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WHO Experiences in Individual CA Vaccines & Medicines

[Context]—> Core Concepts —> Tool linkage —>Practical Application—> Global Collaboration

WHO AEFI causality assessment algorithm (10+ years)

Maternal/ neonatal AEFMI pilot (complex, multifactorial contexts)

Since 2023 - Phase 1 and Phase 2 development completed

Adverse Drug Event (ADE) causality Assessment — Concept approved
at ACSOMP - Development started - 2025




What do we mean when we say Vaccine “causes” an adverse event?

Population Individual
(Can it?) (Did it?)

Does the Vaccine increase the risk Was the Vaccine a
of occurrence of the event in the factor in the individual
community? developing the event?

Case Based Approach
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WORLD HEALTH ORGANIZATION

ADVERSE EVENT
FOLLOWING IMMUNIZATION

(AEFI): CAUSALITY
ASSESSMENT

AIDE MEMOIRE

Purpose: This alde-mémoire sarves as a guide to 2 systematic,
standardized causality assessment process for serious adverse events
following immunization (including clusters). It is intended to be
used by staff at the national (or first sub-national) level.

AFFI causality assessment overview

All reported AEFIs require verification of the diagnosis. coding,
review, collation and storage; if an AEFI is serious, it requires triage
for systematic, standardized causality assessment. Many AEFTs,
including serious ones, may be codncidental while others are wall
known to be vaccine related (e.g., oral polio veccine-assoclated
paralytic polio [VAPP]).

Causality assessment is the systematic review of data about an
AEFI case to determine the lkelihood of a causal association
between the event and the vaccine(s) recelved.

Causality assessment is a critical part of AEFI monitoring and
enhances confldence in national iImmunization programmes.
‘Whether an AEFI s, or is not. attributable to the vaccine or the
varcination programme determines what, if any, steps nesd o be
taken to widress the event.

Routine AEF] review and triage

All AEFIs nesd to be screened and wriaged by trained immunization
programme staff to determine the subsequent steps nesded (follow
up, action. addition to database, analysis. reference for systematic
causality assessment, etc.).

AEFT must be reviewed to verify the diagnosis and the timing with
respect to immunization, and o classify them on the basis of
standardized national case definitions.!

* Standardtred case definitics for same AEFIs are availabie from the Brighton
Cotlaboration 2t (o wwwbrghtonoofabontionorg). Uss of these definitions is|
encowraged, especially Tor serous cases where systemalc standardized caesaliiy
amment b neduired.

Causality assessment is important for;

1} identification of urgent problems for investigation/action;

Z) identification of programmatic and batch problems;

3) detection of signals for potential follow up and research;

4) basis for estimation of rates of serious AEFIs;

5) comparison of AEFIs between vaccine prodicts;

G) walidation of pre-licensure AEFT data.

Causality assessment outcomes help raise awareness of vaccine-
associated risks among health-care workers: this, combined with
knowledge of benafits of immunizzation, forms the basis of vaccine
information for parents and/or vacciness.

The gquality of the causality assessment depends upon (1) the
quelity of the AEFT case report and the effactivensss of the reporting
system, and (Z) the quality of the causality review process. Poor
queality causality assessment can lead to erroneoas conclusions, crises
amnd loss of confidence in the national MmunizItion progrumimee.

Causality assessment of adverse events with vaccines versus

drugs

Pelamy safety monitoring systemns deal with vaccines and drug products

together yat thers are important differences between them that affect

cansality assessment.

= Vaccines are given to healthy populations and mostly (infants) at
a vulnerable age; they are elective, have a complex compo-sition
(biological products), immunological considerations in addition
o pharmacological, may cose the iliness they are meant to pravent
(e.g.. VAFP), have a short duration of exposare, 2" long”™ time for
response, and “minor” adverse events are important as they may
indicate programimes arror.

e Drugs are given to il populations and mostly adulis, they ae
rarely elective, challenge/dechallenge/rachallenge, chamical
products, pharmacological considerations mainly, longer
exposure, many adverse events reported. many classes of drugs,
and minor siverse events rarely important.

Expertise peeded for carsalty ssesment of vacokre adverss events
isatifferemt from that mesded for @usality asesment of drg adverse
EVEnts.

Systematic causality assessment

All serious AEFIs and signals, defined below, require systematic

cansality assessment (sse Checkist, Sectton O, page 3.

Serious AEFI":

I} WHO standard definition for droug and vaccine adverse events
is “any untoward medical occurrence that results in death,
hospitalization or prodongation of hospitalization. persistent or
significant diszbility/incapacity, or is life threatening”.

2 Addlljonn] AFEFTs that nead systematic causality assessment e

AEFIs that may be caused by a programme error,
a.g. a cister” of bacterial absoesses;

»  serious woexplained AEFT occurring within 30 days after
vacrination and not listed in product abal;

« ovenis causing significant parental or community concarn.

Signal: Reported information on possible causal relationship

betwesn AEFT and vaccine; relationship previously unknown or

WHO categories for l:ﬂusahl\l’

Use step-bry-step guide S Check s, Setion ©, page 2 to determins
category.

Very likely/Certain®: A clinical event with a plausible time
relationship towaccine administration and which cannot be explained
by concurrent diseasae or other drugs or chemicals.

Probable: A clinical event with a reasonable time relationship to
vaccine sdministration: is unlikely to be attributed to concorrent
disease or other drugs or chemicals.

Possible: A clinical event with 2 reasonable time relationship to

wvaccine administration, but which could also be explained by
concurrent diseass or other drugs or chemicals.

Unlikely: A clinical event whose time relationship to vaccins
administration makes a causal connection improbable, but which
could be plansibly explaiined by underlying disease or other drugs
or chemicals.

Unrelated: A clinical event with an incompatible time ralationship
and which could be explained by underlying disease or other drugs
or chemicals.

Unclassifiable: A clinical event with insufficient information to

ermit assessment and identification of the cause,

' “Sowvern” s not symanymoss with “srious”.

T A “cluster”is two or more AEF]s relaied kn time, place and/or by vaccine.

*  Adapted for vaccines from original WHO categooes svallable ab
Fempewnanacwefmurme ong/irciee X famed

*  (Cam bo cartain in ram NSRS Whers thars i 3 RmInstraied mananship £.g.,
VAPP or mumps vaccine-related aseptic meningitls with isolatlon of the vaccing
strain.

m-::mmm

Be prepared
Ll Develop a cantralized system iovenfy diagnosis, review, code, collate, store
reports and analyse AEF] data.
Estaiblsh anational {fechnical) advisory committes. Ensurs indspendence,
breacth and depth of technical expertse necded for quality causality review.

o

o

Agdogt stardard casa definitiona for AEF| { Brghton Colaboration defritions if
available or national case definfons). Define signal for programme pumposss.

Define a routine anl adopt crifena for referral of AEF cases fora
systematic causality assessment by $e committes.

Defne frequency of meefings for systematic causality assessment and
triggers for exceptional (i.e., ument) reviews.
Develop a p for action on recom
assessment.

Receive and process reports at regional/national level
Praliminary review of AEFL: verify diagnosis, timing of event in relation o
immunization, if event meets definifion, if it fits eriteria for referal for
systematic standardized causality assessment (see under Systematic
causalty assessment, page 1). Code collate, store reports and analyse
data.

O O D

iors arising from causality

|;.==

1 For cases refemed for systematic stondardized causality assessment: verfy
case information and gather more data in a timely manner. Prepare case
file for review, £.3., make information in the file anonymous.

C. Conduct systematic standardized causality assessment using

the step-by-step guide below

1. Verify reason for reporting: diagnosis; whather serious.

2. Evaluats and 3ssexs factors.

21 stz event known iobe related i the vacdne? (Consistency of findings,
strength of association)

22 What is the frequency of cccurence of this adverse evend?
Very commen (>110); commen (>1/100]; uncommon (>1/1000);
rare [>1140 000); very rare (<110 000]), or not previcusly reporizd.

2.3 Are simiar events known to ocour with other diseases? [Specificity
of association.)

Z#Isl?iseyedexpla’ﬁhﬁehyﬂlehinhg’iﬂm!ﬁesdﬁeme?
(Biological plausibility.)

25 Is the vaccinafion-to-event interval compafible with the evend?
(Temporal relation.)

26 Has the patent had similar symptoms in the past?

27 Is there a history of concomitant or preceding drug therapy™

2.8 |5 there a history of a concomitant o preceding condition?

29 Are there ofher factors hat could affect the occurrence of the event?

2 Determine cawality category using WHO criteria (see page 1).
3.1 Is this an unknown event in relation to this vacdne?

32 Is this a new event?
3.3 Is there lack of sufiicient data to reach a more definile conclusion?
34 Would fhe case benefit from a second review if more data lbecame
availake?
3.5 Based wpon answers io he auestons above (in this Seclion), inwhich
'WHO category does the case fit best? N.B. not a numenical score.

. Prepars a brief czse summary.

. Taka action on recommendation(a) from the review.

. Conaider the case for sducation purposss.

. Communicats findings to immunization programme staff, national

regulatory authorty, and others (as appropriats).

Systematic causality assessment process for AEFI cluster

Define case definition for custer, veify if cases meet it

Conduct systematic causality assessment as per points 1-7 of sechion C

aloove, inchuing faking action.

Determine if freauency of event is expected, increased. decreased,

previowsly unrecogrized or if it is a new event

oo

pooo

o oo~

Causality assessment of serious AEFIs

Conuids
o o
Tmiandtry
Previows Likefhoodierchusion of
other cases
ot amnﬂnm.ﬂ

Challenges and pitfalls to causality assessment

1. Causality assessment is not done, not systematic, not done by
trained personnel and/or not done in a dmely fashion.

2. Information in AEFI report is so limited that causality
assessment cannot be done.

3. Lack of expertise and/or independence of the review committes
responsible for formal causality assessment undermines
cradibility.

4. Mon analysis of the AEFI in context after causality assessment
may delay recognition of chisters and possible programms srrors.

5. Lack of skilled communication of findings, not sddressing all
target audiences, or lack of diplomacy andfor cultural sensitivity.

All of these can damage the credibility of the immunization

programme by reducing confidence in vaccine safety.

Words of advice

1. Ensure timely review of cases based on the best case Information
available: solick additional information on @ses soon after recegpt
wihen memory & “fresh ™.

2. Ensure timely triage and referrnl of serious AEF] for expert

ic causality

3. Programme expertise is meded for credible quality review,
asseszment and analysis.

4. Act on recommendations following causality assessment to
ensure programme safety and credibility.

5. Feadback and effective commanication about the process and
the outcomes to stakebolders and the media is vital to avoid
misinterpratation.

Assistance for causality assessment is available from the
World Health Crganization through the Department of
Immunization, Vaccines & Biologicals. Additional information on
AEFI surveillance, investigation, management and causality
assessment, and on vaccine safety communication can be found on
the Web at htipedvwwowhodntmmunization_safey/en

Department of Immimization, Vaccines and Biologicals
World Health Organization
20 Avenue Appia, CH-1211 Geneva 27, Switzerland
Fax: +41 22 791 4210
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ADVERSE EVENT FOLLOWING IMMUNIZATION

AIDE-MEMOIRE ON CAUSALITY ASSESSMENT

Purpose: This aide-mémoire serves as a guide to a sys-
tematic, standardized process of assessing whether se-
rious adverse events following immunization (AEF') are
causally linked to vacdnesfimmunization or not.

Definition: AEFI causality assessment determines if a
causal relationship exists between a vacdne (andfor vac-
cination) and an adwverse event.

Rationale: Safety requirements for vaccines are stricter
than those for drugs since vaccines are biological prod-
ucts that are more prone to lot variation and instabil-
ity, they are used in healthy populations and the target
groups are vulnerable. Vaccines therefore require a cau-
sality assessment process that responds in a timely man-
nier and with scientific rigour to AEFL.

WHO SHOULD ASSESS AEFI CAUSALITY?

ideally an AEF review committee should be in place
badked by written terms of reference. It should consist
of independent experts who have no conflicts of inter-
est. As far as possible, the experts should cover a broad
range of expertise: infectious diseases, epidemioclogy,
microbiclogy, pathology, immunclogy, neurclogy, foren-
sics and vaccine programming. The committee should be
supparted by a secretariat (usually the national regulatory
authority [NRA] and the immunization programme) that
can provide supporting evidence and investigation find-
ings to enable causality to be determined.

WHAT ARE PREREQUISITES FOR AEFI CAU-
SALITY ASSESSMENT?

m  AEF| case investigation should be completed. Pre-
mature assessments may mislead dassification.

m  All relevant information should be available, includ-
ing documents of investigation, laboratory and
pastmortermn findings (if applicable).

Valid diagnosis (unfavourable or unintended sign,
abnormal laboratory finding, symptom or diseasa)
for the AEFI must be defined, be well-founded and
correspond accurately to the event being assessed.

m Information that could bias results (patient name,

hospital name, etc.) should be anonymized.

POSSIBLE CAUSES OF AEFI

Related to vacecine or vaccination
Vaccine product-ralated
Vaccine quality defect-related
Immunization error-related
Immumization andety-related

Coincidental adverse avent

AT WHAT LEVELS IS AEFI CAUSALITY
ASSESSED?

AEF causality assessment could be performed:

m At population level (is there a causal assoda-
tion between usage of a vaccine and a particular
AEF! in the population?)

For an individual {is the adverse event in the
individual patient causally linked to the vaccine/
vaccination?)

CONSIDERATIONS FOR ASSESSING
CAUSALITY OF A SOLITARY AEFI:

m  Temporal relationship: is it certzin that the
vaccination preceded the adverse event?

m  Alternate explanations: is the event coinci-
dental, ie. is it due to something other than the
vaccine product, immunization error or immuniza-
tion anxiety?

Proof of association: is there dinical or labo-
ratory proof that the vaccine caused the event?
Prior evidence: has a similar AEFl been pre-
viously reported in studies/iterature or other
sources?

Population-based evidence: does the rate of
event occurmence exceed the expected rate of the
event in the population? (Refer to WHO informa-
tion sheets on observed rates of known vaccine
reactions.)

Biological plausibility: can the association

be explained by the natural history, biological
mechanisms of the disease, laboratory evidence or
animal studies? However this is not an important
consideration.

WHICH AEFI TO SELECT FOR CAUSALITY
ASSESSMENT?

All reported AEF require verification of diagnosis, cod-
ing, review, information collation and storage. Causality
assessment needs to be done for:

m Serious AEF (i.c. events that are life-threatening
or lead to death, hospitalization, significant dis-
ability or congenital anomaly)

Clusters of AEFI (the cause for each case in the
cluster should be determined separately). Line-
listing of data may identify patterns that could
constitute a signal

Ocourrence of events above the expected rate
or of unusual severity

(@) World Health
=24 Organization

Signals resulting from single or duster cases
Other AEFI as dedided by the review committee
or an investigation team such as immunization
errors, significant events of unexplained cause
ooourring within 30 days after a vaccination (not
listed in the product label), or events causing sig-
nificant parental or community concern.

WHAT ARE THE STEPS? OF A CAUSALITY
ASSESSMENT?
Determine the eligibility of the case
Review the checklist to ensure that all possible
causes are considerad
s algorithm to determine trend of causality
Classify causality.

HOW ARE CASES CLASSIFIED AT THE END
OF THE ASSESSEMENT?

L. Gase with adequate information

A. Conslstent with causal assoolatlon to
Immunizatlon
1. Vaccine product-related
A2 Vaccine quality defect-related
3. Immunization emor-related
A, Immunization anxiety-related

B. Indeterminate
B1 Consistent temporal relationship bat in-
causing the event
B2. Reviewing factors result in conflicting
trends of ¥ and i i ¥
with causal association to immunization

C. Inoonslstent with oausal assoolation to
Immunizatlon {oolnoldental)
Underiying or emerging condition(s) or condition(s)
caused by exposwre fo something other tham
vaccing

IL Case without adequate
information

It is categorzed as “unclassifiable™ since it re-
quires additional information to determine cau-
sality {the available information on such cases
should be archived in a repository or an elec-
tronic database and classified when additional

k A

ADVERSE EVENT FOLLOWING IMMUNIZATION

WHAT ARE THE ACTIONS AFTER

CAUSALITY ASSESSMENT?

They include providing feedbadk, training, modifying sys-

tems, refining tools, research, etc. to avoid andfer mini-

mize recurrences. Based on outcomes of assessment, the
following need to be considered:

A. Conslstent with causal assoolation to
Immunization

Al Vaccine product-related reaction: Follow protocols
adopted by each country.

A Vaccine quality defect-related reaction: Inform the
MNRA, manufacturer and relevant stakeholders. Take
decision on existing vacdne stock.

A3 Immunization emor-related reaction: Training and
capadty-building are critical to avoid recurmences.

Ad Immunization anxiety-related reaction: Vacdnating in
an ambient and safe environment.

B. Indsterminate

E1 The temporal relationship is consistent but there is
insufficient evidence for vaccine causing the event:
A national database of such AEF cases could help to
identify signals.

B2 Reviewing factors result in conflicting trends of con-
sistency and inconsistency with causal association
to immunization: If additional information becomes
available, the classification can move into more de-
finitive categories; if mot, they are to be archived.

C. Inconsistent with causal assoolation to
Immunization (oolnoldental)

Confirm diagnosis; information on why the case is dassi-

fied as coinddental to be provided to the patients, rela-

tives, care provider and community.

KEY RESOURCES FOR CAUSALITY
ASSESSMENT

Causality assessment of an AEFI - User manual for the
revised WHO classification
http-ifwww.who.int/vaccine safety/publications/gvs
aefifenf

WHO vaccine reaction rates information sheets
http:fwww who.intivaccine safetyfinitiative/toolsfvac-
cinfosheets/en/

Erighton Collaboration
bright ) '

AEFI definition: any untoward medical occurence which follows
Immunization and which does not necessarily have a causal re-
lationship with the usage of the waccine. The adverse event may
be any unfawourable or unintended s=ign, abnormal kEboratory
finding, symptom or disease. httpuwhghbdo whaountpublica-
tions201 287882 20360834_eng.pdf

For detalied description of the steps, please refer to the Causality
assezsment of an AEFI - User manua for the revised WHO classifica-
tion shown In key resources

Contact ws: Fssential Mediones and Health Peoduds (EMP} De?a‘lrr-enl,mﬂl: Health Drgankzation, 20 Avenue Appla, CH-1211 Genea 27, Switzerland. Fac +41 32 791 4210
hif W o E-malk vaccsaiatyd nt.

oL Intivacd



Approach to the development — AEFI| vs AEFMI

AEFI (2012 -2013) AEFMI (2023 - 2026)

WHO with GACVS, global experts and experts from 5 countries
developed methodology in parallel

WHO with GACVS sub-committee developed methodology

Validated by 6 countries as the method was developed and

Introduced in countries after development SRS
modifications made concurrently

Software developed simultaneously

Piloted in the Indo-Zimbabwe study Piloted in the Egypt Study




SYMPTOM

Something that a person feels or experiences that may

Wh at i S a n AE F M I ? indicate that they have a disease or condition

SIGN

Something found during a physical or clinical examination by the
health care provider

An adverse event following
maternal immunization (AEFMI) is
any untoward medical occurrence

(sign, symptom, abnormal lab
finding, or disease) or adverse
pregnancy outcome in a woman (or
fetus) or the neonate that occurs
following vaccination during
pregnancy which does not
necessarily have a causal
relationship with the usage of the
vaccine

LAB FINDING

Physiological or anatomic findings in medically acceptable
S~ | and validaded laboratory diagnostic methods

DISEASE

A disorder of structure or function that can cause a distinctive
group of symptomes, signs, physiological or psychological changes.

ADVERSE PREGNANCY OUTCOME

.An adverse outcome of the pregnancy involving the mother, fetus, or newborn.

* Adapted from
Definition and Application of Terms for Vaccine Pharmacovigilance: Report of CIOMS/WHO Working Group on Vaccine Pharmacovigilance



https://cioms.ch/wp-content/uploads/2017/01/report_working_group_on_vaccine_LR.pdf
https://cioms.ch/wp-content/uploads/2017/01/report_working_group_on_vaccine_LR.pdf
https://cioms.ch/wp-content/uploads/2017/01/report_working_group_on_vaccine_LR.pdf

Case Based AEFMI Approach g{

" AEFMI @
Feedback g{
/

Detection
Causality

assessment

Notification

Analysis Reporting




AEFMI causality assessment classification

A. Consistent causal association to
/\ immunization J—\

Al. Vaccine product-related reaction
(Consistent with published evidence)

A2. Vaccine quality defect-related
reaction

A4. Immunization stress related
response (ISRR)

[ A3. Immunization error related reaction

\

/\ B. Indeterminate* J—\

s

B1. Any event, including adverse pregnancy

outcome, with a temporal association to
immunization but insufficient evidence to
establish or refute a causal association
(may or may not be a new vaccine- associated
L event) J

B2. Any event, including adverse pregnancy
outcome, for which the qualifying factors outlined
in the checklist yield conflicting evidence
regarding consistency and inconsistency with a
causal association to immunization

\

\_ /

C. Inconsistent causal association

q to immunization /—\

C1. Coincidental, underlying or emerging
condition, or condition caused by exposure to
something clearly documented as other than

the vaccine

N
J

C2. Event is a common adverse pregnancy
outcome unlikely to be a vaccine reaction as
supported by existing evidence for this this

Earticular vaccine and outcome

Unclassifiable

Specify the additional information required for classification

*Potential signal and maybe considered for further investigation, particularly if clustering or reporting trend suggests need to assess population-based incidence.



AETMI reporting id number:

REPORTING FORM FOR AN ADVERSE EVENT FOLLOWING MATERNAL IMMUNIZATION
(AEFMI) FOR FREGNANT WOMAN FETUS AND HER. NEONATE

° *Pregnant woman's Name or ID:
The AEFMI reporting form e
Telephone: Emal-
AEFMT sceurred in: [ The FPregnant woman O The foefus OThe neonate
*Pregnant woman s Date of birth: OR Age at onset of AEFMT- (][] Fears (][] Month: (][] Days
OR Age Group at omser: [ | =18 Years [] 18-30 Yemz [ =40 Femrz

Did the AEFMI occur during pregnaney”
[0 Yes [ Mo Trimester of gestation: [ | First (0 tol3 6/7 weeks) [] Second (14 to 27 6/7 weeks) [] Third (= 28 weeks) []

Unknown
*Date of last mensorual period (LMP)-
OR Estimated date of delivery (EDD)- OR Estimated Month-year of delivery:
[ R 1 h d 1+1 l l l *Did the AEFMT occur during neonaral peviod {= 28 Days)? [ Yes [] Ne
eta I n S t e t ra It I O n a Ove ra * Neonate's Name (if applicable) or ID: Meonate's Sex: (1M [ F [ Unknown

structure as AEFI reporting form Bk weighe APCARSeome:  Lmime St 10wt

*Neonates Date of bireh:
OF. Age at onset of AEFMI: (][] Months [J[][] Days OF. Age Group at onset: [] = 2 days [] 2 -<T days [] 7 to 28 days

*Neanate's gestational age at birth: Weeks/[[] Unknown
. . - *Reporter’s Name: Instrfution: Designation & Department:
* Customized to collect preliminary s Tlphone & B
Diate event notified (brought to the notice of) fo health system: Today's date:

information on the AEFMI in pregnant S

woman, foetus and the neonate e intins vacnes e e bl TR E———

*Faecine *Date of *Time of Daose *Batch / Expoy | Mameof “Batch Exprry Date and time
vaccination | vaccination | number Lot date diluent Lot date uf i
number number reconstitution

e Separates pregnancy outcomes from

ge n e ra l- l \E F M I L Maternal/ Fetal AFFMI: ™ Dave AEFMT occurred: “Interval from vaccinafion to AEFMT {days):

LA, General
[ Injection site reaction (specify): [ lasting =3 dayz [ bepond nearest joint:
[ Fever =38°C {highest temperahure recorded: °C ) [ Allergic reaction {specify):

[ Anaphylaxis (wticarial rash, decrezsed blood pressure, wheezing) [[] Other systemic reaction (specify):

[] Matemal infection/zepmsiz [ |Thagnosis of new onset medical condiion (specify):

[0 Wersening of existing medical condition (specify):




Highlighted text: These fields appear in the CA worksheet. They are mandatory fields.

The AEFMI investigation form T o
Confidential Draft

(Only for Serious Adverse Events Following Immunization — Death / Disability / Hospitalization / Congenital
Anomalies/ Cluster and! or pregnancy related events that the treating physician considers meet criteria for SAE)

Section A Basic details

Province/State District Case ID

Place of vaccination (v'): [ Govt. health facility [ Private health facility [JOther (specify)
Vaccination in (v7): [] Campaign [] Routine [ Other (specify)

e Retains the overall sections of the \ Address of vaccination site:

traditional AEFI investigation form Name of Reparting Offcer: e o o

Designation / Pesition: This report is: [ First [ intenim  [] Finai
Telephone # landling (with code): Maobile: E-mail :
Pregnant Woman's Name Sex: [] F [ Gther

° 2 (Use a separate form for each case in a duster)
typ e S Date Pregnant woman was born (DDMMMY Y YY)

ORAgeatonset ____ years___ monthz ___ _ days Obstetric Score. G. P. L. A

d Generic (developed) ORAQEW{P’W!WJ:DC 18 years Dw_ﬁmm |:| * 40 years Is this a multiple pregnancy? Yes / Mo/ Unknown
Pregnant woman's full address with landmarks {Streef name, house number, locality, phone number efc.):

e Adverse Pregnancy Outcome A Date of last mensiual period (LMP Date): [ unknown

B. Gestational Age in weeks:
C. Expected date of confinement:

Specific (developed for 5. oy st ven No

Hypertension (eclampsia), A I T T P p—
Preterm Birth and AN Bleeding) omen = ——fe =

* Separate sections for pregnant e [ = b
k Woman (foetUS) and neonate Type of site (v)) (] Fixed [0 Mobile [J Qutreach []Other

Describe first or key symptom or sign:
Date of firstkey sympiom (DOMMYYYY): Time of first symptom (hhimm):
Date of hospitalization [DD/MAMYYYY):

Date first reported to the health authority (DOAMMY Y YY)

Status on the date of investigation in the Pregnant woman (v'): [] Died [] Disabled [] Recovering [] Recovered []

Unknown
If died, date and time of death ooMMYYYY): [ 1 jhhdmm)
Autopsy done? (v) [ Yes (date) O Me [0 Planned on (date) Time

Attach report (if available)




Waorksheet for causality for di
their neonate *

nly applicable when women ar. during prezmancy and AEFM
Use a separate worksheet for each vaccine/ vaccine grou

# Da NDT usa this form
*  In neonates ko tn women rot exposed to vacsines in pregnancy or lactation or
*  Ifthe ASFIis known or suspected to be associated with 3 neonatal vaccing

For the above, plzase use the standard AEF| CA workshest accessad ot htfps:/iwww who irtipul

AEFMI definition®: Any untoward medical cccurrence in a pregnant or laciating woman o
during pregnancy, that may or may not be causally related to the usage of the vaccine.

An AEFMI can be any ar event as a sign, abnormal i

#Adapted from?® Dednition and Apgiication of Temns for Vaccine Phammaconigince; Report of CIDMSIWHD Wi
hitgs: 7/01 epor_working_group_on_vaccine, LR.pdf

Woman' or Neonate ID or Name :
(only one can be assessed at a fime)

DeB/ Age:

Step 1 (Eli

Sex of the evaluated person: Male/ Female /¢

#

This causality assessment is being done for an adverse event in the

Name ons of the vaccinss administsred before -
this event What is the Valid Diagnosis?

Create your question on causality her
Has the vaceine | vaceination caused
(The valid diagnesis for the event in the pregnant or lactating woman or her 1

Is this case eligible for causality assessment? Yes/ No; If *

AEFI in a pregnant or lactating woman 3
s _ag aps
Eligibility

AEFlin the neonate < Both Steps 2Aa

! The terms ‘woman’ and ‘mother” are intended to be inclusive of all those wh
birth. While the majority of persons who ars or can give birth are cisgender we
female), our vision i also inclusive of the experiences of transgender men and
the reproductive capacify to give birth.

Page 1

AEFMI* for women during or after pregnancy and; or

uspected in women durin,
nd also for each

March 2024

r after pregnancy and/ or their neonate
d diagnosis

Confidential Draft

Step 2 A (Checklist for the event in the PREGNANT/ LACTATING WOMAN)

(v Check) all boxes that apply

I Ia thars strong evidanca for other causea?

1. In this woman, does the medical history, clinical examination and’ or investigations, confirm
ancther cause for the event?
IL Is there 2 known causal association with the vaccine or vaccinafion?

Vaccine product

2. |5 there evidence in published peer reviewed lierature that this vaccine may cawse such an

T3, During his pregnancy, was the woman expased @ 3 patental risk factar (2., allergen,
hertal product, narcatic dgs =ic )7

20. Could the current event have nerurrcd i thic srcanant nr [aetatine woman without
waccination (backgrourd rFate in |
Prior to current pregnancy

Note the Royal Blue

evertin 2 pregnant or lactafing woman even if administered comectly? cooo 21. I this pregrant ar [actating v
3 |= thers 3 biological plausibiity that this vacsine could cause such an svent in 3 pragnant o
, oooo 2. In s pregnant or lacizing v
Exspe aww  font for Neonate
2. this pragnant or |actating woman, did 3 specific test demonstrate the causal role of the of any vaccine during her previ
aoeiner oooo 23. Did this pregnant of lactating Luu
- L or risk factor when she was not pregnant that coud have fo the event?
Vaccine quality - — .
5 Cosdme e T TR . . an iness, pre-2xising corlion, pror

dostandard or flsifed? Checkllst | oooo ‘ checkllst y pregnancy(iss) that couldillave contribuied o
Immunization emor —
6. Was there an eror in prescriting o or fo the pregnancy? oooo
Vactine [¢.q., use beyond the expiry | fo r oooo fo r posad to 3 potental risk il (=g, allergen, cooo
administzred 10 this woman during he
7 Wias the vacoine (or diluent] sdmin Pre nant nan Cooo Neonate
during her pregnan g
8. Vias the vaceine's physical conditic ez
etc.) abnormal when administared to woman ( or cooo
9. Wars there an emrur in vacdne con duct, Step 2 B (Checklist for the event in the NEONATE™™) v (check] all boxes that
wrong diuent, improper mixing, impec nan oooo
during e progran foetus)
10. Was there an error in vaccine har
5101398 ARAOP IMMAURIZAION SESSION cuw. | mries: umsoensecmma s e st st g s Dooo LI thers strong evidence for other causes?
pregnancy? 1. Inthis neonate, does the medical history, dinical examinaton and/ or investigations, confirm
11, Was the vaccine administersd incorrestly (=.3., wrong dose, site or|route of administraon; cooo ancther cause for the event?
wrong needis size efr. ) when given o this woman during her pregnancy? IL I thers 2 known causal association with the vaccine of vaccination?
Immunization stress related responses (ISRR) Vaceine product
12 I i regnant moman,cou i svert be 2 s responserelted o marizaton (¢3, | | 21 heve sudense i puslshed pest fevewsi eatue ot 15 1aoine may Gause such on cooo
acute stress response, vasovagal reaction, hyperventition or anxiaty)? event in the neanate if administered comectly fo the woman during her pregnancy?

3 » o > 3 : 3. Is there a kialogical plausikiity that this vaceine could cause such an svent in the neonate if cooo
W{ims). If “yes™ o any quastion in i, was the svent within the tine window of increased risk? administered to the woman during her pregnancy?
13, In this pregnant or lactating woman, did the event occur within a plausible ime window afier 4. In this neonate, did 2 specific test demonstrate the causal rele of the vaccine admiristersd o oooo
vactine administration? cooo the woman duing het pregrancy?

1L Is there strong evidence against a causal association?

14, s there a body of published evidence [sysiematic reviews, GACVS reviews, Cachrane
reviews etc | against a causal associafion betwsen the vaccine and the event in the pregnant ar
laciafing woman?

IV Other qualifying factors for classification

15. In this pregrant o lactating woman, tid such an event ocur during the curtent pregrancy

after administration of any vacsine? coeo
16.In this pregriant o laciating woman, s such an event occur ding the curment pregrancy cooo
without the administration of any vaceine?

17 During tis pregnancy, 4 e pregnant or lactaing woman hava an iness, pre-axistng cooo
‘condition or risk fator that could have contributed fo the event?

18, Dring this pregnancy, was s woman taking any medeation priar fa e vaceination? oooog

Page 2

Step 3 (Algorithm) review all steps and + all the a

1A Inconsisteat 1A, Inconsistent
camsal
association to assockstion 1o

mmunzation [

1.

W Is there &
strong evidence
sgwinst & caural

assacaton’

LIs there strang
wvidancs for
ather causes?

1. Rewew other
qualifyng factam

I (Tierea). Was the
eventwithin the
time window of
imcreasad risk?

ropriate boxes

The AEFMI Causality Assessment worksheet

Page 4

lv... L

'

id the event ocour within a plausikle time window after vaccine
administration to the woman during her pregnancy?

8. Is thes 3 body of published evidence [systematic reviews, GACVS reviews, Coshrane
againat a causal association betwsen the vaceine and the event in the neanate?

T Cayd the current event have occurred in this neonate without vaccination in the pregrant or oooo
actating woman o the neonate

8. Was this neonaie taking any medication since kirth? oooo
9. Was this neonate exposed {0 a potential factor prior to the event (2.9, allergen, drug, herbal oooo
product etc. )7

10. Could any procedure in the necnate such as resuscitabon procedures o surgca cooo
mbervention, have contributed to the ocourrence of this svent?

11. Could any procedure in the pregnant or laciating woman (=g, Lower Segment Cassarean cooo
‘Section, vacudm, forceps, medical intervention eic) i to the occurence of this event?

12_ If this neonate is breastfed_ was the |actating woman exposed to 3 potantal risk factor after booo
delivery (e.q., radiation, ulirasound, biunt irauma, halluzincgenic drugs and tokacco efc )7

Page 3

WA Corslstant WA Consistsat W Incomaktent
Ll il L'} s
awoclation ta aacdtianto Indebarminste asausiation ta
imemaniation [ Immuslzatian [ Bamintion
+ Mandatory path
Notes for Step 3:
Step 4 (Classification) " all boxes that apply
A. Consistent with causal B \ . with causal
association to association to
immunization Bl “Temporal immunizaticn
) ralationzhip
Al Vaccine produ conslstert but theee s
r-hb;ﬂ r-f'm" [As par insufficient definitive [ -
Adeqguate published liverature) :Li?,:::‘:::ﬂ"‘.:‘ D ur .. .
infarmation 2. Vaccina quality = @ cl f t
available defect-related reaction ::::‘:',“"m fifed p a 55| | Ca | 0 n
esti B2. Reviewing factors atl
G Sl | [ ety
trends of consistency
A, Immunization and inconsistency with
D anxloty-related reaction eausal association to
(15RR**) immunizstion
D Unclassifiable
Adequate

information | Specify the sdditicasi
not available | Mfermatian required
tor

“B1: This is & potential signal and maybe considered for investigation
** Immunization stress related response

Summarize the classification logic in the order of priority:
With svailable evidence, we could conclude that the classification is

because:

With available evidence, we could NOT classify the case because-

T

Algorithm




inking AEFMI Investigation with AEFMI CA

Confidential Draft

AEFMI INVESTIGATION FORM
For a pregnant woman, her foetus, or her neonate

lOnIy for Serious A Events F - Death ! Dlsahlllty ! Hospltallzatlon I Congenital
ies! Cluster and/ or p related events that the t y meet criteria for SAE)
Section A Basic detail
Province/ State District Case ID

Place of vaccination (v): [ Govt. health facility [ Private health facility [ Other (specify)
Waccination in {v'}: [] Campaign [J Roufine [J Other (specify)

Address of vaccination site:

Date of investigation:

Name of Reporting Officer: Date of flling this form:
] ’ Designation / Position: This report is: D First D Interim D Final
-, Telephone # landlin= "#*h code): Mobile:
LI . %
- Woman’s Name _— -Sﬁ

~ {Use a separate form for 158 in @ cluster} e
Date Woman was born (DDMMAYYY): Date D Obstetric Score. G. P. L. » c
ORAgeatonzet __ __ yesre___ __ monthe ___ _ days

OR Age group Woman): [ = 18years [] 18-39 year= [ > 40 year=

Woman's full address with landmarks (Streef name, house number, locality, phone number afz ):
A LMP Date:

B. Gestational Age in weeks: D Unknown
C. Expected date of confinement:
D. Currently breastfeeding? Yes / No

. T date for jon of Os: Oes OcbDate G
Date of L] Time of Do Expiry date
te of | preferred ime of o BatchiLot number piry
ol {e.g. 1, 2" etc)
Vaccing Vaccing
Date Diluent Diluent
@Ccing @Ccing
Diluent Diluent
@ocing @ocing
Diluent Diluent
@ocing @ocing
Diluent Diluent
@ocing @ocing
Diluent Diluent
Type of site (v) ] Fixed [J Mobile [J Quireach [J Other
Describe first or key symptom or sign:
Date of firstkey symptom Time of first symptom (hymm):
Date of hospitalization (DoAY YYY):
Date first reported to the health authority ([DOAMYY YY)
Status on the date of investigation in the Woman (v [J] Died [J Disabled [J R ing O R Cunk
If died, date and time of death @ooadYyyyy:_ _ [ /_ _ _ _  ipgwme
Autopsy done? (+) [ Yes (date) 1 Mo [ Planned on (date), Time.

Attach report (if available)

June 2024

‘Worksheet for causality assessment for suspected individual AEFMI for a woman during or immediately after
pregnancy, her foetus or the neonate *

+Ouly when women are vaccinated during presmancy and AEFM] is suspected in women during or after pregnancy, her foetus andy or
their neonate

Use a separate worksheet for each vaccine/ vaccine groups and also for each valid diagnosis

Confidential Draft

#Do NOT uze tnia form
*  In neonates borm to women not exposed to vaccines in pregnancy of
»  |fthe AEFIis known or suspectad to be associated with a neonatal vaceine

For the above, please use the standard AZF] CA worksheet accessed at https:liwww who intipublicationsiitem/@ 789241516980

AEFMI definition$: Any untoward medical occurrence in a pregnant woman, foetus or the neonate that occurs following vaccination during
pregnancy, that may or may not be causally related to the usage of the vaccine.

An AEFMI can be any oF Wi d event

as a sign, abnormal laboratory finding, symptom or dicease

* Adapted from* Desnition and Appication of Tems for Vaccine igi Report:
IS CANp-CONENYUpIDaES/ 2017 /01, oG group_on_vaccing LR

Working Group

Woman' or Neonate ID D%IE : A

(only one can be assecced at a fime)

Obstetric Score: G. P. L. A. C

DoB/ Age: D Sex of the evaluated person: B “emale |/ Other Preferred Date (of woman): G
Step 1 (Eligibility #

This causality assessment is being done for an adverse event in the 0 Woman O Foetus O Neonate

this event

| E Il F |! I

Create your question on causality here
Has the vaccine | i caused
{The valid diagnosis for the event in the pregnant woman, foetus or her neonate = for review in step 7)

Name ons of the vaccines administsrsd befors
‘What is the Valid Diagnoais? Doea the diagnosis mest a case definition?

Is this case eligible for causality assessment? Yes/ No; If, “Yes", proceed as follows
AEFMIin a pregnant woman or foetus < Step 24
AEFMIin the neonate < Both Steps 2A and 2B

| The terms ‘woman’ and ‘mothar’ are intended to be inclusive of all those who identify s women and/or who give
birth. While the majority of persons who are or can give birth are cisgender women (who were born and idantify 35
female), our vision is also inclusive of the jences of der men and other gender diverse people who have

the reproductive capacity to give birth.
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Causality assessment of an adverse event following maternal immunization (AEFMI)* Research  Language~

(Only for Serious Adverse Events Following Immunization - Death/Disability/Hospitalization/Congenital Anomalies/Cluster and/or pregnancy related outcomes that the treating physician considers meet criteria for SAE)

An adverse event following maternal immunization (AEFMI) is any untoward medical occurrence in a pregnant woman (or foetus) or the neonate that occurs following vaccination during pregnancy

that may or may not be causally related to the usage of the vaccine.
The AEFMI| can be any unfaverable or unintended event manifesting as a sign, abnormal laboratory finding, symptom, disease or an adverse pregnancy outcome.

The purpose of this assessment is to ascertain if the event assessed is coincidental, caused by the vaccination process, by the vaccine or if the assessor(s) is/are uncertain.

https://aefmi.duredemos.com/aefmi/

ol

N by

.
N .
SYMPTOM SIGN LAB FINDING DISEASE ADVERSE PREGNANCY,
Cough, Rash, Vaginal Bleeding Etc Small Far Gestational Age, Abnarmal Placenta Previa, Multiple Pregnandcies Etc eg. Intussusception, Meningitis Etc FETJ’.LIN EONATAL
Foetal Position Etc OQUTCOMES

+ *Only applicable when women* were vaccinated during pregnancy and AEFMI is suspected in wemen during pregnancy and/or their *necnate (new born baby <=28 days old)
*IMPORTANT : The terms ‘woman’ and ‘mother’ are intended to be inclusive of all those who identify as women and/or who give birth. While the majority of persons whao are or can give birth are

cisgender women (who were born and identify as female), our vision is also inclusive of the experiences of transgender men and other gender diverse people who have the reproductive capacity to give
birth.

#Do NOT use this software
* In neonate born to women not exposed to vaccines in pregnancy or
s [f the AEFMI is known or suspected to be associated with a neonatal vaccine

For the above, please use the standard AEF| CA worksheet accessed at https://gvsi-aefi-tools.org/



https://aefmi.duredemos.com/aefmi/

(

Apr 2026 AEFMI reporting id number:
REPORTING FORM FOR AN ADVERSE EVENT FOLLOWING MATERNAL IMMUNIZATION
(AEFMI) FOR PREGNANT WOMAN /FETUS AND HER NEONATE

“Bragnant woman's Name or ID:
“Pregnant woman's full Address:

Telephore: Email:

AEFMT occurred in: (] The Pregnant woman [ The fosrus [1The neonate

“Pregnant woman’s Date of birdh: DIV M1/ TTTT OR Age atonset of AEFME (10 Fears (I Monehs 000 Days:

OR Age Group ar anser: [ <18 Tears [ 16-39 Years [ =40 Tears

Did the AEFMI occur durin pregnancy?

[ Yes [] No Trimester of gestation: [] First (01013 6/7 weeks) [] Second (14 t0 27 6/7 wesks) [] Third (= 28 weeks) (]
Unknown

*Date of last mensirual period (LMP): DD/ MM/ TTTT

OR Estimated dato of delivers (EDD): DI/ MM/ YYYT OR Estimated Monthyoar af daiivers: MI/ITTT

*Did the AEFMI oeeur during neonatal pevisd (= 25 Days)? [] Yer [] Ne
* Neomate’s Name (if applicable) or ID: Neonata's Sew: (1M [1F [] Unllmown.
Bt weighe: APGARScor Lot Smimwe 10 mimmes

“Neonars's Date of brth: | DIV V1 TTTT

OR Age at onset of AEFMI: [J[] Monthe [JTJ[] Day= OR Age Group at nset: [] <2 daye []2-7days [] 7to28 days

“Neonate’s gestarional age at birth: Weeks/ (] Unlnown
“Reporsers Name: Instituion: Desigmation & Department:
Address: Telephose & E-mail:

DD/ AR YYYY Todayz dster DD AL VLY

“Healih facility (place or vaccinarion centre) name & address:

Tame o ALL duministered

i e D
ding given 12 weeks before LATP) e
“Vaccne | ‘Dateof | Timeof | Dose | <Batch/ | Espiry | Nameof | BN [ Eoyp | Dateandiime
vaccination | vaccination | mumber | Lot drte | diluent ‘Lot date of
nanber reconstittion

‘namber

T Maternal Fetal AEFNT: * Date AEFMI occurred: 0 117 1111 “Tuterval from vaceinaiior o AEFMI (days):
14 General

0] Ijection sie reaction (specify): Cltastng =3 days 1 beyond nearstjoint-

[ Fever 238°C € [ Alersi (specify

[ | 11}

AEFMI Reporting Form
reviewed & decision to
investigate

Generate condition specific
AEFMI Investigation form
online & Printout



\

@ Case Based AEFMI Approach
( /" AEFMI Causality assessment is done in two stages

Stage 1: Stage of uploading AEFMI investigation findings (Point of care Data collectors)

This stage allows you to upload the information that you collected during your AEFMI investigation into the software.

For new causality assessments, please start here ‘

Stage 2: Stage of Classification (Expert causality assessors)

This stage helps the assessor to use the information from stage 1 to perform AEFMI causality assessment.

You may proceed directly to this stage if you already have a “saved Stage 1 file” to upload. -

This is a screenshot from the software

778, World Health
L3¢ Organization




~)
@ Stage 1: Stage of uploading AEFMI investigation findings

Password Validation
Select Type
Enter Password:
............ @ > Anonymised Non-Anonymised
(Short Version) (Full Version)

Validate Password

Password correct! Redirecting to Stage 1.

f&@\g World Health
™Y Organization



AEFMI

Stage of investigation

Select who is directly affected by the event, and what is the suspected diagnosis of the event?

Black text pertains to the mother (pregnant woman) [ fetus, and blue text pertains to the neonate

@® Pregnant woman* O Foetus ) Meonate

~ Select event bd

Hypertension A Select event

Generating a condition specific
AEFMI Investigation form

L L T e e Py ey T R ) v

acknowledgement

ingredients, and should be interpreted in the broader context of evidence, such as population-based studies.

If you require printable versions Download AEFMI investigation form for
of the case investigation form, Hypertension Download Key Considerations )
Back ) . Continue
please select from the following For Hypertension
) PDF Word Doc
options:

Ve, World Health
%@Hﬁ Organization



AN ADVERSE EVENT:
EFMT) NANT WOMAN.

Fal AEFMI INVESTIGATION FORM
For a pregnant woman, her foetus, or her neonate

Confidential Draft

O] s O benis CIIC] B

O T 28wk O

alh | Diaabilty | Hospat

|
Cose 0
. [Fiace of vactnaton (7). L] Govt. hasti facity L] Prove neain ecity IOt (epecty)
} Veccntion i ¢ :
[hacr st o voccimron sas
o of Reposting omcer el
oesoration; Possin T npertis e Clumoam ] v
tecptere & e fsy
womvs reme e 01 # O oo
\ e st o o
[1Y} o horan v e DAY 171}
o Agw seonse __ yoas__mooma ___ Obsttrc Scwre. 6. P. L
o age et U] « soress Dl 7o L] > 0
e s s sy,
o L Dt

B. Gestational Age in washs. 00 unkromns

b0
Prateried date for calculation of estimates: (14 [l Cle

AEFMI Reporting Form
reviewed & decision to
investigate

i Oate ot | D T Time ot

Generate condition specific S, || o e e o
AEFMI Investigation form Interview Pregnant

online & Printout T woman & doctor/ HCP

[ Dascros trstor key symotom or son:
Date of Sy symolom DDAV Tee of fest eyrtom ey
[Dte of hosptszston oMYV
Cote: frst reporied 1 the healn usherty DOABAYYYY:

| Ststas on the date of vesiigation in the Woman v): [] Died [ Disskied [] Recovering [ RecoverodfiiUnknown

1 ched, dae s time of ety DOAMYYY) [ | ey ]
| Autopey dane? () [] Ves (date] dwe O Tene
 tach repoet f saitatte)

AEFMI INVESTIGATION FORM
For a pregnant woman, her fostus, o her neonate

erioped basedon i sk cation - Feranda T,

Blank AEFMI Investigation/ form

Following Desth
! or pregnancy related events that the treating physic
Basic details.
ProvincelState Colombo District Celombo Case ID AEFMI-COL-COL- 24-003
Place of vaccination (). & Gevt. health facilty_[J Private health faciity  TIOther (specify)
() Campaign ERoutine [ Other (specify)

Address of vaccination site:

University Prafessorial Unit. De Soysa Maternity Hospital for Women, Colambo Sei Lanka

Date of invesbgation. 11 May 2024
Date of filing this forms 11 Moy 2024

iz reponts: @ erst [ interon [ finer

Name of Reporting Officer: Gr T. M. AL 5. Fernando
Designation./ Pasition: MO Department of Obstetrics ond

Gynecology.
Teisphane # landine (vith cods): Mobile: <03 414 E-mat
Woman's Name_Ms SL Sex B ¢ [ otmer

(e sepmrte e aach case i chizer)
Date Woman was bom (07/04/2002)

OR Age st anset: 22 years 00 months 000 deys

. 0 Age grovp (Womany: [0 < 18 years B 15-50 yoars [0 = dyeers

b Woman's ful address with landmarks. (Sirs name, houss rumbes, ocalty, phons number ste - No. 210, Chandona Road, 00700
. Colombo, Sri Lanka

A LMP Date: 15 August 2023
B Geslational Age inweeks: 384 [ Unknown

Obstetric Score. G.1 P.1 L1 A0

Verify vaccine storage &
Transport

C Expecied dale of confinement. 21 May 2024
D Currently breastfeeding? Yes / No
Preferred date for calculation of estimates: [+ [He e

U P load e | oot [ e, | et | e g dae
e
investigation :;v:}:::)uvmm& 24 Februory 2024 1dose :.m:\-wlIAB L:::l Feb 2026

Td vaccine (Temivec®) |10 Octaber 2023 1dose

form tO Website ra.mmew 15 Movember 2023 2 dose.

Check status of others vaccinated

Type of ste (¥ )JE1 Fed [ Mobile [ Oulreach [ Other

(pregnant women at the same time and
P L e the other pregnant women in the area)

Date of hospitalization (23 Ape 2024)
Date first reported fo the health autharity (10 May 2024

Generate Code
AEFMI - 123
&
Download
completed form

Stage 1: Stage of uploading
Completed AEFMI . . .
Investigation form AEFMI investigation

findings Visit vaccination site & Interview vaccinator




So... how is this operationalized?
AEFMI Causality assessment is done in two stages

Stage 1: Stage of uploading AEFMI investigation findings (Point of care Data collectors)

This stage allows you to upload the information that you collected during your AEFMI investigation into the software.

For new causality assessments, please start here

Stage 2: Stage of Classification (Expert causality assessors)

This stage helps the assessor to use the information from stage 1 to perform AEFMI causality assessment.

You may proceed directly to this stage if you already have a “saved Stage 1 file” to upload. - Stage 2

This is a screenshot from the software



Landing Page

J

Classification with
Investigation Code

Upload
Code AEFMI -123

ct ctly affected b en diagnos event
partsins o1 oregns S
gt woma Heonate
et
Inthisi igation, our aim is to d ine if Antenatal bleeding (Threatened abortion) is coincidental, caused
by the vaccination process or the vaccine ingredients.

AHCH1E hat you Rl re8d and understand Ui
scknomisdgeenent

ssment on it own will NOT be able to prove an association with
canteat of evids

Disclaimer =3 )

Stage 2: Stage of Classification

@ Eligibility >
Checklist )

Algorithm )
CIassificatiorD

Causality

——> Question — ®:

Creation




Confide

ADVERSE EVENT FOLLOWING MATERNAL IMMUNIZATION

This report is prepared using inputs and decisions made by Madhav

Report on AEFMI causality Assessment using the tool developed by WHO for the revised AEFMI causality assessment methodology

This assessment is done for Mother

Step 1 (Eligibility)

PDF report generated &
archived

Name of the pregnant woman Ms SL
pregnant woman Id
Sex Female

Age in years

22 years 10 months

Name of one or more vaccines administered before
this event

Influenza, seasonal

Brand Name

Afluria

What is the Valid Diagnosis?

Gullian Barre Syndrome

Does the diagnosis meet a case definition?

Yes

Case definition is
4/25/2025

tial Draft - DO NOT CIRCULATE

Guillain-Barré syndrome (GBS) is a rare condition in
which a person’s immune system attacks the

|l peripheral nerves. People of all ages can be affected, ||




Manual reviewed by GACVS and in last stages of finalization

10 Chapters

1. Introduction and Background
ting,

f . . .
sing thte :i:\se ° 2. Basic Concepts of Vaccines in the Context of AEFMI
g Mate

WHO Manual for repor

estigating and asses.
vents Followin

(AEFMI) 3. Challenges in Linking Vaccination and Adverse pregnancy

1and
yre maternal an

nand e'.\k.\re w 2

strengthen 3 dor causality

rring, investgat on and

inv
Adverse E
\mmunizat'\on

work to
sed framewor
vidence-Dase i el
Astandardized €70 ough systematic FEPOTEE
+a] vaccine Saiety

e outcomes

World Health Qrganization (WHO)
World W

4. Approaches forreporting and investigating the cause of an AEFMI
5. Steps for Reporting and Investigating AEFMI using a Case-Based
(@ Approach
6. Approachto AEFMI using a Population-Based Approach
7. AEFMI Causality Assessment
8. Summarizing the logic of AEFMI causality assessment
9. Initiating action after causality assessment of an AEFMI

10. Conclusion



Sweden
Hypertension
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’; AN Bleeding ‘

S Korea
India
Preterm Birth

Canada
Reviewed Manual
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-

GACVS - strategic guidance and technical direction
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Dr Madhava Ram B MD DNB
Medical Officer, Pharmacovigilance

Phone: +41 (0)22 791 37 86
Mobile: +41 79 206 12 83
Email: balakrishnanm@who.int

Department of Regulation and
Prequalification (RPQ)

Access to Medicines & Health Products
(MHP)

World Health Organization

Geneva, Switzerland

000D ﬁ AEFMI

Feedback Detection

{%’&"g World Health
Yasy Y Jiea
{E%72 Organization

www.who.int

Causality Notification
assessment
Thank You
Analysis Reporting

Investigation



* Optional slides



The AEFI causality assessment software

Research Adverse Event Following Immunization (AEFI) Home  E-Learning
EN
AEF1is any untoward medical occurrence which follows immunization and which does not necessarily have a causal relationship R
with the usage of the vaccine.
AR
The adverse event may be any unfavorable or unintended sign, abnormal laboratory finding, symptom or disease. es
This AEFI causality assessment is performed as per the WHO's revised causality assessment methodology which can be accessed RU
at

CH

POR

Causality assessmant of an
Tolowing
on [AEFI)

Yoy & Boeee
e Y T
SYMPTOM SIGN LAB FINDING DISEASE
eg Cough, Rash, Pain Etc e.g Icterus, Hepatomegaly Etc eg Thrombocytopenia, ECG Changes Etc e.g. Intussusception, Meningitis Etc
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Usage (24 May 2021 to 24 May 2026)

Active users

27K

Active users~ by Country @ v

COUNTRY ACTIVE USERS

Mexico 2.6K

United States 2.1K
United Kingdom 2K

China 1.9K

Colombia 1.4K
South Africa 1.4K

View countries =
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