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PHARMACY AND POISONS BOARD
P.O Box 27663-00506  LENANA ROAD 

Tel:+254- 20-2716905/6, , 254- 733 884 411/720608811
E-mail: info@pharmacyboardkenya.org Website: http://www.pharmacyboardkenya.org

8th October 2007

RE: CHECKLIST FOR SUBMITTING DOCUMENTS TO THE EXPERT COMMITTEE ON CLINICAL TRIALS

As part of the Pharmacy and Poisons Board’s (PPB) continued efforts to serve our clients better, the Board has appointed an Expert Committee on Clinical Trials (ECCT) to evaluate all matters pertaining to clinical trials taking place in Kenya.

All institutions / organizations / offices / persons wishing to carry out a clinical trial in Kenya are requested to provide us with the following:

 Application for Clinical Trial:

1. Notification:

· Formal application letter requesting for review and approval prior to initiation of the study

2. Documents:

 Four hard copies and one soft copy (in pdf format) of the:

· Detailed Protocol (most current version, quoting number and date)

· Investigator Brochure

· Ethics Committee approval (from a National Council of Science and Technology-approved ethics committee)

· Any other approvals from collaborating institutions and relevant Regulatory Authorities in other countries, where necessary

· Informed Consent approval

· Curriculum vitae of the principle investigator and co-principle investigators, where applicable

In addition to the above, also submit:

· Other approval documents supporting your protocol, if any 

· Application to import Investigational Product or Device (accompanied by relevant details), where applicable

3. Fees: 

· A receipt to the sum of US$ 1000.00 (or equivalent in Kenya Shillings) per proposal towards payment of application fees (paid at the PPB’s accounts office).

All applications are to be made to:

The Registrar,

Pharmacy and Poisons Board,

P.O. Box: 27663-00506,

Nairobi, Kenya

Attn: The Expert Committee on Clinical Trials 

4. Submission:
All submissions should be received atleast 21 working days before an upcoming scheduled ECCT meeting for tabling at that meeting. Submissions received less than 21 working days will be tabled at the next scheduled meeting. 

· Fresh applications and subsequent updates and other documents received will be considered at the regular meetings of the ECCT.

· In addition to the above, the ECCT may, if it so desires, request for additional information or documents pertaining to an application.

· On completion of study, you are asked to submit a final detailed study report to the ECCT. 

DR. F. M. SIYOI

REGISTRAR

