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Adverse Event (AE): any untoward medical occurrence in a patient or clinical study subject which does not necessarily have a causal relationship with an intervention.  
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5.2.1 Non serious AEs
All such events, whether expected or not, should be recorded.  

5.2.2 Serious AEs
An SAE form should be completed and faxed to the Sponsor within 24 hours. However, [add protocol-specific conditions], and hospitalisations for elective treatment of a pre-existing condition do not need reporting as SAEs.
  
AEs and SAEs should be reported as required by Local Research Ethics Committee andr other regulatory authorities (if applicable).
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Consent to enter the study must be sought from each participant only after a full explanation has been given, an information leaflet offered and time allowed for consideration.  Signed participant consent should be obtained.  The right of the participant to refuse to participate without giving reasons must be respected.  After the participant has entered the study the clinician remains free to give alternative treatment to that specified in the protocol at any stage if he/she feels it is in the participant’s best interest, but the reasons for doing so should be recorded.  In these cases the participants remain within the study for the purposes of follow-up and data analysis.  All participants are free to withdraw at any time from the protocol treatment without giving reasons and without prejudicing further treatment.
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UCT holds a non-negligent harm insurance policy which applies to this study.
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[bookmark: Text59]xxx are funding this study.  [Any per participant payments, investigator payments should be detailed here]
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The study may be subject to inspection and audit by UCT CRC under their remit as Sponsor and other regulatory bodies to ensure adherence to South African Good Clinical Practice if required.

[bookmark: _Toc35170897][bookmark: _Toc35170993][bookmark: _Toc388512691]9.	STUDY MANAGEMENT
[Details of day-to-day management of the study]  

[bookmark: _Toc35170898][bookmark: _Toc35170994][bookmark: _Toc388512692][bookmark: Text57]10.	PUBLICATION POLICY
[The study's publication policy should be described in full]

[bookmark: _Toc388512693]11.	REFERENCES
[List of useful and relevant references for the study]



[bookmark: _Toc388512694]EXAMPLE APPENDICES
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· Common Terminology Criteria for Adverse Events (NCI CTC)
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Example Summary of investigations, treatment and assessments
	Exam
	Week of Treatment

	
	Pre-treatment
	1
	2
	3
	4
	5
	6
	7
	8
	9

	MRI 
	X
	
	
	X
	
	
	X
	
	
	

	Chest x-ray
	X
	
	
	
	
	
	
	
	
	

	History, physical exam
	X
	
	
	
	
	
	
	
	
	

	ECG
	X
	
	
	
	
	X
	
	
	
	

	WHO performance status
	X
	
	
	
	
	
	
	
	
	

	FBC, U&E, LFT
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Informed consent
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