What events should be reported to VAERS?

- VAERS encourages the reporting of any significant adverse
event occurring after the administration of any vaccine
licensed in the United States. You should report any significant
adverse event even if you are unsure whether a vaccine
caused the event.

The National Childhood Vaccine Injury Act (NCVIA) requires
health care providers to report:

« Any event listed by the vaccine manufacturer as a
contraindication to subsequent doses of the vaccine.

» Any event listed in the Reportable Events Table that occurs
within the specified time period after vaccination.

» The Reportable Events Table specifically outlines the
reportable post-vaccination events and the time frames in
which they must occur in order to qualify as being reportable.
To obtain a copy of the Reportable Events Table, call 1-800-
822-7967 or go to http://www.vaers.hhs.gov/reportable.htm

How are VAERS reports analyzed?

« Both the CDC and the FDA review data reported to
VAERS. The FDA reviews reports to assess whether a
reported event is adequately reflected in product labeling,
and closely monitors reporting trends for individual
vaccine lots. Approximately 85% of the reports describe
mild events such as fever, local reactions, episodes of
crying or mild irritability, and other less serious
experiences. The remaining 15% of the reports reflect
serious adverse events involving life-threatening
conditions, hospitalization, permanent disability, or death,
which may or may not have been truly caused by an
immunization.



Does VAERS Provide General Vacci.ne
Information?

« No. VAERS only collects and analyzes adverse event
reports. For general information about vaccine safety,
visit CDC's Vaccine Safety Web site. For information
about specific vaccines, immunization schedules,
publications on vaccine-preventable diseases, and more,
visit CDC's Vaccines and Immunizations Web site or call
the CDC INFO Contact Center Information Line at (800)
232-4636.

Can information reported to VAERS cause a
recall of a vaccine?

« The FDA has the authority to recall a vaccine from use in
the United States if they feel it represents a risk to the
American public. VAERS reports may signal that there is
the potential for a safety risk, which would prompt a
wider evaluation of the safety of the vaccine lot. If the
evaluation confirms a risk, the batch can be recalled.



Are all events reported to VAERS caused by
vaccinations?

* No. Because VAERS accepts all reports of adverse
events following vaccination, not all events reported to
VAERS are caused by vaccines. Some events may occur
coincidentally after the administration of a vaccine while
others may in fact be caused by a vaccine. Studies help
determine if there is more than a temporal (time)
association between immunization and adverse events.
An occurrence of an adverse event following the
administration of a vaccine is not conclusive evidence
that the event was caused by the vaccine. Various
factors (e.g., medical history, other medications given
near the time of the vaccination) must be examined to
determine if they could have caused the adverse event.
Many adverse events reported to VAERS may not be
caused by vaccines.

What if | can't tell if a reaction was caused
by a vaccine or another medication?

* We encourage you to report any reaction following
vaccination to VAERS, even if you cannot tell if the
vaccine or another product caused it. Reports sent to the
VAERS program that also make reference to non-
vaccine pharmaceutical products are shared with
MedWatch, the FDA's drug safety surveillance system.



How do | find out if a vaccine adverse
event has been reported to VAERS ?

« The Freedom of Information Office can be contacted to
obtain specific data from VAERS. The requester will be
billed for the cost of refrieving and copying the data. You
can request information about adverse events reported
to VAERS by faxing requests to (301) 443-1726, or by
sending requests to:

* Food and Drug Administration
Freedom of Information Staff (HFI-35)
5600 Fishers Lane
Rockville, MD 20857
(301) 827-6500

Is VAERS involved in the Vaccine Injury
Compensation Program?

* No. The National Childhood Vaccine Injury Act created
the Vaccine Injury Compensation Program (VICP) to
compensate individuals whose injuries may have been
caused by vaccines recommended by the CDC for
routine use. VICP is separate from the VAERS program.
Reporting an event to VAERS does not file a claim for
compensation to the VICP. A petition must be filed with
VICP to start a claim for compensation. For more
information call (800)-338-2382, or go fo
http://www.hrsa.gov/vaccinecompensation/.



Vaccine Adverse Event Reporting System

(VAERS) Database Information

The information collected into the VAERS database comes from a
wide array of sources, including patients and parents, state health
agencies, pharmacies, health care providers, and the makers of the
vaccines. Although complete information greatly enhances the
analysis of vaccine safety, in order to capture as many reports as
possible, reports with less complete information will be included in
the database.

The primary purpose for maintaining the database is to serve as an

early warning or signaling system for adverse events not detected

during pre-market testing. In addition, the National Childhood

Vaccine Injury Act of 1986 (NCVIA) requires health care providers

and vaccine manufacturers to report to the DHHS specific adverse

Zv?nts following the administration of those vaccines outlined in the
ct.

A balance must be struck in reducing the burden on voluntary
reporters while providing enough data to Produce necessary "signal
flags” to trigger analysis of potential significant events and trends.

Vaccine Adverse Event Reporting System

(VAERS) Database Information

The incidence rate (how often events occur) cannot be

calculated from VAERS data, because not all events are

Lepit()rted and the exact number of administered doses cannot
e known.

VAERS data are from a passive surveillance system and
represent unverified reports of adverse events temporallg
associated with one or more vaccines. Such data are subject
to limitations of under-reporting, simultaneous administration
of multiple vaccine antigens, reporting bias, and lack of
incidence rates in unvaccinated comparison groups.

When reporting and evaluating data from VAERS, it is
important to note that for any reported event, no cause and
effect relationship has been established. The event may have
been related to an underlying disease or condition, to drugs
being taken concurrently, or may have occurred by chance
shortly after a vaccine was administered.



Background and Public Health Importance

« The Vaccine Adverse Event Reporting System
(VAERS) is a national vaccine safety surveillance
program co-sponsored by the Centers for Disease
Control and Prevention (CDC) and the Food and Drug
Administration (FDA). VAERS is a post-marketing safety
surveillance program, collecting information about
adverse events ?possible side effects) that occur after
the administration of vaccines licensed for use in the
United States.

« The National Childhood Vaccine Injury Act (NCVIA) of
1986 requires health professionals and vaccine
manufacturers to report to the U.S. Department of Health
and Human Services specific adverse events that occur
after the administration of routinely recommended
vaccines. In response to NCVIA, CDC and FDA
established the Vaccine Adverse Event Reporting
System (VAERS) in 1990 (Chen, Vaccine, 1994).

Background and Public Health Importance

« VAERS has demonstrated its public health importance
by providing health scientists with signals about possible
adverse events following immunization. In one instance,
VAERS detected reports for intussusception over that
what would be expected to occur by chance alone after
the RotaShield rotavirus vaccine in 1999. Epidemiologic
studies confirmed an increased risk, and these data
contributed to the product's removal from the US market.
In another example, VAERS determined that there may
be a potential for a small increase in risk for Guillain-
Barre syndrome after the meningococcal conjugate
vaccine, Menactra. As a result of this finding, a history of
Guillain-Barre syndrome became a contraindication to
the vaccine and further controlled studies are currently
underway to research this issue.



Number of Reports VAERS Receives

- VAERS receives around 30,000 reports annually, with 13%

classified as serious (e.g., associated with disability,
hospitalization, life-threatening iliness or death) (CDC VAERS
Master Search Tool, April 2, 2008). Since 1990, VAERS has
received over 200,000 reports, most of which describe mild
side effects such as fever. Very rarely, people experience
serious adverse events following immunization. By monitoring
such events, VAERS helps to identify any important new
safety concerns and thereby assists in ensuring that the
benefits of vaccines continue to be far greater than the risks.

Many different types of adverse events occur after vaccination.
About 85-90% of the reports describe mild adverse events
such as fever, local reactions, and episodes of crying or mild

- irritability. The remaining reports reflect serious adverse

events involving life-threatening conditions, hospitalization,
permanent disability, or death, which may or may not have
been caused by a vaccine.

Objectives of VAERS

The primary objectives of VAERS are to:

Detect new, unusual, or rare vaccine adverse events
(VAEs);

Monitor increases in known adverse events;

|dentify potential patient risk factors for particular types
of adverse events;

|dentify vaccine lots with increased numbers or types of
reported adverse events; and

Assess the safety of newly licensed vaccines.
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