C-terminus of CGRP, inhibiting of CGRP-

induced cAMP in human cells (dose dependent), and it has shown to have comparable binding potency 

and activity to marketed mAbs. A lead candidate has been identified and and IND is expected in 2021. 

 

Source: 

J.P. Morgan Healthcare Conference 01/14/2021 (Vaxxinity, Slide 19) 

 

 

https://www.biomedtracker.com/CompanyReport.cfm?CompanyID=26310
https://www.biomedtracker.com/AESSearchResults.cfm
https://www.biomedtracker.com/LoA.cfm
https://www.biomedtracker.com/LoA.cfm


Expected Date Range Company Symbol Drug Indication Phase Expected Catalyst Catalyst Title Analysis

01/01/2022-03/31/2022 Abivax S.A. ABVX ABX464 Ulcerative Colitis (UC) IIb
Trial Data - Top-Line 
Results

Phase IIb - Maintenance 
Therapy - Top-Line Results

Abivax announced that first year maintenance data from its 
Phase IIb 104 study of ABX464 is expected in the first 
quarter of 2022.

07/01/2021-09/30/2021 Abivax S.A. ABVX ABX464 Ulcerative Colitis (UC) IIb
Regulatory - Meeting 
with FDA Meeting with FDA

Abivax plans to have an end of Phase IIb FDA meeting 
about ABX464 for UC in the third quarter of 2021.

04/01/2021-06/30/2021 Abivax S.A. ABVX ABX196

Hepatocellular (Liver) Cancer 
(HCC) (Including Secondary 
Metastases) I/II

Trial Data - Top-Line 
Results Phase I/II - Top-Line Results

Abivax expects to have topline results from the dose 
escalation phase of the Phase I/II study of ABX196 for HCC 
in the second quarter of 2021.

07/01/2021-09/30/2021 Abivax S.A. ABVX ABX464 COVID-19 Treatment
Development 
Outside U.S.

Regulatory - MAA 
Submission (Europe) MAA Submission

Abivax will potentially submit a MAA for ABX464 for COVID-
19 in the third quarter of 2021 depending on the top-line 
results of the Phase IIb/III trial.

Now-12/31/2021
Achilles Therapeutics 
Limited 10167668

Clonal Neoantigen T cells 
(Achilles) Melanoma

Development 
Outside U.S.

Trial Data - Top-Line 
Results

Phase I/II THETIS - Top-Line 
Results

Achilles expects to have an initial data read-out in both 
NSCLC and melanoma in 2021.

09/05/2021-09/09/2021
Adaptimmune 
Therapeutics plc ADAP ADP-A2AFP

Hepatocellular (Liver) Cancer 
(HCC) (Including Secondary 
Metastases) I

Trial Data - Updated 
Results

Phase I  HLA-A2+ - Updated 
Results (ILCA)

Adaptimmune Therapeutics announced the company 
expects interim data from the Phase I study of ADP-A2AFP 
to be presented at the  International Liver Cancer 
Association (ILCA) taking place between Septemeber 5-9 
2021.

01/01/2022-12/31/2022
Adaptimmune 
Therapeutics plc ADAP ADP-A2M4CD8 Esophageal Cancer Preclinical

Trial Data - Top-Line 
Results

Phase II SURPASS-2 - Top-Line 
Results

Adaptimmune Therapeutics expects data readout from the 
Phase II SURPASS-2 study in 2022.

01/01/2022-12/31/2022
Adaptimmune 
Therapeutics plc ADAP ADP-A2M4 Head and Neck Cancer II

Trial Data - Top-Line 
Results

Phase II SPEARHEAD-2 - Top-
Line Results

Adaptimmune Therapeutics expects data readout from the 
SPEARHEAD-2 study for ADP-A2M4 in 2022.

01/01/2022-12/31/2022
Adaptimmune 
Therapeutics plc ADAP ADP-A2M4 Sarcoma II

Regulatory - NDA/BLA 
Filing BLA Filing

Adaptimmune Therapeutics announced the company 
expect to file a Biologics License Application (BLA) in 2022.

07/01/2021-12/31/2021 Affimed N.V. AFMD AFM28 Undisclosed Preclinical Trial Data - Other Preclinical Data
Affimed expects to publish data from IND enabling studies 
of AFM28 in the second half of 2021.

01/01/2022-06/30/2022 Affimed N.V. AFMD AFM28 Undisclosed Preclinical Regulatory - IND Filing IND Filing
Affimed expects to file an IND for AFM28 in the first half of 
2022.

01/01/2022-12/31/2022 Affimed N.V. AFMD AFM28 Undisclosed Preclinical
Trial Announcement - 
Initiation Phase Ib/IIa - Trial to Start

Affimed expects to initiate a Phase Ib/IIa study of AFM28 in 
2022.

01/14/2021-12/31/2021 Affimed N.V. AFMD AFM24 Cancer I/II
Trial Data - Top-Line 
Results

Phase I/IIa - Top-Line Results 
(Dose Escalation)

Affimed expects to release safety and activity data updates 
from the dose escalation clinical study of AFM24 in 2021.

Now-03/31/2021
AiCuris Anti-infective 
Cures GmbH Pritelivir (Oral)

Herpes Simplex Virus (HSV) 
(Antiviral) II

Trial Announcement - 
Initiation Phase III - Trial Initiation

AiCuris expects to initiate the Phase III trial of pritelivir in 
the first quarter of 2021.

10/01/2022-12/31/2022
AiCuris Anti-infective 
Cures GmbH Pritelivir (Oral)

Herpes Simplex Virus (HSV) 
(Antiviral) II

Trial Data - Top-Line 
Results

Phase III Dual-Resistance - Top-
Line Results

AiCuris expects to have data from the Phase III program of 
pritelivir in the dual-resistance indication in the fourth 
quarter of 2022.

10/01/2023-12/31/2023
AiCuris Anti-infective 
Cures GmbH Pritelivir (Oral)

Herpes Simplex Virus (HSV) 
(Antiviral) II

Trial Data - Updated 
Results

Phase III ACR-V - Top-Line 
Results

AiCuris expects to have data from the Phase III study of 
pritelivir in ACR-V patients in the fourth quarter of 2023.

Now-03/31/2021
AiCuris Anti-infective 
Cures GmbH AIC649 COVID-19 Treatment Preclinical

Trial Announcement - 
Initiation Phase II - Trial Initiation

AiCuris plans to initiate a trial of AIC649 for COVID-19 in the 
first quarter of 2021.

07/01/2021-09/30/2021
AiCuris Anti-infective 
Cures GmbH AIC649 COVID-19 Treatment Preclinical

Trial Data - Top-Line 
Results Phase II - Top-Line Results

AiCuris expects to have data from its COVID-19 trial of 
AIC649 in the third quarter of 2021.

Now-12/31/2021
Alpine Immune Sciences 
Inc. ALPN ALPN-303

Systemic Lupus Erythematosus 
(SLE) Preclinical

Trial Announcement - 
Initiation Phase I - Trial to Start

Alpine Immune announced they plan to initiate Phase I for 
ALPN-303 in 2021.

Now-12/31/2021 Amgen, Inc. AMGN CX-904 Cancer Preclinical Regulatory - IND Filing IND Filing
CytomX expects to file an IND for its CX-904 program in 
2021.

04/01/2021-12/31/2021 AnaptysBio, Inc. ANAB Imsidolimab Psoriasis II
Trial Announcement - 
Initiation Phase III GPP - Trial to Start

AnaptysBio expects to start a Phase III study of Imsidolimab 
for the treatment of generalized pustular psoriasis in mid 
2021.

07/01/2021-12/31/2021 AnaptysBio, Inc. ANAB ANB030 Inflammatory Disorders I
Trial Announcement - 
Initiation

Phase II (Alopecia Areata) - 
Trial to Start

AnaptysBio plans to start a Phase II study of ANB030 for 
alopecia areata in the second half of 2021.

07/01/2021-12/31/2021 AnaptysBio, Inc. ANAB ANB030 Inflammatory Disorders I
Trial Announcement - 
Initiation

Phase II (Vitiligo) - Trial to 
Start

AnaptysBio expects to start a Phase II study of ANB030 for 
vitiligo in the second half of 2021.

04/01/2021-06/30/2021 AnaptysBio, Inc. ANAB Imsidolimab Acne Preclinical
Trial Announcement - 
Initiation

Phase II ACORN - Study to 
Start

AnaptysBio is evaluating imsidolimab for the treatment of 
acne. The company anticipates initiating a Phase II study in 
the second quarter of 2021.

01/14/2021-12/31/2021 AnaptysBio, Inc. ANAB Imsidolimab Dermatology II
Trial Data - Top-Line 
Results

Phase II EMERGE- Top-Line 
Results

AnaptysBio initiated a Phase II EMERGE study of 
imsidolimab. Interim data from the study are expected by 
the end of 2021.<BR><BR>

01/01/2022-12/31/2022 AnaptysBio, Inc. ANAB Imsidolimab Congenital Ichthyosis II
Trial Data - Top-Line 
Results

Phase II INSPIRE - Top-Line 
Data

AnaptysBio announced the Phase II INSPIRE study of 
Imsidolimab for the treatment of ichthyosis has been 
initiated. Interim topline data are expected in 2022.

04/01/2021-06/30/2021 AnaptysBio, Inc. ANAB Imsidolimab Hidradenitis Suppurativa Preclinical
Trial Announcement - 
Initiation Phase II HARP - Trial to Start

AnaptysBio plans to initiate a Phase II study of imsidolimab 
in hidradenitis suppurativa in the second quarter of 2021.

01/14/2021-03/31/2021 Aptinyx, Inc. APTX NYX-458 Parkinson's Disease (PD) II
Trial Announcement - 
Resume Trial

Phase II MCI-PD - Trial 
Reinitiation

Aptinyx announced the enrollment of the Phase II trial of 
NYX-458 for the treatment of parkinson’s disease cognitive 
impairment is currently suspended due to the COVID-19 
pandemic. Aptinyx anticipate recommencing study in the 
first quarter of 2021.

07/01/2021-12/31/2021 Arch Oncology Inc. AO-176 Multiple Myeloma (MM) I/II
Trial Data - Top-Line 
Results

Phase I/II (Monotherapy) - 
Top-Line Results

Arch Oncology expects to have data from the monotherapy 
arm of the Phase I/II study of AO-176 in multiple myeloma 
in the second half of 2021.

01/01/2022-06/30/2022 Arch Oncology Inc. AO-176 Solid Tumors I
Trial Data - Updated 
Results

Phase I/II (Chemo Combo 
Arm) - Updated Results

Arch Oncology expects to have data from the 
chemotherapy combination arm of its Phase I/II AO-176-
101 trial in the first half of 2022.

Now-06/30/2021 Arch Oncology Inc. AO-176 Solid Tumors I
Trial Announcement - 
Initiation

Phase I/II (PD1 Combo) - Trial 
Initiation

Arch Oncology expects to initiate a Phase I/II trial of AO-176 
with an anti-PD(L)1 in the first half of 2021.

01/14/2021-06/30/2021 Athira Pharma, Inc. ATHA ATH-1017 Parkinson's Disease (PD) Preclinical Regulatory - IND Filing IND Filing
Athira announced that it will submit an IND filing by the 
first half of 2021. No Phase I trial is expected.

10/01/2021-12/31/2021 Athira Pharma, Inc. ATHA ATH-1019/20 Neurology - Other Preclinical Regulatory - IND Filing IND Filing Athira expects to submit and IND filing by the end of 2021.
10/01/2022-12/31/2022 Athira Pharma, Inc. ATHA ATH-1018 Neurology - Other Preclinical Regulatory - IND Filing IND Filing Athira expects to file for an IND by the end of 2022.

10/01/2021-12/31/2021
Aurinia Pharmaceuticals 
Inc. AUPH Voclosporin Lupus Nephritis NDA

Trial Data - Top-Line 
Results

Phase III AURORA 2 - Top-Line 
Results

Aurinia expects to have three-year data from the AURORA2 
extension study in the fourth quarter of 2021.

01/01/2022-12/31/2022 Avidity Biosciences, Inc. RNA AOC FHSD Muscular Dystrophy Preclinical
Trial Announcement - 
Initiation Clinical Trials to Start

Avidity Biosciences plans to initiate a clinical trial to 
investigate AOC FHSD in 2022.

01/01/2022-12/31/2022 Avidity Biosciences, Inc. RNA AOC DMD
Duchenne Muscular Dystrophy 
(DMD) Preclinical

Trial Announcement - 
Initiation Clinical Trials to Start

Avidity Biosciences plans to initiate a clinical trial of AOC 
DMD in 2022.

Now-12/31/2021 BeiGene, Ltd. BGNE BGB-11417 Hematologic Cancer I
Trial Data - Top-Line 
Results Phase I - Top-Line Results

BeiGene expects data from its BCL-2 inhibitor program in 
2021.
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Now-12/31/2021 BeiGene, Ltd. BGNE Tislelizumab

Hepatocellular (Liver) Cancer 
(HCC) (Including Secondary 
Metastases) III

Regulatory - NDA/BLA 
Filing BLA Filing

BeiGene anticipates to file a BLA for tislelizumab in 2L/3L 
HCC in 2021.

Now-06/30/2021 BioAge Labs, Inc. BGE-175 COVID-19 Treatment Preclinical
Trial Announcement - 
Initiation Phase II - Trial Initiation

BioAge expects to initiate a Phase II study of BGE-175 for 
immune aging in older COVID-19 patients in the first half of 
2021.

10/01/2021-12/31/2021 BioAge Labs, Inc. BGE-175 COVID-19 Treatment Preclinical
Trial Data - Top-Line 
Results Phase II - Top-Line Results

BioAge expects to have top-line data from its Phase II trial 
of BGE-175 at the end of 2021.

Now-06/30/2021 BioAge Labs, Inc. BGE-117
Anemia Due to Chronic Renal 
Failure, Dialysis-Dependent

Development 
Outside U.S.

Trial Announcement - 
Initiation Phase II - Trial Initiation

BioAge expects to initiate its Phase II trial of BGE-117 in the 
first half of 2021.

01/01/2022-06/30/2022 BioAge Labs, Inc. BGE-117
Anemia Due to Chronic Renal 
Failure, Dialysis-Dependent

Development 
Outside U.S.

Trial Data - Top-Line 
Results Phase II - Top-Line Results

BioAge expects to have top-line results from its Phase II trial 
of BGE-117 in the first half of 2022.

01/01/2023-12/31/2023 BioAge Labs, Inc. BGE-117
Anemia Due to Chronic Renal 
Failure, Dialysis-Dependent

Development 
Outside U.S.

Trial Announcement - 
Initiation Phase III - Trial Initiation

BioAge expects to initiate its Phase III study of BGE-117 for 
the anemia of aging in 2023.

Now-06/30/2021 BioXcel Therapeutics, Inc. BTAI BXCL501 Dementia I/II
Regulatory - Meeting 
with FDA Meeting with FDA

Bioxcel announced they plan to have an End of Phase II 
meeting with the FDA in the first half of 2021.

04/01/2021-09/30/2021 BioXcel Therapeutics, Inc. BTAI BXCL701 Solid Tumors II
Trial Data - Top-Line 
Results Phase II - Updated Results

Bioxcel announced they plan to have an efficacy data read 
out for their Phase II study of BXCL701 for the treatment of 
solid hot tumors in mid-2021.

04/01/2021-09/30/2021 BioXcel Therapeutics, Inc. BTAI BXCL701 Prostate Cancer I/II
Trial Data - Updated 
Results Phase Ib/II - Updated Results

Bioxcel announced that they plan to announce an efficacy 
data read-out for their Phase Ib/II BXCL701 trial for the 
treatment of prostate cancer in mid-2021.

10/01/2021-12/31/2021 Blade Therapeutics, Inc BLD-0409
Idiopathic Pulmonary Fibrosis 
(IPF) I

Trial Announcement - 
Initiation Phase II - Trial Initiation

Blade Therapeutics expects to initiate a Phase II trial of BLD-
0409 by the end of 2021.

04/01/2022-09/30/2022 Blade Therapeutics, Inc BLD-0409
Idiopathic Pulmonary Fibrosis 
(IPF) I

Trial Data - Top-Line 
Results Phase II - Top-Line Results

Blade Therapeutics expects to have an interim analysis of 
the Phase II trial of BLD-0409 in mid-2022.

07/01/2021-09/30/2021 Byondis B.V. SYD985 Breast Cancer III
Regulatory - Rolling 
NDA/BLA Completion Rolling BLA Completion

Byondis expects to initiate the rolling BLA in the first 
quarter of 2021 with the CMC and non-clinical sections and 
finish with the clinical sections in the third quarter of 2021.

07/01/2021-12/31/2021 Cabaletta Bio, Inc. CABA DSG3-CAART Pemphigus Vulgaris I
Trial Data - Updated 
Results

Phase I DesCAARTes - Updated 
Results

Cabaletta expects to announce data from additional 
cohorts of the Phase I DesCAARTes trial in the second half 
of 2021.

07/01/2021-12/31/2021 Cabaletta Bio, Inc. CABA MuSK-CAART Myasthenia Gravis (MG) Preclinical Regulatory - IND Filing IND Filing
Cabaletta expects to file an IND for the MuSK-CAART 
program in myasthenia gravis in the second half of 2021.

04/01/2021-09/30/2021
Constellation 
Pharmaceuticals, Inc. CNST CPI-0209 Prostate Cancer I/II

Trial Data - Updated 
Results

Phase I/II - Updated Results 
(Phase I portion)

Constellation plans to provide additional updates from the 
ongoing Phase I/II study of CPI-0209 by mid 2021.

01/14/2021-12/31/2021
Constellation 
Pharmaceuticals, Inc. CNST CPI-0209 Prostate Cancer I/II

Trial Data - Updated 
Results

Phase I/II - Updated Results 
(Phase II Monotherapy)

Constellation plans to provide an update on the 
monotherapy cohorts from the Phase II portion of the 
Phase I/II study by the end of 2021.

01/14/2021-12/31/2021
Constellation 
Pharmaceuticals, Inc. CNST Pelabresib Myelofibrosis (MF) III

Trial Data - Updated 
Results

Phase I/II MANIFEST - 
Updated Results

Constellation expects to provide clinical update and 
additional data from the MANIFEST study of CPI0610 by the 
end of 2021 most likely at ASH 2021.

04/01/2021-09/30/2021
Constellation 
Pharmaceuticals, Inc. CNST Pelabresib Myelofibrosis (MF) III

Trial Data - Updated 
Results

Phase I/II MANIFEST - 
Updated Results (Translational 
Data)

Constellation plans to provide additional translational data 
from MANIFEST study of pelabresib in mid 2021.

10/01/2021-12/31/2021 Cyteir Therapeutics, Inc. CYT-0853 Autoimmune Disorders Preclinical Regulatory - IND Filing IND Filing Cyteir expects to file an IND for CYT-0853 in Q4 2021.

Now-12/31/2021
CytomX Therapeutics, 
Inc. CTMX CX-2043 Solid Tumors Preclinical Regulatory - IND Filing IND Filing

CytomX expects to submit a IND for CX-2043 for solid 
tumors in 2021.

01/01/2022-06/30/2022
CytomX Therapeutics, 
Inc. CTMX CX-2009 Breast Cancer I/II

Trial Data - Updated 
Results

Phase II - HR+/HER2 non-amp - 
Updated Results

CytomX expects to have data from Arm C of its Phase II 
study of CX-2009 + CX-072 for breast cancer in the first half 
of 2022.

04/01/2021-09/30/2021 Elevation Oncology, Inc. Seribantumab Solid Tumors II
Trial Data - Top-Line 
Results

Phase II CRESTONE - Top-Line 
Results

Elevation Oncology expects to have an interim analysis from 
the Phase II CRESTONE trial of seribantumab in mid-2021.

01/01/2022-03/31/2022 Epirium Bio Inc. EPM-01
Duchenne Muscular Dystrophy 
(DMD) II

Trial Data - Top-Line 
Results Trial Data- Top Line Results

Epirium expects top-line data from the Becker muscular 
dystrophy trial of EPM-01 in Q1 2022.

Now-06/30/2021 EUSA Pharma Ltd. Sylvant Castleman's Disease Approved

Regulatory - Filing for 
Approval (Emerging 
Markets) Chinese Approval Filing

EUSA expects to submit a BLA to the NMPA for Sylvant in 
the first half of 2021.

01/01/2023-12/31/2023 Exelixis, Inc. EXEL Cabometyx / Cometriq
Non-Small Cell Lung Cancer 
(NSCLC) III

Regulatory - 
Supplemental Filing 
(Europe) Filing for NSCLC (EU)

Ipsen announced that it anticipates filing for the NSCLC 
indication in 2023.

01/01/2023-12/31/2023 Exelixis, Inc. EXEL Cabometyx / Cometriq Prostate Cancer III

Regulatory - 
Supplemental Filing 
(Europe) Filing for mCRPC (EU)

Ipsen announced that it anticipates filing for the mCRPC 
indication in 2023.

01/14/2021-12/31/2021 Galapagos NV GLPG GLPG1205
Idiopathic Pulmonary Fibrosis 
(IPF) II

Trial Announcement - 
Initiation Phase IIb - Trial to Start

Galapagos expects to initate a Phase IIb dose range finding 
study for GLPG1205 in IPF in 2021.

09/01/2021-06/30/2022 Galapagos NV GLPG GLPG3970 Psoriasis I
Trial Announcement - 
Initiation Phase IIb - Trial to Start

Galapagos started three proof-of-concept studies in 
psoriasis UC and RA. The company expects to get data in 
the first half of 2021 and will report that by mid-year 2021. 
Additionally the company is planning the Phase IIb studies 
that will immediately follow the POC studies in the first 
indications. As such we await initiations in the time frame 
above.

04/01/2021-09/30/2021 Galapagos NV GLPG GLPG3970 Psoriasis I
Trial Data - Updated 
Results Phase I - Updated Results

Galapagos started three proof-of-concept studies in 
psoriasis UC and RA. The company expects to get data in 
the first half of 2021 and will report that by mid-year 2021.

09/01/2021-06/30/2022 Galapagos NV GLPG GLPG3970 Ulcerative Colitis (UC) II
Trial Announcement - 
Initiation Phase IIb - Trial to Start

Galapagos started three proof-of-concept studies in 
psoriasis UC and RA. The company expects to get data in 
the first half of 2021 and will report that by mid-year 2021. 
Additionally the company is planning the Phase IIb studies 
that will immediately follow the POC studies in the first 
indications. As such we await initiations in the time frame 
above.

09/01/2021-06/30/2022 Galapagos NV GLPG GLPG3970 Rheumatoid Arthritis (RA) II
Trial Announcement - 
Initiation Phase IIb - Trial to Start

Galapagos started three proof-of-concept studies in 
psoriasis UC and RA. The company expects to get data in 
the first half of 2021 and will report that by mid-year 2021. 
Additionally the company is planning the Phase IIb studies 
that will immediately follow the POC studies in the first 
indications. As such we await initiations in the time frame 
above.
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01/14/2021-12/31/2021 Galapagos NV GLPG GLPG4716
Idiopathic Pulmonary Fibrosis 
(IPF)

Development 
Outside U.S.

Trial Announcement - 
Initiation Phase II - Trial to Start

Galapagos is preparring to start a Phase II study of 
GLPG4716 in IPF in 2021.

01/14/2021-12/31/2021 Galapagos NV GLPG GLPG3667 Psoriasis I
Trial Announcement - 
Initiation

Dose Response Finding 
Studies to Start

Galapagos expects to begin dose response finding studies 
for GLPG3667 in 2021.

01/14/2021-12/31/2021 IGM Biosciences, Inc. IGMS IGM-7354 Solid Tumors Preclinical Regulatory - IND Filing IND Filing

IGM announced the company anticipates on filing an IND 
for IGM-7354 for solid and hematologic malignancies in 
2021.

01/14/2021-12/31/2021 IGM Biosciences, Inc. IGMS IGM-2323
Diffuse Large B-Cell Lymphoma 
(DLBCL) - NHL I

Trial Announcement - 
Initiation Expansion Trials to Start

IGM announced the company plans to commence 
expansion trials in R/R NHL for IGM-2323 in 2021.

01/14/2021-12/31/2021 IGM Biosciences, Inc. IGMS IGM-2323
Diffuse Large B-Cell Lymphoma 
(DLBCL) - NHL I

Trial Announcement - 
Initiation

Clinical Trial w/ R-CHOP to 
Start

IGM announced the company plans to commence clinical 
trial with 1L NHL for IGM-2323 in combination with R-CHOP 
in 2021.

01/14/2021-12/31/2021 IGM Biosciences, Inc. IGMS IGM-2323
Diffuse Large B-Cell Lymphoma 
(DLBCL) - NHL I

Trial Announcement - 
Patient Enrollment 
Completed

Phase I IGM-2323-001 - 
Patient Enrollment Completed

IGM announced the company plans to complete enrollment 
in the Phase I dose escalation study of IGM-2323 in 2021.

Now-12/31/2021 Imago BioSciences, Inc. Bomedemstat
Acute Myelogenous Leukemia 
(AML) I/II

Trial Announcement - 
Initiation

Phase II w/venetoclax - Trial 
Initiation

Imago Biosciences announced that the company anticipates 
dosing the first patient in a clinical trial evaluating 
bomedemstat in combination with venetoclax in patients 
with acute myelogenous leukemia (AML) in 2021.

Now-12/31/2021 Imago BioSciences, Inc. Bomedemstat Myelofibrosis (MF) I/II
Trial Announcement - 
Initiation

Phase II w/ruxolitinib - Trial 
Initiation

Imago Biosciences announced that the company anticipates 
dosing the first patient in Phase I clinical trial of 
bomedemstat in combination with ruxolitinib in patients 
with myelofibrosis in 2021.

01/14/2021-12/31/2021
Infinity Pharmaceuticals, 
Inc. INFI Eganelisib Bladder Cancer II

Trial Announcement - 
Initiation Registrational Trial to Start

Based on the data from the Phase II MARIO-275 study of 
eganelisib Infinity Pharmaceuticals plans to initiate a 
registration-enabling study. We await an update through 
2021.

01/01/2022-06/30/2022
Infinity Pharmaceuticals, 
Inc. INFI Eganelisib Solid Tumors II

Trial Data - Updated 
Results

Phase II MARIO-3 - Updated 
Results (RCC Cohort)

Infinity Pharmaceuticals expects data from the RCC cohort 
of the Phase II MARIO-3 study of Eganelisib in the first half 
of 2022.

01/14/2021-12/31/2021
Intercept 
Pharmaceuticals, Inc. ICPT Ocaliva

Non-Alcoholic Steatohepatitis 
(NASH) III

Regulatory - NDA/BLA 
Filing NDA Resubmission

Intercept Therapeutics announced the Company continue 
to make progress toward potential resubmission ofan NDA 
in the U.S. by end of 2021.

01/14/2021-03/31/2021
Intercept 
Pharmaceuticals, Inc. ICPT Ocaliva

Primary Biliary Cholangitis 
(PBC) and Hepatic Fibrosis Approved

Regulatory - Meeting 
with FDA Meeting with FDA

Intercept completed a safety assessment including clinical 
post-marketing and contextualizing epidemiology data. 
Results of the assessment including Data Monitoring 
Committee (DMC) report have been submitted to FDA. The 
Company has a planned meeting with FDA in the first 
quarter of 2021 to discuss the safety assessment.

01/14/2021-12/31/2021 Inventiva S.A. IVA Odiparcil
Mucopolysaccharidosis VI (MPS 
VI) II

Progress Update - 
Development Review Strategy Update

Inventiva expects to provide a strategy update on odiparcil 
in 2021.

01/14/2021-12/31/2021
Iovance Biotherapeutics, 
Inc. IOVA LN-145

Non-Small Cell Lung Cancer 
(NSCLC) II

Trial Announcement - 
Other

Phase II IOV-LUN-202 - Cohort 
to Start

Iovance announced the company plans to add a new cohort 
in the Phase II IOV-LUN-202 basket study  and to combine 
TIL +ipi/nivo for 2021.

01/01/2023-12/31/2023 Ipsen SA IPSEY Onivyde Pancreatic Cancer Approved
Regulatory - NDA/BLA 
Filing NDA/BLA Filing 

Ipsen announced that it anticipates filing with the FDA for 
the PDAC indication in 2023.

07/01/2021-12/31/2021 Iveric Bio ISEE Zimura

Dry Age-Related Macular 
Degeneration (Dry 
AMD)/Geographic Atrophy 
(Ophthalmology) III

Trial Announcement - 
Patient Enrollment 
Completed

Phase III GATHER2 - Patient 
Enrollment Completed

Iveric announced the company expects to complete 
enrollment in the Phase III GATHER2 study of Zimura for GA 
secondary to AMD in the second half of 2021.

07/01/2021-12/31/2021 Jasper Therapeutics, Inc. JSP-191 Primary Immunodeficiencies I
Trial Announcement - 
Initiation Phase II - Trial Initiation

Jasper expects to initiate a pilot study of JSP191 for severe 
autoimmune diseases in the second half of 2021.

10/01/2021-12/31/2021 Jasper Therapeutics, Inc. JSP-191
Acute Myelogenous Leukemia 
(AML) I/II

Trial Data - Updated 
Results Phase I/II - Updated Results

Jasper expects to have Phase II top-line results from the 
JSP191 in AML in the fourth quarter of 2021.

2/8/2021 Jasper Therapeutics, Inc. JSP-191
Acute Myelogenous Leukemia 
(AML) I/II

Trial Data - Top-Line 
Results

Phase I/II - Top-Line Results at 
Transplantation and Cellular 
Therapy Conference

Jasper will present top-line results from JSP191 
conditioning plus low dose radiation in AML/MDS on 
February 8 2021 at the Transplantation and Cellular 
Therapy Conference.

01/14/2021-12/31/2021 Jounce Therapeutics, Inc. JNCE Vopratelimab
Non-Small Cell Lung Cancer 
(NSCLC) II

Trial Announcement - 
Patient Enrollment 
Completed

Phase II SELECT - Patient 
Enrollment Completion

Jounce expects to complete trial enrollment for its Phase II 
SELECT study of Vopratelimab + JTX-4014 in patients with 
second-line PD-1 inhibitor naive NSCLC in 2021.

01/14/2021-12/31/2021 Jounce Therapeutics, Inc. JNCE JTX-4014
Non-Small Cell Lung Cancer 
(NSCLC) II

Trial Announcement - 
Patient Enrollment 
Completed

Phase II SELECT - Patient 
Enrollment Completion

Jounce expects to complete trial enrollment for its Phase II 
SELECT study of Vopratelimab + JTX-4014 in patients with 
second-line PD-1 inhibitor naive NSCLC in 2021.

Now-12/31/2021 Kymera Therapeutics, Inc. KYMR KT-413
Diffuse Large B-Cell Lymphoma 
(DLBCL) - NHL Preclinical Trial Data - Other Preclinical Results

Kymera plans to announced additional preclinical data for 
KT-413 in 2021.

01/01/2022-12/31/2022 Kymera Therapeutics, Inc. KYMR KT-413
Diffuse Large B-Cell Lymphoma 
(DLBCL) - NHL Preclinical

Trial Data - Top-Line 
Results

Phase I - Proof-of-Concept Top-
Line Data

Kymera plans to establish Phase I proof of concept data for 
KT-413 in 2022.

10/01/2021-12/31/2021 Kymera Therapeutics, Inc. KYMR KT-474 Autoimmune Disorders Preclinical
Trial Data - Top-Line 
Results Phase I - Top-Line Results

Kymera expects the presentation of Phase I trial results 
including proof-of-biology of KT-474 in healthy volunteers 
in the fourth quarter of 2021.

Now-03/31/2021 Lava Therapeutics BV LAVA-051 Hematologic Cancer Preclinical
Trial Announcement - 
Initiation Phase I/IIa - Trial Initiation

Lava Therapeutics expects to begin a Phase I/IIa trial of 
LAVA-051 in the first quarter of 2021.

07/01/2021-12/31/2021 Lava Therapeutics BV LAVA-206x207 Prostate Cancer Preclinical
Trial Announcement - 
Initiation Phase I/IIa - Trial Initiation

Lava Therapeutics expects to initiate a Phase I/II trial of 
LAVA-206x207 in metastatic castration resistant prostate 
cancer in the second half of 2021.

07/01/2021-12/31/2021 Leap Therapeutics, Inc. LPTX DKN-01 Gastric Cancer II
Trial Data - Top-Line 
Results Phase IIa - Top-Line Results

Leap Therapeutics expects to see initial data from the 
combination study of DKN-01 with tislelizumab in the 
second half of 2021.

07/01/2021-09/30/2021 Leap Therapeutics, Inc. LPTX DKN-01 Prostate Cancer
Investigator 
Initiated

Trial Data - Top-Line 
Results Phase I/II - Top-Line Results

Leap Therapeutics expects initial data from the investigator 
initiated study of DKN-01 with docetaxel in prostate cancer 
in the third quarter of 2021.

Now-06/30/2021 Leap Therapeutics, Inc. LPTX DKN-01 Uterine (Endometrial) Cancer II
Trial Data - Updated 
Results Phase II - Updated Results

Leap Therapeutics expects updated data from the Phase II 
study of DKN 01 in gynecologic malignancies in the first half 
of 2021.

07/01/2021-12/31/2021
Magenta Therapeutics, 
Inc. MGTA MGTA-145

Bone Marrow Transplant and 
Stem Cell Transplant I

Trial Data - Top-Line 
Results Phase II - Top-Line Results

Magenta plans to initiate within the next several weeks a 
Phase II clinical trial using MGTA-145 to mobilize and collect 
stem cells from allogeneic donors for transplant in patients 
with AML ALL and MDS. Initial data from this clinical trial 
are expected in the second half of 2021.

04/01/2021-09/30/2021
Magenta Therapeutics, 
Inc. MGTA MGTA-145 Multiple Myeloma (MM)

Investigator 
Initiated

Trial Data - Top-Line 
Results Phase II - Top-Line Results

Initial data from Phase II investigator-initiated clinical trial 
of MGTA-145 used in combination with plerixafor to 
mobilize and collect stem cells for autologous stem cell 
transplantation in multiple myeloma patients are expected 
in mid-2021.
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07/01/2021-12/31/2021
Magenta Therapeutics, 
Inc. MGTA MGTA-145

Graft vs. Host Disease (GVHD) - 
Treatment Preclinical

Trial Data - Top-Line 
Results Phase II - Top-Line Results

Magenta plans to initiate within the next several weeks a 
Phase II clinical trial using MGTA-145 to mobilize and collect 
stem cells from allogeneic donors for transplant in patients 
with AML ALL and MDS. Initial data from this clinical trial 
are expected in the second half of 2021.

07/01/2022-12/31/2022
Marinus Pharmaceuticals, 
Inc. MRNS Ganaxolone Seizure Disorders (Epilepsy) III

Trial Announcement - 
Initiation

Phase II Emergency Room - 
Trial to Start

Marinus announced the company plans to initiate the study 
of ganaxolne in emergency room with several dosing 
paradigms as a single arm study to establish proper dosing 
to move into a double blind phase in the first half of 2022.

10/01/2022-12/31/2022 Merck & Co., Inc. MRK Prevymis
Cytomegalovirus (CMV) 
Infection (Antiviral) Approved

Trial Data - Top-Line 
Results

Phase III Adult Kidney 
Transplant - Top-Line Results

AiCuris expects to have data from the Phase III study of 
letermovir for solid organ transplants (kidney) in the fourth 
quarter of 2022.

Now-06/30/2021 ObsEva SA OBSV Yselty Uterine Fibroids III Partnership - New
Regional Commercial 
Partnership

ObsEva announced plans for regional commercial 
partnerships for Yselty (uterine fibroids) during the first half 
of 2021.

10/01/2021-12/31/2021 ObsEva SA OBSV Ebopiprant Preterm Labor II
Trial Announcement - 
Initiation Phase IIb - Trial to Start

Based on the positive data from the PROLONG Phase IIa 
proof-of-concept trial of ebopiprant in preterm labor 
ObsEva anticipates the initiation of a Phase IIb dose ranging 
study in the EU and Asia in the fourth quarter of of 2021.

Now-06/30/2021 ObsEva SA OBSV OBE001 Reproductive Disorder III

Trial Announcement - 
Initiation (Emerging 
Markets) Phase I - Trial Initiation (China)

ObsEva announced its plan to initiate a Phase I/II trial of 
Nolasiban for IVF in China during the first half of 2021.

07/01/2021-12/31/2021 Pfizer Inc. PFE SB-525 Hemophilia A III
Trial Data - Updated 
Results Phase I/II - Updated Results

Sangamo anticipates 2-year hemophilia A Phase I/II data of 
SB-525 in the second half of 2021.

01/01/2022-12/31/2022 Precigen, Inc. PGEN

Non-Viral TCR Program 
(ZIOPHARM/Intrexon/NCI
) Solid Tumors II Regulatory - IND Filing

IND Filing - Next-Gen TCR-T 
Program

Ziopharm expects to receive Phase I IND clearance for its 
personalized/Next Gen TCR-T Program in 2022.

01/01/2022-12/31/2022 Precigen, Inc. PGEN

Non-Viral TCR Program 
(ZIOPHARM/Intrexon/NCI
) Solid Tumors II

Trial Data - Top-Line 
Results

Phase I/II - Library TCR-T - Top-
Line Results

Ziopharm expects to have Phase I initial data readout from 
its Library TCR-T trial in 2022.

07/01/2021-12/31/2021 Precigen, Inc. PGEN

Non-Viral TCR Program 
(ZIOPHARM/Intrexon/NCI
) Solid Tumors II

Trial Announcement - 
Initiation

Phase II - Personalized TCR-T 
(NCI) Trial to Start

Ziopharm plans to initiate a Phase II study of personalized 
TCR-T program with the NCI in the second half of 2021.

01/01/2022-12/31/2022 Precigen, Inc. PGEN

Non-Viral TCR Program 
(ZIOPHARM/Intrexon/NCI
) Solid Tumors II

Trial Data - Top-Line 
Results

Phase II Personalized TCR-T 
Program (NCI) - Top-Line 
Results

Ziopharm expects to have Phase II data from its NCI 
sponsored trial of the Personalized TCR-T Program in 2022.

Now-12/31/2021 Puma Biotechnology, Inc. PBYI Nerlynx Breast Cancer Approved
Trial Data - Updated 
Results

Phase Ib/II NSABP FB-10 (w/T-
DM1) - Updated Results

Puma is anticipating that an update of that to the FB-10 
trial could be presented sometime in 2021.

Now-03/31/2021 Puma Biotechnology, Inc. PBYI Nerlynx Gastric Cancer II
Trial Data - Updated 
Results

Phase II SUMMIT - Updated 
Results

Puma announced they plan to have updated results from 
the SUMMIT basket trial bile duct cancer cohort in the first 
quarter of 2021.

04/01/2021-06/30/2021
Rafael Pharmaceuticals, 
Inc. CPI-613

Myelodysplastic Syndrome 
(MDS) II

Trial Announcement - 
Initiation

Phase I/II 
w/Hydroxychloroquine - Trial 
to Start

Rafael Pharmaceuticals announced a study of CPI-613 and 
Hydroxychloroquine is expected to start in the second 
quarter of 2021.

04/01/2021-06/30/2021
Rafael Pharmaceuticals, 
Inc. CPI-613 Pancreatic Cancer III

Trial Announcement - 
Initiation Phase II 1L mPC - Trial to Start

Rafael Pharmaceuticals announced a Phase II first-line 
metastatic pancreatic cancer (devimistat + gemcitabine + 
nab-paclitaxel) study is anticipated to start in the second 
quarter of 2021.

04/01/2021-06/30/2021
Rafael Pharmaceuticals, 
Inc. CPI-613 Pancreatic Cancer III

Trial Announcement - 
Trial Completion

Phase II w/FOLFIRINOX - Trial 
Completion

Rafael Pharmaceuticals announced the first-line locally 
advanced pancreatic cancer trial of devimistat + 
mFOLFIRINOX is expected to complete in the second 
quarter of 2021.

01/14/2021-03/31/2021
Rafael Pharmaceuticals, 
Inc. CPI-613 Colorectal Cancer (CRC) I

Trial Announcement - 
Initiation Phase II - Trial to Start

Rafael Pharmaceuticals announced a Phase II trial of 
devimistat + FOLFOXIRI + bevacizumab for the treatment of 
metastatic colorectal cancer is expected to start in the first 
quarter of 2021.

01/14/2021-03/31/2021
Rafael Pharmaceuticals, 
Inc. CPI-613

Burkitt Lymphoma/Burkitt 
Leukemia - NHL II

Trial Announcement - 
Trial Completion Phase II - Trial Completion

Rafael Pharmaceuticals announced the Phase II trial is 
expected to complete in the first quarter of 2021.

01/14/2021-03/31/2021
Rafael Pharmaceuticals, 
Inc. CPI-613 Biliary Tract Cancer I/II

Trial Announcement - 
Trial Completion

Phase Ib/II BilT-04 - Trial 
Completion

Rafael Pharmaceuticals announced the Phase I/bII BilT-04 
trial is expected to complete in the first quarter of 2021.

07/01/2021-09/30/2021 Repare Therapeutics, Inc. RPTX RP-6306 Cancer Preclinical
Trial Announcement - 
Initiation Phase I Trial Intiation

Repare expects to initiate a Phase I trial of RP-6306 in Q3 
2021.

01/01/2022-12/31/2022 Shasqi, Inc. SQ3370 Solid Tumors I
Trial Announcement - 
Initiation Phase II - Trial Initiation

Shasqi expects to initiate a registrational Phase II study of 
SQ3370 in 2022.

10/01/2021-12/31/2021 Shasqi, Inc. SQ3370 Solid Tumors I
Trial Data - Top-Line 
Results Phase I - Top-Line Results

Shasqi expects to have an initial data readout of PF / 
biomarker data from the Phase I study of SQ3370 at year 
end 2021.

04/01/2021-09/30/2021 Shasqi, Inc. SQ3370 Solid Tumors I
Regulatory - Meeting 
with FDA Meeting with FDA

Shasqi expects to have a Type C meeting with the FDA in 
mid-2021 to dusciss SQ3370.

07/01/2021-12/31/2021 Sigilon Therapeutics, Inc. SGTX SIG-001 Hemophilia A I/II
Trial Data - Updated 
Results

Phase I/II - Updated Results 
(12-Month)

Sigilon Therapeutics plans to announce 12-month follow-up 
data from the Phase I/II trial of SIG-001 in patients with 
Hemophilia A in the second half of 2021.

01/14/2021-06/30/2021 Sigilon Therapeutics, Inc. SGTX SIG-001 Hemophilia A I/II
Trial Data - Top-Line 
Results

Phase I/II - Top-Line Results (3-
6 Months)

Sigilon Therapeutics plans to announce 3-6 month follow-
up data from the Phase I/II trial of SIG-001 in patients with 
Hemophilia A in the first half of 2021.

07/01/2021-12/31/2021 Sigilon Therapeutics, Inc. SGTX SIG-001 Hemophilia A I/II

Trial Announcement - 
Patient Enrollment 
Completed

Phase I/II - Patient Enrollment 
Completed

Sigilon Therapeutics plans to complete enrollment of dose 
cohorts of the Phase I/II trial of SIG-001 in patients with 
Hemophilia A in the second half of 2021.

01/14/2021-06/30/2021 Sigilon Therapeutics, Inc. SGTX SIG-005
Mucopolysaccharidosis I (MPS 
I; Hurler Syndrome) Preclinical Regulatory - IND Filing IND Filing

Sigilon Therapeutics announced that the company plans to 
file an IND for SIG-005 in patients with 
mucopolysaccharidosis type I (MPS-1) in the first half of 
2021.

01/01/2022-12/31/2022 Sigilon Therapeutics, Inc. SGTX SIG-005
Mucopolysaccharidosis I (MPS 
I; Hurler Syndrome) Preclinical

Trial Data - Top-Line 
Results Phase I/II - Top-Line Results

Sigilon Therapeutics plans to announce follow-up data from 
the Phase I/II trial of SIG-005 in patients with 
mucopolysaccharidosis type I (MPS-1) in 2022.

01/14/2021-03/31/2021 Solid Biosciences Inc. SLDB SGT-001
Duchenne Muscular Dystrophy 
(DMD) I

Trial Data - Updated 
Results

Phase I/II IGNITE DMD  - 
Updated Results

Solid Biosciences anticipate presenting 12-month safety& 
efficacy for patients 1-6 of the IGNITE DMD study in the first 
quarter of 2021.

07/01/2021-12/31/2021 Solid Biosciences Inc. SLDB SGT-001
Duchenne Muscular Dystrophy 
(DMD) I

Trial Data - Updated 
Results

Phase I/II IGNITE DMD  - 
Updated Results

Solid Biosciences anticipate presenting 90-day biopsy 
datafor additional patientsdosed in IGNITE DMD study in 
the second half of 2021.
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07/01/2021-12/31/2021 Sutro Biopharma, Inc. STRO STRO-001 Hematologic Cancer I
Trial Announcement - 
Other

Dose Expansion Cohort to 
Initiate

Sutro plans to initiate dose-expansion of its Phase I study of 
STRO-001 in lymphomas and multiple myeloma in the 
second half of 2021.

01/14/2021-06/30/2021 Sutro Biopharma, Inc. STRO STRO-002 Ovarian Cancer I
Trial Data - Updated 
Results Phase I - Updated Results

Sutro anticipates updated dose-escalation data from the 
Phase I study of STRO-002 in ovarian and endometrial 
cancers in the first half of 2021.

09/01/2021-12/31/2021 Sutro Biopharma, Inc. STRO STRO-002 Ovarian Cancer I
Trial Announcement - 
Initiation Combination Study to Start

Sutro anticipates beginning a combination study of STRO-
002 for ovarian or endometrial cancers in late 2021.

07/01/2021-12/31/2021 Sutro Biopharma, Inc. STRO STRO-002 Ovarian Cancer I
Trial Data - Updated 
Results

Phase I - Updated Results 
(Initial Dose-Expansion Data)

Sutro anticipates initial dose-expansion data from the 
Phase I study of STRO-002 in ovarian cancer in the first half 
of 2021.

07/01/2021-12/31/2021 Sutro Biopharma, Inc. STRO STRO-001 Multiple Myeloma (MM) I
Trial Announcement - 
Other

Dose Expansion Cohort to 
Initiate

Sutro plans to initiate dose-expansion of its Phase I study of 
STRO-001 in lymphomas and multiple myeloma in the 
second half of 2021.

01/01/2022-06/30/2021
Syros Pharmaceuticals, 
Inc. SYRS SY-2101

Acute Myelogenous Leukemia 
(AML) I

Trial Data - Top-Line 
Results

Dose Confirmation Study - Top-
Line Results

Syros Pharmaceuticals announced confirmatory dose/PK 
data for SY-2101 is expected in the first half of 2022.

01/01/2022-12/31/2022
Syros Pharmaceuticals, 
Inc. SYRS SY-1425

Acute Myelogenous Leukemia 
(AML) II

Trial Data - Top-Line 
Results

Phase II RARA+, 1st Line - Top-
Line Results

Syros Pharmaceuticals announced initial data from the 
Phase II trial in ND unfit AML is expected in 2022.

01/01/2024-12/31/2024
Syros Pharmaceuticals, 
Inc. SYRS SY-1425

Myelodysplastic Syndrome 
(MDS) II

Regulatory - NDA/BLA 
Filing NDA Filing

Syros Pharmaceuticals are planning for a potential NDA 
filing of SY-1425 in ND HR-MDS in 2024.

07/01/2021-12/31/2021 Talaris Therapeutics, Inc. FCR001 Kidney Transplant Rejection III
Trial Announcement - 
Initiation

Phase II FREEDOM-2 - Trial 
Initiation

Talaris expects to initiate the Phase II FREEDOM-2 study of 
FCR001 in the second half of 2021.

01/01/2022-12/31/2022 TCR² Therapeutics Inc. TCRR TC-210 Solid Tumors I/II
Trial Announcement - 
Initiation Registrational Trial to Start

TCR2 Therapeutics plans to initiate a registrational study of 
TC-210 in 2022.

01/14/2021-12/31/2021 TCR² Therapeutics Inc. TCRR TC-510 Solid Tumors Preclinical Regulatory - IND Filing IND Filing TCR2 plans to file an IND for TC-510 in 2021.

01/01/2022-06/30/2022
Tempest Therapeutics, 
Inc. TPST-1495 Solid Tumors I

Trial Data - Top-Line 
Results Phase I - Top-Line Results

Tempest expects to have monotherapy dose expansion 
data at the recommended Phase II dose level in the first 
half of 2022.

07/01/2022-12/31/2022
Tempest Therapeutics, 
Inc. TPST-1120 Solid Tumors I

Trial Data - Updated 
Results Phase I - Updated Results

Tempest expects to have data of TPST-1120 in combination 
with an PD-1 inhibitor at the recommended Phase II dose in 
the second half of 2022.

Now-06/30/2021
Tempest Therapeutics, 
Inc. TPST-1120 Solid Tumors I

Trial Data - Top-Line 
Results Phase I - Dose Escalation Data

Tempest Therapeutics expects to reach the recommended 
Phase II dose and present dose escalation data in the first 
half of 2021.

07/01/2021-12/31/2021
Tempest Therapeutics, 
Inc. TPST-1120 Solid Tumors I

Trial Data - Updated 
Results Phase I - Updated Results

Tempest expects to have monotherapy expansion data at 
the recommended Phase II dosage in patients with 
cholangiocarcinoma in the second half of 2021.

01/14/2021-01/31/2021 Vaxxinity, Inc. UB-612 COVID-19 Prevention
Development 
Outside U.S.

Trial Data - Top-Line 
Results

Phase I Taiwan - Top-Line 
Results

Vaxxinity expects to read out data from its Phase I study of 
UB-612 in Taiwan in January 2021.

01/14/2021-03/31/2021 Vaxxinity, Inc. UB-612 COVID-19 Prevention
Development 
Outside U.S.

Trial Announcement - 
Initiation Global Phase II/III Trial to Start

Vaxxinity expects to initiate a global Phase II/III trial of UB-
612 along with its partners UNMC Aurobindo DASA and 
Maersk for COVID-19 in the first quarter of 2021.

04/01/2021-09/30/2021 Vaxxinity, Inc. UB-612 COVID-19 Prevention
Development 
Outside U.S.

Regulatory - Progress 
Update EUA Submission

Vaxxinity hopes to file a Emergency Use Authorization for 
UB-612 for COVID-19 in mid-2021.

Now-12/31/2021 Vaxxinity, Inc. UB-313 Migraine and Other Headaches Preclinical Regulatory - IND Filing IND Filing
Vaxxinity expects to file an IND for its UB-313 vaccine for 
migraines in 2021.

01/01/2022-12/31/2022 Viatris Inc. VTRS Biosimilar Botox (Mylan) Wrinkles Preclinical Regulatory - IND Filing IND Filing

Revance Therapeutics announced that the company 
anticipates filing an IND application for a botox biosimilar 
to the FDA in 2022.

01/14/2021-06/30/2021 Ziopharm Oncology, Inc. ZIOP

Sleeping Beauty CAR-T 
Program (Ziopharm/Eden 
Biocell) Cancer Preclinical

Trial Announcement - 
Initiation Phase I Taiwan Trial to Start

Ziopharm expects to initiate a Phase I study of its CD19 CAR-
T RPM Autologous therapy for hematologic malignancies in 
Taiwan in the first half of 2021.

07/01/2021-12/31/2021 Ziopharm Oncology, Inc. ZIOP

Sleeping Beauty CAR-T 
Program (Ziopharm/Eden 
Biocell) Cancer Preclinical

Trial Data - Top-Line 
Results

Phase I Taiwan Trial - Top-Line 
Results

Ziopharm expects to have preliminary Phase I data from its 
Taiwan trial of CD19 CAR-T RPM Autologous program in the 
second half of 2021.
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Now-12/31/2021 AbbVie Inc. ABBV ALPN-101
Systemic Lupus Erythematosus 
(SLE) Preclinical

Trial Announcement - 
Initiation Phase II Trial to Start

Alpine Immune Sciences and AbbVie announced an 
exclusive worldwide option and license agreement for ALPN-
101. During the option period Alpine will conduct a Phase II 
study in systemic lupus erythematosus. As such we await 
an update on the trial initiation in the time frame listed 
above.

Date Range Delayed (08/19/2020) - We continue to await 
an update.Date Range Delayed (11/23/2020) - The 
company has not announced an additional update on the 
Phase II study for ALPN-101. As such we continue to await 
the initiation in the date range above.Date Range Delayed 
(01/14/2021) - Alpine Immune announced they are 
prepping for Phase II for ALPN-101 for SLE in 2021.

01/14/2021-03/31/2021 Abivax S.A. ABVX ABX464 COVID-19 Treatment
Development 
Outside U.S.

Trial Announcement - 
Patient Enrollment 
Completed

Phase II/III - Patient 
Enrollment Completed

Abixax announced that recruitment is ongoing in the Phase 
IIb/III clinical trial of ABX464 in COVID-19 patients and is 
expected to be completed in the fourth quarter of 2020 
subject to the evolution of the pandemic.

Date Range Delayed (12/11/2020) - The company has not 
announced an update on the completion of enrollment for 
the Phase II/III ABX646 trial for COVID-19. As such we await 
an update in the date range above.Date Range Refined 
(01/14/2021) - Abivax expects to complete enrollment of 
its Phase IIb/III study of ABX464 in COVID-19 in the first 
quarter of 2021.

01/14/2021-03/31/2021 Abivax S.A. ABVX ABX464 Rheumatoid Arthritis (RA)
Development 
Outside U.S.

Trial Announcement - 
Patient Enrollment 
Completed Patient Enrollment Completed

Abivax anticipates completion of recruitment in its Phase IIa 
trials of ABX464 in rheumatoid arthritis by the end of 2020.

Date Range Delayed (12/11/2020) - The Phase IIa study of 
ABX646 for the treatment of rheumatoid arthritis is still 
currently in the recruitment phase. As such we continue to 
await patient enrollment completion in the date range 
above.Date Range Refined (01/14/2021) - Abivax expects to 
complete enrollment of its Phase II study of ABX464 for RA 
in the first quarter of 2021.

07/01/2021-09/30/2021 Abivax S.A. ABVX ABX464 Crohn's Disease Preclinical
Trial Announcement - 
Initiation Phase IIb/III Study to Start

Abivax announced that following the recommendations of 
KOLs Abivax is planning to go straight into a pivotal Phase 
IIb/III trial of ABX464 for Crohn’s disease which is expected 
to start recruiting beginning of 2021.

Date Range Delayed (01/14/2021) - Abivax announced that 
the Phase IIb/III study of ABX464 for Crohn's disease is 
expected to start in the third quarter of 2021.

10/01/2021-12/31/2021 Abivax S.A. ABVX ABX464 Ulcerative Colitis (UC) IIb
Trial Announcement - 
Initiation Phase III Study to Start

Abivax announced that it plans to initiate the planned 
pivotal Phase III program in ulcerative colitis in 2021.

Date Range Refined (01/14/2021) - Abivax plans to initiate 
the Phase III study of ABX464 for ulcerative colitis in the 
fourth quarter of 2021.

04/01/2021-06/30/2021 Abivax S.A. ABVX ABX464 Ulcerative Colitis (UC) IIb
Trial Data - Top-Line 
Results Phase IIb - Top-Line Results

Abivax announced that the Phase IIb study of ABX464 for 
the treatment of ulcerative colitis is expected to initiate in 
the first quarter of 2019 with results expected in the second 
half of 2020.

Date Range Refined (08/19/2019) - Abivax announced that 
the first patient was enrolled in its Phase IIb clinical trial of 
ABX464 with once a day convenient oral dosing for 
treatment of patients with moderate to severe active 
ulcerative colitis (UC). Top-line data from the induction 
study are expected around the end of 2020.Date Range 
Delayed (09/02/2020) - Abivax expects first top-level 
results of its Phase IIb induction and maintenance study of 
ABX464 in moderate-to-severe UC patients to be 
communicated in the second quarter of 2021.

11/10/2021-11/13/2021
Adaptimmune 
Therapeutics plc ADAP ADP-A2M4 Sarcoma II

Trial Data - Top-Line 
Results

Phase II SPEARHEAD-1 - Top-
Line Results

Adaptimmune announced data from the SPEARHEAD-1 
study for ADP-A2M4 in patients with locally advanced 
inoperable or metastatic cancer is expected in the first half 
2020.

Date Range Delayed (06/26/2020) - We await an update on 
top-line results from the Phase II study through August 
2020.Date Range Delayed (08/26/2020) - We await an 
update in the above mentioned time frame.Date Range 
Delayed (10/29/2020) - Adaptimmune lists that data from 
the SPEARHEAD-1 study for ADP-A2M4 are expected in 
2021 and beyond. We await an update in the time frame 
listed above. Date Range Refined (01/14/2021) - 
Adaptimmune Therapeutics expects data readout from the 
SPEARHEAD-1 study for ADP-A2M4 at the Connective 
Tissue Oncology Society (CTOS) held on November 10-13 
2021.

Now-06/30/2021
Adaptimmune 
Therapeutics plc ADAP ADP-A2M4CD8 Esophageal Cancer Preclinical

Trial Announcement - 
Initiation

Phase II SURPASS-2 - Trial to 
Start

Adaptimmune announced that it plans to initiate a Phase II 
trial with ADP-A2M4CD8 in gastroesophageal cancers in the 
first half of 2021.

New Information (01/14/2021) - Adaptimmune 
Therapeutics announced the company expect to initiate the 
Phase II SURPASS-2 study of ADP-A2M4CD8 for the 
treatment of esophageal cancers.

Now-06/30/2021 Affimed N.V. AFMD AFM13
Peripheral T-Cell Lymphoma 
(PTCL) - NHL II

Trial Data - Top-Line 
Results

Phase II REDIRECT - Top-Line 
Results

Affimed expects interim efficacy data from 20 patients in 
Phase II studies of AFM13 as monotherapy in relapsed or 
refractory peripheral T cell lymphoma (PTCL) (CD30 high 
and low expressors) in mid 2020.

Date Range Delayed (09/30/2020) - Affimed announced 
that the company expects the readout of the interim 
analysis to happen in mid-2021.Date Range Expedited 
(01/07/2021) - Affimed announced that AFM13-202 a 
Phase II registration-directed study of AFM13 as 
monotherapy in relapsed or refractory patients with CD30-
positive peripheral T-cell lymphoma (pTCL) remains ahead 
of schedule and Affimed expects to complete the interim 
data analysis during the first half of 2021.

07/01/2021-12/31/2021 Amgen, Inc. AMGN MP0310 Solid Tumors I
Trial Announcement - 
Initiation Combination Trial to Start

Molecular Partners announced that the company plans to 
initiate combination trials of MP0310 for the treatment of 
solid tumors in 2020.

Date Range Delayed (12/04/2020) - Molecular announced 
initiation of AMG 506 (MP0310) combination trials are 
expected in 2020 through 2021.Date Range Refined 
(01/14/2021) - Molecular Partners reported that Amgen 
plans to start combination trials of MP0310 (AMG 506) in 
the second half of 2021 after identifying ideal dosing 
regimen in the first half of 2021.

Now-03/31/2021 AnaptysBio, Inc. ANAB Imsidolimab Psoriasis II
Trial Data - Top-Line 
Results Phase II PPP - Top-Line Results

AnaptysBio expects top-line results from its Phase II trial of 
ANB019 in palmoplantar pustulosis in the second half of 
2019.

Date Range Delayed (12/24/2019) - AnaptysBio anticipate 
topline data in the first half of 2020 for the Phase II trial in 
50 patients with palmoplantar pustulosis or PPP also known 
as the POPLAR trial.Date Range Delayed (01/15/2020) - 
AnaptysBio announced that they expect top-line data from 
the Phase II POPLAR trial evaluating ANB019 for the 
treatment of palmoplantar pustulosis in the second half of 
2020.Date Range Delayed (10/13/2020) - AnaptysBio 
announced enrollment has been completed in POPLAR a 
randomized placebo-controlled 50-patient Phase II trial of 
imsidolimab in PPP and top-line data is anticipated in the 
first quarter of 2021.

Now-03/31/2021 AnaptysBio, Inc. ANAB ANB032 Inflammatory Disorders Preclinical
Regulatory - Progress 
Update CTA Filing

AnaptysBio announced that an Investigational New Drug 
(IND) for ANB032 is expected to be filed in the second half 
of 2020.

Date Range Delayed (12/15/2020) - We await an update on 
the Investigational New Drug (IND) for ANB032 through 
January 2021.Date Range Delayed (01/14/2021) - 
AnaptysBio announced that an Investigational New Drug 
(IND) application equivalent for ANB032 is expected to be 
filed in the first quarter of 2021.

07/01/2021-12/31/2021 Aptinyx, Inc. APTX NYX-783
Post-Traumatic Stress Disorder 
(PTSD) II

Trial Announcement - 
Initiation Phase IIb - Trial to Start

Aptinyx announced that based on the results of Phase II 
study of NYX-783 in patients with post-traumatic stress 
disorder it expects to initiate a pivotal study in 2021.

Date Range Refined (01/14/2021) - Aptinyx NYX-783 
expects to initiate a pivotal Phase IIb study in patients with 
post-traumatic stress disorder in the second half of 2021.

01/01/2022-06/30/2022 Aptinyx, Inc. APTX NYX-2925 Fibromyalgia II
Trial Data - Top-Line 
Results

Phase II 2005 - Top-Line 
Results

Aptinyx announced the initiation of a Phase II study 
evaluating NYX-2925 for the treatment of fibromyalgia. The 
company expects to report data from the fibromyalgia 
study in the first half of 2021.

Date Range Delayed (09/28/2020) - Aptinyx announced 
that the company anticipates reporting top-line data from 
the Phase II study of NYX-2925 in fibromyalgia patients in 
the first half of 2022.

01/01/2022-06/30/2022 Aptinyx, Inc. APTX NYX-2925
Diabetic Peripheral Neuropathy 
(DPN) II

Trial Data - Top-Line 
Results

Phase II 2008 - Top-Line 
Results

Aptinyx announced the initiation of a Phase II study 
evaluating NYX-2925 for the treatment of painful diabetic 
peripheral neuropathy (DPN). The company expects to 
report data from the painful DPN study in late 2020 or early 
2021.

Date Range Delayed (01/04/2021) - Aptinyx anticipates 
reporting top-line data from this study in the first half of 
2022.

04/01/2021-09/30/2021 Arch Oncology Inc. AO-176 Solid Tumors I
Trial Data - Top-Line 
Results

Phase I/II (Monotherapy Arm) - 
Top-Line Results

Arch Oncology has generated clinical data on the safety and 
efficacy profile of AO-176 in patients with select solid 
tumors and plans to submit these data to a medical 
meeting in 2021.

Date Range Refined (01/14/2021) - Arch Oncology expects 
to have interim data from the monotherapy arm of the AO-
176-101 trial in solid tumors in mid-2021.

07/01/2021-12/31/2021 Avidity Biosciences, Inc. RNA AOC 1001 Muscular Dystrophy Preclinical
Trial Announcement - 
Initiation Phase I/II -Trial to Start

Avidity plans to initiate a Phase I/II clinical trial for AOC 
1001 in patients with myotonic dystrophy type 1 (DM1) in 
2021.

Date Range Refined (01/08/2021) - In the second half 2021 
Avidity plans to initiate a Phase I/II clinical study of AOC 
1001 in adults with myotonic dystrophy type 1 (DM1).

Now-12/31/2021 BeiGene, Ltd. BGNE Tislelizumab Esophageal Cancer III
Trial Data - Top-Line 
Results

Phase III  vs. Investigator - Top-
Line Results

BeiGene expect to announce top-line results from the global 
Phase III trial comparing tislelizumab versus chemotherapy 
in second-line patients with advanced esophageal 
squamous cell carcinoma (ESCC) in 2020 or early 2021.

Date Range Delayed (11/24/2020) - BeiGene announced 
the company expect results from the global Phase 3 trial 
(NCT03430843) comparing tislelizumab versus 
chemotherapy in second-line patients with advanced 
esophageal squamous cell carcinoma (ESCC) before the end 
of 2020 or in 2021.
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Now-12/31/2021 BeiGene, Ltd. BGNE Brukinsa

Waldenstrom 
Macroglobulinemia (WM) / 
Lymphoplasmacytic Lymphoma 
(LPL) - NHL III

Regulatory - sNDA/sBLA 
Filing sNDA Filing

BeiGene expects  to submit an NDA in the United States for 
zanubrutinib in patients with WM in 2019.

Date Range Refined (07/23/2018) - BeiGene announced 
that its investigational BTK inhibitor zanubrutinib has been 
granted Fast Track designation by the U.S. Food and Drug 
Administration (FDA) for the treatment of patients with 
Waldenström macroglobulinemia (WM). Based on 
BeiGene’s discussions with the FDA internal review of 
available data from its global Phase I trial of zanubrutinib in 
patients with WM and supported by the Fast Track 
Designation BeiGene is preparing to submit in the first half 
of 2019 a New Drug Application (NDA) to pursue an 
accelerated approval of zanubrutinib for patients with WM 
based on results from the global Phase I study. Date Range 
Delayed (06/24/2019) - BeiGene announced that the 
company plans to submit its first NDA in the U.S. for 
zanubrutinib in 2019 or early 2020.Date Range Delayed 
(04/30/2020) - We await an update.Date Range Delayed 
(06/27/2020) - BeiGene has not provided an update on the 
sNDA Filing for zanubrutinib. As such we continue to await 
an update in the time frame above.Date Range Delayed 
(07/10/2020) - BeiGene expects a potential NDA filing for 
Brukinsa for WM in the next 18 months.Date Range Refined 
(01/14/2021) - BeiGene expects to file a supplemental NDA 
for Brukinsa for the treatment of WM in 2021.

Now-06/30/2021 BeiGene, Ltd. BGNE Brukinsa

Chronic Lymphocytic Leukemia 
(CLL)/Small Cell Lymphocytic 
Lymphoma (SLL) - NHL III

Trial Data - Updated 
Results

Phase III SEQUOIA - Updated 
Results

BeiGene expects to announce full top-line results from the 
Phase III SEQUOIA study of zanubrutinib as early as 2020.

Date Range Refined (08/18/2020) - BeiGene expects to 
announce results from the SEQUOIA trial comparing 
BRUKINSA with bendamustine plus rituximab in patients 
with treatment-naïve CLL or SLL as early as the second half 
of 2020.Date Range Delayed (11/24/2020) - BeiGene 
expects to announce top-line results from the SEQUOIA trial  
comparing BRUKINSA with bendamustine plus rituximab in 
patients with treatment-naïve CLL or SLL as early as the first 
half of 2021.

Now-03/31/2021 BeyondSpring Inc. BYSI Plinabulin Neutropenia / Leukopenia II/III

Regulatory - Progress 
Update (Emerging 
Markets)

Rolling NDA Completion 
(China's NMPA)

BeyondSpring announced that the Company has initiated 
the rolling submission of its New Drug Application (NDA) 
with the Company’s lead asset Plinabulin for the 
chemotherapy-induced neutropenia indication to China’s 
National Medical Products Administration (NMPA). As such 
we await an update on the rolling NDA completion for 
Plinabulin to China's NMPA in the time frame above.

Date Range Delayed (12/10/2020) - BeyondSpring 
announced that the company is on track to submit the NDA 
for CIN in Q1 2021.

Now-03/31/2021 BeyondSpring Inc. BYSI Plinabulin Neutropenia / Leukopenia II/III
Regulatory - NDA/BLA 
Filing NDA Filing

BeyondSpring announced with Studies 105 and 106 
enrolling smoothly they plan to file an NDA in the U.S. for 
CIN in 2019.

Date Range Refined (09/20/2018) - A US NDA filing for 
plinabulin in CIN is planned for the second half of 2019.New 
Information (12/06/2018) - Based on the results from this 
Phase III trial as well as the top line data from the Phase II 
portion of Study 106 released at the recent American 
Society of Hematology (ASH) Annual Meeting BeyondSpring 
now has the necessary data to submit a new drug 
application (NDA) to the China Food and Drug 
Administration (China FDA) or National Medical Products 
Administration (NMPA) for the use of Plinabulin for the 
treatment of chemotherapy-induced neutropenia (CIN). The 
Company is also on track to submit an NDA to the U.S. Food 
and Drug Administration (FDA) for the treatment of CIN. 
Both submissions will be for broad claims for the treatment 
of CIN in terms of type of chemotherapy as well as cancer 
type.Date Range Delayed (10/23/2019) - BeyondSpring 
announced that they anticipate filing a New Drug 
Application (NDA) for CIN and non-small cell lung cancer 
(NSCLC) with the U.S. Food and Drug Administration (FDA) 
in 2020. Date Range Refined (12/18/2019) - BeyondSpring 
announced that an NDA submission to the U.S. FDA for 
plinabulin for CIN is anticipated in the second half of 
2020.Date Range Delayed (11/16/2020) - BeyondSprings 
expects to file NDA submission for plinabulin in the first 
quarter of 2021.

01/14/2021-06/30/2021 BeyondSpring Inc. BYSI Plinabulin
Non-Small Cell Lung Cancer 
(NSCLC) III Trial Data - Final Results

Phase III DUBLIN-3 - Final 
Results

BeyondSpring announced that a final data readout for the 
Phase III Study 103 of plinabulin in NSCLC is anticipated in 
the second half of 2020.

Date Range Delayed (12/24/2020) - We await an update 
regarding trial data in the time frame above.Date Range 
Delayed (01/14/2021) - BeyondSpring expects a final data 
readout for the Phase III Study 103 of plinabulin in NSCLC in 
the first half of 2021.

01/01/2022-04/30/2022 BeyondSpring Inc. BYSI Plinabulin
Non-Small Cell Lung Cancer 
(NSCLC) III

Regulatory - NDA/BLA 
Filing NDA Filing

Plinabulin is BeyondSpring’s lead clinical asset currently in 
global registrational studies for the prevention of CIN and 
treatment of NSCLC. BeyondSpring plans to submit the first 
of these to the China Food and Drug Administration (CFDA) 
in the fourth quarter of 2018 or early 2019 for a CIN 
indication and in the first half of 2019 for an indication in 
NSCLC subject to positive results from its ongoing late-stage 
studies. The U.S. NDA is planned for submission in 2019 for 
the CIN indication and in 2020 for NSCLC.

Date Range Delayed (12/18/2019) - BeyondSpring 
announced that an NDA submission to the US FDA for 
plinabulin for NSCLC is anticipated in the first half of 
2021.Date Range Delayed (01/14/2021) - BeyondSpring 
expects to file an NDA submission to the US FDA for 
plinabulin for NSCLC in early 2022.

07/01/2021-12/31/2021 BioXcel Therapeutics, Inc. BTAI BXCL501 Dementia I/II
Trial Announcement - 
Initiation

Late-Stage Clinical Study to 
Start

BioXcel Therapeutics announced that BXCL501 the 
Company’s proprietary orally dissolving thin film 
formulation of dexmedetomidine met the primary and 
secondary endpoints of the TRANQUILITY trial at the 60 
mcg dose level. From the results the company plans to 
advance BXCL501 into a late-stage study later in 2021 
following dialogue with the FDA.

Date Range Refined (01/14/2021) - Bioxcel announced they 
plan to initiate registrational studies for BXCL501 for 
dementia in the second half of 2021. 

Now-03/31/2021 BioXcel Therapeutics, Inc. BTAI BXCL501 Schizophrenia NDA
Regulatory - Rolling 
NDA/BLA Completion Rolling NDA Completed

BioXcel announced the company expects a BXCL501 NDA 
filing to the FDA in sometime in 2020.

Date Range Delayed (05/14/2020) - BioXcel Therapeutics 
announced full enrollment of its pivotal Phase III SERENITY 
trials evaluating BXCL501 for the acute treatment of 
agitation in patients with schizophrenia and bipolar 
disorder. The company plans to report results from the two 
SERENITY registration trials which the company expects will 
be in July 2020 to be followed by a potential New Drug 
Application submission in early 2021.New Information 
(12/04/2020) - BioXcel announced that the FDA agreed to a 
rolling review of the NDA for BXCL501 for the acute 
treatment of agitation in patients with schizophrenia and 
bipolar disorders allowing the Company to submit 
completed sections of the application early. BTI has already 
submitted part of the NDA to the FDA which included non-
clinical and product brand name content with plans to 
submit the complete application in the first quarter of 
2021.Date Range Refined (01/14/2021) - Bioxcel 
announced they plan to complete their NDA submission in 
the first quarter of 2021. 

04/01/2021-06/30/2021 Byondis B.V. SYD985 Breast Cancer III
Trial Data - Top-Line 
Results

Phase III TULIP - Top-Line 
Results

In the second half of 2020 Byondis is expecting results from 
its pivotal TULIP Phase III trial comparing SYD985 to 
physician's choice treatment in patients with HER2-positive 
unresectable locally advanced or metastatic breast cancer.

Date Range Delayed (01/01/2021) - We await an update in 
the time frame above.Date Range Delayed (01/14/2021) - 
Byondis expects to see progression-free survival data from 
the Phase III TULIP study of SYD985 in the second quarter of 
2021.
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Now-03/31/2021 Byondis B.V. SYD985 Breast Cancer III
Regulatory - Rolling 
NDA/BLA Initiation Rolling BLA Initiation

In the second half of 2020 Byondis is expecting results from 
its pivotal TULIP Phase III trial comparing SYD985 to 
physician's choice treatment in patients with HER2-positive 
unresectable locally advanced or metastatic breast cancer. 
Submission of a Biological License Application is scheduled 
before the end of 2020.

Date Range Delayed (12/31/2020) - We await an 
update.New Information (01/14/2021) - Byondis expects to 
initiate the rolling BLA in the first quarter of 2021 with the 
CMC and non-clinical sections and finish with the clinical 
sections in the third quarter of 2021.

Now-06/30/2021 C4 Therapeutics, Inc. CCCC CFT7455 Hematologic Cancer IND
Trial Announcement - 
Initiation Phase I/II - Trial Initiation

C4 Therapeutics expects to dose the first patient in the 
Phase I/II clinical trial of CFT7455 in the first half of 2021.

New Information (01/06/2021) - In December 2020 C4T 
submitted an IND application for CFT7455 targeting IKZF1/3 
for the treatment of relapsed or refractory non-Hodgkin 
lymphomas and multiple myeloma. C4T expects to initiate a 
Phase I/II clinical trial for CFT7455 in relapsed or refractory 
non-Hodgkin lymphomas and multiple myeloma in the first 
half of 2021.

01/14/2021-06/30/2021 Cabaletta Bio, Inc. CABA DSG3-CAART Pemphigus Vulgaris I
Trial Data - Top-Line 
Results

Phase I DesCAARTes - Top-
Line Results

Cabaletta Bio is preparing to initiate the DesCAARTes trial 
to generate and then report acute safety data from the first 
cohort of patients by the end of 2020.

Date Range Delayed (12/22/2020) - Cabaletta Bio has not 
provided an update. As such we await an update in the time 
frame above.Date Range Delayed (01/14/2021) - Cabaletta 
expects to announce top-line data from the Phase I 
DesCAARTes trial in the first half of 2021.

02/15/2021-03/31/2021
Frequency Therapeutics 
Inc. FREQ FX-322 Hearing Loss - General II

Trial Data - Top-Line 
Results

Phase IIa - Top-Line Results 
(Day 90 Analysis)

Frequency anticipates data readouts for the Phase IIa study 
of FX-322 in the first half of 2020.

Date Range Delayed (09/06/2019) - Frequency 
Therapeutics intends to commence a Phase IIa clinical trial 
of FX-322 in approximately 96 SNHL patients in the fourth 
quarter of 2019 and expects to report top-line data from 
this trial in the second half of 2020.Date Range Delayed 
(09/15/2020) - Frequency Therapeutics announced the FX-
322 Phase IIa study remains ongoing and the Company is 
expected to report study data in the second quarter of 
2021.Date Range Expedited (10/29/2020) - Frequency plans 
to report an analysis of day-90 data from its Phase IIa study 
of FX-322 in late first quarter of 2021. 

04/01/2021-09/30/2021 Galapagos NV GLPG GLPG1690
Idiopathic Pulmonary Fibrosis 
(IPF) III

Trial Data - Top-Line 
Results

Phase III ISABELA 2 - Top-Line 
Results

Gileads anticipates Phase III futility analysis data for GLPG-
1690 in the first quarter of 2021.

Date Range Delayed (08/19/2020) - Gileads anticipates 
data for the Phase III ISABELA studies of GLPG1690 in IPF in 
the first half of 2021.Date Range Delayed (01/14/2021) - 
Galapagos announced that the Phase III studies of 
ziritaxestat for IPF have enrolled about 1300 of a planned 
1500 patients. The company expects a futility analysis in 
mid-2021.

04/01/2021-09/30/2021 Galapagos NV GLPG GLPG1690
Idiopathic Pulmonary Fibrosis 
(IPF) III

Trial Data - Top-Line 
Results

Phase III ISABELA 1 - Top-Line 
Results

Gileads anticipates Phase III futility analysis data for GLPG-
1690 in the first quarter of 2021.

Date Range Delayed (08/19/2020) - Gileads anticipates 
data for the Phase III ISABELA studies of GLPG1690 in IPF in 
the first half of 2021.Date Range Delayed (01/14/2021) - 
Galapagos announced that the Phase III studies of 
ziritaxestat for IPF have enrolled about 1300 of a planned 
1500 patients. The company expects a futility analysis in 
mid-2021.

Now-06/30/2021 Galapagos NV GLPG GLPG1690
Idiopathic Pulmonary Fibrosis 
(IPF) III

Trial Announcement - 
Patient Enrollment 
Completed

Phase III ISABELA 1 - Patient 
Enrollment Completed

Galapagos reported that patient enrollment of the Phase III 
ISABELA studies of GLPG1690 in IPF is expected to complete 
by the end of 2020.

Date Range Delayed (08/19/2020) - Galapagos reported 
that patient enrollment of the Phase III ISABELA studies of 
GLPG1690 in IPF is expected to complete in the first half of 
2021.

Now-06/30/2021 Galapagos NV GLPG GLPG1690
Idiopathic Pulmonary Fibrosis 
(IPF) III

Trial Announcement - 
Patient Enrollment 
Completed

Phase III ISABELA 2 - Patient 
Enrollment Completed

Galapagos reported that patient enrollment of the Phase III 
ISABELA studies of GLPG1690 in IPF is expected to complete 
by the end of 2020.

Date Range Delayed (08/19/2020) - Galapagos reported 
that patient enrollment of the Phase III ISABELA studies of 
GLPG1690 in IPF is expected to complete in the first half of 
2021.

04/01/2021-09/30/2021 Galapagos NV GLPG GLPG3970 Ulcerative Colitis (UC) II
Trial Data - Top-Line 
Results

Phase II POC - Top-Line 
Results

Galapagos expects to initiate several proof-of-concept 
patient trials with GLPG3970 in the second half of 2020 
with topline results expected in the first half of 2021.

Date Range Delayed (01/14/2021) - Galapagos started 
three proof-of-concept studies in psoriasis UC and RA. The 
company expects to get data in the first half of 2021 and 
will report that by mid-year 2021.

04/01/2021-09/30/2021 Galapagos NV GLPG GLPG3970 Rheumatoid Arthritis (RA) II
Trial Data - Top-Line 
Results

Phase II LADYBUG - Top-Line 
Results

Galapagos announced readout from the last two PoC trials 
of GLPG3970 are expected in 2022.

Date Range Expedited (01/14/2021) - Galapagos started 
three proof-of-concept studies in psoriasis UC and RA. The 
company expects to get data in the first half of 2021 and 
will report that by mid-year 2021.

Now-06/30/2021 Gilead Sciences, Inc. GILD KITE-037 Cancer Preclinical Regulatory - IND Filing IND Filing
Kite expects to submit an investigational new drug 
application for KITE-037 by the end of 2020.

Date Range Delayed (12/17/2020) - Gilead Sciences has not 
provided an update on submission of an IND for KITE-037. 
As such we continue to await an update through the time 
frame above.Date Range Delayed (01/14/2021) - Sangamo 
anticipates that an IND for KITE-037 will be submitted in 
the first half of 2021.

Now-12/31/2021 Gilead Sciences, Inc. GILD KITE-037 Cancer Preclinical
Trial Announcement - 
Initiation Clinical Trial to Start

Sangamo announced Kite a Gilead Company is planning to 
initiate a clinical study of KITE-037 an allogeneic anti-CD19 
CAR-T in 2020.

Date Range Refined (10/25/2019) - Gilead announced they 
expect to initiate clinical study of allogeneic anti-CD19 CAR 
T drug KITE-037 in the second half of 2020.Date Range 
Delayed (08/06/2020) - Sangamo announced that the 
clinical trial for KITE-037 planned for 2020 is potentially 
delayed due to COVID-19. We await an update through 
early 2021.Date Range Refined (11/17/2020) - Kite expects 
to submit an investigational new drug application by the 
end of 2020 and to initiate a clinical trial evaluating KITE-
037 in 2021.New Information (01/14/2021) - Sangamo 
anticipates that an IND for KITE-037 will be submitted in 
the first half of 2021 and a clinical trial to be initiated within 
2021.

01/14/2021-06/30/2021 Gilead Sciences, Inc. GILD Jyseleca Rheumatoid Arthritis (RA)
Approved in 
Europe

Trial Data - Top-Line 
Results

Phase II MANTA-RAy - Top-
Line Results

Gilead Sciences announced that the Phase II MANTA-RAy 
study of Jyseleca is fully recruited and top line results are 
anticipated in the first half of 2021.

Date Range Delayed (12/15/2020) - Gilead Sciences and 
Galapagos announced that Week 26 data from the MANTA 
and MANTA-RAy studies including primary and key 
secondary endpoints will be available by mid-2021 and the 
parties expect to submit the data to regulatory authorities 
shortly thereafter.Date Range Expedited (01/14/2021) - 
Galapagos expects to announce week 26 outcome data 
from the MANT/RA-y studies in the first half of 2021.

Now-12/31/2021 Gilead Sciences, Inc. GILD Jyseleca Crohn's Disease III

Trial Announcement - 
Patient Enrollment 
Completed

Phase III DIVERSITY - Patient 
Enrollment Completed

Gilead expect to complete enrollment of the Phase III 
DIVERSITY study of Filgotinib in Crohn's disease in the 
second half of 2019.

Date Range Delayed (04/29/2019) - Gilead expect to 
complete enrollment of the Phase III DIVERSITY study of 
Filgotinib in Crohn's disease in the third quarter of 
2020.Date Range Delayed (01/16/2020) - Gilead expect to 
complete enrollment of the Phase III DIVERSITY study of 
Filgotinib in Crohn's disease at year-end 2020.Date Range 
Delayed (03/23/2020) - Galapagos announced that the 
company decided to pause enrollment into the filgotinib 
trials in order to help protect patient safety. This includes 
the Phase II and Phase III trials of filgotinib in Crohn’s 
disease (DIVERSITY) the Phase III in psoriatic arthritis 
(PENGUIN) the Phase II trial in uveitis and the MANTA and 
MANTA-RAy trials. We await an update on enrollment 
completion in the time frame above.Date Range Delayed 
(04/30/2020) - Gilead lists the company expects enrollment 
to be completed for the Phase III study for Crohn's disease 
in 2021.

Now-06/30/2021 Gilead Sciences, Inc. GILD Jyseleca Ulcerative Colitis (UC) III
Regulatory - J-NDA Filing 
(Japan) Japan Filing

Gilead Sciences announced that the company plans to 
submit an application for approval of filgotinib in ulcerative 
colitis in Japan early in 2021.

Date Range Delayed (12/15/2020) - Gilead Sciences and 
Galapagos announced that Week 26 data from the MANTA 
and MANTA-RAy studies including primary and key 
secondary endpoints will be available by mid-2021 and the 
parties expect to submit the data to regulatory authorities 
shortly thereafter. Filgotinib is currently under review by 
the European Medicines Agency (EMA) for the treatment of 
UC and is expected to be submitted to the Japanese 
Ministry of Health Labour and Welfare in the first half of 
2021.
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01/14/2021-06/30/2021 Gilead Sciences, Inc. GILD Jyseleca Ulcerative Colitis (UC) III
Trial Data - Top-Line 
Results

Phase II MANTA - Top-Line 
Results

Gilead Sciences announced that patient enrollment for the 
Phase II MANTA clinical trial of filgotinib has been 
completed and a longer than a three-month time frame for 
regulator evaluation is expected. Gilead expects data to be 
available late in 2020 or early 2021 before submission to 
the FDA in the first half of 2021.

Date Range Refined (08/19/2020) - Gilead Sciences 
announced that the Phase II MANTA study of Jyseleca is 
fully recruited and top line results are anticipated in the 
first half of 2021.Date Range Delayed (12/15/2020) - Gilead 
Sciences and Galapagos announced that Week 26 data from 
the MANTA and MANTA-RAy studies including primary and 
key secondary endpoints will be available by mid-2021 and 
the parties expect to submit the data to regulatory 
authorities shortly thereafter.Date Range Expedited 
(01/14/2021) - Galapagos expects to announce week 26 
outcome data from the MANT/RA-y studies in the first half 
of 2021.

01/01/2022-06/30/2022 Gritstone Oncology, Inc. GRTS SLATE-001 Solid Tumors I/II
Trial Data - Updated 
Results

Phase I/II - Updated Results 
(NSCLC Cassette 2)

Gritsone Oncoogy announced that Phase II post-IO NSCLC 
Cassette 2 data from the Phase II portion of the Phase I/II 
study evaluating SLATE-001 for the treatment of advanced 
solid tumors is expected in the second half of 2021.

Date Range Delayed (01/14/2021) - Gritstone Oncology 
announced that the NSCLC data will be announced in the 
first half of 2022. 

2/11/2021
Infinity Pharmaceuticals, 
Inc. INFI Eganelisib Bladder Cancer II

Trial Data - Top-Line 
Results

Phase II MARIO-275 - Top-Line 
Results at ASCO GU

Infinity announced the Company expects data from the 
Phase II MARIO-275 study of IPI-549 combined with Opdivo 
in I/O naïve urothelial cancer patients by mid-2021.

Date Range Refined (01/16/2020) - Infinity announced 
MARIO-275 enrollment completion is expected to occur in 
2020 and data is expected in mid-2021.Date Range 
Expedited (01/06/2021) - Infinity will be presenting the 
MARIO-275 data at a major medical meeting in Q1 
2021.Exact Date (01/11/2021) - Infinity Pharmaceuticals 
will be presenting data from MARIO-275 on the first day of 
the American Society of Clinical Oncology (ASCO) 2021 
Genitourinary Cancers Symposium. The abstract entitled 
Preliminary analysis of a phase II multicenter randomized 
active-control study to evaluate the efficacy and safety of 
eganelisib (IPI-549) in combination with nivolumab 
compared to nivolumab monotherapy in patients with 
advanced urothelial carcinoma will be presented on 
February 11 2021.

Now-06/30/2021 Inventiva S.A. IVA Lanifibranor
Non-Alcoholic Steatohepatitis 
(NASH) IIb

Trial Announcement - 
Initiation Phase III - Clinical Trial to Start

Inventiva announced that the U.S. Food and Drug 
Administration (FDA) has granted Fast Track designation for 
the Company’s lead product candidate lanifibranor for the 
treatment of non-alcoholic steatohepatitis (NASH). The 
study is progressing as planned and the publication of the 
results are expected in the first half of 2020. If positive they 
will support the entry of lanifibranor into the pivotal Phase 
III trial. As such we await an update on the Phase III 
initiation in the time frame above.

Date Range Delayed (06/19/2020) - Inventiva announced 
that in light of the positive results from the Phase IIb 
NATIVE trial the company plans to advance lanifibranor 
either alone or together with a collaborator into pivotal 
Phase III clinical development after end of Phase IIb 
meetings with the FDA and scientific advice meetings with 
the EMA which are expected to take place in the fourth 
quarter of 2020. As such we await an update on the 
initiation of the Phase III program in late 2020 or early 
2021.Date Range Delayed (10/12/2020) - Inventiva is 
expected to hold the end of NATIVE Phase IIb clinical trial 
meeting with the FDA and to receive regulatory feedback 
from the EMA during the fourth quarter of 2020 with the 
initiation of the Phase III clinical trial evaluating lanifibranor 
in NASH planned for the first half of 2021.

Now-12/31/2021
Iovance Biotherapeutics, 
Inc. IOVA Contego Melanoma II

Regulatory - NDA/BLA 
Filing BLA Filing

Iovance announced that a BLA submission for Contego to 
FDA is expected in the second half of 2020.

Date Range Delayed (11/07/2019) - Iovance 
Biotherapeutics announced that the company expects to 
submit for regulatory approval for TIL therapies lifileucel 
and LN-145 in late 2020.Date Range Delayed (10/05/2020) - 
Iovance Biotherapeutics provided a regulatory update for its 
tumor-infiltrating lymphocyte (TIL) therapy lifileucel in 
metastatic melanoma. As part of the Type B meeting the 
Company and the FDA have not been able to agree on the 
required potency assays to fully define its TIL therapy which 
is required as part of a BLA submission. As a result of these 
developments the BLA submission is not expected by the 
end of 2020. The Company will continue to work closely 
with the FDA and now anticipates a BLA submission to 
occur in 2021. Additional guidance on the BLA submission 
timing will be provided when available.

Now-04/30/2021 Ipsen SA IPSEY Palovarotene
Fibrodysplasia Ossificans 
Progressiva (FOP) III

Regulatory - NDA/BLA 
Filing NDA Filing

Clementia Pharmaceuticals plans to submit a New Drug 
Application (NDA) for palovarotene to the U.S. Food and 
Drug Administration (FDA) in the second half of 2019.

Date Range Delayed (10/24/2019) - Ipsen announced that 
the palovarotene regulatory submission to the FDA for the 
episodic treatment of FOP is now expected in Q12020 as a 
result of the processing of additional supportive data.Date 
Range Delayed (12/12/2019) - Ipsen announced following 
discussions with the U.S. Food and Drug Administration 
(FDA) that a partial clinical hold effective immediately for 
the pediatric population under the age of 14 was issued for 
studies conducted under IND120181 and IND135403 
evaluating the investigational drug candidate palovarotene 
for the chronic treatment of fibrodysplasia ossificans 
progressiva (FOP) and multiple osteochondromas (MO) 
respectively. The partial clinical hold applies to the pediatric 
population (patients under the age of 14 years) currently 
participating in the Phase II (PVO-1A-202/204 and PVO-2A-
201) and Phase III (PVO-1A-301) studies in all clinical sites 
at global level. As such we await an update on the NDA 
filing in the time frame above.Date Range Delayed 
(01/15/2020) - Ipsen announced the company is preparing 
regulatory submission of palovarotene for episodic 
fibrodysplasia ossificans progressiva (FOP) to be submitted 
in 2020.Date Range Delayed (11/23/2020) - Ipsen 
announced that discussions with the FDA and EMA on 
Palovarotene for FOP that provide basis to move forward 
with NDA and MAAsubmissions in early 2021. Discussions 
with other regulatory agencies are ongoing.

01/01/2022-12/31/2022 Ipsen SA IPSEY Onivyde Small Cell Lung Cancer (SCLC) II/III
Regulatory - NDA/BLA 
Filing NDA Filing

Assuming the interim analysis of the Phase III RESILIENT 
trial is positive Ipsen could file for accelerated regulatory 
approval in the US in the second half of 2021.

Date Range Delayed (01/14/2021) - Ipsen aniticipates filing 
in 2022 for the SCLC indication. 

07/01/2021-12/31/2021 Iveric Bio ISEE IC-500

Dry Age-Related Macular 
Degeneration (Dry 
AMD)/Geographic Atrophy 
(Ophthalmology) Preclinical Regulatory - IND Filing IND Filing

IVERIC bio announced they plan to file an IND with the U.S. 
FDA for IC-500 in GA secondary to AMD in 2021.

Date Range Refined (11/17/2020) - IVERIC bio announced 
the Company is planning to submit an IND to the FDA for IC-
500 in GA secondary to AMD in the second half of 2021.

Now-06/30/2021 Iveric Bio ISEE IC-100
Retinitis Pigmentosa (RP) 
(Ophthalmology) Preclinical

Trial Announcement - 
Initiation Phase I/II - Trial to Start

Ophthotech announced that it has entered into an exclusive 
global license agreement with the University of Florida 
Research Foundation and the University of Pennsylvania 
(Penn) to develop and commercialize an adeno-associated 
virus (AAV) gene therapy product for the treatment of 
rhodopsin-mediated autosomal dominant retinitis 
pigmentosa (RHO-adRP). Based on current timelines 
Ophthotech expects to initiate a Phase I/II clinical trial in 
early 2020.

Date Range Delayed (08/22/2018) - Ophthotech expects to 
initiate a Phase I/II clinical trial in RHO-adRP in 2020.Date 
Range Refined (11/20/2019) - Iveric Bio announced that 
they expect to initiate a Phase I/II trial of IC-100 for the 
treatment of retinitits pigmentosa in the second half of 
2020.Date Range Refined (02/28/2020) - Iveric Bio 
announced that they expect to initiate a Phase I/II trial of IC-
100 for the treatment of retinitits pigmentosa in the second 
half of 2020.Date Range Delayed (08/12/2020) - IVERIC bio 
announced they plan to begin enrolling patients in Phase I/II 
clinical trials for IC-100 during the first half of 2021. 

07/01/2021-12/31/2021 Iveric Bio ISEE IC-200
Other Retinopathy 
(Ophthalmology) Preclinical

Trial Announcement - 
Initiation Phase I/II to Start

Ophthotech announced the development of a gene therapy 
that targets Best disease or Best Vitelliform macular 
dystrophy an orphan inherited retinal disease caused by 
mutations in the BEST1 gene. A Phase I/II clinical trial is 
planned to initiate by 2021.

Date Range Refined (04/12/2019) - Ophthotech expects to 
initiate a Phase I/II clinical trial of IC-200 in the first half of 
2021.Date Range Delayed (08/12/2020) - IVERIC 
announced that they plan to begin enrolling patients in 
Phase I/II clinical trials for IC-200 in 2021. Date Range 
Refined (11/17/2020) - Iveric Bio announced plans to begin 
enrolling patients in a Phase I/III clinical trial for IC-200 in 
the second half of 2021.
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Now-04/30/2021 Iveric Bio ISEE miniABCA4
Stargardt Disease 
(Ophthalmology) Preclinical Trial Data - Other Preclinical Results

Iveric Bio announced that it expects preclinical research 
results in early 2020.

Date Range Delayed (02/28/2020) - IVERIC bio through its 
collaborative sponsored research agreement with UMass 
Medical School is evaluating several ABCA4 minigene 
constructs in both in vitro and in vivo experiments. The 
Company has received preliminary results and expects to 
receive additional results for the miniABCA4 program during 
the second half of 2020.Date Range Delayed (11/18/2020) - 
Iveric Bio announced the company expects to receive 
additional results from the miniABCA4 program in early 
2021.

09/01/2021-12/31/2021 Jounce Therapeutics, Inc. JNCE Vopratelimab
Non-Small Cell Lung Cancer 
(NSCLC) II

Trial Data - Top-Line 
Results

Phase II SELECT - Top-Line 
Results

Jounce expects to have interim clinical data from its Phase II 
SELECT study of Vopratelimab + JTX-4014 in patients with 
second line PD-1 inhibitor naive NSCLC in 2021.

Date Range Delayed (09/22/2020) - Jounce expects to have 
interim clinical data from its Phase II SELECT study of 
Vopratelimab + JTX-4014 in patients with second line PD-1 
inhibitor naive NSCLC in 2021.Date Range Refined 
(01/14/2021) - Jounce expects to have clinical results from 
its Phase II SELECT study of Vopratelimab + JTX-4014 in 
patients with second-line PD-1 inhibitor naive NSCLC in late 
2021.

Now-12/31/2021 Jounce Therapeutics, Inc. JNCE JTX-4014
Non-Small Cell Lung Cancer 
(NSCLC) II

Trial Data - Top-Line 
Results

Phase II SELECT - Top-Line 
Results

Jounce expects to have interim clinical data from its Phase II 
SELECT study of Vopratelimab + JTX-4014 in patients with 
second line PD-1 inhibitor naive NSCLC in 2021.

Date Range Refined (01/14/2021) - Jounce expects to have 
clinical results from its Phase II SELECT study of 
Vopratelimab + JTX-4014 in patients with second-line PD-1 
inhibitor naive NSCLC in late 2021.

Now-12/31/2021 KaNDy Therapeutics Ltd. NT-814

Menopause (including 
Hormone Replacement Therapy 
[HRT]) I/II

Trial Announcement - 
Initiation Phase III Trial to Start

KaNDy expects NT-814 to be fully Phase III ready in H2 
2020.

Date Range Delayed (08/11/2020) - KaNDy Therapeutics 
recently completed the Phase IIb with NT-814 a first in class 
non-hormonal once-daily oral neurokinin-13 receptor 
antagonist publishing positive data for the treatment of 
frequent symptoms of the menopause hot flashes and night 
sweats (vasomotor symptoms). The start of Phase III clinical 
trial is expected in 2021.

Now-12/31/2021 Karuna Therapeutics, Inc. KRTX KarXT Schizophrenia III
Trial Announcement - 
Initiation

Phase II Adjunctive Therapy - 
Trial Initiation

Karuna plans to initiate a Phase II trial evaluating KarXT as 
an adjunctive therapy with standard of care for the 
treatment of psychosis in patients with schizophrenia who 
remain symptomatic on existing therapies following the 
initiation of the Phase III trials within the EMERGENT 
program. We await an update on this trial in 2021.

New Information (01/14/2021) - Karuna Therapeutics plans 
to initiate a Phase II trial evaluating KarXT in adults with an 
inadequate response to standard of care in 2021. 

Now-12/31/2021 Karuna Therapeutics, Inc. KRTX KarXT Schizophrenia III
Trial Announcement - 
Initiation

Phase Ib - Trial to Start 
(Negative / Cognitive 
Symptoms) 

Karuna lists a Phase Ib trial for the treatment of negative 
symptoms of schizophrenia is expected to start in the first 
half of 2020.

Date Range Delayed (06/27/2020) - Karuna Therapeutics 
has not provided any update on the Phase Ib trial start of 
KarXT (Negative Symptoms) for Schizophrenia. As such we 
continue to await an update in the date range above.Date 
Range Delayed (08/05/2020) - Karuna will collect data on 
the potential benefit of KarXT on negative and cognitive 
symptoms of schizophrenia as part of the EMERGENT 
program and the Company’s adjunctive therapy trial. The 
Company continues to evaluate the timing of potential trial 
designs specifically directed towards the negative and 
cognitive symptoms of schizophrenia. We await an update 
on the negative and cognitive symptoms trials in 2021.

Now-06/30/2021 Karuna Therapeutics, Inc. KRTX KarXT Schizophrenia III
Trial Announcement - 
Initiation

Phase III EMERGENT-3 - Trial 
Initiation

Karuna Therapeutics announced next steps in the clinical 
program evaluating KarXT for the treatment of acute 
psychosis in patients with schizophrenia following the 
completion of an End-of-Phase II meeting with the U.S. 
Food & Drug Administration (FDA). The Company plans to 
initiate two five-week inpatient trials evaluating the efficacy 
and safety of KarXT for the treatment of acute psychosis in 
adults with schizophrenia. The first Phase III trial is 
expected to commence by the end of 2020. Details of the 
second efficacy trial will be finalized by the end of 2020 
with initiation expected in the first half of 2021.

New Information (08/05/2020) - Karuna plans to 
commence the Phase III EMERGENT-3 trial in the first half 
of 2021.

Now-06/30/2021 Karuna Therapeutics, Inc. KRTX KarXT Schizophrenia III
Trial Announcement - 
Initiation

Phase III EMERGENT-5 - Trial 
Initiation

Karuna Therapeutics announced next steps in the clinical 
program evaluating KarXT for the treatment of acute 
psychosis in patients with schizophrenia following the 
completion of an End-of-Phase II meeting with the U.S. 
Food & Drug Administration (FDA). The Company currently 
plans to conduct a separate 52-week open-label trial 
evaluating the long-term safety of KarXT in adults with 
schizophrenia who have not been enrolled in the inpatient 
trials. This trial is expected to begin the first half of 2021.

New Information (08/05/2020) - Karuna plans to 
commence the Phase III EMERGENT-5 trial in the first half 
of 2021.

04/01/2021-05/15/2021 Karuna Therapeutics, Inc. KRTX KarXT Alzheimer's Disease (AD) I
Trial Data - Top-Line 
Results Phase Ib -Top-Line Results

Karuna Therapeutics expects top-line results from their 
Phase Ib study of Alzheimer's disease (AD) in healthy elderly 
volunteers in the second half of 2020.

Date Range Delayed (10/07/2020) - As a result of COVID-
19’s impact on enrollment Karuna now anticipates that 
topline results from the Phase Ib clinical trial evaluating the 
safety and tolerability of KarXT in healthy elderly volunteers 
will be announced early in the second quarter of 2021.

07/01/2021-12/31/2021 Kymera Therapeutics, Inc. KYMR KTX-201 Hematologic Cancer Preclinical Regulatory - IND Filing IND Filing

Kymera expects to file an IND with the FDA for its STAT3 
program and initiate a Phase I trial in the second half of 
2021.

Date Range Refined (01/14/2021) - Kymera expects to file 
an IND with the FDA for its STAT3 program in the fourth 
quarter of 2021.

Now-03/31/2021 Kymera Therapeutics, Inc. KYMR KT-474 Autoimmune Disorders Preclinical
Trial Announcement - 
Initiation Phase I - Trial Initiation

Kymera expects to file its IND for KT-474 in the first half of 
2021 and initiate a Phase I trial shortly thereafter.

Date Range Refined (01/14/2021) - Kymera announced that 
in December 2020 the company submitted an 
Investigational New Drug (IND) application for KT-474 and 
was recently informed on a call with the U.S. Food and Drug 
Administration (FDA) Division of Dermatology and Dentistry 
that following receipt of official written communication 
expected in the next weeks the Company may initiate 
dosing of healthy volunteers in the single ascending dose 
(SAD) portion of its first-in-human Phase I randomized 
double-blind placebo-controlled clinical trial in healthy 
volunteers and patients with HS or AD by the end of Q1 
2021.

07/01/2021-12/31/2021 Kymera Therapeutics, Inc. KYMR KT-413
Diffuse Large B-Cell Lymphoma 
(DLBCL) - NHL Preclinical

Trial Announcement - 
Initiation Clinical Trial to Start

Kymera Therapeutics announced that preclinical models 
support progression of both its STAT3 degraders and 
IRAKIMiD degraders into the clinic in 2021.

Date Range Refined (08/13/2020) - Kymera expects to 
submit an IND to the FDA and initiate a Phase I trial for its 
IRAKIMiD program in the second half of 2021.

07/01/2021-12/31/2021 Kymera Therapeutics, Inc. KYMR KT-413
Diffuse Large B-Cell Lymphoma 
(DLBCL) - NHL Preclinical Regulatory - IND Filing IND Filing

Kymera Therapeutics announced the STAT3 degraders and 
IRAKIMiD degraders are being advanced towards IND in 
2020.

Date Range Delayed (08/13/2020) - Kymera expects to 
submit an IND to the FDA and initiate a Phase I trial for its 
IRAKIMiD program in the second half of 2021.

07/01/2021-12/31/2021 MacroGenics, Inc. MGNX Margenza Breast Cancer Approved Trial Data - Final Results
Phase III SOPHIA - Final 
Results

MacroGenics announced the final pre-specified OS analysis 
of the Phase III SOPHIA trial is planned after 385 events 
have accrued which is projected to occur in 2020.

Date Range Refined (12/11/2019) - MacroGenics 
announced that the final pre-specified OS analysis is 
planned after 385 events have accrued which is projected 
to occur in the second half of 2020.Date Range Refined 
(11/23/2020) - MacroGenics announced that based on the 
current accrual rate of overall survival (OS) events in the 
Phase III SOPHIA study company anticipates accrual of the 
385th OS event which triggers the final OS analysis in the 
second half of 2021.

Now-06/30/2021 MacroGenics, Inc. MGNX Margenza Gastric Cancer II/III
Trial Data - Top-Line 
Results

Phase II/III MAHOGANY - Top-
Line Results

MacroGenics announced that initial safety and efficacy data 
from the Phase II/III MAHOGANY study are expected in the 
second half of 2020.

Date Range Delayed (12/30/2020) - MacroGenics has not 
announced additional timing expectations on the initial 
safety and efficacy data from the Phase II/III MAHOGANY 
study. As such we await an update in the time frame listed 
above.Date Range Delayed (01/12/2021) - Zai Labs expects 
initial data from the MAHOGANY study in the first half of 
2021.
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Now-03/31/2021 MacroGenics, Inc. MGNX Enoblituzumab Head and Neck Cancer I

Trial Announcement - 
Initiation (Emerging 
Markets) Phase II China - Trial Initiation

I-Mab expects to submit an IND application in China in 2020 
for a registrational trial or a Phase II trial of enoblituzumab 
as a second-line combination therapy with a PD-1 antibody 
in patients with recurrent or metastatic SCCHN. We await 
an update on initiation in the timeframe above.

Date Range Refined (08/05/2020) - MacroGenics 
announced that the company expects to initiate a Phase II 
study of enoblituzumab in combination with retifanlimab as 
a chemo-free regimen in front-line patients with advanced 
head and neck cancer in the first quarter of 2021.

10/01/2021-12/31/2021
Magenta Therapeutics, 
Inc. MGTA MGTA-117

Bone Marrow Transplant and 
Stem Cell Transplant Preclinical

Trial Data - Top-Line 
Results Phase I - Top-Line Results

Magenta is scaling up manufacturing of MGTA-117 and 
completing IND-enabling studies in 2020. The Company 
intends to move this new product candidate into the clinic 
in 2020 with initial clinical data expected in 2021.

Date Range Delayed (01/14/2021) - Magenta plans to 
assess the safety and PK in the first cohort of patients in the 
planned Phase I clinical trial of MGTA-117 fourth quarter of 
2021.

04/01/2021-09/30/2021
Magenta Therapeutics, 
Inc. MGTA MGTA-117

Bone Marrow Transplant and 
Stem Cell Transplant Preclinical

Trial Announcement - 
Initiation Clinical Trial to Start

Magenta is scaling up manufacturing of MGTA-117 and 
completing IND-enabling studies in 2020. The Company 
intends to move this new product candidate into the clinic 
in 2020 with initial clinical data expected in 2021.

Date Range Delayed (01/06/2021) - Magenta has not 
provided additional timing expectations for the IND filing of 
MGTA-117. As such we await an update in the time frame 
above.Date Range Delayed (01/14/2021) - Magenta 
anticipates submitting an IND for and initiating a Phase I 
study of MGTA-117 in mid-2021.

Now-02/28/2021
Magenta Therapeutics, 
Inc. MGTA MGTA-145

Bone Marrow Transplant and 
Stem Cell Transplant I

Trial Announcement - 
Initiation Phase II - Trial to Start

Magenta intends to complete the Phase I study and move 
the MGTA-145 program into multiple Phase II studies in 
patients in 2020. The Phase II studies will include both 
allogeneic and autologous transplant settings and will 
evaluate mobilization and collection of high-quality cells 
and engraftment of the cells after transplant.

Date Range Delayed (12/07/2020) - Magenta plans to 
initiate a Phase II clinical trial in early 2021 using MGTA-145 
to mobilize and collect stem cells from allogeneic donors for 
transplant in patients with AML ALL and MDS. This clinical 
trial will evaluate stem cell mobilization collection cell 
quality engraftment and the potential for reduced Graft-
versus-Host Disease (GvHD).Date Range Expedited 
(01/14/2021) - Magenta plans to initiate within the next 
several weeks a Phase II clinical trial using MGTA-145 to 
mobilize and collect stem cells from allogeneic donors for 
transplant in patients with AML ALL and MDS. We await an 
update in the time frame above.

07/01/2021-12/31/2021
Magenta Therapeutics, 
Inc. MGTA MGTA-145 Sickle Cell Anemia I

Trial Announcement - 
Initiation Phase II - Trial to Start

Magenta Therapeutics and bluebird bio announced an 
exclusive Phase II clinical trial collaboration to evaluate the 
utility of MGTA-145 in combination with plerixafor for 
mobilization and collection of stem cells in adults and 
adolescents with sickle cell disease (SCD). We await an 
update on trial initiation in the time frame above.

Date Range Delayed (01/14/2021) - Magenta plans to 
initiate the Phase II clinical trial collaboration to evaluate 
the utility of MGTA-145 in combination with plerixafor for 
mobilization and collection of stem cells in adults and 
adolescents with sickle cell disease (SCD) in the second half 
of 2021.

Now-02/28/2021
Magenta Therapeutics, 
Inc. MGTA MGTA-145

Graft vs. Host Disease (GVHD) - 
Treatment Preclinical

Trial Announcement - 
Initiation Phase II - Trial to Start

Magenta Therapeutics announced through a collaboration 
with the National Marrow Donor Program/Be The Match 
Magenta plans to initiate a Phase II clinical trial in early 
2021 using MGTA-145 to mobilize and collect stem cells 
from allogeneic donors for transplant in patients with AML 
ALL and MDS. This clinical trial will evaluate stem cell 
mobilization collection cell quality engraftment and the 
potential for reduced Graft-versus-Host Disease (GvHD).

Date Range Expedited (01/14/2021) - Magenta plans to 
initiate within the next several weeks a Phase II clinical trial 
using MGTA-145 to mobilize and collect stem cells from 
allogeneic donors for transplant in patients with AML ALL 
and MDS. We await an update in the time frame above.

04/01/2021-09/30/2021
Marinus 
Pharmaceuticals, Inc. MRNS Ganaxolone

Tuberous Sclerosis Complex 
(TSC) II

Trial Data - Top-Line 
Results

Phase II Adjunctive Treatment - 
Top-Line Results

Marinus announced that the company expects to report top-
line data from the Phase II Tuberous Sclerosis Complex trial 
by the late second quarter of 2021.

Date Range Delayed (01/14/2021) - Marinus announced 
that the company expects to report top-line data from the 
Phase II tuberous sclerosis complex trial in mid 2021.

Now-06/30/2021
Marinus 
Pharmaceuticals, Inc. MRNS Ganaxolone Seizure Disorders (Epilepsy) III

Trial Data - Top-Line 
Results

Phase III Violet - Top-Line 
Results

Marinus announced that it  is initiating a single global 
pivotal Phase III clinical study (Violet Study) evaluating oral 
ganaxolone in children with PCDH19-related epilepsy 
(PCDH19-RE). The company expects to begin screening 
patients for enrollment into the study in the second quarter 
of 2019 and data from the study are estimated to be 
available in 2021.

Date Range Refined (06/30/2020) - Marinus  remains on-
track to enroll 25-30 patients (an increase from its previous 
guidance of 15-20 patients) in the ongoing Phase II Violet 
Study evaluating allopregnanolone sulfate as a biomarker 
and ganaxolone as a treatment in PCDH19-RE patients. The 
company remains on-track to report topline data from this 
POC trial in the first half of 2021.             

07/01/2021-12/31/2021 Molecular Partners AG MOLN MP0317 Solid Tumors Preclinical
Trial Announcement - 
Initiation Phase I - Trial to Start

Molecular Partners plans on initiating clinical studies of 
MP0317 in the first half of 2021.

Date Range Delayed (12/17/2020) - Molecular Partners 
plans on initiating clinical studies of MP0317 in the second 
half of 2021. Due to a loss of drug supply associated with 
fill/finish procedures. New batches of MP0317 will be 
produced in the first half of 2021 and the clinical study is 
anticipated to initiate shortly thereafter.

04/01/2021-06/30/2021 ObsEva SA OBSV Yselty Uterine Fibroids III
Regulatory - NDA/BLA 
Filing NDA Filing

ObsEva reported Phase III trial results from the PRIMROSE 2 
trial of linzagolix for the treatment of heavy menstrual 
bleeding (HMB) due to uterine fibroids. Assuming positive 
results ObsEva expect that it would lead to a Marketing 
Authorization Application submission with the European 
Medicines Agency by year-end 2020 and a New Drug 
Application submission with the U.S. Food and Drug 
Administration by Q1 2021.

Date Range Refined (07/06/2020) - ObsEva is now 
preparing its regulatory submissions to the European 
Medicines Agency (EMA) and the U.S. Food and Drug 
Administration (FDA) which it anticipates submitting in the 
fourth quarter of 2020 and first half of 2021 
respectively.Date Range Refined (01/14/2021) - ObsEva is 
anticipating an NDA submission for Linzagolix to the FDA in 
the second quarter of 2021.

07/01/2021-12/31/2021 Precigen, Inc. PGEN

Non-Viral TCR Program 
(ZIOPHARM/Intrexon/NCI
) Solid Tumors II

Trial Announcement - 
Initiation

Clinical Trial to Start (TCR-T 
Library Trial)

Ziopharm announced the company plans to file an IND in 
early 2021 for Ziopharm's TCR-T library trial to be taken at 
MD Anderson. Patients are expected to be treated in mid-
2021.

Date Range Delayed (01/14/2021) - Ziopharm expects to 
initiate its Phase I/II Library TCR-T Program Trial in the 
second half of 2021.

Now-06/30/2021 Puma Biotechnology, Inc. PBYI Nerlynx Breast Cancer Approved
Regulatory - Meeting 
with FDA Pre-NDA Meeting with FDA

Puma Biotechnology expects to conduct a pre-NDA meeting 
with the FDA to discuss accelerated approval of neratinib in 
HER2 mutated hormone receptor positive breast cancer and 
HER2 mutated cervical cancer after initial Simon 2 stage 
results from the SUMMIT basket trial in either the fourth 
quarter of 2020 or the first half of 2021.

Date Range Refined (02/20/2020) - Puma Biotechnology 
expects to conduct a pre-NDA meeting with the FDA to 
discuss accelerated approval of neratinib in HER2 mutated 
hormone receptor positive breast cancer and HER2 mutated 
cervical in the fourth quarter of 2020.Date Range Delayed 
(05/20/2020) - Puma anticipates that the Company will 
receive the initial results from the Simon two-stage 
SUMMIT trial in the first quarter of 2021. Once Puma 
receives these initial results they plan to schedule a pre-
NDA meeting with the FDA to discuss the potential for 
accelerated approval.Date Range Delayed (08/06/2020) - 
Puma anticipates conducting a pre-NDA meeting with the 
FDA to discuss accelerated approval of neratinib in HER2 
mutated hormone receptor positive breast cancer in the 
first half of 2021.

07/01/2021-09/30/2021
Rafael Pharmaceuticals, 
Inc. CPI-613 Pancreatic Cancer III

Trial Data - Top-Line 
Results

Phase III AVENGER 500 - Top-
Line Results

Rafael Pharmaceuticals announced the initiation of a Phase 
III multicenter open-label randomized pivotal trial 
(AVENGER 500) to evaluate the efficacy and safety of its 
lead compound CPI-613 (devimistat) in combination with 
modified FOLFIRINOX (mFFX) as first-line therapy in 
patients with metastatic adenocarcinoma of the pancreas. 
The interim analysis of the study is expected to be 
completed as early as the second quarter of 2020.

Date Range Delayed (06/29/2020) - Rafael Pharmaceuticals 
has not announced additional timing expectations on the 
top-line results of a Phase III AVENGER 500 trial of CPI-613 
(devimistat) in combination with modified FOLFIRINOX 
(mFFX) as first-line therapy in patients with metastatic 
adenocarcinoma of the pancreas. As such we await an 
update in the time frame listed above.Date Range Delayed 
(12/28/2020) - Rafael Pharmaceuticals has not announced 
additional timing expectations on the top-line results of a 
Phase III AVENGER 500 trial of CPI-613 (devimistat) in 
combination with modified FOLFIRINOX (mFFX) as first-line 
therapy in patients with metastatic adenocarcinoma of the 
pancreas. As such we await an update in the time frame 
listed above.Date Range Delayed (01/14/2021) - Rafael 
Pharmaceuticals announced the interim analysis of the 
AVENGER 500 study is expected to be announced in the 
third quarter of 2021.
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04/01/2021-06/30/2021
Rafael Pharmaceuticals, 
Inc. CPI-613

Acute Myelogenous Leukemia 
(AML) III

Trial Data - Top-Line 
Results

Phase III ARMADA 2000 - Top-
Line Results

Rafael announced the interim analysis of the Phase III 
ARMADA 2000 study is expected to be completed as early 
as Q1 2020.

Date Range Delayed (03/28/2020) - Rafael has not provided 
any new update on the interim analysis of the Phase III 
ARMADA 2000 study. As such we continue to await an 
update in the time frame above.Date Range Delayed 
(06/29/2020) - Rafael has not provided any new update on 
the interim analysis of the Phase III ARMADA 2000 study. 
As such we continue to await an update in the time frame 
above.Date Range Delayed (12/28/2020) - Rafael has not 
provided any new update on the interim analysis of the 
Phase III ARMADA 2000 study. As such we continue to 
await an update in the time frame above.Date Range 
Delayed (01/14/2021) - Rafael Pharmaceuticals announced 
the first interim analysis from the Phase III study is 
expected in the second quarter of 2021.

01/14/2021-03/31/2021
Rafael Pharmaceuticals, 
Inc. CPI-613 Sarcoma Preclinical

Trial Announcement - 
Initiation Phase II - Trial to Start

Rafael Pharmaceuticals announced it will initiate a Phase II 
clinical trial of CPI-613 (devimistat) in combination with 
hydroxychloroquine in patients with clear cell sarcoma of 
soft tissue. In partnership with Sara’s Cure and Sarcoma 
Alliance for Research through Collaboration (SARC) Rafael 
will begin enrolling patients into the Simon two-stage 
design trial at sites across the United States. In the United 
States sites to open include Seattle Children’s Hospital 
Indiana University Melvin and Bren Simon Cancer Center 
Cleveland Clinic Taussig Cancer Center and the University of 
Michigan. Additional sites are also planned to be opened in 
the United Kingdom and Scotland. As such we await an 
update on initiation in the time frame above.

Date Range Delayed (01/14/2021) - Rafael Pharmaceuticals 
announced the trial is expected to initiate in the first 
quarter of 2021.

Now-03/31/2021 Regenxbio Inc. RGNX RGX-181
Neuronal Ceroid Lipofuscinosis 
(NCL) Preclinical Regulatory - IND Filing IND Filing

REGENXBIO plans to submit an investigational new drug 
(IND) application for RGX-181 to the U.S. Food and Drug 
Administration in 2019 to enable initiation of a global first-
in-human clinical trial with clinical centers planned in the 
United States and Europe.

Date Range Refined (01/04/2019) - REGENXBIO announces 
that it has initiated IND-enabling studies for RGX-181 and 
plans to submit an IND application for RGX-181 in the 
second half of 2019.New Information (08/07/2019) - 
REGENXBIO expects to file an IND or foreign equivalent for 
the first-in-human clinical trial evaluating RGX-181 for the 
treatment of Late-infantile Neuronal Ceroid Lipofuscinosis 
Type 2 (CLN2) in the second half of 2019.Date Range 
Delayed (11/05/2019) - REGENXBIO announced they intend 
to submit an IND (or foreign equivalent) for the first-in-
human clinical trial evaluating RGX-181 in the second half of 
2020.Date Range Refined (08/20/2020) - REGENXBIO 
expects to submit an IND for the intracisternal delivery of 
RGX-181 by the end of 2020 and plans to initiate 
enrollment in a Phase I/II trial in the first half of 2021.Date 
Range Delayed (11/13/2020) - REGENXBIO expects to 
submit an IND for the intracisternal delivery of RGX-181 in 
the first quarter of 2021 and plans to initiate enrollment in 
a Phase I/II trial in the first half of 2021.

Now-06/30/2021 Regenxbio Inc. RGNX RGX-381
Neuronal Ceroid Lipofuscinosis 
(NCL) Preclinical Regulatory - IND Filing IND Filing

REGENXBIO announced that the Company expects to 
submit an IND for a Phase I/II study of RGX-381 in patients 
with CLN2 disease in the second half of 2020 and plans to 
initiate enrollment in the first half of 2021.

Date Range Delayed (12/23/2020) - Regenxbio has not 
provided additional information on the IND filing for a 
Phase I/II study of RGX-381 in patients with CLN2 disease. 
As such we await an update in the time frame above.Date 
Range Delayed (01/14/2021) - Regenxbio announced they 
expect to file an IND for RGX-381 in the first half of 2021.

Now-03/31/2021
Revance Therapeutics, 
Inc. RVNC DAXI

Neuromuscular Spasm and 
Spasticity II

Trial Data - Top-Line 
Results

Phase II JUNIPER - Top-Line 
Results

Revance Therapeutics announced a decision to complete 
enrollment in its JUNIPER Phase II trial of 
DaxibotulinumtoxinA for Injection for the treatment of 
upper limb spasticity in adults after stroke or traumatic 
brain injury. Revance currentlys expects to announce 
topline data from the JUNIPER Phase II trial in early 2021.

Date Range Refined (11/10/2020) - Revance Therapeutics 
announced a decision to complete enrollment in its JUNIPER 
Phase II trial of DaxibotulinumtoxinA for Injection for the 
treatment of upper limb spasticity in adults after stroke or 
traumatic brain injury. Revance currentlys expects to 
announce topline data from the JUNIPER Phase II trial in 
first quarter of 2021. 

07/01/2021-12/31/2021
Revance Therapeutics, 
Inc. RVNC DAXI Cervical Dystonia III

Trial Data - Top-Line 
Results

Phase III ASPEN-OLS - Top-Line 
Results

The company’s ASPEN Phase III clinical program consists of 
two trials to evaluate the safety and efficacy of 
DaxibotulinumtoxinA for Injection for the treatment of 
cervical dystonia in adults: 1) ASPEN-1 a randomized double-
blind placebo-controlled parallel group trial and; 2) ASPEN-
OLS an open-label long-term safety trial. The company 
expects results from the companion ASPEN-OLS Phase III 
open-label long-term safety trial which enrolled 354 
subjects in 2021.

Date Range Refined (01/07/2021) - Revance Therapeutics 
announced that results from the ASPEN-OLS Phase III long-
term safety study for cervical dystonia are expected in the 
second half 2021.

Now-01/31/2021
Revance Therapeutics, 
Inc. RVNC DAXI Wrinkles BLA

Regulatory - 
PDUFA/Approval Decision 
(US) PDUFA for BLA - First Review

Revance Therapeutics announced the Company has 
submitted a Biologics License Application (BLA) to the U.S. 
Food and Drug Administration (FDA) for 
DaxibotulinumtoxinA for Injection (DAXI) in the treatment 
of moderate to severe glabellar (frown) lines. The 
submission includes results from the SAKURA Phase III 
trials. Based on a standard 12-month original BLA filing 
under PDUFA VI guidelines the PDUFA decision should occur 
on November 25 2020.

New Information (02/06/2020) - Revance Therapeutics 
announced that the Biologics License Application (BLA) for 
DaxibotulinumtoxinA for Injection (DAXI) in the treatment 
of moderate to severe glabellar (frown) lines has been 
accepted for review by the U.S. Food and Drug 
Administration (FDA). In its correspondence FDA stated that 
no potential filing review issues were identified. The FDA 
set an action date of November 25 2020 under the 
Prescription Drug User Fee Act (PDUFA) VI program. Date 
Range Delayed (11/25/2020) - Revance Therapeutics 
announced that the United States (U.S.) Food and Drug 
Administration (FDA) has deferred a decision on the 
Biologics License Application (BLA) for DaxibotulinumtoxinA 
for Injection an investigational neuromodulator product for 
the treatment of moderate to severe glabellar (frown) lines. 
In a communication received on November 24 2020 the 
FDA reiterated that an inspection of the company’s 
manufacturing facility is required as part of the BLA 
approval process. The Agency was unable to conduct a 
required inspection of the company’s Northern California 
manufacturing facility due to the Agency’s travel 
restrictions associated with the COVID-19 pandemic. 
Revance confirmed with the FDA that their communication 
was not a Complete Response Letter. Though the 
company’s BLA is still under review the FDA did not indicate 
there are any other review issues at this time beyond the on-
site inspection. The FDA stated they are actively working to 
define an approach for scheduling outstanding inspections 
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07/01/2021-12/31/2021
Sangamo Therapeutics, 
Inc. SGMO TX-200 Kidney Transplant Rejection

Development 
Outside U.S.

Trial Announcement - 
Initiation

Phase I/II - STEADFAST - Trial 
to Start

TxCell announced the signature of a strategic R&D 
collaboration agreement with the University of British 
Columbia (UBC) in Vancouver Canada. This collaboration 
agreement covers the development of a CAR-Treg-based 
cellular immunotherapy for the prevention of graft rejection 
in the context of Solid Organ Transplantation (SOT). UBC 
will conduct non-clinical pharmacology studies with CAR-
Treg cells with the aim of initiating a first-in-man study in 
transplantation patients as soon as possible. The Company 
aims to launch a first-in-man clinical study with a first CAR-
Treg in 2018.

Date Range Refined (12/18/2017) - TxCell expects a 
regulatory dossier to start a first-in-man study to be filed in 
the fourth quarter of 2018. As such we await an update on 
the start of clinical studies in the time frame above. Date 
Range Delayed (05/31/2018) - TxCell is now expecting to 
file its first CTA with TX200 in the first part of 2019. As such 
we await an update on the start of clinical studies in the 
time frame above.Date Range Delayed (07/23/2018) - 
Sangamo expects to submit a clinical trial authorization 
application in Europe for TxCell's first CAR-Treg 
investigational product candidate for solid organ transplant 
in 2019 and to initiate a Phase I/II clinical trial later in the 
year.Date Range Delayed (11/19/2019) - Sangamo 
Therapeutics announced that the United Kingdom’s (UK) 
Medicines Healthcare Products Regulatory Agency (MHRA) 
has granted authorization of the first-in-human clinical trial 
to evaluate a Chimeric Antigen Receptor Regulatory T Cell 
(CAR-Treg) therapy. Sangamo expects to open the first 
clinical sites for the STEADFAST study in 2020.Date Range 
Delayed (08/06/2020) - Sangamo is monitoring the impact 
of COVID-19 pandemic on clinical operations of this Phase 
I/II study. The first subject is currently expected to be dosed 
in 2021.Date Range Refined (01/14/2021) - Sangamo 
Therapeutics anticipates initiating the Phase I/II study of 
TX200 in the second half of 2021.

Now-12/31/2021 Sanofi SNY ST-400 Thalassemia I/II
Trial Data - Updated 
Results

Phase I/II - THALES - Updated 
Results

Sangamo announced that the company expects to enroll a 
sixth and final patient in the Phase I/II THALES study in the 
coming months. Results from additional patients and longer-
term follow-up data are expected in the second half of 
2020.

Date Range Delayed (07/31/2020) - Sanofi expect study 
read-out of ST400 in Beta thalassemia in the first half of 
2021.Date Range Refined (11/17/2020) - Sanofi anticipate 
sharing the follow-up clinical trial data from the Thales 
study in 2021.

Now-12/31/2021 Sanofi SNY BIVV-003 Sickle Cell Anemia I/II
Trial Data - Top-Line 
Results

Phase I/II - PRECIZN-1 - Top-
Line Results

Sanofi expects study read-out of BIVV003 in sickle cell 
disease in the first half of 2021.

Date Range Refined (11/17/2020) - Sanofi has announced 
that it expects to share the first clinical trial data readout 
from the PRECIZN-1 study in 2021. 

07/01/2021-12/31/2021 Seres Therapeutics, Inc. MCRB SER-287 Ulcerative Colitis (UC) IIb
Trial Data - Top-Line 
Results

Phase IIb ECO-RESET - Top-
Line Results

Seres expects to report Phase IIb ECO-RESET study of SER-
287 top line results in the third quarter of 2020.

Date Range Delayed (11/05/2019) - Seres expects to report 
Phase IIb ECO-RESET study of SER-287 top line results in the 
second half of 2020.Date Range Delayed (12/29/2020) - 
Seres Therapeutics has not provided any new update on 
Phase IIb ECO-RESET study results of SER-287 for the 
treatment of ulcerative colitis (UC). As such we continue to 
await an update in the time frame above.Date Range 
Delayed (01/07/2021) - Seres Therapeutics announced that 
SER-287 Phase IIb study enrollment is ongoing and topline 
data are expected in the second half of 2021.

01/14/2021-06/30/2021 Seres Therapeutics, Inc. MCRB SER-155 Antibacterial - General Preclinical
Trial Announcement - 
Initiation Phase Ib - Trial to Start

Seres intends to move SER-155 into a Phase Ib study later in 
2020 in collaboration with Memorial Sloan Kettering Cancer 
Center.

Date Range Delayed (12/17/2020) - Seres reported that it 
continues to advance SER-155 toward a Phase Ib clinical 
study. The SER-155 program is supported by a CARB-X grant 
that provides financial and operational support through 
Phase Ib clinical development. The Company intends to 
advance SER-155 into a Phase Ib study early 2021 in 
collaboration with Memorial Sloan Kettering Cancer 
Center.Date Range Delayed (01/14/2021) - Seres plans to 
initiate the study of SER-155 in the first half of 2021. 

07/01/2021-12/31/2021 Sutro Biopharma, Inc. STRO STRO-002 Ovarian Cancer I
Regulatory - Meeting 
with FDA Meeting with FDA

Sutro Biopharma announced that it anticipates an End-of-
Phase I/II FDA meeting in 2021.

Date Range Refined (01/14/2021) - Sutro Biopharma 
anticipates an End-of-Phase I/II FDA meeting regarding 
STRO-002 for ovarian cancer in the second half of 2021.

Now-01/31/2021 Sutro Biopharma, Inc. STRO STRO-002 Ovarian Cancer I
Trial Announcement - 
Other

Phase I Dose Finding (GM1) - 
Dose Expansion Phase to Start

Sutro Biopharma announced that a dose expansion phase of 
its Phase I trial of STRO-002 for the treatment of ovarian 
cancer is planned to commence in the second half of 2020.

Date Range Refined (09/14/2020) - Sutro Biopharma 
announced that the company plans to initiate a dose 
expansion trial in patients with less heavily pretreated 
ovarian cancer in the fourth quarter of 2020.Date Range 
Delayed (12/03/2020) - Sutro Biopharma announced that 
the company plans to dose the first patient January 2021 
and will be treating less heavily pre-treated ovarian cancer 
patients. 

07/01/2021-09/30/2021
Syros Pharmaceuticals, 
Inc. SYRS SY-5609 Solid Tumors I

Trial Data - Updated 
Results Phase I - Updated Results 

Syros announced the Company plans to report additional 
dose escalation data including clinical activity data from the 
Phase I trial of SY-5609 in patients with breast colorectal 
lung and ovarian cancers as well as in patients with solid 
tumors in mid-2021.

Date Range Refined (01/13/2021) - Syros announced that 
the company plans to report additional dose-escalation 
data including clinical activity data in the third quarter of 
2021 from the ongoing Phase 1 trial of SY-5609 in patients 
with breast colorectal lung ovarian and pancreatic cancers 
as well as in patients with solid tumors of any histology 
harboring Rb pathway alterations.

07/01/2021-12/31/2021 Talaris Therapeutics, Inc. FCR001 Scleroderma IND
Trial Announcement - 
Initiation

Phase II FREEDOM-3 - Trial 
Initiation

Talaris Therapeutics announced that the U.S. Food and Drug 
Administration (FDA) has approved the company’s 
Investigational New Drug (IND) application for the 
evaluation of Talaris’ novel cell therapy FCR001 in the 
treatment of diffuse systemic sclerosis (SSc) a severe form 
of the rare autoimmune disease scleroderma. Approval of 
this IND allows Talaris to initiate a Phase I/IIa trial at sites 
across the U.S. including Duke University and the University 
of Michigan. As such we await an update on initiation of the 
trial in the time frame above.

Date Range Delayed (09/28/2020) - Talaris has not 
provided any new update on the trial initiation of FCR001 in 
the treatment of diffuse systemic sclerosis (SSc).As such we 
continue to await an update in the time frame above.Date 
Range Delayed (10/27/2020) - Talaris has not provided any 
new update on the trial initiation of FCR001 in the 
treatment of diffuse systemic sclerosis (SSc). As such we 
continue to await an update in the time frame above.Date 
Range Delayed (12/07/2020) - We continue to await an 
update in the time frame above.Date Range Delayed 
(01/11/2021) - Talaris expects to initiate the Phase II 
FREEDOM-3 trial of FCR001 in the second half of 2021.

Now-12/31/2021 TCR² Therapeutics Inc. TCRR TC-110
Acute Lymphoblastic Leukemia 
(ALL) I/II

Trial Data - Top-Line 
Results Phase I - Top-Line Results

TCR<SUP>2</sUP> expects to file an IND for TC-110 in the 
second half 2019 and to generate the first clinical data for 
TC-110 in the second half of 2020.

New Information (11/12/2019) - TCR2 announced the 
Company anticipates an interim update of the upcoming 
Phase I portion of the TC-110 Phase I/II clinical trial for 
patients with CD19+ non-Hodgkin lymphoma or adult acute 
lymphoblastic leukemia in 2H 2020.Date Range Delayed 
(02/26/2020) - TCR2 plans to provide an update on its TC-
110 program in the second half of 2020. We await possible 
Phase I results in the first half of 2021.Date Range 
Expedited (06/25/2020) - TCR2 anticipates an interim 
update from the Phase I portion of the TC-110 Phase I/II 
clinical trial for patients with CD19+ non-Hodgkin 
lymphoma or adult acute lymphoblastic leukemia in the 
second half of 2020.Date Range Delayed (12/31/2020) - 
TCR2 anticipates an interim update from the Phase I portion 
of the TC-110 Phase I/II clinical trial for patients with CD19+ 
non-Hodgkin lymphoma or adult acute lymphoblastic 
leukemia in 2021.

Now-12/31/2021 TerSera Therapeutics LLC Xermelo Biliary Tract Cancer II
Trial Data - Top-Line 
Results

Phase IIa TELE-ABC - Top-Line 
Results

Lexicon Pharmaceuticals announced dosing of the first 
patient in the Telotristat Ethyl for Advanced Biliary Tract 
Cancer or TELE-ABC study which is a Phase IIa clinical study 
of telotristat ethyl in patients with biliary tract cancer. 
Subject to completion of patient enrollment Lexicon expects 
to report topline initial cohort data from the TELE-ABC 
study in 2020.

Date Range Refined (03/12/2020) - Lexicon 
Pharmaceuticals announced that data from the first 
efficacy cohort of the Phase II study of telotristat ethyl in 
biliary tract cancer is expected in the fourth quarter of 
2020.Date Range Delayed (12/31/2020) - We await an 
update through the time frame above.Date Range Delayed 
(01/14/2021) - Lexicon expects Tersera to announce biliary 
tract results for telotristat ethyl in 2021.

10/01/2021-12/31/2021 Tmunity Therapeutics Inc.
PSMA CAR-T Program 
(Tmunity) Prostate Cancer I

Trial Announcement - 
Initiation Phase II - Trial to Start

Tmunity reported that the Phase II trial of PSMA CAR-T in 
metastatic castrate resistant prostate cancer is expected in 
2020.

Date Range Delayed (01/15/2020) - Tmunity plans to 
commence a Phase II study of its PSMA program for 
prostate cancer in 2021.Date Range Refined (01/12/2021) - 
Tmunity plans to initiate a Phase II trial for PSMA in the 
fourth quarter of 2021.
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Now-06/30/2021 Tmunity Therapeutics Inc.
PSMA CAR-T Program 
(Tmunity) Prostate Cancer I

Trial Data - Top-Line 
Results Phase I - Top-Line Results

Tmunity reported that data readout for PSMA CAR-T in 
metastatic castrate resistant prostate cancer is expected in 
the first half of 2019.

Date Range Delayed (06/30/2019) - We await an update in 
the time frame above.Date Range Delayed (07/12/2019) - 
We continue to await an update. Date Range Delayed 
(09/18/2019) - We continue to await an update.Date Range 
Delayed (12/30/2019) - We continue to await an 
update.Date Range Delayed (01/15/2020) - Tmunity 
expects to identify a Phase II dose from its PSMA program 
in the fourth quarter of 2020.Date Range Delayed 
(01/02/2021) - We await an update through the time frame 
above.Date Range Delayed (01/12/2021) - Tmunity expects 
to identify a Phase II dose in the first half of 2021 for its 
PSMA program.


