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WHO ERC
Review Summary - Amendments

‘Protocol ID: ERC 0003754
Country: Multi-country (Bangladesh, Ethiopia, India, Nigeria, Pakistan, Tanzania, Uganda)

‘Protocol Title: Nutritional management of growth faltering in infants aged under six months in Asia and Africa. An
individually randomised trial

Last approved: 28.08.2023 Version: 13 Dated: 2808 2023

Amendment received: 09.07.2024 Version: 14 Dated: 08072024

WHO Responsible Staff Member- Karen Edmond

Responsible Unit: WHO/HQFWC/MCA

‘The complete documentation requesting approval of amendments was first submitted to the Secretariat on 00.07.2024.
‘The documents were reviewed by the Secretariat and the Chairperson. The outcome of the review is as follows:

1. The following amendments are proposed to the protocol, and have undergone review and approval by the external
advisory group of experts and study extemnal statistician:

. Removal of mid upper am circumference (MUAC) for infants aged 7 to <14 days, based on there being no
validated procedures for measuring MUAC in infants under 14 days of age. Moreover, the minimum
‘measurement on a standard MUAC tape is 5. Scm, but some study infants aged <14 days have a MUAC
elow this
Addition of  secondary outcome of care seeking patterns (i.e., primary caregiver report of health care-
seeking, including any face-to-face visitto any health facility. pharmacist o drug-seller, but excluding
online or telephone consultations) to assess any difference in the proportion of those seeking care for infants
in the intervention and the control groups. This information is needed to understand if ) health care seeking
‘may positively affect the study outcomes, and b) if the intervention has an impact on wider health services.
No additional data collection is required.

2. Inaddition, the Unit requests minor revisions to include the trial acronym (BRANCH, BReAstfeediNg
Counselling and management of growth), the clinical trial registration number, update information on the study
team, and small changes in wording that do not affect ethical considerations.

3. Itis noted that Dr Salahuddin Ahmed will replace Dr Igbal Kabir as a Principal Investigator for the study in
‘Bangladesh. Please kindly share Dr Salahuddin Ahmed’s CV and DOImemo in ProEthos as Other documens ™.

4. The submitted amendments are well-described, justified, and pose no new ethical issues.

Based on these considerations, Protocol and Consent Documents Version 1.4 Dated 08.07.2024 are APPROVED as
submited.

Chairperson. 22nelle. L avelonet:

Name: Antonella Lavelanet

NoTE
‘Any changes to e proposal.a to the atiachments (nformed consent / questomnaies tc) are o be approved by the ERC before beng.
‘mplemented. The approval for his proposalis valid for  period of one year only from th date of the original appraval or he most recent
continuing reiers approval Please resubmit his proposal for a Confiuing Reviw a et 2 months befoe he next e-approval priod. leae.
‘ensure the ERC-approved versionsofthe profocol and consent documents ae shared withlocl tics commites. The approvals) fom the local
icscommateets) e {o be shared wih the ERC ance ey are avalabe.
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