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1. DEFINITIONS AND ABBREVIATIONS

	ADR
	Adverse Drug Reaction

	AE
	Adverse Event

	CFR
	Code of Federal Regulations (USA)

	FDA
	Food and Drug Administration (USA)

	GCP
	Good Clinical Practice

	ICH
	International Conference on Harmonisation

	IEC
	Independent Ethics Committee (ICH GCP term)

	SAE
	Serious Adverse Event

	SAGCP
	Guidelines for Good Practice in the Conduct of Clinical Trials in Human Participants in South Africa (2000) 

	WCR
	WITS Clinical Research


2. REFERENCES

· International Conference on Harmonisation (ICH) Good Clinical Practices (GCP) Guideline (June 1996 Section 3)

· Declaration of Helsinki

· 21 Code of Federal Regulations Part 312.32 – IND Safety Reports

· Guidelines for Good Practice in the Conduct of Clinical Trials in Human Participants in South Africa (2000)

· MCC Reporting of Adverse Drug Reactions in South Africa

3. SAE’S ORIGINATING AT WITS APPROVED SITES

Capture of appropriate ADR data fields on the Wits Clinical Research Database to produce appropriate analysis reports for the WITS IEC  

	Responsible person
	
	Action to be taken

	IEC Secretariat
	1
	Receive ADR reports from the Investigator and Sponsor



	
	2
	Grade ADR’s according to Attachment 1 (ADR Grading System Version 1 Dated 15 Jan 2003)  



	
	3
	Capture appropriate fields onto the database as identified in Attachment 2 (ADR data capture fields Version 1 dated 15 Jan 2003)



	
	4
	Report produced for IEC ADR Assessors based on grading system as per Attachment 3 



	
	5
	Acknowledge receipt and processing of ADR report to Sponsor and Investigators




4. SOUTH AFRICAN AND FOREIGN SAE PROCESSING AND REPORTING

· SERIOUS, UNEXPECTED, ADVERSE DRUG REACTIONS OCCURRING AT OTHER SOUTH AFRICAN AND FOREIGN SITES

Report as part of the 6-monthly progress reports

Format of report: Line listing

	Responsible person
	
	Action to be taken

	IEC Secretariat
	1
	Acknowledge receipt of reports to Sponsor and Investigators




5. Attachments

Attachment 1:
 SAE Grading System Version 1 Dated 15 Jan 2003 

Attachment 2: 
 SAE data capture fields Version 1 Dated 15 Jan 2003

Attachment 3:
 Report produced for IEC SAE Assessors 
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