
Annexure: 16

National AEFI Causality Assessment Form – 2020

Age Sex

Discharge :

AEFI forms received

CRF Hospital records

CIF Diagnosis reports 

Key finding aiding arriving at valid diagnosis

Has the

Is this case eligible for causility assessment?                             

List all vaccines administered 

before this event
What is the valid diagnosis?

If “Yes”, proceed to step 2, If “No”, mention missing information required: 

Co-administered vaccines, if any: 

Step 1 (Eligibility)

(event for review in step 2-valid 

diagnosis) 

Level of certainty (if diagnosis 

included in Brighton’s 

Collaboration): 

Create your question on causality here:

Vaccine / vaccination caused 

Diagnosis meets a case 

definition? 

District Name of PatientState Case ID

Birth :

Vaccination :

                                                    Dates    &   Times of If Death case

Date & time of death

AEFI verbal autopsy report: 

First post mortem report :

Finalpost mortem report

OutcomeVaccine (s) Given

First Symption of onset :

Hospitization :

RemarksSupporting documents received

Yes No

https://bit.ly/2OaHKDv


Step 2 (Event Checklist) √ (check) all boxes that apply

I . ls there strong evidence for other causes?                                                                      

FALSE

II. ls there a known causal association with the vaccine or vaccination?  (Vaccine product)

Vaccine Product

FALSE

FALSE

FALSE

Vaccine Quality

FALSE

Immunization Error

FALSE

FALSE

FALSE

FALSE

FALSE

FALSE

Imm. Anxiety- ITSR

FALSE

II (time). If “yes” to any question in II, was the event within the time window of increased risk?

FALSE

FALSE

IV. Other qualifying factors for classification 

FALSE

FALSE

FALSE

FALSE

FALSE

FALSE

Y: Yes N: No UK: Unknown NA: Not applicable or Not available

1. Is there a body of published evidence (systematic reviews. 

GACVS reviews, Cochrane reviews etc.) against a causal 

association between the vaccine and the event? 

https://bit.ly/3f8F1q6 

1. In this patient. did such an event occur in the past after 

administration of a similar vaccine?

III. Is there strong evidence against a causal relationship ? 

4 Did this patient have an illness, pre-existing condition or risk 

factor that could have contribute to the event ?

12. In this patient, did the event occur within a plausible tme 

window after vaccine administration?

3. Could the current event have occurred in this patient 

without vaccination (background rate)?

5. Was this patient taking any medication prior to the 

vaccination?

2. In this patient did such an event occur in the past 

independent of vaccination?

Remarks

6. Was this patient exposed to a potential factor (other than 

vaccine) prior to the event (e.g. allergen, drug, herbal product 

etc. )?

7. In this patient, was the vaccine's physical condition (e.g. 

colour, turbidity, presence of foreign substances etc.) 

abnormal when administered?
8. When this patient was vaccinated, was there an error in 

vaccine constitution/preparation by the vaccinator (e.g. wrong 

product, wrong diluent, improper mixing, improper syringe 

filling etc.)

11. In this patient, could this event be a stress response 

triggered by immunization (e.g. acute stress response, 

vasovagal reaction. hyperventilation or anxiety)?

9. In this patient, was there an error in vaccine handling (e.g. a 

break in the cold chain during transport, storage and/or 

immunization session etc.)?

10. In this patient, was the vaccine administered incorrectly 

(e.g. wrong dose, site or route of  administration; wrong 

needle size etc.)?

 5. In this patient, was there an error in prescribing or non-

adherence to recommendations for use of the vaccine (eg.use 

beyond the expiry date,wrong recipient etc.)?
6. In this patient, was the vaccine (or diluent) administered in 

an unsterile manner?

3. In this patient, did a specific test demonstrate the causal 

4. Could the vaccine given to this patient have a quality defect 

1. Is there evidence in published peer reviewed literature that 

this vaccine may cause such an event even if administered 

correctly?

2. Is there a biological plausibility that this vaccine could cause 

such an event?

https://bit.ly/3ecoAI0 

1. In this patient, does the medical history, clinical 

examination and/ or investigations, confirm another cause for 

the event?

State District Case ID Name of Patient

0 0 00

Y N UK NA

Y N UK NA

Y N UK NA

Y N UK NA

Y N UK NA

Y N UK NA

Y N UK NA

Y N UK NA

UKN NAY

Y N UK NA

Y N UK NA

Y N UK NA

Y N UK NA

Y N UK NA

Y N UK NA

Y N UK NA

Y N UK NA

Y N UK NA

Y N UK NA

Y N UK NA

Y N UK NA



Name of Patient Outcome

 Note for Step 3:

State District Case ID



Name of Patient Outcome

Feedback on the case for district / state / others (specify):

S.N.

1

2

3

4

5

6

Thank you

DateName of experts Signature

State District Case ID


