



2020-12-21
陳如月 
生物製藥的未來一年將會發生什麼
2021年的重大事件包括美國FDA對aducanumab[footnoteRef:1]的決定，以及研發後期的糖尿病和自體免疫疾病新藥的樞紐解析將受到密切關注。 [1:  Aducanumab（BIIB037）是一種人類單株抗體，主要標靶β-類澱粉蛋白質（amyloid beta, Aβ）且清除它。 Aducanumab也能強化大腦微膠質細胞功能與避免神經發炎惡化。但是11月6日，由聯邦醫學專家組成的專家小組尖銳反駁，稱證據不足以讓該藥物成為近20年來第一個治療阿滋海默症的新藥。


] 

生物製藥對疫情的持續反應將是該產業及其追隨者明年的重要主題。從推動融資、交易，當然還有新聞傳播，該產業在試圖結束疫情方面所扮演的角色似乎將繼續引起巨大關注。
但Covid-19以外的藥物開發業務仍在快速發展，2021年有望在其他地方開展更多活動。請參考最新Evaluate Vantage的報告。
Covid-19
該報告的第一部分是關於生物製藥公司遏制疫情的努力。進一步研究主要的治療方法，從疫苗到抗病毒藥物和抗體等，並重點介紹接下來會發生什麼。
由於許多領先方法尚未生成後期數據，因此在大部分研發線中尚未出現強大的共識模型。在2021年，弄清楚哪些公司可能在短期或長期從財務上獲利仍將是投資者的頭等大事。
至少全球封鎖的影響已開始解除。一項對試驗中止的分析發現，從4月因為Covid-19而致的商業贊助臨床試驗約160件暫停，到11月這個數量已減少一半，人們對明年情况會進一步改善抱有很大希望。
[image: ]
創新和監管
腫瘤學將繼續是2021年產業增長的主要動力。10個最大的新銷售來源中有6個是針對各種癌症的治療方法，其中3個是抗PD-L1抗體。Keytruda是當中的王者，預計到2021年將增加27億美元的新銷售額，使其年營收接近170億美元，並在2023年成為最暢銷的藥物，從AbbVie的Humira手中奪得桂冠。
即使Humira生物相似藥上市[image: ]，AbbVie的Humira仍然是目前最暢銷的藥物。受益於兩個廣受歡迎的新型免疫療法Rinvoq和Skyrizi，AbbVie有望在明年達到最大的營收增長，新增銷售額達60億美元。
報告中近一步分析並詳細介紹由Evaluate Omnium的研發成本模組計算出最昂貴的研發專案。排名第一的是Lilly糖尿病專案tirzepatide，估計2021年其臨床試驗將花費6.17億美元。在品牌延伸方面，明年將繼續對各種PD-L1抗體進行大量投資。儘管如此，表列的四種藥物預計到2021年將帶來324億美元的總銷售額——因此可以說，這些投資是有回報的。
該報告還詳細介紹明年最有潛力的10大新上市，以及生物製藥10大最有價值的研發專案。
[image: ]
貨幣、市場和併購
  在疫情爆發之前，生物製藥已經過了一段相對活躍的時期，而這次疫情給藥品開發方面帶來的巨大關注也引起投資者更多的興趣。因此，在2020年，大量資金流入這個產業。
在第四季度，IPO和風險融資在2020年最後幾個月有一些回落，不過是從很高的水平。大型藥品開發商繼續證明自己是有動力的買家，因此有很多理由相信，在交易方面—融資和併購—2021年應該是又一個好年頭。
在這個章節的分析包括併購溢價和收購趨勢、風險融資和IPO的最新數量，以及Spacs （Special Purpose Acquisition Companies），這是一種新的融資工具，產業追隨者可能會在2021年聽到更多的訊息。
[image: ]
(資料來源：Evaluate Vantage)
–Ends–
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Waiting in the wings



At least 10 future blockbusters could be given a green light 
by regulators next year, and decisions do not come bigger 
than that pending for aducanumab, Biogen’s controversial 
Alzheimer’s project. For the antibody to reach the market 
in 2021 the FDA must rule against its advisory committee, 
which voted almost unanimously against approval. 



The agency typically sides with these panels; however, 
supportive FDA documents and the high-profile nature of 
the decision makes the outcome hard to call. Either way, the 
verdict is one of biopharma’s biggest 2021 events. 



Setbacks could a!ict any of these projects, and it is notable 
how many of the other big assets awaiting approval are 
owned by smaller companies, which can be more prone to 
tripping up. Perhaps testing valuations are preventing the 
takeout of these promising new therapies; Bristol had to pay 
$13.1bn to gain control of mavacamten, for example. 



Biopharma’s highly valued late-stage research projects 
include tirzepatide, a Lilly project using a new diabetes 
mechanism, and Bristol’s Tyk2 inhibitor for autoimmune 
conditions deucravacitinib; multiple pivotal readouts are 
due from both over the year. Two gene therapies also make 
the cut. Developers hope that data due soon on these will 
further bolster high hopes for this cutting-edge technology.



Product Setting Companies involved Status 2026e  
WW sales



Aducanumab Anti-beta amyloid MAb for Alzheimer's disease. Biogen/Eisai PDUFA 7 March. $4.8bn



Efgartigimod Anti-FcRn MAb for IgG-mediated autoimmune 
diseases.



Argenx BLA to be filed by YE'20  
(US fast track status).



$2.5bn



Mavacamten Cardiac myosin inhibitor for cardiomyopathy. Bristol Myers Squibb NDA due to be filed Q1’21  
(US breakthrough status).



$2.0bn*



Bimekizumab Anti IL-17A&F MAb for psoriasis. UCB US and EU approvals expected  
mid-2021.



$1.6bn



TransCon hGH Long-acting human growth hormone. Ascendis PDUFA April 2021. $1.5bn



Ide-cel Anti-BCMA Car-T therapy for myeloma. Bristol Myers Squibb/Bluebird PDUFA March 27. $1.5bn



AXS-05 NMDA recepetor antagonist. Axsome NDA for depression due Jan 2021  
(US breakthrough status).



$1.2bn



Avacopan Complement factor C5a inhibitor for vasculitis. Chemocentryx/Vifor PDUFA July 7; EU approval 
expected H2’21.



$1.2bn



Voclosporin Calcineurin inhibitor for lupus nephritis. Aurinia PDUFA January 22. $1.1bn



Abrocitinib JAK-1 for atopic dermatitis. Pfizer PDUFA April 27; EU approval 
expected H2’21.



$1.0bn



Biggest potential new launches in 2021 Source: EvaluatePharma® and Evaluate Omnium 2020



* Forecasts from analysts covering Myokardia, ahead of BMS buyout. Decision on Bristol’s liso-cel (2026e sales of $1.2bn) could also come in 2021, delayed from 2020.  
Note: excludes Covid-19 products. 



Product Company Description NPV



Tirzepatide Eli Lilly GLP-1/GIP dual agonist for type 2 diabetes; phase III ongoing. $12.7bn



Lirentelimab Allakos Anti-eosinophil MAb for rare inflammatory gut diseases; phase III ongoing. $8.2bn 



SRP-9001 Sarepta Duchenne muscular dystrophy gene therapy; potentially registrational phase II trials 
ongoing. 



$6.3bn



Deucravacitinib Bristol-Myers Squibb Tyk2 inhibitor for psoriasis, autoimmune conditions; phase III ongoing. $6.0bn



LN-144 Iovance TIL cell therapy, melanoma lead indication; potentially registrational phase II trials ongoing. $5.3bn



Sotorasib Amgen Kras G12C inhibitor for lung cancer; potentially registrational phase II trial ongoing. $4.7bn



Bempegaldesleukin Nektar Pegylated IL-2 for cancer; phase III ongoing. $4.3bn



Tezepelumab Amgen/Astrazeneca Anti-TSLP MAb for severe asthma; phase III ongoing. $4.1bn



Amivantamab Johnson & Johnson/
Genmab



Anti-EGFR and cMet bispecific for lung cancer; phase III ongoing. $3.1bn



CTX001 Vertex/Crispr Ex-vivo Crispr-edited gene therapy for sickle cell and betathalassaemia; potentially  
registrational phase I/II ongoing.



$3.0bn



Ones to watch: biopharma’s most valuable R&D projects Source: EvaluatePharma® and Evaluate Omnium 2020



Note: excludes Covid-19 products. 



INNOVATION AND REGULATION
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Venture financing and  
the exit environment



The venture financing sector is also poised for another 
successful year, although there is gathering evidence of a 
pullback. Still, this would be relative to the huge highs of 
2020, when staggering amounts of money were raised by 
private companies. With the year not yet over, 2018’s record 
$17.9bn haul has already been beaten. 



Swollen venture funds have been a major driver of the IPO 
boom, since they have been keenly pushing their portfolio 
companies into the hands of public investors while they can. 
So, should the financing available to start-ups retreat next 
year, the supply of IPO-ready companies could follow suit. 



A further analysis illustrates one of the trends that has 
helped drive the recent venture boom: shrinking times to 
exit. True, a float is not strictly an exit for venture investors, 
and insider participation in IPOs remains very high. 



But funds have been able to sell or float their portfolio 
companies much more quickly in recent years. This does 
not necessarily mean better returns, of course, but this 
e!cient churn of assets points to a very active market, 
which is showing few serious signs of quietening.



MONEY, MARKETS AND M&A



Source: EvaluatePharma® 2020Hints of moderation are emerging in venture financing data



Source: EvaluatePharma® 2020Heading for the exit
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COVID-19: BIOPHARMA’S ONGOING RESPONSE
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A growing clinical e!ort for Covid-19
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Source: EvaluatePharma®, clinicaltrials.gov. 2020



Source: EvaluatePharma®, clinicaltrials.gov. 2020Count of trials suspended/withdrawn/terminated due to Covid-19
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Clinical impact  
and e!orts



As the realities of the pandemic dawned in the opening 
months of 2020, clinical trials were one of biopharma’s 
first casualties. First China then Europe and finally the US 
saw research projects grind to a halt as hospitals turned to 
treating Covid-19 patients those enrolled in ongoing studies 
were unable to attend visits. 



Heading into 2021, much of the research that was put on 
pause has recommenced. An analysis of clinical trial records 
shows that in April, almost 160 commercially sponsored 
studies had been suspended for reasons related to Covid-19. 
By November that number had more than halved and, 
assuming vaccines start to roll out next year, the picture 
should improve further in 2021. 



The flip side of this is the huge amount of new research 
that has been started to find potential treatments for the 
pandemic virus. Progressing this work will be a huge focus 
for biopharma next year, and the world will be watching. 



Many projects are being tested in Covid-19, including 
repurposed, existing drugs as well as novel antivirals and 
antibodies, and their success or otherwise could have 
far-reaching consequences. This section of the report 
summarises the most high-profile R&D projects likely to 
yield results in 2021.
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