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SENATE HELP: VACCINES: SAVING LIVES, ENSURING 

CONFIDENCE, AND PROTECTING PUBLIC HEALTH 
 
EXECUTIVE SUMMARY 
 
The Senate Health, Education, Labor & Pensions (HELP) Committee convened a hearing to examine the 
Administration’s efforts to develop a COVID-19 vaccine and increase uptake of regularly scheduled 
vaccines. The National Institutes of Health (NIH) Director Dr. Francis Collins testified about Operation 
Warp Speed (OWS) and the vaccine candidates currently under development. Surgeon General Dr. Jerome 
Adams spoke about the importance of adult and child immunization during the pandemic. Many Democrat 
members of the Committee expressed concern about how the FDA will remain free from political pressure 
during the vaccine approval process and ensure independence. Other Senators questioned the witnesses on 
vaccine safety and efficacy concerns, vaccine hesitancy, and vaccine cost and distribution.   
 
OPENING STATEMENTS 
 
In his opening statement, Committee Chairman Lamar Alexander (R-TN) spoke about the history of 
infectious diseases and how vaccines have transformed the way in which public health is addressed. He 
detailed that while OWS is moving at warp speed, safety is not being compromised. He further explained 
that manufacturers are able to move rapidly because they are manufacturing at-risk, and if the vaccine is 
found to not be safe or effective, the vaccines would be thrown away. Chairman Alexander then asserted 
that the Food and Drug Administration (FDA) licensure or authorization process is the gold standard and 
Americans should be confident in receiving an eventually approved vaccine. He expressed hope that a 
vaccine would be available for the most vulnerable populations by the end of the year, but urged that in the 
meantime all future legislation this year should ensure that domestic manufacturing is supported and 
stockpiles are replenished.  
 
Ranking Member Patty Murray (D-WA) began her opening remarks by noting the ways in which 
President Trump has disrupted COVID-19 response efforts by interfering with the scientific process through 
political pressure. She detailed that while vaccines have been a useful tool, they must be safe, effective, and 
free from political influence during the approval process. She urged that a national COVID-19 vaccination 
plan be developed to provide independent review of clinical data, prioritize the distribution of an initial 
vaccine, address vaccine hesitancy and health disparities, and eliminate barriers to access. She concluded 
that the basis for all these decisions should be science and not politics.  
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WITNESS TESTIMONY 
 
In his testimony, NIH Director Dr. Francis Collins detailed how the COVID-19 vaccines will work and 
how speed of development has been accomplished. Dr. Collins explained that vaccines work through 
eliciting an immune response in the body by injecting a harmless portion of the virus into the body. Then 
when the body is presented with the virus, the body will know to produce antibodies for protection. Dr. 
Collins then noted that three OWS vaccine candidates, Moderna, Pfizer, and AstraZeneca, are currently 
conducting Phase 3 clinical trials, with AstraZeneca pausing its trial for a safety concern. He also explained 
that the three other OWS candidates will be entering Phase 3 in the coming months. Dr. Collins then detailed 
that vaccine development timelines are much shorter than normal because these candidates are taking steps 
in parallel, rather than in sequence. However, he stressed that rigorous scientific evaluation would not be 
compromised for scientific discovery during these shortened timelines.  

 
Surgeon General of the United States Jerome Adams emphasized the importance of childhood and adult 
immunization during his testimony. Dr Adams noted that equitable vaccines are safe, smart, good for the 
economy, and can save lives. He then detailed that while vaccines prevent disease and keep people in the 
workplace, less than half of adults receive the flu vaccine. Dr. Adams further explained the racial and ethnic 
disparities in vaccination rates and how the government must address obstacles to vaccination, which 
include misinformation, issues to access, engagement, and trust. During the upcoming flu season, he urged 
Americans to get their flu shots before the end of October, and adhere to the three W’s: wash your hands, 
wear a mask, and watch your distance.  
 
MEMBER DISCUSSION 
 
Vaccine Safety and Efficacy Concerns 
Chairman Alexander referenced the recent pause in the AstraZeneca Phase 3 clinical trial and asked if it 
was a rare occurrence to pause for a safety concern during vaccine development. Dr. Collins responded that 
it was not unprecedented and demonstrates a commitment to safety during the development process. He 
continued that if the safety event is found to be a result of the vaccine, the manufactured AstraZeneca 
vaccines will not be used.  
 
Sen. Michael Enzi (R-WY) stated that there are challenges in implementing childhood vaccine trials and 
asked when manufacturers should begin testing COVID vaccines in the pediatric population. Dr. Adams 
detailed that the vaccines must first be proved effective in the adult population, and then trials will begin 
working down in age groups, first with ages 12 to 17 and then ages younger than that. He also detailed that 
children will be one of the last populations to receive a vaccine.  
 
Sen. Tammy Baldwin (D-WI) asked how manufacturers and the NIH achieve diversity in vaccine trials. 
Dr. Collins responded that it is critical to achieve diversity in order to assess the efficacy of the vaccine in 
various racial and ethnic populations. He further detailed that the NIH has a long history of community 
engagement for the recruitment of diverse clinical trial participants, which they have leveraged for COVID 
trials. 
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Sen. Tina Smith (D-MN) asked what endpoint scientists look for to know when to complete a clinical trial. 
Dr. Collins detailed that when 30,000 people are enrolled in a trial, half receive the vaccine and half receive 
the placebo. He continued to explain that the trial then tracks to see who develops COVID-19, and 
successful trials show that those that receive the placebo contract COVID-19 at a much higher rate than 
those who received the vaccine. He concluded that once the Data Safety Monitoring Board (DSMB), an 
independent review agency, determines that the vaccine meets the necessary efficacy and safety standards, 
the FDA can then review the product.  
 
FDA Independence in the Approval Process 
Many Democrat Senators of the Committee expressed concern that the FDA would succumb to political 
pressure and approve a vaccine before it was proven to be safe and effective. Ranking Member Murray 
asked what steps federal agencies should take to build trust with the American people and develop secure 
approval processes. Dr. Collins responded that the agencies would aim to be as transparent as possible so 
that the American people can see the facts. He also added that the DSMB provides an extra layer of 
oversight to the process and nine vaccine manufacturers have committed to provide transparency as well.  
 
Sen. Maggie Hassan (D-NH) asserted the need to have confidence in the FDA review process and asked 
how this confidence could be accomplished. Dr. Collins once again asserted that a vaccine candidate can 
not advance to the FDA before the DSMB has determined the vaccine to be safe and effective. Sen. Hassan 
then followed up and asked how sufficient safety data can be collected in such a short period of time. Dr. 
Adams detailed that normal vaccine trials enroll 3,000 participants, while COVID-19 vaccine trials are 
required to enroll 30,000 participants, which dramatically increase the amount of safety data generated.  
 
Sen. Bob Casey (D-PA) also emphasized the importance of the Trump Administration remaining out of 
the FDA approval process in order to instill trust in the vaccine for the American people. He then asked Dr. 
Adams and Dr. Collins if they would be willing to receiving the vaccine in a public manner to which both 
witnesses agreed to doing.  
 
Sen. Lisa Murkowski (R-AK) spoked about the Safe Authorization for Vaccines during Emergencies 
(SAVE) Act, and the need to ensure a level of independent public expert review of vaccine candidates. She 
then asked how this could be accomplished for COVID-19 vaccine candidates. Dr. Collins responded that 
all leaders, nationally and locally, need to convey that the FDA process is independent and transparent. Dr. 
Adams added that they are working with local providers to provide facts on the FDA approval process to 
convey to patients and create confidence.  
 
Vaccine Hesitancy 
Ranking Member Murray and Sen. Elizabeth Warren (D-MA) referenced a survey in which only 20 
percent of Americans would be willing to receive a vaccine and asked how greater confidence can be 
instilled. Dr. Adams noted that the country currently has unprecedented levels of vaccine hesitancy and he 
is planning on telling Americans to focus on the process over politics. Dr. Collins added that they are more 
focused on explaining how the decisions are made and are enlisting trusted officials in the community to 
share this information as broadly as possible.  
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Sen. Mitt Romney (R-UT) stated how there is a growing movement of “anti-vaxxers” and asked if the 
government should make a more concerted effort to dispel these conspiracies. Dr. Collins responded that 
this generation has lost the narrative on how beneficial vaccines are in saving lives and is disappointed in 
how easily this misinformation is spread. Dr. Adams detailed that HHS is employing a three-tiered approach 
for vaccine confidence through: 1) research and evaluation; 2) collaboration and partnerships; and 3) 
communication strategies and knowledge. He noted that the agency is working with social media platforms 
to ensure that appropriate information about vaccines is displayed.  
 
Vaccine Costs 
Sen. Bernie Sanders (D-VT) referenced how billions of taxpayers’ money has been used to develop 
COVID-19 vaccines and how the vaccine must be free of charge to all people to maximize the benefit. He 
then asked Dr. Collins and Dr. Adams if they would ensure that the vaccine is distributed free of charge. 
Dr. Adams committed to using all federal tools to ensure that costs is not an obstacle for the vaccine. 
 
Sen. Smith also asserted that a free vaccine for all is critical and asked if the government was purchasing 
the vaccines doses and supplies to ensure individuals are not left with out-of-pocket costs. Dr. Collins noted 
that as a part of OWS, the government has purchased millions of doses that will be provided for free, 
including syringes, vials, and personal protective equipment. He continued that the only other possible 
charge would be the fee charged by physicians for administering the vaccine, which the Administration is 
currently working on addressing.  
 
Vaccine Distribution and Administration 
Sen. Susan Collins (R-ME) noted that most vaccine candidates will require two doses and asked if the 
existing state-level immunization information system would be leveraged to track doses. Dr. Adams noted 
that HHS would be leaning on existing infrastructure to help states in developing distribution and tracking. 
Sen. Collins then asked who would be making the allocation decisions about who would receive the vaccine 
first. Dr. Adams responded that HHS is working with the National Academies of Medicine to develop a 
prioritization allocation framework that utilizes science for these decisions. Finally, Sen. Collins expressed 
concern about the necessary equipment to store vaccines at extremely cold temperatures and asked how 
some rural areas would be able to afford the correct storage. Dr. Collins detailed that OWS is working to 
ensure that storage is not a barrier for certain parts of the country.  
 
Sen. Jacky Rosen (D-NV) referenced how the Centers for Disease Control and Prevention (CDC) 
requested that states develop distribution plans in less than two months and expressed concern that states 
are lacking the federal support they need. Dr. Collins responded that the two-month timeline is to ensure 
that states are ready and do not have to develop a plan at the last minute. Dr. Adams added that the CDC 
will rely on existing infrastructure to help states, such as the Vaccines for Children (VFC) program. 
 
 
 
 
 
 
 


