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Smallpox Vaccine Adverse Events Reporting Fact Sheet

What is a vaccine adverse event?

An adverse event is any clinically significant medical event that occurs following administration of a vaccine. Adverse events specifically related to smallpox (vaccinia) vaccination include: inadvertent inoculation, generalized vaccinia, eczema vaccinatum, progressive vaccinia, post-vaccinial encephalitis, fetal vaccinia, and bacterial infections of the vaccination site. Acute allergic reactions (anaphylaxis) and erythema multiforme may occur with vaccinia as well as other vaccines. Unlike other vaccines, an adverse event may occur not only in the person vaccinated (vaccinee), but among their close contacts as well (secondary vaccinia).  Reporting of adverse events is the most important element in vaccine safety surveillance. 

What is the Vaccine Adverse Event Reporting System?

The Vaccine Adverse Event Reporting System or VAERS, is an early warning system of vaccine safety surveillance. The system is a national surveillance system jointly operated by the Centers for Disease Control and Prevention (CDC) and the Food and Drug Administration (FDA).  VAERS was established in 1990 and has traditionally been a passive surveillance system which accepts reports from health care providers, public health agencies, vaccine manufacturers and the general public.

For Stage 1 of the National Smallpox Vaccination Program, Washington State Department of Health (DOH) will use VAERS along with our own database, Prophylaxis and Vaccine Management System (PVMS), to collect information about adverse events specifically related to smallpox vaccinations. Using these combined systems, DOH will provide CDC, FDA, local health agencies, the media and the public daily information about smallpox vaccinations and vaccine safety in Washington State.  As the smallpox vaccination program progresses, enhancements to the VAERS system may be developed to collect data specifically related to smallpox vaccine. 

Data from PVMS and VAERS will be used to identify new and/or rare vaccine side effects, increases in rates of known side effects, and risk factors for particular types of adverse events. Information on adverse event reports for specific vaccine lots will also be monitored. 

When should a Vaccine Adverse Event Reporting System (VAERS) report be submitted?

Reporting by telephone is required immediately for any serious smallpox vaccine adverse event that is life-threatening, requires CDC consultation or treatment with investigational drugs (vaccinia immune globulin or the antiviral cidofovir), either in a vaccinee or a contact. For serious adverse events, a VAERS form should be submitted within 24 hours. For other less serious adverse events, a VAERS form should be submitted within 48 hours of the evaluation, even if it is not certain that the vaccine caused the event. 

How should adverse events be reported?

· Serious adverse events (life-threatening or requiring CDC consultation or investigational drug treatment) should be reported immediately by telephone to the DOH Communicable Disease Epidemiology 24-hour telephone line at 206.361.2914 or 877.593.4344, unless instructed otherwise by your local health department. A clinician will be available for consultation, and instructions on completing and submitting a VAERS form will be given at that time. VAERS forms should be faxed within 24 hours to the DOH Communicable Disease Epidemiology confidential fax line @ 206.361.2930. 

· Other adverse events should be reported by telephone or fax within 48 hours to your local health department or DOH Communicable Disease Epidemiology at the telephone or fax numbers above.

Who should report smallpox vaccine adverse events?

Healthcare providers evaluating patients with suspected adverse events should submit a VAERS report. Local health department personnel may also assist providers in submitting VAERS reports. Healthcare providers reporting adverse events may be contacted by health department staff for additional follow-up information.

Why is it important to report smallpox vaccine adverse events?

Reporting adverse events to DOH is the most timely and efficient method of 1) assuring appropriate medical management and follow-up for patients with serious adverse events related to smallpox vaccination, and 2) collecting safety data on Stage 1 of our smallpox vaccination program in Washington.  Prompt reporting helps assure that our smallpox vaccination program will be conducted as safely as possible.

Where can I get copies of VAERS reports forms?

Forms can be downloaded from the VAERS website – however; healthcare providers and others should be encouraged to submit VAERS forms directly to DOH or their local health jurisdiction, rather than to the VAERS website. 

Additional information on VAERS can be found at:

· Vaccine Adverse Event Reporting (VAERS) website

http://www.vaers.org/
· CDC’s Smallpox Vaccination Adverse Events Training Module

http://www.bt.cdc.gov/training/smallpoxvaccine/reactions/default.htm
· CDC’s Materials for Healthcare Professionals: Resource Kit

http://www.bt.cdc.gov/agent/smallpox/reference/resource-kit.asp
· MMWR Dispatch, January 24, 2003: Smallpox Vaccination and Adverse Reactions – Guidance for Clinicians

http://www.cdc.gov/mmwr/preview/mmwrhtml/rr5204a1.htm
