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KENYA   MEDICAL  RESEARCH    INSTITUTE

SCIENTIFIC & ETHICS REVIEW UNIT  (SERU)

Title of Proposal: __________________________________________________________________________________________________
Principal Investigator(s):______________________________________________________________________
Centre: __________________________________________
SERU/NON-SERU/SSC/NON-SSC No.:_____________________________________________

(Tick the appropriate identifier)
1) Date of scientific and ethics (SERU/SSC/NON-SSC) approval: __________________
i) Date the studystopped collecting data where applicable:
· Date for the last participant was recruited (and enrolment) _____________
· Date the last follow up was made. _______________________________________
2. The copy the last continuing review approval or initial approval if this is the first request for renewal:
3.Project period covered: Indicate the project period covered by the report (the period reported cannot exceed one calendar year, in case the reporting period exceeds a calendar year, please fill in a separate form for each year being reported on) e.g. 28 February 2007 to 16 January 2008. 

4. Research objectives: Briefly describe the purpose of the study. 

5. Research progress summary: Briefly describe the progress made during the reporting period, highlighting key findings and achievements during the period. Include the number of new study participants enrolled/recruited into the study, the number of study participants continuing participation and the number of new study participants expected to enroll or leave the study during this period and reasons for their departure. Summarize on-going activities
6. Amendments: Indicate any amendments made and approved during the reporting period e.g. changes in research site, increase in study sites, sample size, procedure, recruitment plan, investigators, start/end date, modification of informed consent documents, or any other deviation from the original, approved study or protocol violations etc. 

7. Adverse events reports: If applicable, report any adverse events – expected or unexpected e.g. related to a drug or a product/procedure being tested that may have occurred during the reporting period, the proportion of the study participants involved, the severity and how the events were handled. 
8. Violations: Report any violations that occurred during the reporting period and corrective measures.
9. Projects outputs: State if there were any publication, abstract, a product, patent application, etc. during the last calendar year reporting period, please list these and provide details. Please attach anystudy output for the reporting period.
10. Constraints: State any constraints experienced during the reporting period, and whether or not they adversely affected project progress. Constraints may include lack of funding, transport, personnel, space etc. 

11. Any other relevant information: Include any information that might be relevant to this report but not captured in the items listed e.g. if there has been new literature in the field that may or may not affect the conduct of the study or the risk/benefit status of the study. State whether or not a continuation approval is required for the project. 

12. Plans for the next project year: State project activities planned for the coming year or continuing into the next year. Indicate if this is the last project year. 

Checklist for documents submitted by the Principal Investigators:
	DOCUMENT
	CONFIRM

	Cover letter
	□

	Continuing Review Report (CRR)
	

	The last SERU/ERC approval letter 
	

	Current approved Protocol
	


