[bookmark: _Toc93828637]Annex 4a
[bookmark: _Toc93828638]Declaration by Applicant

[image: ]
MINISTRY OF HEALTH

PHARMACY AND POISONS BOARD
Declaration by Applicant

I/We, the undersigned have submitted all requested and required documentation, and have disclosed all information, which may influence the approval of this application.

I/We, hereby declare that all information contained therein, or referenced by, this application is complete and accurate and is not false or misleading.

I/We, the undersigned will ensure that if the above-said clinical trial is approved, it will be conducted according to the protocol submitted, and all applicable legal, GCP, ethical and regulatory requirements.

We, the undersigned, agree to ensure that if the above-said clinical trial is approved,

1. It is reasonable for the proposed clinical trial to be undertaken;
2. It will be conducted according to the submitted protocol
3. The study will be conducted according to Kenyan legal, ethical, and PPB requirements
4. The study will be conducted according to principles of GCP
5. We shall ensure the safety and well-being of study participants
6. We shall carry out the study so as to ensure the integrity of the data generated.
7. We will submit reports of Suspected Unexpected Serious Adverse Reactions (SUSARs) and safety reports according to applicable guidance;
8. We will submit a summary of the final study report to the PPB and the ERC concerned within a maximum 1-year deadline after the end of the study in all countries.
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