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The 40th annual J.P. Morgan Healthcare Conference (JPM) is being held virtually over 10–13 January 2022. 

Before the meeting kicks off, we have chosen a few companies to watch throughout the week to prime 

you for the jam-packed conference. Here we summarize the current affairs surrounding these companies 

and potential discussion points to be presented.  

 

Stay tuned for Biomedtracker and Meddevicetracker’s full real-time coverage of the 2022 J.P. Morgan 

Healthcare Conference. Our daily reports published each evening will bring you the important pipeline 

updates and key takeaways from the entire day’s presentations. With our platforms helping you navigate 

along the way, you’ll stay informed on the latest updates in drug development and not miss a beat from 

the biggest investor healthcare conference of the year.  

 

 

About the Author 
Biomedtracker is an independent research service that offers proprietary clinical assessments and 

patient-based revenue forecasts of developmental drugs within a comprehensive and intuitive drug 

information database. Clients from the pharmaceutical, biotech, and investment industries rely on 

Biomedtracker for its insight on the likelihood of approval, commercial potential, and future data and 

regulatory catalysts for drugs within the competitive landscape of every important disease and 

indication. Over the last several years, Biomedtracker has become the leader in providing objective 

information alongside evidence-based clinical assessments and investment research on pipeline drugs 

worldwide. For more information on getting direct access to Biomedtracker, please email 

BiomedSupport@sagientresearch.com. 

 

Meddevicetracker is an all new medtech intelligence platform that provides clients with real-time data 

and analysis on medical devices and diagnostics. From the people behind Biomedtracker, comes an 

event-driven research service for the medical device and diagnostic marketplace. For access to 

Meddevicetracker, please contact your sales representative or email 

MDTSupport@sagientresearch.com. 
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Disclaimer 
Copyright © 2022 Sagient Research 

 

This report is published by Sagient Research (the Publisher). This report contains information from 

reputable sources and although reasonable efforts have been made to publish accurate information, 

you assume sole responsibility for the selection, suitability and use of this report and acknowledge that 

the Publisher makes no warranties (either express or implied) as to, nor accepts liability for, the 

accuracy or fitness for a particular purpose of the information or advice contained herein. The Publisher 

wishes to make it clear that any views or opinions expressed in this report by individual authors or 

contributors are their personal views and opinions and do not necessarily reflect the views/opinions of 

the Publisher. 
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Companies to Watch (alphabetical order) 
AbbVie Inc. (ABBV) 
With Humira’s US loss of exclusivity approaching fast, AbbVie is likely to cover the continuing impact of 

adalimumab biosimilars in the EU as well as upcoming 2022 regulatory decisions and trial readouts for 

large-growth assets which are expected to offset Humira’s patent cliff in the US. These include Rinvoq, 

Skyrizi, Imbruvica, Venclexta, and Vraylar, as well as perhaps levodopa/carbidopa. 

 

Within the oncology space, the company may provide updates on the supplemental New Drug 

Applications (sNDAs) expected to be filed in 2022 for Imbruvica and Venclexta monotherapy for the 

treatment of mantle cell lymphoma. It is also a possibility that AbbVie could give a brief update on the 

Phase III development of Venclexta in combination with ibrutinib for mantle cell lymphoma and when we 

will be expecting topline results from the SYMPATICO trial during the first half of 2022.  

 

In the immunology space, updates at JPM will likely revolve heavily around Rinvoq and Skyrizi given the 

company’s previous goal of commercializing these two drugs across all of Humira’s major indications by 

2022. Specific updates may include a report on the progress of several supplemental Biologics License 

Applications (sBLAs)/sNDAs submitted in 2021, including Skyrizi for psoriatic arthritis and Crohn’s disease, 

as well as Rinvoq for axial spondyloarthritis and ulcerative colitis. The company may also give an update 

regarding Phase III topline results for Rinvoq in Crohn’s disease. Furthermore, AbbVie may discuss the 

expected 2022 NDA filings of Vraylar for major depressive disorder (MDD) and levodopa/carbidopa for 

Parkinson’s disease. 

 

Alnylam Pharmaceuticals, Inc. (ALNY) 
Alnylam, a pioneer in RNAi, now has four such therapeutics approved, three of which where it is the lead, 

and another, Leqvio, that was just approved in December 2021 and will be marketed by Novartis. A fifth 

approval is expected this year, for vutrisiran in hATTR amyloidosis with polyneuropathy, but this will 

cannibalize its first approved drug in the indication, Onpattro. The company's CEO John Maraganore, who 

joined in 2002 and oversaw its growth to a market cap close to $20bn, decided to conclude his tenure at 

year end, so the presentation will likely be led by Yvonne Greenstreet, who has been promoted  

from president.  

 

The presentation will include an update on unaudited fourth quarter and full-year global net product sales, 

as was done last year. This will be interesting, as at least some analysts viewed Q3 sales as mixed, slightly 

missing consensus estimates overall, though this may partly have been due to its newest drug, Oxlumo 

for hyperoxaluria, having lower quarter-on-quarter sales due to patients transitioning from the monthly 

loading dose to quarterly regimens. Onpattro and Givlaari, for acute hepatic porphyria, showed some 

slowing of quarter-on-quarter sales growth compared to prior quarters, though this was attributed to 

inventory destocking in the US and, for Onpattro, some increase in gross-to-net deductions. Hence, it will 
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be useful to see a resumption in growth, as well as commentary on what is important for growth of the 

newer drugs, Givlaari and Oxlumo, such as progress on pricing/reimbursement discussions in Europe for 

the latter.  

 

The presentation will undoubtedly also highlight the company's burgeoning pipeline and numerous 

goals/catalysts for 2022, though some of the late-stage ones may not be that ground-breaking. At last 

year's conference, the company announced its P5x25 planned transition to a top five biotech and market 

cap over a five-year period, with one goal to achieve sustainable non-GAAP profitability. For 2022, as 

noted above, one important catalyst will be the approval of vutrisiran, which involves a quarterly 

subcutaneous injection rather than the IV infusion of Onpattro which is administered every three weeks. 

Vutrisiran will also have twice-yearly dosing data later in the year, and the company will be initiating a 

Phase I trial of a more advanced candidate with potential yearly dosing (ALN-TTRsc04). The JPM 

presentation may highlight data from vutrisiran's pivotal study in ATTR polyneuropathy released last year, 

though the data were not that different from Onpattro. While vutrisiran will cannibalize Onpattro, its 

convenience improves the product line's competitiveness, especially as it moves into ATTR 

cardiomyopathy, where vutrisiran has an ongoing clinical outcomes study, with results expected in a few 

years. On that front, the presentation may also highlight improvements on cardiac measures in vutrisiran's 

polyneuropathy study from the subgroup that also had cardiac involvement. The company has been 

excited about an improvement in reduced uptake of technetium, suggesting lowering of cardiac amyloid, 

which will be presented at this year's ACC meeting. Onpattro will also have data in ATTR cardiomyopathy 

this year, albeit with a primary endpoint on a functional measure, the 6-minute walk test (6MWT). While 

that is not as exciting as clinical outcomes data, given an oral TTR stabilizer, Vyndaqel/Vyndamax 

(tafamidis), has been approved based on clinical outcomes, Alnylam officials have noted that patients on 

the oral drug still progress on 6MWT, so Onpattro could have a role. Onpattro's trial does have clinical 

outcomes as a secondary endpoint, but this appears to only be at 12 months, and at that time point 

tafamidis was only starting to show a separation from placebo on CV hospitalizations and no benefit yet 

on mortality. If Onpattro does show a more sizable benefit, it could help raise expectations for the product 

line. A positive benefit on the 6MWT, particularly if there is some signal of a clinical outcomes benefit, 

could also bolster confidence for use of the product line in patients with polyneuropathy who have a 

component of cardiomyopathy, pending more definitive results from vutrisiran. Onpattro's trial may be 

of particular focus at JPM, because another oral drug that has been thought to stabilize TTR more than 

tafamidis, acoramidis, recently failed to show a benefit on 6MWT, apparently due to the placebo group 

not deteriorating as expected. 

 

Other earlier-stage catalysts for 2022 include Phase II data for cemdisiran in IgA nephropathy (with a 

proteinuria endpoint), Phase II monotherapy data for zilebesiran in mild-to-moderate hypertension (the 

drug targets the RAAS system, for which there are already generic oral treatments, but could improve 

adherence and tonic control; the company may also highlight earlier data presented last year at AHA), 

Phase I data for ALN-HSD in NASH (with liver biopsies looking for knockdown of HSD, but potentially also 
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histologic changes, though the drug only targets the inflammatory aspect of the disease), and a couple of 

Phase I trials that are expected to start early in the year but with data later in the year, namely ALN-APP 

in early-onset Alzheimer's disease (which will also be the first readout for its RNAi targeting the CNS, so it 

has broader implications) and ALN-XDH in gout (while current oral drugs target the same enzyme, they 

have limitations). 

 

BeiGene Ltd. (BGNE) 
2021 marked a year of notable growth for BeiGene, bookended by two billion dollar deals with Novartis, 

which aim to develop and commercialize the company’s immuno-oncology pipeline. This partnership with 

Novartis, alongside BeiGene’s worldwide multi-target collaboration with Shoreline Biosciences for the 

commercialization of natural killer cell therapies, will help drive the expansion of BeiGene’s  

immuno-oncology profile outside of China.  

 

A few large-impact catalysts are expected in 2022, particularly within the non-small cell lung cancer 

(NSCLC) indication, which will likely be discussed at JPM. It is probable the update will focus on BAT1706, 

a biosimilar of Avastin, as the company awaits both an expected FDA approval decision and CHMP opinion 

for use of the drug in treatment of NSCLC. Updates on these events are anticipated within the first half of 

2022. Keeping within the indication of NSCLC, there may also be mention of expected interim analysis 

from the Phase III SAPPHIRE study. The study is evaluating sitravatinib plus nivolumab in second- or  

third-line non-squamous NSCLC, and the interim analysis of overall survival is expected in the second half 

of 2022. Other key updates may include the announcement of topline results from a Phase III trial of 

pamiparib in platinum-sensitive recurrent ovarian cancer, and a review of BeiGene’s BLA submission for 

tislelizumab as a treatment for recurrent or metastatic esophageal squamous cell carcinoma, which has a 

PDUFA date of July 2022. 

 

BioCryst Pharmaceuticals, Inc. (BCRX) 
BioCryst Pharmaceuticals discovers novel, oral, small molecule medicines that treat rare diseases in which 

significant unmet medical needs exist. In November 2021, BioCryst, along with Royalty Pharma and 

OMERS Capital Markets, announced transactions totaling $350m in funding for BioCryst. These funds will 

enable further advancement of its assets BCX9930 and Orladeyo. At this conference, BioCryst may 

elaborate on how this financing will be implemented. The company could also update on the progress of 

Phase I assets BCX9250 and galidesivir, which are being pursued in a variety of indications including 

fibrodysplasia ossificans progressiva (FOP) and Ebola. 

 

Orladeyo is on a trajectory to become the market-leading prophylactic hereditary angioedema (HAE) 

therapy, and is used for the routine prevention of recurrent HAE attacks. Following its US launch in 

December 2020, the drug was approved in Europe and Japan in 2021 and is now recommended by the 

UK’s National Institute for Health and Care Excellence (NICE) as well as the Japanese National Health 
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Insurance system. BioCryst will likely provide updates on approval statuses in additional countries such as 

Canada, as well as insight into the Phase III ZENITH-2 trial which is due to start in the upcoming months. 

It may also announce the net revenue Orladeyo generated in its first year of launch, expected to be 

between $115m and $120m. 

 

After positive proof-of-concept data in March 2021, BioCryst’s oral factor D inhibitor BCX9930 has 

advanced to the Phase II REDEEM-1 (Europe) and REDEEM-2 (Africa) pivotal trials in paroxysmal nocturnal 

hemoglobinuria (PNH). The company might give further insight into the status of these trials, following 

the announcement that the first patient had been enrolled in REDEEM-2 in November 2021. Additionally, 

BioCryst is expected to start a proof-of-concept trial of BCX9930 in renal complement-mediated diseases, 

and may provide an update regarding an initiation date and whether any other indications will be pursued. 

 

BioNTech SE (BNTX) 
Following on from the initial success of its COVID-19 vaccine, BioNTech will likely outline its strategy to 

address the emergence of the new omicron variant. BioNTech achieved extraordinary sales throughout 

2021 due to the success of Comirnaty, and at the meeting it will provide an update on the advanced 

purchase agreements secured for 2022. Given that the share price of BioNTech dropped steadily 

throughout the final quarter of 2021, and by a further 10–15% in the first week of 2022, the company will 

likely want to focus on additional aspects of its pipeline that are essential for long-term growth. As such, 

the JPM meeting will be a prime opportunity for BioNTech to detail to investors how it intends to leverage 

its new-found wealth to offset declining Comirnaty sales once the COVID-19 pandemic is over.  

 

BioNTech is expected to broadly discuss its current oncology pipeline, which offers some diversity 

including cell therapies, antibodies, and small molecule modulators, as well as its flagship mRNA 

technology assets. The FixVac and iNeST programs (mRNA-based technologies) are likely to receive a 

significant mention given that these are BioNTech’s most advanced pipeline assets. Another asset that 

will also be in the spotlight is BNT211 (CARVac), which has treatment-modifying potential in the CAR-T 

space. BioNTech’s second-generation CLDN6 CAR-T drug is expected to show higher specificity and 

efficacy to tumor cells and could be used across a broad range of tumors. Thus, a significant portion of 

BioNTech’s presentation will consist of data on its early-stage pipeline assets and their relative clinical 

development pathways. 

 

BridgeBio Pharma, Inc. (BBIO) 
BridgeBio, a novel type of biotech company, has a declared purpose to create a bridge between promising 

genetic research and medicines through sharing central resources in a decentralized subsidiary model that 

optimizes the use of people, platforms, and processes necessary to advance multiple therapies 

concomitantly. The company’s focus on small patient populations with genetic conditions puts it at an 

advantage in the field, as bigger players tend to shy away from such niche populations. Its portfolio of 15 
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drug programs covering 20 genetic conditions aims to maximize potential commercial success, and the 

four areas of drug development are Mendelian, precision cardiorenal, precision oncology, and gene 

therapy. Having scored two regulatory approvals in 2021 (for Nulibry, FDA approved in February 2021 as 

the first ever treatment for molybdenum cofactor deficiency type A; and for Truseltiq, FDA approved in 

May 2021 for advanced or metastatic FGFR2 mutation-positive cholangiocarcinoma and co-marketed with 

Helsinn Therapeutics), BridgeBio is likely to offer an update on these agents’ expected uptake, as well as 

its plans for acoramidis, currently its only asset in Phase III development for transthyretin amyloid 

cardiomyopathy (ATTR-CM). The Phase III trial of acoramidis failed to meet its month 12 primary endpoint 

in December 2021, with mean observed six-minute walk distance declines for the acoramidis and placebo 

arms being 9m and 7m, respectively. The trial’s independent data monitoring committee, however, 

recommended continuation of the study based on unblinded data reviews, on the premise that the drug 

may show a benefit at month 30 of the study, with BridgeBio remaining optimistic of its potential. 

 

During the JPM conference, the company may also reveal any plans for future collaborations and 

partnerships, as well as any steps towards advancement of its clinical development program (which 

currently contains four agents in Phase II and five in Phase I), and it is likely to use this platform to reinforce 

its proposed portfolio milestones for 2022 and beyond. 

 

Bristol Myers Squibb Company (BMS) 
Bristol Myers Squibb continues to report strong growth overall as it achieved significant regulatory and 

clinical milestones in 2021. Further regulatory approvals include Saphnelo, Fyarro, and Breyanzi. The new 

approval and regulatory successes in 2021 give the company a strong foundation to start 2022. 

 

In September 2021, the company announced that the FDA had accepted sBLAs for both Opdivo in 

combination with Yervoy (ipilimumab) and Opdivo in combination with chemotherapy as first-line 

treatments for adult patients with unresectable advanced, recurrent or metastatic esophageal squamous 

cell carcinoma (ESCC). The application was based on results from the Phase III CheckMate-648 trial, and 

the FDA has assigned a PDUFA date of 28 May 2022. The company also announced that Opdivo had been 

approved by the FDA for the adjuvant treatment of patients with urothelial carcinoma. In the same month, 

the FDA accepted for priority review the BLA for the relatlimab and nivolumab fixed-dose combination for 

the treatment of patients aged 12 years and older with unresectable or metastatic melanoma based on 

the Phase II/III RELATIVITY-047 trial. The FDA assigned a PDUFA date of 19 March 2022. 

 

Bristol Myers Squibb also entered into a multitude of licensing agreements and clinical collaborations 

throughout 2021. These included the licensing agreement for IMA401, where the company entered a 

licensing deal to further expand its portfolio. 
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In addition, the company previously noted that US revenues increased 12% to $7.3bn in the third quarter 

of 2021, driven by higher demand for Revlimid, Eliquis, and its new product portfolio, and international 

revenues increased 8% to $4.3bn, driven by higher demand for Eliquis, Revlimid, and Opdivo. The 

company’s financial position remains strong with significant free cash flow of $45bn–$50bn expected 

between 2021 and 2023. Furthermore, investment in business development continues to be a key priority 

for the company in driving innovation and sustained growth as it returns capital to shareholders through 

a dividend increase and expanded share repurchase authorization. 

  

Looking forward to 2022, Bristol Myers Squibb plans to receive additional FDA approvals along with 

regulatory approvals in other regions such as Japan, Europe, and China. Moreover, the company is 

continuing to expand its pipeline portfolio and is likely to provide additional clinical and preclinical 

rationale for the program, along with details and timing expectations around these 2022 catalysts. 

 

Cerevel Therapeutics Holdings, Inc. (CERE) 
Cerevel Therapeutics, a biopharmaceutical company focused on developing drug candidates to treat 

disorders of the CNS, was formed in 2018 when Pfizer, backed by two Bain private equity funds, spun out 

a portfolio of pre-commercial neuroscience assets. Cerevel has a diversified pipeline comprising  

clinical-stage investigational therapies and several preclinical compounds with the potential to treat a 

range of neuroscience diseases including Parkinson’s disease, epilepsy, schizophrenia, and substance  

use disorder. 

 

The company may provide details on its plans to initiate a comprehensive Phase II development program 

of CVL-231 for schizophrenia. By selectively targeting the M4 receptor, CVL-231 has the potential to avoid 

the serious gastrointestinal side effects that have commonly been associated with, and have hindered 

clinical development of, non-selective muscarinic agents. 

 

There are several other updates expected during the conference, including the anticipated IND filing of 

CVL-047, a selective PDE4 inhibitor that spares the PDE4D subtype, which is believed to contribute to the 

gastrointestinal side effects that have historically hindered development of PDE4 inhibitors in 

neuroscience indications. Cerevel previously announced plans to submit an IND by the end of 2021, with 

plans to develop in major depressive disorder and schizophrenia. An update on the progress of the Phase 

I proof-of-principle trial of Cerevel’s second most advanced therapeutic candidate, darigabat (CVL-865), 

for the treatment of acute anxiety may also be discussed. The company anticipates data on the 

alpha2/3/5-subtype selective GABAA positive allosteric modulator within the first half of 2022. 
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Dexcom, Inc. (DXCM) 
Dexcom, one of the leaders in continuous glucose monitoring (CGM) systems, has had a strong year, with 

its stock up ~30%, reflecting robust sales and earnings growth. It had slightly increased its 2021 sales and 

margin guidance at its October Q3 earnings release, with sales estimated at $2.425bn to $2.450bn 

compared to $1.927bn in 2020, and at JPM the company should refine that with a preliminary figure, as 

it did at last year's conference. 

 

Dexcom could give important updates on its next-generation CGM, G7, since at the beginning of 

December, officials had expected it to be approved in Europe and submitted in the US in Q4 2021. The 

device has several advantages over the previous G6, including a 60% smaller and easier-to-use sensor,  

30-minute warm-up (which is also an advantage for hospital use, such as with COVID-19 patients), a new 

app experience, and lower manufacturing costs. The company may tout accuracy results from last year's 

Advanced Technologies & Treatments for Diabetes (ATTD) meeting, with an overall mean absolute relative 

difference of 8.7%, which is slightly better than the overall 9.0% for the G6 and 9.2% (adults) for 

competitor Abbott's FreeStyle Libre 2 and Libre 3, the latter of which was approved in Europe in 2020 and 

is pending approval in the US. Dexcom also touts its leadership in connected systems with other devices, 

though Abbott, which leads the segment globally (Dexcom is still ahead in the US), continues to advance 

on this front. Nevertheless, the G7 will still face significant competition from Libre 3, which also has quite 

a small sensor and is differentiated by lasting 14 days rather than 10 days (though Dexcom downplays this 

difference), as well as by system readings every minute rather than every five minutes. Abbott's Libre has 

typically been priced significantly lower, and while Libre 3 pricing in the US is still pending, Abbott 

indicated when it was approved in Europe that pricing would be similar to the previous generation. 

Dexcom has said the G7 will be priced similarly to the G6, though this of course could change, and in 

certain areas of the world it is also introducing a simpler device built on the G6 or G7 form factor, Dexcom 

ONE, which will be priced more comparably to Libre and will potentially help better penetrate  

ex-US markets.  

 

Nevertheless, both franchises are expected to grow, given underpenetration of CGM in the diabetes 

market (~45–50% in type 1, and ~25–30% for type 2 intensive, per Dexcom's recent estimates). Dexcom 

is likely to touch on this topic at JPM, as it did last year, as well as expansion into the larger type 2  

non-intensive segment. For the latter, the company will need to convince payers about the value, and 

things may not go quickly; in the past, officials talked about initial discussions over the course of 2022 and 

into 2023. They may note data presented at ATTD from the MOBILE study showing a benefit with the G6 

for type 2 patients on basal insulin but no prandial insulin. In the past, they have also noted information 

from UnitedHealthcare's Level2 Digital Health Therapy and highlighted other digital health programs. They 

will likely also give an update on shifts into the pharmacy rather than durable medical equipment 

category, which is causing some price headwinds but leading to at least as good profitability per patient 

and higher volumes. Finally, other potential markets the company has mentioned it may seek to extend 
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to include gestational diabetes, inpatient hospital, home care, and pre-diabetes, but it will be interesting 

if they mention any new efforts. 

 

Eli Lilly & Co. (LLY) 
Although the company discontinued the development of tanezumab, an investigational nerve growth 

factor inhibitor, for osteoarthritis, 2021 provided numerous positives for Eli Lilly. The FDA expanded the 

emergency use authorization for bamlanivimab and etesevimab as post-exposure prophylaxis in certain 

individuals for the prevention of SARS-CoV-2 infection, as well as being approved as the first neutralizing 

antibody therapy for emergency use in COVID-19 patients under the age of 12 years. Jardiance 

(empagliflozin) was granted breakthrough therapy designation for adults with heart failure with preserved 

ejection fraction (HFpEF), and it was approved by the FDA to reduce the risk of cardiovascular death plus 

hospitalization for heart failure in adults with heart failure with reduced ejection fraction (HFrEF). 

Furthermore, the FDA granted priority review for Jardiance for adults with heart failure independent of 

left ventricular ejection fraction. 

 

In 2022, Eli Lilly is awaiting regulatory decisions for its dual gastric inhibitory polypeptide (GIP) receptor 

and GLP-1 receptor agonist tirzepatide for type 2 diabetes in the US, Europe, and Japan, with ongoing 

investigation of this potential blockbuster in obesity and NASH. A rolling submission for donanemab, a 

monoclonal antibody targeting N3pG amyloid-ß (N3pG-Aß), is being considered by the FDA for accelerated 

approval in early Alzheimer's disease; the company has announced plans for TRAILBLAZER-ALZ 4, a Phase 

III head-to-head clinical trial comparing donanemab to Biogen’s Aduhelm (aducanumab), which was 

recently approved by the FDA for Alzheimer's disease. Applications for mirikizumab, an anti-IL-23 

humanized antibody to treat ulcerative colitis, and for lebrikizumab, a humanized monoclonal antibody 

against IL-13, for atopic dermatitis, are expected to be filed with authorities in 2022. Another rolling 

submission to the FDA has been made for pirtobrutinib, a Bruton tyrosine kinase inhibitor, seeking 

accelerated approval in mantle cell lymphoma, with expectations to complete the submission in 2022 and 

regulatory decisions in 2023. 

 

Genmab A/S (GMAB) 
Genmab has proprietary pipelines in bispecific T-cell engagers, next-generation immune checkpoint 

modulators, effector function enhanced antibodies, and antibody-drug conjugates primarily for oncology 

and other types of cancer. Such pipelines include Tivdak (tisotumab vedotin), which was granted 

accelerated approval in September 2021 by the FDA for cervical cancer and is currently progressing in 

Phase II clinical trials for ovarian cancer and solid tumors in partnership with Seagen. The JPM conference 

may provide further updates on interim data for ovarian cancer, as well as a status update on the current 

clinical trials. 

 



  

 

January 2022|14 

 
Information Classification: General 

Genmab’s DuoBody technology, in partnership with both AbbVie and BioNTech, features four pipelines 

currently undergoing clinical trials for multiple indications in relapsed/refractory diffuse large B-cell 

lymphoma (DLBCL), solid tumors, and hematological malignancies. Epcoritamab (GEN3013) and 

DuoHexaBody-CD37 (GEN3009) are jointly owned by Genmab and AbbVie, and currently have Phase I/II 

clinical trials ongoing, with a Phase III trial expected to start in the first half of 2022 for epcoritamab. In 

January 2021, Genmab received its first milestone payment in the amount of $40m in collaboration with 

AbbVie, triggered by the Phase III trial initiation of subcutaneous epcoritamab versus investigator’s choice 

of chemotherapy in patients with relapsed/refractory DLBCL. The conference may provide a further 

update on additional milestones reached per the collaboration agreement between the two companies.  

 

Genmab is also developing two DuoBody pipelines with BioNTech, namely DuoBody-PDL1x41BB 

(GEN1046) and DuoBody-CD40x4-1BB (GEN1042). Both are currently in Phase I/II clinical trials for solid 

tumors. As of November 2021, updated results were released by Genmab for the Phase I/IIa trial 

investigating DuoBody-PDL1x41BB in solid tumors at the Society for Immunotherapy of Cancer (SITC) 

Annual Meeting. Further data may be expected to be seen at JPM.  

 

An update on the Phase IV trial for Tepezza, a US-approved insulin-like growth factor type 1 receptor  

(IGF-1R) antagonist monoclonal antibody under development in partnership with Horizon Therapeutics 

for the treatment of thyroid eye disease, may be covered at the conference. The trial initiated in 

September 2021 and is still progressing, with topline results expected later in 2022. Details on the interim 

data of the Phase IV trial may be expected, with further manufacturing supply updates in other regions 

outside of the US. 

 

Gilead Sciences, Inc. (GILD) 
Gilead Sciences achieved extraordinary sales growth throughout 2021 by virtue of its now renowned 

antiviral remdesivir (Veklury), which holds the prestigious status of being the first new molecular entity 

to gain approval in the COVID-19 treatment space. With sales of Veklury expected to drop as the pandemic 

crisis abates, Gilead’s focus will return to its stronghold of antiviral therapies, including its market-leading 

HIV brands, as well as the continued maturation of its oncology portfolio. 

 

A leading topic of discussion is likely to be the long-awaited approval of Gilead’s lenacapavir, a long-acting 

viral capsid inhibitor which is the backbone for a new generation of combination drugs that the company 

plans to bring to market over the coming years, ahead of Biktarvy’s patent expiration in 2030. The FDA 

has set a PDUFA date of 28 February 2022, and therefore Gilead is likely to mention its launch strategy for 

lenacapavir and highlight its commercial potential in HIV treatment. The company may also take the 

opportunity to restore confidence in anxious investors after the FDA paused clinical development of 

Merck’s and Gilead’s islatravir/lenacapavir trial following safety concerns associated with islatravir. The 

partnership with Merck was important for Gilead’s strategy, and provided both companies with a chance 

to catch up to GlaxoSmithKline’s Cabenuva. However, islatravir was always likely to be one of many 
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combination partners for lenacapavir, and therefore Gilead will emphasize assets in its preclinical pipeline 

which may replace islatravir if needed. Additionally, the company is likely to highlight its progress with 

lenacapavir in the HIV PrEP space, where it could outcompete GlaxoSmithKline’s Vocabria due to its 

superior dosing regimen when it eventually reaches the market. Another antiviral likely to gain a mention 

is recently launched Hepcludex, which will see steady growth as more countries introduce vaccination 

programs against hepatitis D. 

 

While lenacapavir will likely be the star of the show, Gilead is also expected to showcase its growing 

oncology portfolio, with three new indications announced throughout 2021 for Yescarta, Tecartus, and 

Trodelvy. Trodelvy will likely gain significant attention given that the company plans to expand the drug’s 

use rapidly through new indications and different combination partners. In 2021, Trodelvy expanded its 

use in triple-negative breast cancer to include patients with unresectable locally advanced disease, as well 

as gaining approval in the new indication of urothelial cancer. Trodelvy has shown strong  

quarter-on-quarter growth and has the potential to be a blockbuster drug for the company. Additionally, 

Gilead may mention the advancement of magrolimab, an anti-CD47 that is being investigated in multiple 

tumor types. 

 

With its marketed antiviral and oncology products showing strong growth and a collection of antivirals 

and oncology assets in development, Gilead is forecasting robust sales to offset an anticipated decline in 

demand for Veklury. 

 

GlaxoSmithKline plc (GSK) 
During 2021, GlaxoSmithKline found success with drug candidates across several therapeutic areas, 

including marketing approvals for Vocabria (cabotegravir) for the treatment of HIV-1, Xevudy (sotrovimab) 

for the early treatment of COVID-19, and Jemperli (dostarlimab) for endometrial cancer and refractory 

solid tumors. The IL-5 antagonist monoclonal antibody Nucala (mepolizumab) gained three eosinophilic 

diseases as indications, while fellow monoclonal antibody Benlysta (belimumab) added active lupus 

nephritis on top of systemic lupus erythematosus. Key milestones were the approval of Cabenuva 

(cabotegravir/rilpivirine), the first long-acting regimen for HIV treatment, and the approval of Apretude 

(cabotegravir extended-release injectable suspension) as the first long-acting injectable option for  

HIV prevention. 

 

In 2022, plans for the separation of the pharmaceutical and vaccines business from the consumer 

healthcare division are ongoing. European and US regulatory submissions for daprodustat (approved in 

Japan as Duvroq) for patients with renal anemia are also expected, and will come on the back of stumbles 

for key competitors. Other important 2022 milestones for GlaxoSmithKline are expected to include Phase 

III trial readouts for its COVID-19 vaccine candidate (in collaboration with Sanofi), otilimab in rheumatoid 

arthritis, and for GSK3888550A, a vaccine for respiratory syncytial virus. 
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Harmony Biosciences Holdings, Inc. (HRMY) 
Harmony Biosciences Holdings, a biopharmaceutical company focused on developing and 

commercializing novel treatment options for people living with rare neurological diseases with unmet 

needs, was formed in 2017. The company has a limited pipeline comprising one clinical-stage 

investigational therapy, Wakix (pitolisant), and a single preclinical compound, HBS-102, with the potential 

to treat a range of rare neurological diseases including idiopathic hypersomnia, narcolepsy, Prader-Willi 

syndrome, and myotonic dystrophy.  

 

The company may provide details on its plans to initiate a Phase III trial to evaluate the safety and efficacy 

of Wakix for idiopathic hypersomnia following the acceptance of an Investigational New Drug application 

in December 2021. Wakix, which has been approved in Europe since 2016 and in the US since 2019, is a 

selective H3 receptor antagonist/inverse agonist that improves wakefulness by enhancing the activity of 

histaminergic neurons in the brain, and is the only approved therapeutic for narcolepsy that targets H3 

histamine receptors.  

 

Numerous other updates are expected at the conference, including information regarding the initiation 

of a Phase III trial of Wakix in pediatric patients with narcolepsy, which was previously expected to 

commence in the second half of 2021. Similarly, the company is expected to provide information regarding 

the timings of topline results from the Phase II study of Wakix in patients with Prader-Willi syndrome, 

which are currently expected in the first half of 2022. In addition to this, the company may provide details 

on the development program for its preclinical compound HBS-102, a melanin-concentrating hormone 

receptor-1 (MCHR1) antagonist that is currently being assessed for potential clinical targets. 

 

Horizon Therapeutics plc (HZNP) 
In 2021, Horizon Therapeutics’ stock rose to new highs after the acquisition of Viela Bio for $3.05bn. The 

acquisition of Viela, a biotechnology company with a deep, mid-stage biologics pipeline for autoimmune 

and severe inflammatory diseases, including recently approved biologic Uplizna for the rare autoimmune 

disease neuromyelitis optica spectrum disorder (NMOSD), puts Horizon in a strong position entering 2022. 

Furthermore, Horizon posted better than expected results in 2021, and full-year net sales guidance was 

increased from $3.16bn to $3.21bn, representing a 45% growth at the midpoint.  

 

Horizon is focused on the development of medicines for people impacted by rare, autoimmune, and 

severe inflammatory diseases. At the conference, Horizon will likely provide updates regarding its top 

medicines Tepezza, Krystexxa, and Uplizna. Tepezza, an IGF-1R antibody approved for thyroid eye disease 

in January 2020, has been one of the most successful rare disease medicine launches, with 2021 sales 

currently estimated at more than $1.625bn. Krystexxa, an 11-year-old biologic approved for chronic gout, 

is now being explored in a pivotal Phase II trial for the treatment of uncontrolled gout. Additionally, the 

first and only FDA approved B-cell-depleting therapeutic for NMOSD, Uplizna, is currently being pursued 
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in three additional indications, including myasthenia gravis, representing a large commercial opportunity 

stemming from the Viela acquisition.  

 

Horizon is likely to review its strategic goals at the conference, touching on topics relating to areas of 

expected growth in 2022 such as increasing the number of drug substance manufacturing sites available 

to produce Tepezza, a European approval decision for Uplizna, and an expected label expansion for 

Krystexxa for the treatment of uncontrolled gout. 

 

Incyte Corporation (INCY) 
Incyte’s topical cream formulation of ruxolitinib, Opzelura, was one of the first JAK inhibitor approvals to 

follow the class-wide safety review, receiving approval on its (extended) PDUFA date of 21 September 

2021 for short-term and non-continuous treatment of mild-to-moderate atopic dermatitis in patients 

aged 12 years and older who are inadequately controlled with topical Rx therapies. Additionally, Incyte 

has submitted an sNDA for Opzelura to treat adults and adolescents aged 12 years and older with vitiligo, 

and the FDA has assigned a priority review user fee goal date of 18 April 2022. There are currently no 

approved drugs for repigmentation in vitiligo. Data from the Phase III program in more than 600  

non-segmental vitiligo patients showed that 29.9% of Opzelura patients achieved a 75% or better 

improvement from baseline in the facial Vitiligo Area Scoring Index, the primary endpoint. 

 

Incyte may also provide details on the progress of a proof-of-concept trial of ruxolitinib (Jakafi) + 

INCB057643 in myelofibrosis, as well as a Phase III trial for INC280 in combination with Novartis’s PDR001 

in non-small cell lung cancer. As of the end of 2021, the Phase Ib, open-label, randomized study to assess 

the safety and preliminary efficacy of tafasitamab in addition to R-CHOP or tafasitamab plus lenalidomide 

in addition to R-CHOP in patients with newly diagnosed diffuse large B-cell lymphoma had not yet been 

completed. The trial was expected to be completed in August 2021, so the company could perhaps provide 

an update. 

 

Ionis Pharmaceuticals, Inc. (IONS) 
During 2021, Ionis entered into multiple partnerships and agreements to develop a variety of drugs for a 

range of indications. Of note, on 7 December 2021, Ionis announced a strategic collaboration agreement 

with AstraZeneca to develop and commercialize eplontersen, a Phase III antisense medicine for the 

treatment of transthyretin amyloidosis (ATTR) in the US. With that said, Ionis expects to file a New Drug 

Application (NDA) for eplontersen with the FDA by the end of 2022, and may provide updates in its JPM 

presentation on how the two companies plan to achieve this, with more detailed timeframes.  

 

We may also see preclinical development updates from agreements with Flamingo Therapeutics and 

Biogen. On 9 September 2021, Flamingo and Ionis announced an agreement to develop RNA-targeted 

therapies to treat various forms of cancer, and, more recently, on 4 January 2022, Biogen and Ionis 
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announced that Biogen had exercised its option to obtain from Ionis a worldwide, exclusive,  

royalty-bearing license to develop and commercialize BIIB115/ION306, an investigational antisense 

oligonucleotide (ASO) in development for spinal muscular atrophy. 

 

With 19 drugs in clinical development spanning across cardiovascular and neurological indications, we are 

likely to see potential data releases or updates from the company’s pipeline. Most notably, these may 

include topline results from the Phase II RE-THINc study of fesomersen (an antisense drug designed to 

reduce the production of factor XI to achieve anticoagulation), topline results from the Phase II BE-CLEAR 

study of IONIS-HBVRx (an antisense drug designed to target viral mRNA and reduce the production of viral 

proteins associated with HBV infection and replication), and Phase II topline results of ION449 (a 

subcutaneous antisense PCSK9 inhibitor) for dyslipidemia. 

 

Jazz Pharmaceuticals plc (JAZZ) 
Jazz Pharmaceuticals is a global biopharmaceutical company with a diverse portfolio of marketed 

medicines and novel product candidates, from early- to late-stage development, in neuroscience and 

oncology. Notably, the company is exiting 2021 with large achieved and upcoming milestones for 2022.  

 

On 12 August 2021, the FDA approved Xywav for the treatment of idiopathic hypersomnia in adults. The 

launch of Xywav for this indication then occurred on 1 November 2021.  

 

Additionally, development of Rylaze for the treatment of patients with acute lymphoblastic leukemia (ALL) 

and lymphoblastic lymphoma (LBL) who have developed hypersensitivity or silent inactivation to an E. 

coli-derived asparaginase is continuing to show promise. Initial approval of the drug was granted by the 

FDA in June 2021, and on 12 December 2021, at the American Society for Hematology (ASH) meeting, the 

company presented initial positive results from its Phase II/III trial. According to the company, these data 

will support further additional regulatory filings for Rylaze, including an sBLA. 

 

At JPM, we primarily anticipate further guidance on the path of Rylaze. The company has announced that 

it has plans to submit an sBLA for approval of a Monday/Wednesday/Friday intramuscular dosing schedule 

in early 2022, and it also plans for regulatory filings in Europe in mid-2022 and in Japan. 

 

During the conference, we also anticipate guidance on the company’s current pipeline, as it has been 

mentioned previously that it is advancing with key trial initiations for JZP385, JZP150, and Zepzelca in 

2022. 
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Johnson & Johnson (JNJ) 
Johnson & Johnson’s surprise announcement on 12 November 2021 of its intent to spin off its Consumer 

Health business will likely be a main topic for the company’s presentation. Johnson & Johnson says the 

separation decision was influenced by the COVID-19 pandemic, consistent growth in consumer spending 

on self-care, as well as its perceived need to keep up with shifting trends in healthcare and customer 

demand in consumer product markets. The Consumer Health unit includes more than 10 well-known 

brands such as Tylenol, Neutrogena, Listerine, and Aveeno. The independent company is expected to 

generate $15bn in annual revenues, with anticipated full-year revenues of $77bn for the remaining 

pharmaceutical and medical device businesses.  

 

Johnson & Johnson remains committed to expanding the global reach of its single-dose COVID-19 vaccine, 

JNJ-78436735, which received FDA emergency use authorization (EUA) for adults aged 18 years and older 

in February 2021, conditional marketing authorization from the European Commission in March 2021, 

and Health Canada approval in December 2021. In October 2021, the FDA provided EUA for a booster shot 

for adults at least two months after primary vaccination. Johnson & Johnson ended 2021 on a high note 

with further encouraging ENSEMBLE studies anchored by a positive CHMP (Europe) opinion for the 

booster shot based on data showing its increased protection to 75% against symptomatic COVID-19 

infection globally, and preliminary results from the Phase IIIb Sisonke study demonstrating the vaccine’s 

85% effectiveness against hospitalization in South Africa when the omicron variant was dominant. Possibly 

some other regulatory updates will be provided, such as regarding European clearance of the booster or 

further authorizations in additional age groups. The company maintains its full-year COVID-19 vaccine 

sales estimate of $2.5bn, already recording $766m in sales of the shot in the first nine months of 2021, 

$502m of which was in Q3. 

 

Development and regulatory activity involving the company’s pipeline has included FDA approval in March 

2021 of Ponvory (ponesimod), a once-daily oral selective sphingosine 1-phosphate (S1P) receptor 

modulator for relapsing forms of multiple sclerosis, followed by European approvals of antipsychotic 

therapy Invega Hafyera (six-monthly paliperidone palmitate) for schizophrenia in November 2021 and 

Rybrevant (amivantamab) for advanced non-small cell lung cancer in December 2021. It is possible that 

new guidance on near-term catalysts such as FDA approval of ciltacabtagene autoleucel (cilta-cel), an 

investigational CAR-T therapy for multiple myeloma (in-licensed from Legend in 2017), will also  

be discussed. 

 

Medtronic plc (MDT) 
Medtronic's stock price has taken approximately a 10% decrease from the same time in 2021, though the 

company is powering on with acquisitions and developing its product portfolio further. 
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Recent approvals and launches have included the DiamondTemp ablation system, and we expect sales 

updates at JPM. There have also been approvals of a handful of new products without a launch date being 

announced, such as the Vanta implantable neurostimulator, SenSight directional lead system, and Catalyft 

PL expandable interbody system. We hope that a timeline on the launch of these products will be given 

as well. A progress update on the acquisition of Intersect ENT, which was initiated in August 2021, would 

also be expected. 

 

Medtronic is set to expand its InterStim portfolio, with three supplementary approvals expected in the 

first half of 2022. The cardiovascular disease group is also looking at taking a few major advances, with 

approvals expected this year for the ArcticLine cardiac cryoablation catheter and the Symplicity Spyral 

renal denervation system. Various product launches are also expected across Europe in the company’s 

endocrine portfolio, including the InPen and Guardian 4 sensor. 

 

Merck & Co., Inc. (MRK) 
Merck had a productive year with strong performances across various fields, including oncology, vaccines, 

and COVID-19. Most notably, Merck finished 2021 with a milestone in COVID-19 development as 

emergency use authorization was granted by the FDA to its oral antiviral drug molnupiravir for  

mild-to-moderate COVID-19 in adults who are at high risk for severe COVID-19, in collaboration with 

Ridgeback Biotherapeutics. Rollout of the therapy has begun across the US, with an initial 3.1 million 

courses being provided to the US government. Additionally, Merck’s pneumococcal 15-valent conjugate 

vaccine Vaxneuvance received approval from the European Commission prior to year end, to go along 

with its July 2021 approval from the FDA.  

 

In the deals space, Merck recently completed the Acceleron Pharma acquisition, which is valued at 

$11.5bn. Acceleron focuses on using the TGF-beta superfamily to develop a variety of treatments for rare 

and serious diseases, and the acquisition aims to broaden Merck’s cardiovascular pipeline with the 

addition of the Phase III sotatercept for pulmonary arterial hypertension, as well as Reblozyl, an erythroid 

maturation agent for anemia. 

 

During the JPM conference, we also expect to see additional oncology updates including highlights around 

Keytruda and possibly reiterations and updates for Lynparza, Lenvima, and Reblozyl. Various large-impact 

catalysts may be discussed, including MK-7264 for chronic cough, which has a PDUFA date in early 2022, 

and a priority review for Reblozyl’s sBLA in non-transfusion-dependent beta thalassemia, which is also 

expected in early 2022. 

 

Moderna, Inc. (MRNA) 
Moderna’s success story – rising from a previously unknown biotech to a household name – will continue 

to unfold in 2022, with the emergence of the omicron variant throwing the world another curveball. The 
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company will boast accomplishments in commercializing its COVID-19 mRNA vaccine Spikevax, which 

generated phenomenal sales of $15bn–$18bn in 2021. Despite Spikevax facing several headwinds in H2 

2021 due to an association with heart inflammation and subsequent regulatory delays in low-risk 

populations, it remains a leading player in the COVID-19 prevention market. With omicron being clearly 

more transmissible than previous variants but less virulent (50–70% fewer hospitalizations), the attention 

of investors will be fixed on Moderna’s strategy to tackle the spread of the new variant. Efficacy data on 

the effectiveness of a third booster dose of Spikevax against the omicron variant will likely be presented, 

with Moderna justifying its decision to focus on a booster dose of its current vaccine in the near term, 

while development of delta- and omicron-specific vaccines is resigned to a mid-term goal. The company’s 

long-term strategy involves the production of a multivalent booster candidate that incorporates the 

variant-specific vaccines into a single shot.  

 

Given that sales of COVID-19 vaccines are anticipated to decline by late 2022, Moderna is expected to 

outline its long-term growth plan to bolster confidence in continued growth beyond the pandemic. 

Moderna’s pipeline is expanding rapidly through organic growth, branching into seven additional disease 

modalities, though a clear caveat is a reliance on mRNA technology, with the company yet to invest in 

other technologies to de-risk its pipeline. The progression of Moderna’s cytomegalovirus (CMV) vaccine 

(mRNA-1647) to Phase III trials will be a talking point, as if approved it will be the first CMV vaccine to 

reach the market. Additionally, Moderna’s RSV mRNA vaccine, mRNA-1345, will be a highlight, since 

development has been rapidly accelerated to Phase II/III trials, having achieved strong immunogenicity 

data in a Phase I trial. Given Moderna’s recent setback in the development of an influenza vaccine, positive 

results in the RSV space will be welcomed, reiterating that mRNA technology has a wider application in 

respiratory infectious disease. Furthermore, Moderna may provide additional updates on early-stage 

pipeline assets, as well as preclinical candidates entering clinical development. 

 

Pfizer, Inc. (PFE) 
Pfizer closed out 2021 on a strong note, announcing that its novel COVID-19 antiviral treatment Paxlovid 

(nirmatrelvir and ritonavir) had received US emergency use authorization (EUA) in both high-risk adults 

and high-risk pediatric patients 12 years of age and older. The authorization followed clinical data from 

the EPIC-HR study showing that Paxlovid reduced risk of hospitalization or death by 89% within three days 

of symptom onset and by 88% within five days of symptom onset compared to placebo. An NDA filing for 

full FDA approval is expected during 2022. 

 

Pfizer’s mRNA vaccine Comirnaty was the first COVID-19 vaccine to be granted FDA approval in individuals 

over 16 years of age, while EUA has also been granted for the 5–15 year-old age group. The company 

recently updated sales forecasts for Comirnaty, noting that $36bn in revenues are expected for 2021. (The 

drug accounted for $13bn of Pfizer’s $24.1bn Q3 reported revenue.) At this year’s JPM conference, we 

expect management to further discuss the vaccine’s sales and future performance predictions, especially 

as it continues to receive further authorizations for booster and third dose use in additional populations. 



  

 

January 2022|22 

 
Information Classification: General 

 

Aside from COVID-19 developments, we also expect discussion at JPM surrounding key clinical 

development updates. Data are anticipated on Phase III adult and maternal vaccine candidates for RSV; 

proof of concept for an mRNA influenza vaccine and a Lyme disease candidate; pivotal Phase II data for 

the BCMA-targeting antibody elranatamab (for relapsing/remitting multiple myeloma); and Phase III 

updates for prostate cancer candidates Talzenna and Xtandi. Registration is also pending for the JAK 

inhibitor abrocitinib (marketed in Europe as Cibinqo) for atopic dermatitis. 

 

Roche Holding AG (RHHBY) 
Despite disappointments for tominersen in Huntington’s disease and Tecentriq (atezolizumab) in 

combination with chemotherapy for unresectable locally advanced or metastatic triple-negative breast 

cancer, 2021 provided positive news for Roche across various therapeutic areas. Japan was the first 

country to approve Ronapreve (casirivimab and imdevimab) for the treatment of mild-to-moderate 

COVID-19, and this was followed by approvals in the EU and UK. Other positive news relating to  

COVID-19 included an extended indication for Actemra/RoActemra (tocilizumab) to include adults who 

are receiving systemic corticosteroids and require supplemental oxygen or mechanical ventilation. Roche 

also received approvals for Tecentriq as adjuvant treatment for early non-small cell lung cancer, and for 

Xofluza (baloxavir marboxil) as a treatment of uncomplicated influenza. 

 

Looking forward into 2022, Roche has applications under review for faricimab for the treatment of 

neovascular age-related macular degeneration and diabetic macular edema, and for the CD20-bispecific 

antibody mosunetuzumab for relapsed/refractory follicular lymphoma. Pivotal trial data are expected for 

tiragolumab, a first-in-class novel immune checkpoint inhibitor being investigated for various solid and 

hematologic malignancies (in combination with Tecentriq), the CD20-bispecific antibody glofitamab for 

lymphoma, and gantenerumab, a monoclonal antibody targeting amyloid-ß protein, for  

Alzheimer's disease. 

 

Seagen Inc. (SGEN) 
In September 2021, Seagen announced the accelerated approval of Tivdak in the US for second-line or 

later cervical cancer. Tivdak is a first-in-class antibody-drug conjugate (ADC) targeting tissue factor. Seagen 

now has three ADCs (Adcetris, Padcev, and Tivdak) and one tyrosine kinase inhibitor (Tukysa) in its 

commercial portfolio. With respect to Tivdak, at JPM we expect an update on the commercial launch (sales 

are expected to be modest), as well as discussion of two ongoing trials: a confirmatory Phase III trial 

(innovaTV 301) evaluating Tivdak monotherapy for the second-line or later setting, and a Phase I/II trial 

(innovaTV 205) evaluating Tivdak combined with other agents (Keytruda, bevacizumab, or carboplatin) 

for first-line recurrent or metastatic cervical cancer.  
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The HER2 tyrosine kinase inhibitor Tukysa is approved in the US (2020) and EU (2021) in combination with 

trastuzumab and capecitabine for patients with advanced/metastatic HER2+ breast cancer, including 

patients with brain metastases who have received one or more prior anti-HER2-based regimens. Two 

ongoing Phase III trials, HER2CLIMB-02 and CompassHER2 RD, are evaluating Tukysa combined with 

Kadcyla for earlier lines of therapy. HER2CLIMB-02 is enrolling patients with unresectable, locally 

advanced HER2+ breast cancer who have had prior treatment with a taxane and trastuzumab, and has an 

estimated primary completion date (EPCD) in 2024, while CompassHER2 RD is evaluating the combination 

as adjuvant therapy for patients with a high risk of relapse and has an EPCD in 2028. The development 

program is also evaluating Tukysa for gastrointestinal cancer, with a pivotal Phase II trial (MOUNTAINEER) 

for patients with metastatic colorectal carcinoma and a Phase II/III trial (MOUNTAINEER-02) for patients 

with metastatic gastric cancer. MOUNTAINEER and MOUNTAINEER-02 have EPCDs of May 2022 and May 

2025, respectively.  

 

Padcev is a first-in-class ADC targeting Nectin-4 and developed in partnership with Astellas. In the US, 

Padcev received accelerated approval in December 2019 for locally advanced/metastatic urothelial cancer 

following platinum chemotherapy and a checkpoint inhibitor. Following a positive Phase III trial (EV-301) 

in the same setting, Padcev received full approval in the US and Japan in 2021. A positive CHMP opinion 

was announced in December 2021, which should lead to a European approval by February 2022. A Phase 

I trial, EV-104, is evaluating Padcev for treatment of patients with non-muscle invasive bladder cancer. 

Padcev is also being developed in combination with Keytruda. A pivotal cohort (cohort K) of the EV-103 

trial is evaluating the combination as first-line therapy for locally advanced/metastatic urothelial cancer 

patients ineligible for cisplatin therapy, with results expected in 2022. A confirmatory Phase III trial,  

EV-302, with an EPCD in 2023, is evaluating the combination as first-line therapy in both cisplatin-eligible 

and -ineligible patients, and is expected to lead to global regulatory submissions. Finally, two Phase III 

trials, KEYNOTE-905/EV-303 and KEYNOTE-B15/EV-304, are evaluating the combination in  

cisplatin-eligible and -ineligible muscle invasive bladder cancer patients. The two trials have EPCDs  

in 2026.  

 

Adcetris is approved for various CD30+ lymphomas. We will likely see mention of ECHELON-3, a Phase III 

trial evaluating Adcetris combined with Rituxan and lenalidomide for relapsed/refractory diffuse large  

B-cell lymphoma. ECHELON-3 has an EPCD in 2023. Two late-phase pipeline assets are the ADCs 

ladiratuzumab vedotin, which targets LIV-1 and is being developed with Merck, and disitamab vedotin, 

which targets HER2 and was in-licensed in 2021. We expect to learn more about the path to market for 

these assets at JPM. 

 

Takeda Pharmaceutical Co. Ltd. (TAK) 
Takeda enters 2022 with a focus on growth driven by 14 global brands, new product launches, and COVID-

19 vaccines. The 14 brands represent nearly half of Takeda’s total revenue and include top selling 

inflammatory bowel disease blockbuster Entyvio. The company will continue a trend of in-licensing and 



  

 

January 2022|24 

 
Information Classification: General 

partnering to be best positioned for biosimilar erosion of Entyvio, which is expected to hit in the US in 

2026 at the earliest. Management has signaled a tendency to look at early- to mid-stage products that are 

not overvalued, though assets at all stages of development would be considered. 

 

Despite several recent setbacks in Takeda’s Wave 1 pipeline of near-term assets expected to launch by 

early 2025, the US approval of Exkivity (mobocertinib) represents the first new launch from this Wave 1 

pipeline. The company can be expected to provide an update on the launch strategy for this oral therapy 

to target EGFR exon 20 insertion-positive non-small cell lung cancer, as well as Livtencity (maribavir) for 

post-transplant cytomegalovirus infection, which also gained US approval in the second half of 2021. 

 

Takeda may specifically give an update on three Wave 1 assets that hit roadblocks in 2021: Eohilia, 

pevonedistat, and TAK-994. A complete response letter from the FDA for Eohilia (TAK-721), an oral 

suspension of the corticosteroid budesonide for eosinophilic esophagitis, has left the company evaluating 

a regulatory path forward. Meanwhile, the failure of the Phase III PANTHER study evaluating pevonedistat 

in three rare blood cancer settings has prompted Takeda to review ongoing studies looking at the drug as 

an add-on therapy in other cancer settings. Additionally, doubt has been cast on Takeda’s multi-asset 

franchise targeting orexin after a liver safety signal emerged in Phase II studies of TAK-994, an oral orexin 

agonist for the treatment of narcolepsy type 1 that was viewed as a potential blockbuster. Nevertheless, 

the company has maintained a view of being a pioneer in the orexin field by highlighting earlier-stage 

candidates, namely long-acting oral orexin agonist TAK-861, and short-acting IV TAK-925. 

 

Takeda may also provide updates on progress with vaccine partnerships to combat COVID-19. Partnered 

with Novavax, Takeda plans to distribute the first doses of a recombinant s-protein vaccine candidate 

against SARS-CoV-2 in Japan in early 2022. Separately, the company has partnered with Moderna on an 

intramuscularly injected mRNA vaccine, with plans to start to import and distribute 50 million doses as 

early as the beginning of 2022. Other aspects of Takeda’s 2022 strategies may include plans for the 

plasma-derived therapies business as a significant driver of growth, as well as the company’s continued 

emphasis on paying down debt incurred with the acquisition of Shire. 

 

Thermo Fisher Scientific (TMO) 
Thermo Fisher continues to be a world leader in serving science, with annual revenue of approximately 

$40bn. The company has consistently partnered with other leading firms such as AstraZeneca, Moderna, 

and Humanigen to help bring new drugs and new technologies to market. Some of these more recent 

aforementioned partnerships formed in the midst of the COVID-19 pandemic are helping to manufacture 

and bring COVID-19 therapeutics and vaccines to market. Thermo Fisher has also developed the TaqMan 

SARS-CoV-2 mutation panel to screen for the COVID-19 virus. 

 

With the omicron variant of COVID-19 spiking across the world, in December 2021 the company updated 

its TaqMan panel to enable direct detection of the new variant. The company also completed its 
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acquisition of PPD, Inc, a matter on which we can expect a potential update at the JPM conference. The 

PPD transaction is expected to contribute $1.50 to Thermo Fisher's adjusted earnings per share in 2022. 

In addition, we expect an update on the company’s current perspective on its business, expectations for 

future financial performance, and sales updates. 

 

Verve Therapeutics, Inc. (VERV) 
Founded in 2019 by a consortium of cardiovascular scientists, Verve Therapeutics is a publicly traded 

company focusing on the development of single-course, liver-directed gene editing technology capable of 

mimicking the effects of naturally occurring resistance mutations or inactivating risk alleles to disrupt the 

chronic model of care currently practiced in the treatment of cardiovascular disease. The  

Massachusetts-based firm’s lead asset, VERVE-101, is a lipid nanoparticle (LNP)-encapsulated messenger 

RNA (mRNA) and guide RNA (gRNA) payload that inactivates PCSK9 and provides lifelong reductions in 

blood low-density lipoprotein cholesterol (LDL-C), reducing the risk of atherosclerotic cardiovascular 

disease in patients with heterozygous familial hypercholesterolemia (HeFH). A second asset, targeting 

angiopoietin-like 3 (ANGPTL3), is being investigated in early preclinical studies and is intended to reduce 

hyperlipidemia in familial hypercholesterolemia patients.  

 

Positive preclinical data for VERVE-101 were reported in January 2021 and detailed durable and consistent 

reductions in LDL-C and PCSK9 expression in-vitro, with activity appearing to be solely on-target. Shortly 

after these positive proof-of-concept results were announced, Verve was able to secure $94m in Series B 

financing to support in-vitro studies of VERVE-101 in non-human primates. Results were reported in May 

2021 and showed durable and consistent reductions in mean liver PCSK9 expression and blood LDL-C of 

90% and 60%, respectively. Until June 2021, Verve was a privately owned entity; however, following the 

positive in-vitro results of VERVE-101, the company announced its initial public offering (IPO) and secured 

approximately $300m through the sale of 14 million common shares.  

 

In 2022, Verve will look to continue with development of its two programs. Healthy reserves of cash, cash 

equivalents, and accessible assets of approximately $400m are likely to support VERVE-101’s 

Investigational New Drug (IND) application, which, if successful, will allow initiation of a planned Phase I 

study in 25–30 subjects with HeFH. The study will be divided into two parts; part A will investigate the 

effect of a single ascending dose, while part B will follow with an expanded cohort of 12–18 patients being 

administered a select dose. The ANGPTL3 program is also expected to progress and name its lead 

development candidate in 2022 prior to IND-enabling studies. 

 

 


