












a lifetime ban on communicating or appearing before the government on behalf of their 

new employer or anyone else regarding specific policy matters in which they participated 

personally and substantially during their entire government service. See 18 U.S.C 

§ 207(a)(l) for more information. There are a number of other exceptions that may apply 

as well including restrictions on representations to the government for matters under the 

former employee's official responsibility and restrictions that apply to senior-level 
government officials. 

Federal advisory committee members and career federal employees are prohibited from 

participating personally and substantially in a particular government matter that will 

affect their financial interests, as well as the financial interests of their spouse or minor 

child, general partner, or groups or people covered by 18 U.S.C. § 208. Many federal 

employees, depending on their duties, must file financial disclosure reports to help 

identify and mitigate potential conflicts of interest with the employees' duties. See 5 

CPR Part 2634. Additionally, special government employees serving on advisory 

committees must report certain financial interests before attending committee meetings. 
See 5 CPR§ 2634.904(a)(2). A 208(b)(3) waiver may be granted to such committee 

members, based on a determination that the need for the service outweighs the potential 

for a conflict of interest. 

c. require that vaccine safety advocates comprise half of HHS's vaccine committees? 
The Vaccine Act defines memberships for the NVAC and ACCV. See 42 U.S.C. §§ 
300aa-5 and 300aa-l 9. The VRBP AC charter states that "Members and the Chair are 

selected by the Commissioner or designee from among authorities knowledgeable in the 

fields of immunology, molecular biology, rDNA, virology; bacteriology, epidemiology or 

biostatistics, vaccine policy, vaccine safety science, federal immunization activities, 
vaccine development including translational and clinical evaluation programs, allergy, 
preventive medicine, infectious diseases, pediatrics, microbiology, and biochemistry." 

You can learn more about the VRBAC charter at: 
https://www.fda.gov/ AdvisorvCommi ttees/CommitteesMeetingMaterials/B loodV accines 

andOtherBio logicsN accinesandRelatedB io lo gi calProductsAdvisoryCommittee/ucm 129 5 

71.htm. The ACIP charter provides that "the committee shall consist of 15 members, 

including the Chair. Members and the Chair shall be selected by the Secretary, HHS, 
from authorities who are knowledgeable in the fields of immunization practices and 
public health, have expertise in the use of vaccines and other immunobiologic agents in 
clinical practice or preventive medicine, have expertise with clinical or laboratory 

vaccine research, or have expertise in assessment of vaccine efficacy and safety. The 

committee shall include a person or persons knowledgeable about consumer perspectives 
and/or social and community aspects of immunization programs." You can find out more 

about the ACIP by reading the chaiier at 
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https://www.cdc.gov/vaccines/acip/committee/charter.html. New members are selected 

based on the candidate' s qualifications and their ability to contribute to the specific 
objectives or needs of the committee, with an overall goal of ensuring a diverse 
committee that reflects the charge. 

d. allocate toward vaccine safety an amount at least equal to 50% of HHS's budget 
for promoting/purchasing vaccines? 
The United States has a robust vaccine safety system that closely and constantly monitors 

the safety of vaccines. Several agencies within HHS dedicate a significant portion of their 

budgets and expertise to collaboratively ensure that vaccination efforts are as safe as 
possible. Due to the significant progress made in the last few years to monitor side effects 
and conduct relevant vaccine safety research, HHS does not foresee drastically changing 
current budget allocations in this area. However, this could change pending a vaccine 
safety signal. Likewise, advances in the development of new vaccines or ways of 
administering immunizations may require additional vaccine safety funding. 

To address comments you made in your letter about vaccine monitoring, I want to clarify 

a few things. The Vaccine Adverse Event Reporting System (V AERS) is a national 

system to collect reports of adverse events that happen after vaccination. The adverse 

events reported to this system are not necessarily caused by vaccination and may or may 
not be a condition that occurred by chance alone, so they must be further investigated. 

For more information, please visit: https://vaers.hhs.gov/. 

HHS places a priority on vaccine safety. To fulfill public health and regulatory functions, 
the Centers for Disease Control and Prevention (CDC) and FDA use the Vaccine Safety 

Datalink (VSD) and Post-licensure Rapid Immunization Safety Monitoring System 
(PRISM) to evaluate if adverse events are related to vaccination. You can find more 

details about VSD and PRISM at: 
https://www.cdc.gov/vaccinesafety/ensuringsafety/monitoring/vsd/index.html and 

http://onlinelibrary. wiley.corn/doi/10.1002/pds.2323/abstract. 

e. support the creation of a vaccine safety department independent of HHS? 
HHS works in close partnership with other federal, state and local agencies, as well as 

private entities to monitor and communicate about the safety of U.S. vaccines. To 
adequately address safety-related issues, strengthen the system that monitors the safety of 
vaccines throughout production and use, and advance the safety profile of vaccines, the 
expertise of several groups within HHS is required. For example, FDA regulates vaccine 
clinical trials, licenses vaccines, and monitors vaccine safety after vaccine use and the 
Health Resources and Services Administration runs the National Vaccine Injury 

Compensation Program and the Countermeasures Injury Compensation Program. As 
HHS plays a significant and cross-cutting role in vaccine safety, the diverse federal 
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vaccine safety portfolio is coordinated at HHS to leverage collaboration among the many 

groups, inside and outside of HHS, involved in vaccine and immunization activities. 

To address your point about conducting research to uncover long-term adverse events, 
HHS both conducts research in this area and funds outside research in this area. For 
example, after a safety signal in Europe indicated an increased risk of narcolepsy, a 

chronic neurological disorder caused by the brain's inability to normally regulate sleep
wake cycles, after vaccination with a monovalent 2009 HlNl influenza vaccine, CDC 

began research to determine ifthere was a safety issue not only in the United States but 

globally as well. To respond to this signal, an international team of researchers conducted 
a dynamic retrospective cohort study to estimate incidence rates of narcolepsy diagnoses 
using a common protocol on electronic data in seven countries during 2003-2013. For the 
case control study, conducted according to a common protocol in six countries, cases 

were identified from sleep center records. Overall, the results of this study did not support 
an association between receipt of the 2009 HlNl vaccine and narcolepsy. The successful 
completion of this study proves that the United States has the infrastructure to not only 
investigate vaccine safety signals at a local level, but to also collaborate with 
international partners when such signal is of global concern. 

f. support the repeal of the 1986 Act to the extent it grants immunity to 
pharmaceutical companies for injuries caused by their vaccine products? 
The National Vaccine Injury Compensation Program (VICP) does vital work to ensure an 

adequate supply of vaccines, stabilize vaccine costs, and establish and maintain an 
accessible and efficient fornm for individuals found to be injured by certain vaccines. 
According to the VICP website, over 5000 petitions were compensated, supply shortages 
of vaccines have been reduced, and pricing of vaccines stabilized since the program was 
enacted. Likewise, this program provides an alternative to civil litigation that includes 
attorney fees and costs. Although the Vaccine Act provides liability protections to 

manufacturers of covered vaccines in many circumstances, these protections are not 
absolute. The Vaccine Act provides that there are instances when a manufacturer of a 
covered vaccine is not protected from liability by the Act, such as when an individual 
files a petition and is requesting damages of $1 ,000 or less. In such a case, a civil suit 
against an administrator may be permitted to be filed in state or Federal court without 

first filing a petition in the VICP. 

Further, a repeal of the National Childhood Vaccine Injury Act of 1986 is unlikely. 
Congress recently passed the 21st Century Cures Act (Public Law 114-255), which made 
several amendments to the Vaccine Act. The amendments expand the VICP's coverage to 
include new vaccines that previously were not covered by the VICP (vaccines 
recommended by the CDC for routine administration in pregnant women) and make clear 
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that vaccine-injury claims may be filed both with respect to injuries alleged to have been 
sustained by women receiving covered vaccines during pregnancy and with respect to 

injuries alleged to have been sustained by live-born children who were in utero at the 
time those women were administered such vaccines. 
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