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MEMORANDUM

To:          Kentucky Clinicians
From:      Kraig E. Humbaugh, MD, MPH

               Director, Division of Epidemiology and Health Planning
               Kentucky Department for Public Health

Date:       November 17, 2009
Subject:  Vaccine Adverse Event Reporting
As a healthcare provider, you can help monitor the safety of all licensed vaccines--- including the novel H1N1 influenza vaccine--- by promptly and accurately reporting any clinically significant adverse events that follow vaccination to the Vaccine Adverse Event Reporting System (VAERS). VAERS is a U.S. vaccine safety surveillance system, co-managed by the Centers for Disease Control and Prevention (CDC) and the Food and Drug Administration (FDA). VAERS is the front-line monitoring system for collecting and analyzing voluntary reports of adverse events following vaccination. The CDC and FDA analyze VAERS reports to identify potential vaccine safety concerns that may need further study or public health action.

At this time, nationwide distribution and administration of the novel H1N1 influenza vaccine is leading to heightened awareness for recognition and reporting of adverse events potentially related to vaccination.  Clinically significant adverse events are those events that are of concern to you or your vaccinated patients or their caregivers, even if it is not clear that the vaccine caused the adverse event.   Please report clinically significant adverse events identified after the administration of any licensed vaccine, using the process outlined below, regardless of whether the vaccine was administered in your practice.  While anyone can report to VAERS, vaccinated patients or their caregivers are encouraged to seek the help of their health care provider in filling out a VAERS form.
There are three ways to report an adverse event to VAERS:
1)  Submit online via a secure website at 
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2)  Fax a completed VAERS form to 877-721-0366, or
3)  Mail a completed VAERS form to VAERS, P.O. Box 1100, Rockville, MD 20849-1100. 
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In addition, to ensure that the Kentucky Immunization Program is made aware of vaccine adverse events occurring in Kentucky, please make a copy of the completed VAERS form and mail it to: 

Kentucky Department for Public Health

Immunization Program

275 East Main Street, HS2E-B

Frankfort, KY 40621

Attached is a VAERS reporting form, which can also be downloaded from the VAERS website at 
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. Alternatively, you may request a VAERS form by sending an email to info@vaers.org, by calling toll-free 800-822-7967, or by sending a faxed request to 877-721-0366. 
For additional information on VAERS or vaccine safety, visit the VAERS website at 
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 or call 800-822-7967.

When submitting a report to VAERS, please include as much information requested on the form as possible to assist VAERS staff with analysis and follow-up of the adverse event.  For example, please include information about vaccination location, date, vaccine type, lot number and dose.  The form also includes a space to provide contact information for the person reporting the adverse event.

By reporting vaccine adverse events to VAERS, the public health system will continue to be able to rapidly detect potential risks for serious or new adverse events after vaccination. This knowledge facilitates improvements in the safety of vaccines. Thank you in advance for your participation. Together we can ensure that vaccination continues to be as safe as possible.
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