Hel Tl South Africa - Stafistical Analysis Plan

Appendix 1

Contributors {o the statistical analysis plan

Version 2.1 12 October 2025

MName and ORCID

Affiliation

Role on study

SAP contribution

Ashleigh CRAIG SAMRC Developmental Pathways | Statistician Developed the initial
for Health Research Uni, draft
University of Witwatersrand
Shane ANORRIS Developmental Pathways for Co-PI Conceptualised and
Health Research Unit, University contributed fo the
of Witwatersrand and writing of SAP
School of Human Development
and Health, Faculty of Medicine,
University of Southampton, UK
Ravi RETNAKARAN | Sinai Health System, Toronto, Co-i Contributed to the
Canada writing of the SAP
Rayjean HUNG Sinai Health System, Toronto, Co-PI Contributed to the
Canada writing of the SAP
Stephen LYE Sinai Health System, Toronio, Co-Pl Contributed to the

Canada

writing of the SAP

Affiliations:

1 SAMRC/Wits Developmental Pathways for Health Research Unit, Department of Paediatrics, Faculty
of Health Sciences, University of the Witwatersrand, South Africa
28choot of Human Development and Health, Faculty of Medicine, University of Southampton, UK.
3Sinai Health System, Toronto, Canada

Approvals

The undersigned have reviewed this plan and approve it as final. They find it to be consistent with the
requirements of the protocol as it applies to their respective areas. They also find it to be compliant with
ICH-E9 principles and, confirm that this analysis plan was developed in a completely blinded manner
(i.e. without knowledge of the effect of the intervention(s) being assessed).
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