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STRATEGIC PERSPECTIVES: Notable 2020 
developments for life sciences
By Anthony H. Nguyen, J.D.

In addition to new drug regulations and nutrition label innovations, the FDA turned its 
focus to the impact of COVID-19 and cannabis use in 2020.

The FDA continues with its mission of regulating food, drugs, and medical devices during an un-
precedented year in coping with the myriad challenges presented by the coronavirus 2019 disease 
(COVID-19). In navigating the complexities of addressing COVID-19, both from a practical and 
political standpoint, the FDA continued to address drug and food regulation and modernization. 
Further, the results of the 2020 national election demonstrated that cannabis and cannabinoid prod-
ucts are gaining greater acceptance among the among the states, increasing pressure on the federal 
government to reconsider its stance. This Strategic Perspective reviews some of the top life sciences 
developments from 2020 and highlights their implications in 2021.

COVID-19 Treatments and Vaccines

With over 13 million cases and over 270,000 deaths and rising in the U.S. alone attributed to the 
COVID-19 pandemic (as of the date of preparation of this article), the FDA created a special emer-
gency program for possible coronavirus therapies known as the Coronavirus Treatment Acceleration 
Program (CTAP). While the FDA is part of a larger federal government approach to COVID-19, 
CTAP is a distinct component of this effort, specifically focusing on therapeutics for COVID, not 
vaccines. CTAP’s purpose is to move new treatments to patients as quickly as possible, while deter-
mining usefulness versus harm. The program is in addition to Operation Warp Speed, which funds 
and rapidly develops or co-develops vaccines, therapeutics, and diagnostics. The FDA has a role in 
both the treatments and vaccines. 

Treatment. CTAP lists over 560 drug development programs in planning stages, 370 drug trials 
reviewed by the agency, five treatments authorized for emergency use, and one treatment approved 
for use in COVID-19. As of November 2020, 289 tests are authorized by the FDA under Emergency 
Use Authorizations (EUAs); these include 224 molecular tests, 58 antibody tests and 7 antigen tests. 
Immunomodulators, which are aimed at tamping down the body’s own immune reaction to the 
virus in cases where the body’s reaction basically goes overboard and starts attacking the patient’s own 
organs and neutralizing antibody therapies, and may help individuals fight the virus, are among the 
various treatments the FDA is actively studying. 

Earlier in October, the FDA also approved the first treatment for COVID-19, the antiviral drug 
Veklury (remdesivir) for use in adult and pediatric patients 12 years of age and older and weighing 

https://www.fda.gov/drugs/coronavirus-covid-19-drugs/coronavirus-treatment-acceleration-program-ctap
https://www.fda.gov/drugs/coronavirus-covid-19-drugs/coronavirus-treatment-acceleration-program-ctap
https://www.fda.gov/media/137005/download
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/covid-19-vaccines
https://www.fda.gov/news-events/press-announcements/fda-approves-first-treatment-covid-19
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at least 40 kilograms (about 88 pounds) for the treatment of COVID-19 requiring hospitalization. 
The approval of remdesivir was supported by the agency’s analysis of data from three randomized, 
controlled clinical trials that included patients hospitalized with mild-to-severe COVID-19.

Vaccine. On the vaccine front, following encouraging news from a number of pharmaceutical 
companies, the FDA’s Center for Biologics Evaluation and Research’s Vaccines and Related Biological 
Products Advisory Committee (VRBPAC) will meet in open session on December 10, 2020, and 
December 17, 2020, to discuss EUAs of the Pfizer-BioNTech and Moderna COVID-19 Vaccines, 
respectively, for the prevention of COVID-19 in individuals 16 years of age and older. These meet-
ings follow an emergency CDC Advisory Committee on Immunization Practices (ACIP) meeting on 
December 1, 2020, which discussed the phased allocation and rollout of any potential COVID-19 
vaccinations. The pharmaceuticals had announced in November 2020 that preliminary results of 
their mRNA-based vaccines were over 90 percent effective at preventing COVID-19. Although 
the VRBPAC members provide advice to the agency, which may include advice on the safety and 
effectiveness data submitted in the EUA request, the FDA makes the final decisions on whether to 
authorize the vaccine for emergency use. The FDA uses the time gap between the EUA request and 
the VRBPAC meeting to evaluate the data and information submitted in the EUA request before the 
meeting and to be prepared for the public discussion with the advisory committee members.

Public confidence. Beyond the logistics of producing enough dosages of each vaccine is the concern 
of the public’s willingness and uptake of any new vaccine. Claudia A. Lewis, Partner and Co-Chair of 
the FDA Group, Venable LLP, in commentary to Wolters Kluwer, stated that more communication 
about the FDA’s evaluation process would be helpful. Lewis noted that the FDA and CDC have in 
place a comprehensive new vaccine approval process that generally mirrors that of new drug develop-
ment. Lewis cautioned that while it is true that the FDA has “developed guidance and an EUA for 
vaccines that relaxes certain regulatory requirements, it is important to understand that the EUA is 
not a total removal of requirements.” Any COVID-19 EUA will still require a great deal of safety 
and efficacy evidence, including safety and efficacy results from a full-scale Phase 3 clinical trial. Any 
authorization under the EUA is not a final approval by FDA — Lewis stated that the FDA will still 
carry out post-market surveillance of the vaccine for potential full approval.

Lewis further noted that because the vaccine developers are seeking FDA authorization under the 
agency’s EUA process instead of a traditional biologics license approval pathway, the FDA and CDC 
should continue transparent messaging to explain the EUA process to the public. Many patients will 
likely ask their prescriber whether the prescriber, and the prescriber’s family members, have taken the 
vaccine. Patients’ concerns would be reduced if the prescriber can confidently answer yes. 

Likewise, Delia A. Deschaine, Member at Epstein Becker Green, in commentary to Wolters Kluwer, 
stressed that the FDA’s transparency throughout the vaccine review and approval process is key to 
instilling public confidence in any potential vaccine. Deschaine noted that transparency can also help 
by giving “healthcare providers, who prescribe the vaccine, to have confidence in the vaccine’s safety 
and efficacy, and communicate that confidence to their patients.” 

https://www.accessdata.fda.gov/drugsatfda_docs/nda/2020/214787Orig1s000Sumr.pdf
https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-announces-advisory-committee-meeting-discuss-second-covid-19-vaccine
https://www.ustream.tv/channel/VWBXKBR8af4
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2020-12/COVID-02-Dooling.pdf
https://www.venable.com/professionals/l/claudia-a-lewis
https://www.venable.com/
https://www.fda.gov/vaccines-blood-biologics/development-approval-process-cber/vaccine-development-101
https://www.ebglaw.com/delia-a-deschaine/
https://www.ebglaw.com/
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Post-Election Highs for Cannabis

While the outcome of the 2020 presidential race was unclear for several days, recreational cannabis 
was a clear winner in a number of states. Four states approved adult recreational cannabis use, bring-
ing the nationwide total to 15. For industry watchers, as more and more states approve cannabis use, 
there is belief of a growing influence on approval at the federal level. Although to date, the FDA has 
only approved one cannabidiol (CBD) product, a prescription drug product to treat two rare, severe 
forms of epilepsy, the agency is actively seeking more information on CBD or cannabis-derived 
product for consumers.

In July 2020, the agency issued a draft guidance on the development of human drugs containing 
cannabis or cannabis-derived compounds relevant to clinical research. Human drugs that contain 
cannabis and cannabis-derived compounds are generally subject to the same authorities and require-
ments, including quality standards, as other FDA-regulated drug products containing any other 
substance. Under section 201(g) of the Food, Drug, and Cosmetic Act (FDC Act), a drug is any 
product that is intended to diagnose, cure, mitigate, prevent, or treat a disease, or any product (other 
than food) intended to affect the structure or any function of the body. This means any product 
(including one that contains cannabis or a cannabis-derived compound) marketed with a claim of 
therapeutic benefit, or with any other disease claim, is considered a drug. 

Early this year, Dr. Douglas Throckmorton, Deputy Director of the Center for Drug Evaluation 
and Research (CDER) during testimony before the House Committee on Energy and Commerce, 
Subcommittee on Health highlighted areas of interest in the FDA’s cannabis policy for the decade. 
Noting the role of the agency in supporting scientific research into the medical uses of cannabis and 
its constituents in scientifically valid investigations as part of the Agency’s drug review and approval 
process, the FDA offered support to medical researchers studying cannabis by providing:

information on the process needed to conduct clinical research using cannabis;
information on the specific requirements needed to develop a human drug that is derived from a 
plant such as cannabis;
specific support for investigators interested in conducting clinical research using cannabis and its 
constituents as a part of the investigational new drug (IND) process through meetings and regular 
interactions throughout the drug development process; and 
general support to investigators to help them understand and follow the procedures to conduct 
clinical research through the FDA Center for Drug Evaluation and Research (CDER) Small Busi-
ness and Industry Assistance group.

Deschaine noted that the FDA has limited authority to allow the marketing of foods a dietary 
supplements with CBD. Additionally, the FDA has concluded that CBD was not marketed as a 
conventional food or dietary supplement before substantial clinical investigations were initiated 
into CBD. In reaching this conclusion, the FDA relied on information that was before the agency; 
although the agency has also invited interested parties to demonstrate otherwise. Deschaine noted 
“no such information has been submitted to the FDA.” 

https://www.fda.gov/news-events/public-health-focus/fda-and-cannabis-research-and-drug-approval-process
https://www.fda.gov/media/140319/download
https://energycommerce.house.gov/subcommittees/health-116th-congress
https://energycommerce.house.gov/subcommittees/health-116th-congress
https://www.fda.gov/news-events/congressional-testimony/cannabis-policies-new-decade-01152020
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Additionally, Deschaine commented that while the FDA has indicated that it will consider 
promulgation of such a regulation, the agency’s priorities may have been impacted by its focus on 
addressing the COVID-19 pandemic. According to Deschaine, the FDA has a “desire to incen-
tivize companies to pursue the new drug approval process prior to marketing products that are 
intended for use as drugs, i.e., to treat, mitigate, prevent, or cure a disease or condition in man 
or other animals.” By allowing the marketing of conventional foods or dietary supplements that 
contain CBD, Deschaine noted that the FDA “may disincentivize companies from pursuing the 
new drug approval process before bringing their products to market.” A consequence of this is that 
it “may translate to CBD products being marketed to, or used by, consumers as medicine, without 
substantial evidence of the safe and effective use of CBD for such purposes.” This would frustrate 
one of the purposes of the FDC Act — specifically ensuring that drugs are safe and effective before 
commercial availability. Deschaine surmised that this is likely a primary driver of FDA’s current 
policies on CBD regulation.

Likewise, Lewis believed that the FDA’s caution stems from its ongoing efforts to evaluate the 
safety and quality of cannabis and CBD-derived products. Currently, there are no set of nationally-
recognized standards under the FDA’s current framework that apply to cannabis and CBD derived 
products, and state laws vary greatly in terms of regulatory requirements. The agency, however, has 
not objected to CBD-containing topical products. The disparate treatment of the two categories is a 
result of statutory construction. Lewis noted that the FDA does recognize the growing edible CBD 
industry and the need for greater regulatory certainty. Once there is greater clarity regarding the 
safety of CBD, she believed that the FDA will respond positively and favorably. Indeed, Lewis noted 
that the FDA has so far limited its enforcement action in connection with CBD-derived products in 
foods and dietary supplements to those products making egregious health claims. Lewis suspected 
that the FDA would continue with its market surveillance and exercising enforcement discretion, 
limiting actions against those CBD products making drug claims.

New Drug Regulations and Modernization

The FDA, under authority of the CARES Act, is seeking to modernize its New Drugs Regulatory 
Program. A critical component of this initiative is reorganizing the program, including expanding the 
number of drug review divisions, allowing for greater specialization and improved effectiveness and 
efficiency in new drug reviews. The agency is undergoing discussions on whether these changes are 
having the desired effect, including during the FDA’s response to COVID-19, while also considering 
other objectives of the overall initiative, such as boosting the agency’s scientific leadership and talent. 

The modernization focuses on six strategic objectives: (1) scientific leadership; (2) integrated assess-
ment; (3) benefit-risk monitoring; (4) managing talent; (5) operational excellence; and (6) knowl-
edge management.

The FDA is implementing a new integrated review process and documentation template to support 
reviewers in conducting a scientifically-rigorous review that efficiently documents regulatory deci-
sions. According to the agency, the format and content of the new integrated review will provide 

https://www.fda.gov/drugs/regulatory-science-research-and-education/modernizing-fdas-new-drugs-regulatory-program
https://www.fda.gov/drugs/regulatory-science-research-and-education/modernizing-fdas-new-drugs-regulatory-program
https://www.fda.gov/drugs/regulatory-science-research-and-education/reorganization-office-new-drugs-corresponding-changes-office-translational-sciences-and-office
https://www.fda.gov/news-events/press-announcements/statement-fda-commissioner-scott-gottlieb-md-proposed-modernization-fdas-drug-review-office
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a clearer description of its analysis of the scientific issues raised by the application and will more 
effectively communicate the basis for the regulatory decision.

Lewis commented that with its modernization efforts, the FDA is signaling its intent to focus on 
streamlining the investigational new drug (IND) and new drug application (NDA) review processes, 
with the aim of increasing efficiency and providing more clarity to active and potential drug spon-
sors. Unfortunately, she noted, while modernization was in process pre-pandemic, it is likely that 
this effort slowed as the FDA continues to respond to the impact of COVID-19. For example, Lewis 
noted that other modernization efforts in the medical devices context that have been put on hold as 
the agency’s priorities have focused on COVID-19 responses. To the extent COVID-19 will influ-
ence modernization, it would not be unreasonable to think that the New Drugs Regulatory Program 
could formalize the EUA process for emergency medications.

Deschaine added that, prior to the modernization efforts to streamline, CDER reviewers would 
seek consults from specialists in other scientific disciplines (as issues were identified in the course of 
review). Under the new program, a cross-disciplinary team is assigned to work on a new drug ap-
plication at the outset. She believed this could help highlight any potential issues earlier in the review 
process that could possibly delay drug approval. Moreover, Deschaine noted that the cross-disciplin-
ary coordination may help FDA communicate issues earlier to sponsors, and improve the likelihood 
of resolution before the Prescription Drug User Fee Act (PDUFA) goal date is reached, avoiding the 
need for complete response letters, and costly and time-consuming appeals.

Innovating to Prevent Poor Nutrition Outcomes

The FDA finally began work in earnest this year on the FDA Nutrition Innovation Strategy, which 
was announced on March 29, 2018. The agency will take a fresh look at what can be done to reduce 
preventable death and disease related to poor nutrition. In 2020 alone, the agency launched a Nu-
trition Facts Label education campaign, as well as issued various guidance on inclusion of certain 
foods in nutrition labels in conjunction with seeking comments from industry and the public on a 
proposed rule on food standards modernization.

Deschaine commented that the FDA’s actions are limited by the authority given it under the FDC 
Act. As a result, the agency is bound to promulgating regulations, issuing guidance, or taking 
enforcement action, that is consistent with its statutory authority. Any modernization of nutrition 
labels beyond these mechanisms are outside of the agency’s authority.

Lewis added that in practice, the FDA can both curb certain practices and offer the industry some 
insight on its positions on nutrition labeling issues via guidance and warning letters. These infor-
mal agency actions set up “goal posts” for what not to do, and can assist industry on the front end 
as the FDA continues to develop new policies internally. Lewis noted that, for example, with the 
FDA’s new revisions to nutrition labeling, it would benefit industry if the FDA updated its Food 
Labeling Guide to provide more specific guidance on technical and substantive requirements for 
nutrition fact panels.

https://www.fda.gov/food/nutrition-education-resources-materials/new-nutrition-facts-label
https://www.fda.gov/food/nutrition-education-resources-materials/new-nutrition-facts-label
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-declaration-allulose-and-calories-allulose-nutrition-and-supplement-facts-labels
https://www.fda.gov/food/cfsan-constituent-updates/fda-extends-reopened-comment-period-general-principles-food-standards-modernization
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FDA in the New Year

In a year filled with uncertainty, the FDA faced unexpected challenges in addressing the impact of 
the COVID-19 and continuing its mission of regulating the safety of drugs and food in the U.S. As 
suggested by Lewis and Deschaine, there are many opportunities for the agency to improve drug and 
nutrition regulations, all while undertaking new approaches to cannabis use. It would be no surprise 
if the FDA’s focus in 2021 is still heavily involved with COVID-19 both with therapeutic and vac-
cine approvals. Regardless, with the incoming Biden Administration, there is an opportunity for the 
FDA to offer fresh or reinvigorated approaches to food and drug concerns. 
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