COVID-19 vaccination training for
healthcare workers

Module 4: Adverse events following immunisation
(AEFI) monitoring for COVID-19 vaccination

Use of the Med Safety App for AEFI reporting
3 May, 6 May, 10 May and 13 May 2021




Overall objectives of today’s session

* To provide a short overview of the Med Safety App for reporting
an adverse event following immunisation (AEFI)

* To provide hands-on experience using the Med Safety App
— Download
— Navigation

— Reporting an AEFI

* To answer participants’ questions posted to the Knowledge Hub
or live during the session
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Poll 1: Have you watched any of the Med Safety App videos

available on the Knowledge Hub or SAHPRA website?

A. YES all of them
B. Some of them
C. None
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Poll 1 results
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Poll 2: Have you already downloaded the Med Safety App?

A. YES
B. Attempted, but unsuccessful
C. NO
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Poll 2 results
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Poll 3: Have you heard anything about the Med Safety App in

the media?

If YES, select the option which provided you with the most
useful information

. Yes, social media (Facebook, Twitter, Instagram)
. Yes, radio

. Yes, TV

. Yes, newspaper

. Yes, online news

No
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Poll 3 results
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Why report and investigate an adverse event following immunisation

(AEFI) and an adverse event of special interest (AESI)?

Need both steps
completed

Important for

Report ALL Case COVID-19

minor & investigation of Timely causality Feedba.ck . i ;
: : prevention of \_vaccination | )
severe/ serious severe / serious assessment safety risks
AEFI & clusters cases & clusters ﬁ
Public assured of
integrity of
Within Programme Remedial immunisation
48 hours error action services




All health care workers providing
immunisation services

Health workers providing clinical
treatment of AEFI and AESI in health
centres, hospitals, etc.

Vaccine recipients who report AEFI

Researchers conducting clinical trials or
field trails

Report
within 24

hours

4 )

COVID-19
vaccines

For COVID-19 vaccines,
reports on severe or
serious AEFI must reach
SAHPRA within 24 hours
of identification or being
notified about
the AEFI through an
expedited process.
Reports of minor AEFI

must reach SAHPRA
within 7 days. 7




STEP 1:
MUST be completed for
ALL AEFI

Case reporting form
(CRF) AEFI

Med Safety
App

Electronic //©
reporting
of AEFI

Which data collection tools should be used?

AEFI AESI

linelist linelist

02 05

*

AEFI linelist Case investigation Case reporting form AESI linelist
form (CIF) AEFI & AESI (CRF) AESI

All documents available from:

 COVID-19 Vaccination Field Guide

 SAHPRA: https://www.sahpra.org.za/health-products-vigilance/

* NICD: https://www.nicd.ac.za/diseases-a-z-index/adverse-event-
following-immunization-aefi/

Email address to submit documents: AEFI@health.gov.za



https://www.sahpra.org.za/health-products-vigilance/
https://www.nicd.ac.za/diseases-a-z-index/adverse-event-following-immunization-aefi/
mailto:aefi@health.gov.za

Case reporting form for AEFI

Report
within 24
hours

Fatient name & sumame EP1R Number:
CASE REFORTING FORM {CRE) FOR ADVERSE EVENTS FOLLOWING IMMUNISATION (AFE
Severe local reactions Severe spstemic reactions
O Fain, redness and/ar sweliing »3 days | B #aspitabsatian O oeath O collapse, shack-ike state
EBJD. Number: |5 | O| A | '| | | | '| | | | '| | | '| | | | Do rucehd = Livat Sigaature 0 swsiiing >5om O rever zazc O rhrombacytopenia O anaphylass
. - At
Country - Provinee - District - Year - (aseno 0 swelling beyond nearest jaint B scirures B sebrile B adebrie [ 2ncephatopathy B sepsis
Today's date: 0 [ 0 L L National BT B wymphadenitis B rasic shack syndrome O vemiting B niartioea
il % farm are mandato i Maticnal SAHPRA n Abscess I:| Other (specifyl:
{Far Offfes o ]
the regues . {Far Offics sne o) O mecrasis at vaccination site Foetal adverse reactlons in the case of matermal Immunisation:
SECTION A: IDENTIFYING INFORMATION O other ispecify) B pecreased FHA variability O pecreased faetal mavement B Foet
MOTE: In maternal waccination, if mother and baby / more than one baby are affected, complete separate form for each atected B orset of preterm labour, assessed bobe pessiblyiprobably related
Patient {gagcineel name & surname: Reporter's name & surname: D ractal ancmaly assessed to be passibly/arobably related (&.5. congenital ar e °
with pre-gregnancy or 1% trimester immunisation|
A child: Caregiver's name & surname: O Foetus affectes by matemal immunizatian fe. B Ive vacoine administersd ta I I
Designation /Position:

Patient’s residential address: NOTE: Severe or serious adverse event -3 |mmediately notify District Office for Case Investigati

Describe patient's or caregiver's concern (AL signs and symptoms). Use additicral sheet if needed

Institution & Department:

Kabike na: Telephone nac

Cmail-

using the Med Safety - Fypprpe—_,

sex: I O F B other it applicabie: ) Pregnant O Lactating || 1eiephane ne:

App is preferred!
PPISP App

Date of birth: D 0 f M B /Y L 00 Mabile no: Were there any other similar AEElS reported in the facility in the past 30 days? [ Yes 0 Ko (1f yes, specify)
OR Age at onset: DI vear: DI Manths CIEIED Days E-mail:
OR Age group: D 0 - <1 year D 1-5years D =5 — 18 years Date patient notified ewent ta health system:

R/MBMIYYYY SECTION D: PAST MEDICAL HISTORY

O =18 -sayears O =60 years

If appiicapie: Gestation: O Full-term [ premature
SECTION B: VACCINE INFORMATIOM [Fleass attach a copy of the Road 1o Health Booklet OR Vaccination Card)

administration (exclede those used to treat reaction), any other relevant information. Use additional cheet if

[Past medical histery {induding history of previous similar reactions or other allergies], concomitant medicatio

HOTE: In the cawe of & foetal adverse event, ALSO record the mother's maternal vaccination details

Health facility | vaccination center name: 0 pey O private 0 Heo

Address / location:

Can be used off-line! //©

SECTION E: PRELIMINARY ASSESSMENT AND ACTIONS AT THE TIME OF REPORT

Only use paper-

based reporting if

you experience

difficulties in

Vacdine administered Diluent [ sashicabli) o ] 7
. S - - .
e T mh..:, ™ m:‘::’, ﬁ T lis this event a serious AEEI? Yes Mo If ¥es, tick (] in the appropriote box below
weccnatil | wecinatad | framses e (COMODY | i) Aumbur s recnraliian O peath O Hospitatisation O Disabitiy O Life threatening [0 Congenital anamaly in oH-spring of vaccine
Camments:
SECTION F: WHAT WAS THE QUTCOME OF THE CASE FOLLOWING THE SUSPECTED AEFI in VA
[m] Reovering O recovered fully {no compiications) O nat recevered O Unknown
O Recovered with sequelae; Specify:
O mied 3 Dateofdeath: 0 F 1[0V 000 @ sutepsy: O ves D na O Unknown
C Heedles Siza: Batch: Capirydate: D Hospitalisation 2 Date of admission: vf wf Lt
N of haspital: Hagpital ber:
used Syringes Sipa: Batch: Dxpiry date: wme of hospital: aspital number:
SECTIOM G: FIRST DECISION MAKING LEVEL TO COMPLETE

SECTIOM C: TRIGGER EVENTS

Case investigation nesded: O ve: O we District Office natified: O ves B Ne
Date & time AEELstarted: = [/ 00 [0 f 00 c 0 OOy OO vin Adverse event js: (Tick {+) all boxes that apply)

If yees, date notified: f

Date investigation planned: 0 5 f 10 10/ MUY

using the App

Minor local reactions Minor systemic reactions \HH;'_ ST i e e e

O swsiing <scm D induration f harcness B sxcessive cryng finfant) O i fever <28°C =

O mecness O rash B miid headache O il body aches Date report received at National Level: W‘J' Wf s EE) worldwide unigue ID:
O other (specifyl: B0 ntild pain fte touch f an mowement,

Camments:

but nat interfening with daily activitkes)

O ather (specifyl:




Background on the Med Safety App

(%) AUDA-NEFAD African Union Smart Safety SMART

SAFETY

Surveillance Programme (AU 3S) SRR

7
Initiative b
Med Safety x crvpra y
A _ @ |
V7, 4 . “" with support
@ W\ ‘ M— from EPI
' A o Four
' — countries

AU—BS COVID Response Working Group Partcipatng

= — il —_—

South Africa Ghana Nigeria Ethiopia




What can we do with the Med Safety App?

* Report suspected AEFI and adverse drug reactions (ADRs) electronically

—>Replaces the need for paper forms = better data quality

* Public can report
— ADRs for medicines
— AEFI (coming soon)
= Minimise under-reporting

* Reported cases can be updated with additional
information

 Build a watch list of medicines
* Real time data visibility

Med Safety
App

(©

—2View number of reports received in WHO database of suspected ADRs/AEFI

—>Track drug-related safety information




Safety signals or rare events

Safety signal = when information becomes available from one or multiple sources
= Could potentially be associated with the vaccine

= Considered to be of sufficient likelihood to justify investigation or verification

* Requires large populations who received a particular vaccine = pool data

* Signals = reviewed by committee of experts from the four countries

AEFI data sources Cross-country database Management of cross-country signals
Ethiopia
Signal reports
Interim Data for combined
= Ghana Integration and Signal COVID-19
| Detection system vaccine safety AU-3S JSM | AU-3S JSM
' — datafromal - cretariat 1 Grou
- Automated signal detection countries will P
l B Nigeria is done on combined be shared with . .
vaccine data the AU-3S JSM Joint Signal
secretariat Management
B= South Africa (JSM) Group
| |




Features of the Med Safety App?

Med Safety
App

(©

Mobile application — free download Preferred
Available for Android and iOS devices method of

reporting for

Electronic reporting of AEFI and
ADRs

— Adverse drug reactions (ADRs) for medicines
— Adverse events following immunisation (AEFI)

Can be used by both healthcare professionals and
the public

Keep you up-to-date with information = Drug
safety news
Can function offline without internet connection

— Create reports and submit when connected
— Access newsfeed offline



CREATE AN ACCOUNT

UE AS GUEST

‘!
\
1
\
1
CONTIN

 Access download instructions and
information videos about the App:

— Knowledge Hub

— http://medsafety.sahpra.org.za/

* Questions or challenges experienced

with the use of the App:
— Email: adr@sahpra.org.za

— Helpline: 012-5010311
(weekdays; office hours)

Med Safety
App

(©
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http://medsafety.sahpra.org.za/
mailto:adr@sahpra.org.za

What resources are available?

@ Medsafety Promo Video South Africa

SAHPRA

South African
Health Products
Regulatory Authority

RN
F:MHRA | GEEE

Requlating Medicines and Medical Devi

Video:
How to use

/ N the App - )

= . .
® WEB-RADR @ s,
= : NMRA
Uppsala B bty o s, i g Wi
Monitoring

Centre

http://medsafety.sahpra.org.za/

18


http://medsafety.sahpra.org.za/

What resources are available?

¥

7am\ SMART
( \ ] - 3 =
SAHPRA f \'\_ ¥y, ) %Cum R&EVELOPMENTQB’ A SAFEEN

South African WTNiEs) SURVEILLANCE

Health Products
Regulatory Authority

African Union Smart Safety Surveillance (AU-3S) Programme
Instructions to download and use the Med Safety App

Med Safety App

Table of Contents

Video: 1. About the Med Safety App Document:
How to 2. How to download the Med Safety App How to download
report an _ o and use the App
AEFl or ADR // gy 3. Opening the Med Safety App for the first time to report an
- 4. How to navigate the Med Safety App AEFI or ADR

5. How to navigate the reporting forms

COMING

SOON - 6. How to use the Med Safety App to report a side effect to a vaccine (for healthcare
* professionals)

Frequently

7. How to use the Med Safety App to report a side effect to a vaccine (for the public)

asked
questions
a vaccine with answers

How to report an
adverse event from

8. How to use the Med Safety App to report a side effect to a medicine (for healthcare

professionals)

. How to use the Med Safety App to report a side effect to a medicine (for the public)

19



Hands-on demonstration on how to use the Med Safety

App for reporting an AEFI

Med Safety
App

(©

PRA

South African
Health Products
Regulatory Authority

20
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& medsafety mobile app

Med Safety

Download the
Med Safety App Seg;\r;l;;or © v

for free Safety” 44 reviews

~

Install Med
Safety

(©

The Med Safety app makes it easy to report adverse
effects to medicines.

Ads - Related to your search

d od d ] Discovery Lexicomp ICE - In Case of
Emergency - Me...
(Android devices) sweawe e
You might also like 2>
ey _ a W . W&
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Select a region

Open Med —
Safety App
for first time

/p‘ Democratic Republic of the Congo

Select a

country

Download
display




Med Safety

You can use the Med Safety app to:

Report side effects experienced

[' Track drug related safety information

@ Build your Watch list of medications

View numbers of reports received in WHO
/
||||| database of suspected adverse drug
reactions

Reports received via the mobile app will be
compared to reports received via established routes
for completeness, quality and ability to detect new
safety issues.

The Med Safety app has been developed as part

of IMI WEB-RADR SAV and is a working prototype.
Please help us to improvT ’ * —

to: WEB-RADR@mhra.go
Get started

Keep up to date with our
https://WEB-RADR.eu

GET STARTED

Create an

account
.

reports

Faster & easier
to submit
future reports

Create an
account

Salll “all ®'© R (%) W )6:32

PRA

South African

Health Products
Regulatory Authority

Password

Forgotten password?

D Keep me logged in

CREATE AN ACCOUNT

CONTINUE AS GUEST

d O O

Password:

8 characters;
one uppercase letter;
one number
NO symbols e.g. @

Continue as guest

Will NOT be able
to view submitted
reports




Navigate the
Med Safety App

5 TABS
News
Products
Watchlist
Report
More

No sent reports.

NEW REPORT

Profile

About

Settings

Region

LOG OUT

_ )
“More” display:

View/amend profile
Read more about App
Change App settings




SAHPRA Sta...ntation Study
Available

ff-li
COVID-19 | SUBSCRIBE | FAQs o . lne

Products

SAHPRA Statement — Search

Update on Sisonke Phase 3B I...

South African
Health Products
Regulatory Authority

21 plus

SAHPRA Statement — 14 Apr 2021 :
Update on Sisonke Phase 3B I... W‘Mﬁndwh WON
§

3-Phenoxy 1-Propanol

Statement by the Minister of 13 Apr 2021
Health, Dr Zwelini Mkhize, on t...

3tc

| - COVID - 18
covip-i8y covio-3f “P°

injection oM

5 fluorouracil
SAHPRA Statement- High Court 09 Apr2021

Order — Ivermectin SAHPRA STATEMENT -

UPDATE ON SISONKE PHASE 3B

. . a »
SAHPRA registers Covid-19 01 Apr 2021 P rod u cts
Vaccine Janssen (Ad26.COV2-... IMPLEMENTATION STUDY
display

5-fluorouracil

5 htp

SAHPRA has NOT authorised 29 Mar 2021 5 htp

Ivermectin for the treatment of...

O/ 0 0o/ 0o 0|00, 08

ppriacel (6S)-5-methyltetrahydrofolate

Regulatory sftringer1_cy and 25 Mar 2021 ‘ —gngaged with the Sisonke
adaptability in the time of COV... entation Study team and 7-keto-dehydroepiandrosterone

hiceutica. The focus of the

SAHPRA implements a

new and improved online sub...

Al —
|
T

News Products Watch List Repart

Products Watch List Report

< O O




B u i I d OWﬂ Products
"Watchlist”

Products

Q Covid @ Cancel Q Covid (%] Cancel

0] COVID-19 vaccine V Ad (ChAdOx1

SOETa) COVID-19 vaccine NRVV Ad (ChAdOx1

nCoV-19)

[J Ad26.COV2.S COVID-19 va Ad26.COV2.S COVID-19 vaccine

“Products”

display Search for
product ~

o

Select
product

&

Products




Add Item to Ad26.COV2...ID-19 vaccine Watch List
"Watchlist”

Q. Search

ADD TO WATCH EP READ NEWS
LIST ARTICLE

Ad26.COV2.S COVID-19 vaccine

Comirnaty Concentrate for dispersion fori...

Summary ADR data submitted to the Wo
Organisation’s Uppsala Monitoring Centre for

substance: Add to

Ad26.C0OV2.S COVID-19 vaccine / \

“Watchlist” )
Group By: awatChhSt”

Reactions = d iSplay

Group
reactions

J

Continents A== V3, Q:Q =

Watch List Report




Navigate
“Report”

No sent reports.

~

To submit a
new report

NEW REPORT

View reports
previously sent

Important to
create an
account

Report 1
Report Date:02 May 2021

View pending reports

Save reports offline 2

submit when internet
access regained

Save and update later )

NEW REPORT




Navigate

re po rtl ng R _ _ What best describes you?
fO r m S Healthcare Professional or Company

( New report

v

No sent reports.

What would you like to tell us about?

Report a suspected side effect to
a medicine

Adverse Event Following
Immunisation

Select:
Adverse event
following
immunisation/

Create new
report

NEW REPORT

B
=]=

Products Watch List

E

Report

< O O

£ New report

What best describes you?

Please select
Member of Public

Healthcage Professional or Company

Select:
Healthcare
Professional

= &

News Products




Enter reporter details

Cancel Reporter details Cancel Reporter details Cancel Reporter details Cancel Reporter details

Telephone Steve Biko and Malan str
0820000000

Designation *

Pharmacist
Institution

Reporter city

Reporter first name * Institution Pretoria

AP One of either email or address is required

Steve Biko Hospital

Department

Province / \
Reporter st name * Mandatory fIE|dS\ Gauteng

Teker One of either email or address is required

Privacy

Address Rz Statement
I m pO rta nt tO Reporter postd

Email * 0002 \l /
Apteker@apteek_com One of either email or address is required Co m p I ete /

Reporter city Help EPI programme | 2430 /

| understand the privacy statement *

Telephone

0820000000 to follow-up with
One of either email or address is required re po rte r Whe n

- - required -

=] =]=] _
News Products Watch List Products Watch List News Products Watch List Mows Fipducts Watch Elt

< O < O d O < O O




Patient details _=~-° =l EEPIX —

Cancel Patient

Province
Cancel Patient

Patient initials 2021

John Joe Sat, 06 Mal'

Postcode

Please select 1982
Neonate 1983 Patient sex

Infant 1984 Male

Child 1985 Patient date of birth
Adolescent 1986
Adult 1987

Elderly 1988 November

December
CANCEL oK CANCEL OK

Child January

4 Use “Back” and Android device i0S device
“Next” to navigate display display




Vaccine details

Cancel Vaccine

Vaccine details *

Select “Add”

Products

Vaccine details X

Name of vaccine (select the brand name or name of
manufacturer) *

Jansen Covid-19 vaccine

Date of vaccination *

30 April 2021

Batch/Lot number *

4357891

Android device
display

O O

Search for
vaccine

o MTNSA-Take Care Mz... & 20:1

Q  Covid

Covid

SUGGESTIONS

Ad26.COV2.S COVID-19 vaccine

COVID-19 vaccine NRVV Ad (ChAdOx1
nCoV-19)

30% &% )

Cancel

COVID-19

i0S device
display

Vaccine details

Name of vaccine (select the brand name or name of
manufacturer) *

Ad26.COV2.S COVID-19 vaccine

Date of vaccination *

29 April 2021

Dose (1st, 2nd etc)

First dose

Batch/Lot number *

Vvvv

Expiry date
26 July 2021

If more than one
vaccine received




Reaction details

Cancel Reaction details Select the a...) from the list Cancel Reaction details

: Severe local reaction
Select the adverse event(s) from the list * Select the adverse event(s) from the list *

devere local reaction, Fever >38°C

Severe local reaction > 3 days

Please add any other reactions experienced here *
Date AEFI started

30 April 2021

Severe local reaction beyond nearest joint

febrile seizure H
A Add details
Febrile seizure a bO ut the
ihscess reaction

\ Time unit for AEF| onset *

Select one or )si Hour
more cephalopathy

Did the reaction(s) lead to: react i ons Recovered/resolved
ic shock syndrome

[] pisabling/Incapacitating \from the |iSt
J ‘\{rombocytopenia

How long after the vaccine did the AEFI start? Please add
the number here, followed by the unit in the field below *

Describe AEFI (Signs and symptoms): 6

Adverse Event Outcome *

Please add any other reactions experienced here

BACK - °®
D Anaphylaxis

= 2 © B B

Report Pr :;ﬂl;cls Watch List Report
Fever >38°C




Reaction
details

Please add...enced here

Reaction details *

Seizure

When did the reaction start?

01 May 2021

Is the reaction still occurring, or has it resolved? *

Recovered/resolved N

If the reaction has resolved, when did the reaction
stop?

02 May 2021 v

Adverse event outcome
Recovered/resolved

Recovering/resolving
Not recovered/not
resolved

Recovered/resolved with
sequelae

Unknown

Definition

The patient has fully healed from the reaction without any
lasting effects

The patient is in the healing process and displaying clear
positive signs of recovery but has not yet fully healed

The patient has not yet healed from the reaction and is not
yet showing clear positive signs of recovery

The patient has healed from the reaction but there are lasting
effects or implications as a result of the reaction

The patient has passed away (upon selecting this option, you
must include the patient’s date of death and indicate whether
an autopsy was done)

The patient’'s status is not known

Indicate the
outcome of the
reaction




Reaction
details

Add other
reactions
“Add” if
reaction is not
on the list

Cancel Reaction details Save

Please add any other reactions experienced here *

Seizure

Describe AEFI (Signs and symptoms):

Fever, Coughing, 2 seizures

27 /20000

Did the reaction(s) lead to:

I I Nisahlina/Incanacitatina

{ BACK

Describe the
event
Do NOT include
personal
identifiers

Select the
outcome of the
adverse event
Can select
multiple
outcomes

Cancel Reaction details

Did the reaction(s) lead to:

D Disabling/Incapacitating

D Life threatening
Caused/prolonged hospitalization
D Congenital anomaly/birth defect
D Results in death

Medically significant

27 /20000




Ad d m Ed ica I Cancel Medical History
history

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).

Known epilepsy on Epilim 500mg twice daily

42 /10000

Add medical Before submission —
history details use “Back” arrow to
review full report

SUBMIT >



Submit
report

Salll “all 'O % (% W) 6:44

Submit report

Would you like to submit this report?

Report 1

Report Date:02 May 2021

Upon submission

Message in the App to
confirm submission
AND
Email acknowledgement
of submission

NEW REPORT

I

Watch List Report

O O



IMPORTANT!!

Review the updated Module 4 materials available on
the Knowledge Hub

Make use of the Med Safety App resources available on
the Knowledge Hub and the SAHPRA website
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ANY

QUESTIONS?

PRA

South African
Health Products
Regulatory Authority




THANK YOU
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