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Disclaimer

The findings and conclusions in this presentation
are those of the authors and do not necessarily
represent the official position of the CDC or FDA.




Vaccine Adverse Event
Reporting System (VAERS)
and VAERS reporting form

o VAERS is the national
spontaneous reporting system
for monitoring the safety of
U.S.-licensed vaccines

0 VAERS is co-managed by CDC
and FDA

o The current VAERS form
(VAERS-1 form) has been in
use since 1990

0 The paper version* of this
form must be filled out by
hand and mailed or faxed

o An online reporting tool allows
for web-based reporting

*The VAERS-1 form is a PDF that does not have
writable and savable features

VAERS-1 form (circa 1990)

WEBSITE: www.vaers.hhs.gc E-MAIL: info@vaers.org FAX: 1-877-721-0366

VACCINE ADVERSE EVENT REPORTING SYSTEM For CDC/FDA Use Only
24 Hour Toll-Free Information 1-800-822-7967 V AERS Number
P.O. Box 1100, Rockville, MD 20849-1100
PATIENT IDENTITY KEPT CONFIDENTIAL Date Receive

Patient Name: ¥ inis Form completed by (Name):

Last

Address

and treafment, if any

OYES

Lot number

inno

Manufacturer Lot number Route/Site

O To health department

O To manufacturer

ving Immunization.




Vaccine Adverse Event Reporting System
(VAERS) 2.0

0 VAERS 2.0 consists of two major initiatives

= A new VAERS form with revised data elements
« VAERS 2.0 reporting form

= An updated processes for submitting VAERS reports
e Option 1: updated online reporting tool

e Option 2: writable PDF form combined with
electronic document upload capability




VAERS 2.0 development

Proposed changes to the current VAERS form were first
presented to ACIP, NVAC and ACCV in September and
October 2014

Proposed changes were also posted on the Federal Register

for public comment in November 2014

(https://www.federalregister.gov/documents/2014/11/24/2014-27678/request-for-comment-on-draft-
vaccines-adverse-event-reporting-system-vaers-20-form)

CDC conducted extensive user testing during development
Changes to the VAERS form were finalized in 2016

The new VAERS 2.0 form has updated data elements (e.qg.
pregnancy status, race and ethnicity) and new features
including writable and savable options

IT upgrades to the VAERS website were completed in 2017 to
iIncorporate new data elements into a reconfigured online
reporting tool and to accommodate a new electronic
document upload process



https://www.federalregister.gov/documents/2014/11/24/2014-27678/request-for-comment-on-draft-vaccines-adverse-event-reporting-system-vaers-20-form
https://www.federalregister.gov/documents/2014/11/24/2014-27678/request-for-comment-on-draft-vaccines-adverse-event-reporting-system-vaers-20-form

Reporting using the VAERS 2.0 form

Starting June 30, 2017 and extending through the end of
December 2017, CDC and FDA will implement the VAERS
2.0 form and phase out the VAERS-1 form

VAERS 2.0 is for reporting by:

= Healthcare professionals, patients, parents, guardians,
caregivers, and other non-manufacturer reporters

Reporters will be able to:

= Use the VAERS 2.0 online reporting tool to submit reports
(i.e., direct online reporting)

or

= Download and complete the writable and savable VAERS 2.0
form and submit using an electronic document upload feature

Vaccine manufacturers report through a different process
using the FDA Electronic Submissions Gateway




Partial screen shot of VAERS 2.0 online VAERS 2.0 form (writable, savable and
reporting tool (direct online reporting) uploadable onto the VAERS website)

VAERS Vaccine Adverse Event Reporting System . ) Adverse events are possible reactions or prablems that occur during or after vactination.
viwrw.vaers hhs.gov vms Vaccine Adverse Event Reporting System | jims3, 3,4,5, 6, 17, 18 and 21 are ESSENTIAL and should be completed.

vaers.hhs,
wrww-vasrs-hhs.gov Patient identity is kept confidential. Instructions are provided on the last two pages.

About VAERS Report an Adverse Event VAERS Data ~ Submit Follow-Up Information INFORMATION ABOUT THE PATIENT THE i Paye if needed).
1. Patient name: (fst! last 9. Prescriptions, over-the-counter medications, dietary supplements, or
Street address: herbal remedies being teken at the time of vaccination.
Completion Status Report an Adverse Event - Patient Information Instructions | en Espafiol city: | County

. ) 2P code: Phone: | Email 10. Allergies to medications, food, or other producis:
Patient Information Note: Fields marked with an * are essential and should be completed 2.|Date of birth: ey 1 3./sex (1 Male ) Femele [ Unknawn

4. Date and time of vaccination: fmenfddyyyy) B T 48| 11 Other flnesses ar the time of vaccination and up to one month prir
Item 1 @ 5. Date and time adverse event started: (mmlddiyypy) [ Time: .

Facility Information 6. Age at vaccination: Years Months | 7. Today's date: immiddyyyy) 12. Chranic or long-standing health conditions:
Patient first name: Patient last name:

Reporter Information

8. Is the report shout vaccine(s) given 1o a pregnant woman?: No Yes

Unknown
Vaccine Information {H yes, describe the event. any pregnancy complications, and estimated due date if known in item 18]
INFORMATION ABOUT THE PERSON COMPLETING THIS FORM INFORMATION ABOUT THE FACILITY WHERE VACCINE WAS GIVEN

13. Form completed by: fname] 15. Facilityjclinic name: 16. Type of facilty: (Check ane).

Relation to patient: I Healthcare professionalistaff [ Patient lyourself Doctor's office ar hospital
Parent/guardian/caregiver Other: Fax: ) Pharmacy or drug store
State: County: Streer address: Check if same as item 13. | (1 Workplace clinic
Street address: Check if same as item 1. o
Select State . sur o ot Pubic health cinic:
e ' Nursing home or senior lving facility
Zip code: Phone: il: Phoce: - ) Fuei city: Schoollstudent heaith clinic
14. Best doctorhealthcare  Name: . = .
professons {0 contact e - State: _=| 2IP code: Other:
ahou the adverse event: i Phone: ()

Additional Information Street address:

Unknown

ltem2 @ ltem 3 @ 'WHICH VACCINES WERE GIVEN? WHAT HAPPENED TO THE PATIENT?
17. Enter all vaccings given on the date listed in item 4: (Route is HOW vactine was given, Body site is WHERE vaccine was given]. Use Gontinuatien Page if needed.  Dgse no.
*Date of birth || mmfyyyyl *Sex Vactine ftype and brand name] Manufsctur Lot number Route Bady site n series

O Male O Female O Unknown

ltem 4 @ 18. Describe the adverse event(s), treatment, and outcomets), if any: [symptoms, sigs, time course, ete | 21_ Result or outcome of adverse event(s): (Check al that appl
Doctor or other heslthcare professional officeiclinic visit
Emergency room or emergency department wisit

Number of days fif knawn)

* Date of vaccination (

State:

ltem 5 @ Prolongation of existing hospitalization
Ivaccine rec=ived during existing hospitaization)

Life threatening finess fivmediaterik of death from the event]
18. Medical tests and Iaboratory resuits related to the tverse eventis): include dates) Disabiiity or permanent damape

Patient died: Date of death BB imentdtyyyy)

Congenital anomaly or birth defect

*
Date adverse event started {|_| mm/yyyy)

ltem 6 @ ltem 7 20. Has the patient recovered from the adverse events]?: () Yes Unknawn Mone of the above

* Age atvaccination Today's date fuea age if necded).
22 Any other vaccines recsived within sns month prio to the data lsted in ism 4:
years months 06/1472017 Viccing (type and brand nare] Wanufacurer
=1 =1
e | =l
Item & @ 23. Has the patient ever had an adverse event following any previous vaccine?: [ yes, describe patient age at vaceinati i vaccine type. and brand name]
Wo [l Unknown [ Y¥s

24_ Patiem's race: American Indian or Alasks Native Asian Black or African American Native Haw aiian or Other Pacific Islander
(Check all that apphy]. White Unknown Other:

25. Patient's ethicity: |1 Hispanic or Lating Mot Hispanic or Lating Unknown | 26. Immuniz. proj. report no.. (Health Dept use only).

¥ FOR LS. MILIT OF DEF
27. Status at vaccination: [ Active duty Reserve MNational Guard Beneficiary Other. 28. Vaccinated at Military/DoD site: (] Yes No
FORM FDA VAERS-2.0 (8/17)

“Essential” items (high value data elements) are highlighted with asterisks in the online
eporting tool and with yellow boxes in the writable PDF form




VAERS 2.0 form (additional information)

Instructions for reporting to VAERS will be available at
https://vaers.hhs.gov/reportevent.html (URL will be activated
June 30, 2017)

Additional assistance is available via email at info@vaers.orqg
or by phone at 1-800-822-7967

Transition to the VAERS 2.0 form is expected to be completed
by the end of December 2017

Accommodations will be made for individuals unable to
submit reports electronically



https://vaers.hhs.gov/reportevent.html
mailto:info@vaers.org
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Thank You

For more information please contact Centers for Disease Control and

Prevention
1600 Clifton Road NE, Atlanta, GA 30333
Telephone, 1-800-CDC-INFO (232-4636)/TTY: 1-888-232-6348

E-mail: cdcinfo@cdc.gov Web: www.cdc.gov

The findings and conclusions in this report are those of the authors and do not necessarily represent the official
position of the Centers for Disease Control and Prevention.
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