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Answering key questions on malaria drug delivery
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Limited evidence on the safety of ACTs in real life settings

e Repeated use
e Vulnerable populations

Post-marketing surveillance

e Detect rare, possibly serious events that may be associated with a drug
e Inform on potential risk factors

Issues

e \Weak system
e Aimed at conventional healthcare system
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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)



For use by data collectors with limited

knowledge of adverse events
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Patient ID- ACTIVE ADVERSE EVENT REPORT FORM (PROSPECTIVE) - PART A (PRE-TREATMENT) A
Version 3.0 (Adult) R
Show the picture story to the respondent. Use the story to explain why you are filling in the form with them. Invite questions
Discuss with the patient:
Why we are filling in this form:

> We are trying to find out people's expenences with using
[Study Drug]

> |would like you to tell me what happened before and afte
you took [Study Drug]

# |would like us to fill this form in together

The man fakes medicine Tor The man is being sick. This may or The reporter iils this Torm
malaria may not be due fo the drug with the man
1. 1 Reporter 1.2 Reporter Contact 1.3 Reporter 1.4 Report /& | 1.5 Date Part A Completed: 5 5 5
iD Job Title Number (DD/MM/YYYY) Pictorial desi gn
21 2.2 2.3 Weight 2.4 Height 2.5 Sex 2.6 Pregnant? Y/N .
Patient ID Agelyrs) (ke) if known {em)if known M/F T to aid
3. Presenting problem . .
3.1 Symptoms before being prescribed [Study Drug]: CO m m U n I Cat I O n
3.2 Diagnosis 3.3 Confirmed by: Rapid Diagnostic Test? Yes L] No L] 3.4 Malaria Blood Slide I n IOWe r_
4, Medication History .
4.1 Did the patient try any treatment for these symptoms before attending the health facility? VYes L Tno LJ; 4.2 Did the patient use any trag I Ite ra Cy I eve |
4.1.1 if yes, what did the patient take? remedies for this illness? Yes .
If Yes, give details if known S ett | n g S
4.3 Does the patient take any medicines regularly {e.g. for diobetes, family planning, ARVs, TB medicine, epilepsy, etg) Yes [ Jwe L | 4.4 Does the patient use any
4.3.1 if yes, what does the patient take (names of drugs and doses if known)? remedies regulorly? Yes [_]
give details if
known
5. Medicines Prescribed at this Visit (from records)
Drug name Dose (e.g. 2 tabs, 1 cap, 1g, | Frequency (e.g. once daily, | Start Date (DD/MM/YYYY) Number of days
500mg, 5ml, 1 tsp) twice daily) prescribed
5.1 / /
5.2 Y A
5.3 A
5.4 _/_f
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to the huspltal can you tell me the drugs and herbs your child took each day, and any symptoms ald ar new, each day. | will record these in this diary:

Diary format to record drug administration and

event details in chronological relation to each

T s masmen p s MW f WML W

o]

her
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TS PSRN L a3 U LS 3N LE UL LU D LT IUEU LN driuimididridl. 3idarung mram tne aay you went

Day 0 Date | Day 1 Date | Day 2 Date Day 3 Date
MONBAY 160 12 | TUES 12y0) 12 |West 12012 | Thuer 1907 12
|
1/, | f/‘ |7 |
- D 6 B:- =
|
™) What drugs In this row, show ALL drugs taken by the pafient and each dose each day.
and herbs did ‘L_Al LA r'—“
you use? Al
|:C> Ml [Awj{Av] A
Sl BAAY v YA
'\-d'l ,- e — 4 - .
1/ exl [ENJFN]  Fi]
; "“i\:'d::". /L | . j |
gL b * | % +
]
Describe . ' ’
CB kil In this row, describe ALL symptoms, and unusual events experenced by the patient each day
= symptoms
/,A each day?
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Do these forms enable non-clinicians to collect safety data which
can inform on potential harms related to ACTs?

T | Uganda

Study ACTia — Safety of repeated drug  i: Use of RDTs to improve malaria treatment
use in children 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 Safety data collected alongside economic,
adherence data on day 3 or 4 adherence and outcome data on day 4
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Results

Dihydroartemisinin-Piperaquine (Children)

(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
(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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Different AE detection rates between fieldworkers

Differences between AEs detected by fieldworkers and AEs

detected on review

Intensity of training




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

o

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



CI|T

CONSORTIUM

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@Ishtm.ac.uk

Answering key questions on malaria drug delivery




