
 

September 8, 2021 

Summary  
 
The United States has 40,345,484 confirmed COVID-19 cases and 649,299 reported related 
deaths. Top federal health officials have warned the White House that the Biden administration’s 
plan to begin offering booster shots to most Americans later this month may have to be limited 
initially, with third shots made available only to people who had received the Pfizer-BioNTech 
coronavirus vaccine. On Friday, White House advisers held a press call to announce a new plan 
for transforming US capabilities to prepare for and respond to future pandemics. They warned 
that “there is a reasonable likelihood that another serious pandemic that could be worse than 
COVID-19 will occur soon, possibly even within the next decade.” 
 
Moderna has preliminary concluded that the contamination that resulted in Japan recalling 2.6 
million doses of its vaccine was caused by the accidental introduction of stainless steel particles 
at a facility in Spain. Moderna claims these contaminants do not affect the safety and efficacy of 
the vaccine. Despite calls by US experts to accelerate the Food and Drug Administration’s 
(FDA) approval of COVID-19 vaccines for children, the UK’s public health authority concluded 
this week that children 12 to 15 should not receive the vaccines—citing the low marginal benefit 
of vaccination in this group. AstraZeneca has settled its dispute with the European Commission 
regarding its commitment to provide 200 million doses of its COVID-19 vaccine. AstraZeneca 
will deliver these doses by the end of first quarter 2022; in turn, many of these doses will be 
redistributed to countries with greater need.  
 
The CDC has warned health care providers not to give unauthorized vaccinations to children and 
unauthorized booster shots to people who are not immunocompromised. Failure to do so could 
open these providers to tort liability for patient injuries, as well as endanger their participation in 
the federal vaccine program, among other legal and ethical risks.  
 
South Carolina is experiencing the country’s highest rate of new cases, with an average of 5,400 
cases per day. Maine, South Dakota and Ohio reported the highest rates of case growth leading 
into the long weekend. Kentucky’s Democratic governor called his state’s Delta surge “dire” and 
highlighted the State legislature’s efforts as limiting his ability to further protect his citizens. On 
a more hopeful note, cases have begun to level off and decline in Washington, Oregon, and 
Florida.  
 
As of September 6, New York reported 35 deaths, 2,356 hospitalizations, and 507 COVID-19 
patients in intensive care. Approximately 3,322, or 3.99%, of the 83,316 tests administered in 
New York were positive for COVID-19. New York has administered 24,034,920 doses of the 
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vaccines to patients; 68% of New York residents have received at least one dose of the vaccines; 
and 60.7% are fully vaccinated.  
 
On September 6, Governor Kathy Hochul announced that the commissioner of health designated 
COVID-19 a highly contagious communicable disease that presents a serious risk of harm to the 
public under the State’s new HERO Act. New York’s mandate for all State workers to get 
vaccinated against COVID-19 went into effect on September 5. Governor Hochul applauded the 
State’s progress against COVID-19 on September 4, but cautioned that “our work is not yet 
done.” 
 
U.S. Government Updates        
• Top federal health officials warn that booster shots initially may be limited to Pfizer 

recipients, Sept. 3 
o Top federal health officials have warned the White House that the Biden 

administration’s plan to begin offering booster shots to most Americans later this 
month may have to be limited initially, with third shots made available only to people 
who had received the Pfizer-BioNTech coronavirus vaccine. 

o Janet Woodcock, acting commissioner of the Food and Drug Administration, and 
Rochelle Walensky, director of the Centers for Disease Control and Prevention, told 
White House coronavirus coordinator Jeff Zients on Thursday that their agencies may 
not be able to approve a more expansive coronavirus booster plan that they, along with 
other top doctors across the administration, endorsed last month. 

• On-the-Record Press Call by Office of Science and Technology Policy Director Dr. Eric 
Lander and NSC Director for Global Health Security and Biodefense Dr. Beth Cameron on 
American Pandemic Preparedness, Sept. 3 
o On Friday, White House advisers held a press call to announce a new plan for 

transforming US capabilities to prepare for and respond to future pandemics. 
o They warned that “there is a reasonable likelihood that another serious pandemic that 

could be worse than COVID-19 will occur soon, possibly even within the next decade.” 
 
Vaccines and Therapeutics 
• Moderna Says Covid-19 Vaccine Contaminant in Japan Was Stainless Steel, Sees No Safety 

Issue, Sept. 2 
o Moderna and Takeda Pharmaceuticals released the initial findings from their 

investigation into a potential contamination that led to Japan recalling 2.6 million doses 
of Moderna’s COVID-19 vaccine. The companies concluded the contaminant was 
stainless steel, which they claim does not affect the doses’ safety or efficacy.  

o The stainless steel got into the vaccine vials because metal parts were improperly 
installed on a production line at Moderna’s contract facility in Spain. 

• UK committee: Healthy kids aged 12-15 don’t need coronavirus vaccine, Sept. 3 
o The UK’s Joint Committee on Vaccination and Immunization concluded on Friday that 

adolescents 12 to 15 should not be offered the COVID-19 vaccine.  
o The Committee found that while the benefits of vaccinating healthy children “are 

marginally greater” than the potential harms, “the margin of benefit is considered too 
small to support universal vaccination of healthy 12 to 15 year olds at this time.” 

• AstraZeneca reaches settlement with EU on COVID-19 vaccine delivery, Sept. 3 

https://www.washingtonpost.com/health/2021/09/03/booster-shot-delay-pfizer-first/
https://www.washingtonpost.com/health/2021/09/03/booster-shot-delay-pfizer-first/
https://www.whitehouse.gov/briefing-room/press-briefings/2021/09/03/on-the-record-press-call-by-office-of-science-and-technology-policy-director-dr-eric-lander-and-nsc-director-for-global-health-security-and-biodefense-dr-beth-cameron-on-american-pandemic-preparedne/
https://www.whitehouse.gov/briefing-room/press-briefings/2021/09/03/on-the-record-press-call-by-office-of-science-and-technology-policy-director-dr-eric-lander-and-nsc-director-for-global-health-security-and-biodefense-dr-beth-cameron-on-american-pandemic-preparedne/
https://www.whitehouse.gov/briefing-room/press-briefings/2021/09/03/on-the-record-press-call-by-office-of-science-and-technology-policy-director-dr-eric-lander-and-nsc-director-for-global-health-security-and-biodefense-dr-beth-cameron-on-american-pandemic-preparedne/
https://www.wsj.com/articles/moderna-says-covid-19-vaccine-contaminant-in-japan-was-stainless-steel-sees-no-safety-issue-11630596275
https://www.wsj.com/articles/moderna-says-covid-19-vaccine-contaminant-in-japan-was-stainless-steel-sees-no-safety-issue-11630596275
https://www.politico.eu/article/uk-committee-healthy-kids-aged-12-15-dont-need-coronavirus-vaccine/
https://www.reuters.com/world/europe/astrazeneca-eu-reach-settlement-delivery-covid-19-vaccine-doses-2021-09-03/
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o AstraZeneca (AZ) and the European Commission have reached a settlement on the 
delivery of 200 million pending AZ COVID-19 vaccine doses. The European 
Commission sued AZ in April, arguing the company had breached its contract and 
failed to ensure a reliable supply system.   

o AZ has committed to delivering 60 million doses of its vaccine in third quarter this 
year, 75 million doses in fourth quarter, and 65 million doses in first quarter 2022. 

o The European Union plans to share many of these doses with low- and middle-income 
countries through COVAX.  

• Calls grow for FDA to speed authorization of kid Covid-19 vaccines, Sept. 7 
o Some experts and leaders are calling on the FDA to accelerate its timetable for deciding 

whether COVID-19 vaccines should be authorized for children five to 11. They argue 
that an increasing number of infections and hospitalizations among children have 
shifted the risk-reward calculus of waiting.  

o Pfizer and Moderna are currently running larger trials of adolescents and collecting 
data. The head of the FDA’s vaccine center forecasted it would take the agency a few 
weeks to assess the data once it is submitted.  

o President Biden has predicted that some children under 12 will be authorized to receive 
the vaccine this fall, though others, such as the Director of the National Institutes of 
Health, have cautioned that the FDA is unlikely to issue its decision in 2021.  

 
U.S. Centers for Disease Control and Prevention (CDC) 
• COVID Data Tracker Weekly Review, Sept. 3 

o CDC summarized key COVID-19 disease indicators for last week.  
o As of September 7, the seven-day average number of daily new cases reported was 

153,246. This is a 4.9% increase compared to the previous week’s average, and an 
overall 39.7% decrease compared to the national peak on January 10, 2021.  

o As of September 2, 372.1 million vaccine doses have been administered in the United 
States. Overall, approximately 205.9 million people in the United States have received 
at least one dose of vaccine, which is 62% of the population. Approximately 175 
million people are fully vaccinated, which is 52.7% of the population. The seven-day 
average number of reported vaccine dose administrations was 906,992, a 3.33% 
increase compared to the previous week.  

o As of August 31, the seven-day average of new daily hospital admissions was 12,156, a 
1.7% decrease compared to the previous week’s average. 

o As of September 1, the seven-day average of reported deaths was 1,047 per day, a 3.7% 
increase compared to the previous week’s average.  

• CDC Warns Against Off-Label Use Of COVID Vaccine, Sept. 2  
o The CDC has been warning health care providers not to give “off label,” i.e., 

unauthorized, inoculations of the COVID-19 vaccines: namely, by vaccinating children 
and by providing booster shots to people who are not immunocompromised. Both of 
these practices are being considered by public health authorities. Authorization requires 
the approval of the FDA and CDC Advisory Committee on Immunization Practices. 
Over 1.1 million people have received unauthorized vaccinations.  

o In addition to potentially risking the safety of children, the CDC has warned that 
noncompliant providers could open themselves up to legal liability—for example, by 
forfeiting the immunity against patient injury lawsuits that was conferred by the Public 

https://www.politico.com/news/2021/09/07/fda-children-covid-vaccines-509487
https://www.cdc.gov/coronavirus/2019-ncov/covid-data/covidview/index.html
https://www.npr.org/sections/health-shots/2021/09/02/1033299418/cdc-warns-against-off-label-use-of-covid-vaccine
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Readiness and Emergency Preparedness Act. These providers could also get booted 
from the federal vaccine program for violating their provider agreements. 
 

New York State 
• New York State COVID-19 Updates, Sept. 7 

o New York reported 35 deaths, 2,356 hospitalizations, and 507 COVID-19 patients in 
intensive care on September 6, 2021.   

o Approximately 3,322, or 3.99%, of the 83,316 tests administered in New York on 
September 6 were positive for COVID-19.   

o As of September 6, New York has administered 24,034,920 doses of the vaccines to 
patients; 68% of New York residents have received at least one dose of the vaccines; 
and 60.7% are fully vaccinated.  

o On September 6, Governor Kathy Hochul announced that the commissioner of health 
designated COVID-19 a highly contagious communicable disease that presents a 
serious risk of harm to the public under the State’s new HERO Act. This designation 
requires employers to adopt workplace safety plans, which they can design themselves 
or adopt the model plan developed by the New York State Department of Labor.  

o New York State’s mandate for all State workers to get vaccinated against COVID-19 
went into effect on September 5. Moving forward, unvaccinated State employees will 
be subject to mandatory weekly testing. Health care workers at State-run hospitals are 
also required to receive the vaccine and have no testing option.  

o Governor Hochul applauded the State’s progress against COVID-19 on September 4, 
but cautioned that “our work is not yet done.” New York’s vaccination rates exceed the 
national average, with only New Jersey, Connecticut, Vermont, and the District of 
Colombia reporting greater percentages of fully-vaccinated adults. 

  
New York City  
• New York City COVID-19 Updates, Sept. 7 

o A new study conducted in February 2021 found that 58% of young persons aged 14-24 
living in New York City who struggled with their mental health during the pandemic 
have not been able to get the care they needed. In total, 35% of young people across the 
City surveyed indicated that they wanted or needed mental health services, with that 
figure jumping to around 50% in the Bronx. 

o The United Federation of Teachers, the New York City’s teachers union, officially 
requested that the State intervene against Mayor Bill de Blasio’s vaccine mandate for 
teachers and other school employees, which they deem “draconian” and in violation of 
due process. In a filing with the State’s Public Employment Relations Board (“PERB”), 
the union alleged that the City was not cooperating in allowing for appropriate medical 
and religious exemptions. PERB will mediate a session between the parties, who will 
proceed to arbitration if no agreement is reached. 

 
International 
• Brazil’s health regulator suspended the use of just over 12.1 million doses of the 

coronavirus vaccine manufactured by China’s Sinovac after learning that vials containing 
the shots were filled at an unauthorized production base. 

https://www.governor.ny.gov/news
https://abc7ny.com/pandemic-protections-federal-assistance-coronavirus-aid/11003407/
https://newyork.cbslocal.com/2021/09/06/new-york-state-workers-covid-vaccine-deadline/
https://www.nydailynews.com/new-york/ny-covid-19-gov-hochul-positivity-deaths-vaccination-rate-20210904-ajouvju3pjavdhdjs7obuwghou-story.html
https://www1.nyc.gov/office-of-the-mayor/news.page
https://news.yahoo.com/58-nyc-youth-needing-mental-111500133.html
https://gothamist.com/news/nyc-teachers-union-fights-medical-and-religious-exemptions-covid-19-vaccine-mandate
https://www.washingtonpost.com/world/2021/09/06/brazil-coronavirus-vaccine-vaccination-rollout-sinovac/
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• A World Cup qualification game between Brazil and Argentina, South America’s most 
successful soccer teams, was halted after only a few minutes on Sunday after Brazilian 
health authorities walked onto the field in an apparent dispute about coronavirus quarantine 
regulations. 

• New Zealand announced on Monday that it will ease COVID-19 restrictions outside its 
largest city, Auckland, ending a series of lockdowns that began in August. 
 

Other recent events covered in detail elsewhere:  

• Podcast: Non-binding Guidance: COVID-19 Vaccine Mandate Litigation, July 29 

• Three new General Licenses expand scope of COVID-19-related activity with Iran, Syria, 
and Venezuela under U.S. Sanctions, July 6 

• Regulatory Trends in Pharma Deal-making: Transitioning from the “Year of the 
Pandemic” to “Another Year of the Pandemic,” June 3  

• Non-binding Guidance: The Defense Production Act and the COVID-19 Pandemic, May 
27 

• Doug Brayley Discusses Employer Vaccination Policies on CNN, May 24 
 

Send questions to: 
• COVID-19-Implications@ropesgray.com  

 

https://www.nytimes.com/live/2021/09/05/world/covid-delta-variant-vaccine/health-officials-enter-the-field-to-stop-a-soccer-match-between-brazil-and-argentina
https://www.nytimes.com/live/2021/09/06/world/covid-delta-variant-vaccine/new-zealand-eases-covid-restrictions-outside-its-largest-city
https://www.nytimes.com/2021/09/01/world/australia/delta-new-zealand-lockdown.html
https://www.ropesgray.com/en/newsroom/podcasts/2021/July/Podcast-Non-binding-Guidance-COVID-19-Vaccine-Mandate-Litigation
https://www.ropesgray.com/en/newsroom/alerts/2021/July/Three-new-General-Licenses-expand-scope-of-COVID-19-related-activity-with-Iran-Syria-and-Venezuela
https://www.ropesgray.com/en/newsroom/alerts/2021/July/Three-new-General-Licenses-expand-scope-of-COVID-19-related-activity-with-Iran-Syria-and-Venezuela
https://www.ropesgray.com/en/newsroom/alerts/2021/June/Regulatory-Trends-in-Pharma-Deal-making-Transitioning-from-the-Year-of-the-Pandemic-to-Another-Year
https://www.ropesgray.com/en/newsroom/alerts/2021/June/Regulatory-Trends-in-Pharma-Deal-making-Transitioning-from-the-Year-of-the-Pandemic-to-Another-Year
https://www.ropesgray.com/en/newsroom/podcasts/2021/May/Podcast-Non-binding-Guidance-The-Defense-Production-Act-and-the-COVID-19-Pandemic
https://www.ropesgray.com/en/newsroom/news/2021/May/Doug-Brayley-Discusses-Employer-Vaccination-Policies-on-CNN
mailto:COVID-19-Implications@ropesgray.com

