Ethiopian Food and Drug Authority (EFDA)
REPORTING FORM FOR ADVERSE EVENTS FOLLOWING IMMUNIZATION (AEFI)

*Patient Name or initials:

*Patient’s full Address:

Telephone:

m] e[

Pregnant D
*Dateofbirth: ___ /[

Or Age at onset: |:| Dyears I:”:|months D D Ddays

Or Age group at onset: < 1 year [:] 1to5yrs D 610 15yrs D

1610 60 yrs D >60 yrs EI

Lactating D

Sex:

*Reporter's Name:

Institution:

Title & Department:

Address:

Telephone:

Email:

Date patient notified event to health system: __/__/

Today'sdate: ____ /____/

Health facility (place or vaccination center) name & address:

Vaccine
*Name of vaccine *Brand Name and, Name of | *Date of *Time of Dose (1%, | *Batch /Lot number | Expiry date
Manufacturer vaccination | vaccination | 2™ etc)
|
Diluents (if applicable)

Name of diluent *Batch /Lot number Expiry date | Date of reconstitution Time of reconstitution

!

|

*Adverse event(s):
(JSevere local reaction (] >3 days () beyond nearest joint
(JSeizures (febrile [ afebrile
(O Abscess
(] Sepsis
() Encephalopathy
(OToxic shock syndrome
O Thrombocytopenia
(OAnaphylaxis
CIFever 238°C
[Oinjection site reaction
| Generalized itch
(CJRash
OThrombosis

AEFIOnsetDate: __/__/

AEF] Onset Time:
Resolved Date (leave blank ifongoing): _ _/__/____
Resolved Time:

Describe AEFI (Signs & Symptoms):




*Serious: Yes/No:™¥|f Yes () Death [ Life threatening ([__JPersistent or significant disability () Hospitalization
[ Congenital anomaly [ Other important medical event (Specify)

*Outcome: ([_JRecovering (] Recovered (] Recovered with sequela (JNot Recovered [_JUnknown
(O Died If died, date of death: __/__/__Autopsydone: (] Yes () No [JUnknown

Past medical history (including history of similar reaction or other allergies), concomitant medication and dates of
administration (exclude those used to treat reaction) other relevant information (e.g., other cases). use additional sheet if
needed:

First decision making level to complete:

[ Investigation needed: (CJYes [T No | If yes, date investigation planned: /

National level to complete:

Date report received at national level __/__/ AEFI worldwide unigue ID:

Comments:

MEZMLL KHU AL RME
First fold here

This ADE reporting form is prepared and printed by Ethiopian Food and Drug Authority (EFDA)
in collaboration with the USAID Global Health Supply Chain Program- Procurement and Supply
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Management (GHSC-PSM) project .
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ETHIOPIAN FOOD AND DRUG AUTHORITY
Other means of Reporting PO. Box 5681-Tel.0115-523142
Flectromc Reporting form on our website: www.efda.gov.et Addis Ababa, Ethiopia
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