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Objectives
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Explain when to report an ADR

Describe what would constitute a good ADR report

Report an ADR

We will achieve these objectives by answering the 5 W’s and 1H of reporting
- Why, What, When, Who, Where, and How



Objective 1 
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Explain when to report an ADR



Common reasons for not reporting

• Time-consuming

• Lack of feedback

• Not sure whether report is valid or useful 

• Already known side effect of medicine

• No access to the form, don’t know how, where, 
when to report etc. 

• Legal liabilities if there was a medication error

• Insufficient clinical or pharmacology knowledge 

• Won’t make a difference 
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Why the need to report ADRs?

• Information about the safety profile of a medicine at the time 
of marketing is limited.

• Therefore, we do know enough about:

– How the medicine will perform in a much more varied 

population with other conditions and genetics.

– Different ways in which the medicine will be used by people 

– Other medicines, foods and chemicals that may interact with 

the medicine.

– Long term effects of the medicine. 

– How the medicine will perform in special populations not 

included in clinical trials.
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What to report to SAHPRA?
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When to report an ADR?

Ideally - as soon as the ADR is suspected, and you have at least the

minimum information

Recommended Reporting Timelines:
– Serious cases – within 24 hours of identification

– Non-serious cases - within 15 calendar days of identification

– Please report even if beyond this time frame! 

Report even when all facts are unavailable, or you are not sure

that the medicine is responsible for the ADR.

The sooner we know about the problem, the less public health harm

it is likely to cause!
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Objective 2 
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Describe what would constitute a good ADR report



What constitutes a valid ADR 

report?

One Single 
Identifiable patient

Identifiable& 
contactable 

Reporter

One or more 
suspected ADR

One or more 
Suspected 

medicinal product

Remember: valid report ≠ complete report

The minimum information for a valid report?
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Components of a good ADR report

Patient

• initials/folder #

• Age/DOB 
group

• Gender
– Female  

Pregnancy

• Additional 
information -

• Other 
conditions, 
medicines and 
relevant 
medical history

Reporter

• Name

• Contact 

details

• Qualification

• Date of report

Suspected Medicine/s

• Brand/trade name

• Active ingredient/s

• Trade name & batch No. 

esp. for vaccines, 

biologicals & product 

quality issues

• Strength, dose, dosage 

form & frequency

• Route of administration

• Indication of use

• Duration of usage (start &  

end date).
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Suspected Reaction
• Description of the ADR (All 

signs & symptoms)
• Timing of onset 
• Confirmed diagnosis 
• Relevant lab tests & results of 

investigations 
• De-challenge and Re-

challenge
• Seriousness of the reaction
• Expectedness 
• Outcome of event (Rx used if 

any)



The Importance of Complete ADR 

Report
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The Importance of Complete ADR 

Report
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Dechallenge and Rechallenge

Rechallenge and Dechallenge information helps us understand 

whether the medicine/s caused the reaction.

Dechallenge = What happens when the suspected medicine is stopped

❑ Negative dechallenge =  Event continues to occur after medicines is stopped.

❑ Positive dechallenge = Partial or complete removal of event after medicine is stopped.

Rechallenge = What happens when the suspected medicine is 
reintroduced in the patient after positive dechallenge

❑ Negative rechallenge = Event did not re-occur when the suspected medicine is 

restarted. 

❑ Positive rechallenge = Reoccurrence of similar signs and symptoms when 

suspected medicine is restarted.
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Why do we gather all this information?

This information helps us to answer the following questions:

▪ How sure are we that the suspected medicine did cause this suspected 
ADR?  (Causality Assessment)

▪ Does this case contribute evidence that this reaction may occur in other 
patients exposed to this medicine? (Signal detection)

▪ Which patient groups may be at higher risk of such a reaction? (Risk 
factors)

▪ How exactly does such an adverse event present in a patient? (nature and 
severity of reaction)

▪ How do these suspected ADRs evolve and how are they managed? What 
treatments have been successful or not? 
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What if you receive additional 

information?

New information could include:
 Final outcome of the patient (may have recovered 

or deteriorated)

 Additional lab tests or results of investigations 

 Additional dechallenge or rechallenge information 

 Important other information  that may contribute to 

ruling out other possible causes

In this case the reporter should report this follow-up 

information as “follow up report” and quote the 

unique reference number from the previous report 

generated by the online reporting portal.
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Where to report?

Who can report an ADR?

Doctor (including 

specialists)

and Medical Assistants

Patients/ Caregivers
Nurse/Midwives

Nursing Assistants

Pharmacist and 

Assistants

Complementary and 

Traditional  Practitioners 

Paramedics

Dentists and other 

health professionals 
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Where to report?Report to either

Pharmaceutical company

relevant to the suspected drug

Where to report an ADR?
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How to report to SAHPRA?

Med Safety App

eReporting (link from SAHPRA website)

Email – adr@sahpra.org.za

Adverse Drug Reactions & Quality Problem 
Reporting Form

How to report an ADR?
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mailto:adr@sahpra.org.za


Objective 3
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Report an ADR



Med Safety AppThe preferred tool for reporting suspected 

ADRs

 How To Download The Med Safety App?

1. Open the Play Store (Android) or the App Store 

(IOS).

2. Search for Med Safety icon.

3. Tap the Med Safety icon to install to the download 

the App.

4. Tap Open.

5. Select a region “South Africa”, sometimes it selects 

automatically depending on the settings you 

already have on your phone.

Med Safety App
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Med Safety App
Access link: Medsafety X SAHPRA

Med Safety App
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https://medsafety.sahpra.org.za/


Med Safety App

Med Safety App - Brochure

Page 22



Med Safety App

Med Safety App Navigation

https://youtu.be/jvuQZddyFTM

Med Safety App
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https://youtu.be/jvuQZddyFTM


Med Safety App

Med Safety App Ack Report
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Access link: https://www.sahpra.org.za

e-Reporting Portal

Page 25

https://www.sahpra.org.za/


Access link: https://www.sahpra.org.za

e-Reporting Portal
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https://www.sahpra.org.za/


Access link: https://www.sahpra.org.za

Navigation of e-Reporting Portal
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https://www.sahpra.org.za/


Access link: https://www.sahpra.org.za

Navigation of e-Reporting Portal
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https://www.sahpra.org.za/


❑ Patient’s 1st name letters’; Helps in detecting 
duplicate reports or follow up of the same report

❑ If the patient’s gender was female, mark if she is 
pregnant or lactating

❑ You can enter either the age at the time of the 
reaction or the date of birth

❑ Then tab “Next”

Navigation of e-Reporting Portal
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Free text area to fill in here the 

reaction/ event 
❑ You preferably enter 

full date, if you don’t 

remember enter a 

month & a year or 

year only.

❑ Seriousness list will 

appear for each 

reaction

❑ Add more than 

reaction here

❑ Then click “Next”

Navigation of e-Reporting Portal
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Navigation of e-Reporting Portal



❑ Any additional information 

like previous illness, family 

history…

 Then the contact details of the reporter; 
you can either enter email or telephone 
number

 Click “Next” when you are done

Page 32

Navigation of e-Reporting Portal



 Then you will be 

redirected to a page to 

review your entered 

data and you will need 

choose to “Edit report” 

or “Send report”
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Navigation of e-Reporting Portal



 Reference/ case number
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Navigation of e-Reporting Portal



 Fill in the required information 

as discussed in the previous 

reporting forms

 Should be sent to SAHPRA, 

Pretoria office by email: 

adr@sahpra.org.za; or to 

relevant pharmaceutical 

company (contact details found 

on the outer package of the 

health product).

ADR & Quality Problem Reporting Form
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 Consent clause

 Other reporting tools

 Med Safety App

 SAHPRA online portal for 

products complaint:

 https://www.sahpra.org.za/com

plaints-relating-to-medicine-

and-medical-devices/

ADR & Quality Problem Reporting Form
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ADR Reporting Form Ack & 

Individualised Feedback
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Pharmaceutical industry

E2B/ CIOMS
reporting 
format

Reporters

WHO Programme for 
International Drug
Monitoring  (>30m ADRs 
from >170 countries)

What happens to my ADR report?



Feedback received by Reporters?
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▪ SAHPRA is constantly reviewing and updating product PI and PILs based on 
local and international safety data. New and updated medicines safety 
information can be accessed via the SAHPRA website, PI and PIL 
Repository (sahpra.org.za)

▪ Quarterly pharmacovigilance newsletters – SAHPRA - South African Health 
Products Regulatory Authority

▪ Safety-related regulatory decisions published on SAHPRA website - 
SAHPRA - South African Health Products Regulatory Authority

▪ Access to all reports available in the WHO global database (VigiAccess)

▪ Individualised feedback is provided to reporters, particularly for serious and 
unexpected reactions.

▪ Dashboard on AEFIs following COVID-19 vaccination - SAHPRA - South 
African Health Products Regulatory Authority

https://pi-pil-repository.sahpra.org.za/
https://pi-pil-repository.sahpra.org.za/
https://www.sahpra.org.za/
https://www.sahpra.org.za/
https://www.sahpra.org.za/
https://www.sahpra.org.za/
https://www.sahpra.org.za/


Protection of Reporters and Patients

▪ Protection of Persons Information Act Compliant (Act 4 of 

2013)

❑ Data is security and protection

❑ Negligible risk of breach in confidentiality

❑ Consent clause

▪ Reporting an ADR is blame free! 

▪ NOT about finding fault.

▪ But protection of public safety!
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Contact us
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SAHPRA Pharmacovigilance Unit – Adverse events Reporting

Website: 

https://medsafety.sahpra.org.za

Email: (manual ADR reporting forms & Follow-up reports)

adr@sahpra.org.za

Tel: 

012 501 3011

https://medsafety.sahpra.org.za/
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