




















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 (VAERS) 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.com/doi/10.1002/pds.2323/abstract.

¢. 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



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 HIN1 influenza vaccine, CDC
began research to determine if there 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 protocoi 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 HIN1 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 forum 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



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.





