GUIDELINES FOR COMPLETING PROGRESS REPORTS
(NB. Please delete this Page before you print out and submit your progress report.)

1. Ethics approval is valid for one year only. A progress report is an application for renewal of ethics approval and must be submitted annually, well before the ethics approval expiry date, so that the progress report can be reviewed and the project re-approved prior to the expiry date. No research may continue without this process and re-approval. NB! Six monthly progress reports may occasionally be requested if the HREC deems the project to be of particularly high risk. 

2. All clinical trials falling under the jurisdiction of the MCC must submit a progress report to the MCC six monthly and should provide the REC with a copy of this report. However a site specific progress report must be submitted annually, for ethics reapproval, using this format. 
3. The progress report should contain sufficient information to allow the reviewer to conduct a substantive and meaningful review of the progress of the project, including any challenges or problems encountered. 
4. For multi-centre studies the information in the progress report must pertain specifically to SU sites.
5. An updated complete protocol, incorporating all approved amendments should be submitted approximately every three years unless there have been no, or minimal changes to the project. If so, state this in the progress report.

6. Copies of published abstracts, may be submitted as attachments, and may replace text required in Section G, if appropriate and self-explanatory.

7. The Serious Adverse Event (SAE) Summary and Protocol Non- compliance Summary are applicable mainly to clinical research studies with an experimental design. If not applicable to your project then these pages need not be included and can be deleted.
8. All investigators whose projects are funded by US government federal funds (NIH, CDC etc) must comply fully with OHRP requirements for continuing review. These can be found at http://www.hhs.gov/ohrp/humansubjects/guidance/contrev0107.htm

Main points to be included are: 
· the number of participants recruited;

· a summary of any unanticipated problems and available information regarding adverse events (in many cases, such a summary could be a simple brief statement that there have been no unanticipated problems and that adverse events have occurred at the expected frequency and level of severity as documented in the research protocol, the informed consent document, and any investigator brochure);
· a summary of any withdrawal of participants from the research since the last Research ethics committee (REC) review; 

· a summary of any complaints about the research since the last REC review; 

· a summary of any recent literature that may be relevant to the research and any amendments or modifications to the research since the last REC review; 

· any relevant multi-center trial reports; 

· any other relevant information, especially information about risks associated with the research; and 

· A copy of the current informed consent document and any newly proposed consent document. 
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HEALTH RESEARCH ETHICS COMMITTEE 1 & 2
PROGRESS REPORT

(To be completed in typescript)

A. REPORT TYPE

Final


Annual (i.e. application for renewal of ethics approval)
Reporting Period:  From dd/mm/yy   to   dd/mm/yy

B. PRINCIPAL INVESTIGATOR

	Surname
	
	Initials
	
	Title
	

	Department
	

	Present position
	
	E-mail
	

	Telephone no.
	(w)
	
	Cell
	
	Fax
	



C.  PROJECT

	Title
	HREC Ref No

	
	

	Approval date
	
	Start date
	
	Expected date of completion
	


C. Funding - How is this project funded?

	1.  Industry
	4.  NIH/US Gov

	2.  Internal
	5.  Other International Grant

	3.  Self
	6.  External SA Grant


D. PARTICIPANTS (SU SITES ONLY)
	Expected number of participants (total)
	

	Number of participants enrolled with verbal/written informed consent
	

	Number of participants enrolled with an approved waiver of informed consent (e.g. records examined)
	

	If this is a laboratory based study:  Number of blood/other samples collected/examined
	

	Number of participants withdrawn. (Provide details in G.)
	

	Number of participants already completed
	


F.  SERIOUS ADVERSE EVENTS AND PROTOCOL NON COMPLIANCE (PLEASE ATTACH DETAILS)
	Number of SAE’s for reporting period
	
	Total SAE’s
	

	No of protocol deviations for reporting period
	
	Total Protocol Deviations
	


G.  SUMMARY OF PROGRESS TO DATE (APPROXIMATELY 500 WORDS)

	

	Date of project completion (applicable on final reports only)


H.  The following documents are attached:  (NB Please refer to the POints identified in brackets in the guidelines on page 1)  
     
	· Current Informed consent documents (8)
	

	· Updated version of the protocol incorporating previously approved amendments (5)
	

	· Summary of serious adverse events (7)
	

	· Summary of protocol deviations with explanations (7)
	

	· Relevant multi-centre trial reports e.g. DSMB reports.
	

	· Published article or abstract(s)
	


Signature of principal investigator
Date

SERIOUS ADVERSE EVENT SUMMARY

(SAEs that occurred at SU Sites only)

PROJECT

	Title
	
	HREC Ref No
	


PRINCIPAL INVESTIGATOR
	Surname
	
	Initials
	
	Title
	
	Department
	


ADVERSE EVENT(S)

	Reference (if applicable)
	Date
	Event
	Outcome
	Causality

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


PROTOCOL NON-COMPLIANCE SUMMARY
(At SU Sites only)

PROJECT

	Title
	
	HREC Ref No
	


PRINCIPAL INVESTIGATOR
	Surname
	
	Initials
	
	Title
	
	Department
	


PROTOCOL DEVIATION / VIOLATION
	Reference (if applicable)
	Date
	Incident
	Explanation
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