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COMMITMENTS AND RESPONSIBILITIES OF
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ETHICS REF. NO.



 (FOR OFFICE USE ONLY)

DECLARATION BY INVESTIGATOR:

I confirm that I am suitably qualified and experienced to conduct the study as specified in the protocol.
I have read through the submitted version of the research protocol and all supporting documents including the Participant Information Leaflet and Informed Consent Forms and Investigator’s Brochure (if applicable) and am satisfied with their contents.

I agree to conduct the described study in accordance with the relevant, current protocol and will only make changes in the protocol after approval by the sponsor and the HREC, except when urgently necessary to protect the safety, rights, or welfare of participants.

I understand as Sub-Investigator that I am responsible for aspects of the study delegated to me by the Principal Investigator and am legally bound by the contract signed with the sponsor and will not inappropriately delegate my responsibilities to the rest of my study team.

I agree to timeously report to the sponsor and HREC serious adverse events that occur in the course of the study according to the requirements listed in the Wits HREC (Medical) SOP on Safety Reporting.

I agree to maintain adequate and accurate records and to make those records available for inspection by the appropriate authorized agents when and if necessary.
I will submit all required reports within the stipulated time frame.

I will ensure that every participant (or other involved persons, such as relatives), shall at all times be treated in a dignified manner and with respect. 

I understand that the study may be audited at any time and that deviation from the principles in this declaration will be put before the HREC for action, which may include disqualification as an investigator and rehabilitation before being accepted as an investigator in other studies.

I agree to comply with all other requirements regarding the obligations of investigators and all other pertinent requirements in the Declaration of Helsinki (2024), South African GCP (2020) Guidelines, ICH GCP Guidelines  and the South African Ethics in Health Research Guidelines: Principles, Processes and Structures, 3rd edition (2024) and am conversant with these guidelines.

I agree to inform the HREC in advance should I go on leave together with an agreed plan of action regarding an alternate principal investigator or sub-investigator to take responsibility in my absence.

I confirm that there is no conflict of interest whatsoever in my participation in this study. I have no shares in the sponsoring company and my participation and interests are as defined in the financial agreement.
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