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Background
Limited evidence on the safety of ACTs in real life settings
●Repeated use
●Vulnerable populations

Post-marketing surveillance
●Detect rare, possibly serious events that may be associated with a drug
● Inform on potential risk factors

Issues
●Weak system
●Aimed at conventional healthcare system
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Designing Adverse Event Forms for 
Real-World Reporting

Aim
To develop user-friendly AE reporting forms to capture information on events 
associated with ACTs

Development
Review of existing forms

Form development workshops*

Pretesting*

*with target end-users (Community Medicine Distributors, Community Health 
Workers, Fieldworkers)
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For use by data collectors with limited 
knowledge of adverse events

Pictorial design 
to aid 

communication 
in lower‐

literacy level 
settings
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Diary format to record drug administration and Diary format to record drug administration and 
event details in chronological relation to each 

other
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Evaluation

Do these forms enable non-clinicians to collect safety data which 
can inform on potential harms related to ACTs?

Malawi Uganda

Study ACTia – Safety of repeated drug 
use in children

i: Use of RDTs to improve malaria treatment 
in the community in Uganda

ii: Introducing RDTs in drug shops to improve 
the targeting of malaria treatment

ACT(s) AL & DHA‐PQ AL

Participant age group Children Adults & children

Intervention AL vs DHA‐PQ RDT vs presumptive treatment

Data collectors Experienced fieldworkers Experienced fieldworkers

Additional details Safety data collected alongside 
adherence data on day 3 or 4

Safety data collected alongside economic,
adherence and outcome data on day 4
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Results

Dihydroartemisinin-Piperaquine (Children)

Event as reported Preferred Term (MedDRA) No. of patients 
(n=115)

Mouth sores Stomatitis 3

Diarrhoea Diarrhoea 2

Vomiting Vomiting 2

Cough Cough 2

Convulsion Convulsion 2

Head sores/sores on neck Skin ulcer 2

Yellowish eyes ?Jaundice 1

Swollen face Swelling face 1

Weakness Asthenia 1
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Event as reported – Artemether/lumefantrine Preferred Term (MedDRA) No. of children (n=576) No. of adults (n=83)

Cough Cough 11 0
(General body) weakness/Weak/Unable to stand Asthenia 8 2
Vomiting Vomiting 7 1
(High) fever/(Very) high temperature Pyrexia 5 2
Flu Influenza 4 0
Diarrhoea Diarrhoea 3 0
Mouth sores Stomatitis 3 0
Dizziness Dizziness 2 5
Sweating Hyperhidrosis 2 0
Swollen face Swelling face 2 0
Skin rash Rash 1 0
Abdominal pain Abdominal pain 1 1
Joint pains Arthralgia 1 0
Swelling of the lips Lip swelling 1 0
Strong headache Headache 1 2
Tired Fatigue 1 0
Convulsions Convulsions 2 0
Loss of appetite Decreased appetite 1 0
Confused/Lost sense of understanding Confusional state 1 1
Jumpy Nervousness 1 0
Restlessness Restlessness 1 0
Pain Pain 1 0
Nausea Nausea 0 1
Body itching Pruritus 0 1
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Interesting findings

• Different AE detection rates between fieldworkers

• Differences between AEs detected by fieldworkers and AEs 

detected on review

• Intensity of training
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Conclusions
• Non-clinicians are capable of capturing a patient’s experience 

following a malaria episode which can be used to detect 
adverse events

• Contribution of data to a centralized safety database

• Training and continuous feedback are paramount

• Not malaria-specific
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Learn more about our resources
www.actconsortium.org/safetydatacollectiontools

www.actconsortium.org/drugsafetydatabase

Or contact Cheryl.Pace@LSTMed.ac.uk



Thank you for joining us!

Recording will be shared. Please ensure you are on our mailing list:

www.actconsortium.org/newsletter

For any questions or comments, contact 

debora.miranda@lshtm.ac.uk
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