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1. PURPOSE AND SCOPE

[Brief outline of what the SOP is for]
This Standard Operating Procedure (SOP) describes ………

[Brief description of why the SOP is required  - quote from regulations may be included]
ICH-GCP guidelines require the Sponsor to ……………. (ICH-GCP reference)

[Statement defining the activities to which the SOP is applicable e.g. to all clinical trials, all SOPs.]


2. RESPONSIBILITIES AND AUTHORITIES
 

[Statement defining the personnel to whom contents of the SOP applies]

[A statement should be inserted defining who has overall accountability for the activities described in this SOP]


3. DEFINITIONS

	Term
	Definition


	XXXXXXXXXXX
	XXXXXXXXXXXXXXXXXXXXXX


	XXXXXXXXXXX
	XXXXXXXXXXXXXXXXXXXXXX
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4. PROCEDURE

[Detailed description of procedure, subdivided as appropriate, in sufficient detail to enable someone with basic education requirements for their role to quickly assimilate the principal elements of the SOP.
NB It must be remembered that all staff are required to receive training in SOPs relevant to their roles and responsibilities]

4.1	XXX 

 
4.2	SSS
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4.3	XXXX
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4.4	XXX 

XXX 

 
5.	COMPLIANCE WITH THIS SOP

Standard Operating Procedures are a fundamental requirement of ICH GCP and as such must be adhered to.  Deviations from, and violations of, SOPs must be appropriately documented and filed in the Study Files to which the deviation or violation relates.


6.	LIST OF APPENDICES

	Appendix 1: XXXXXXXXXXXXXXXXXX
Appendix 2: XXXXXXXXXXXXXXXXXX
Etc.


7.	REFERENCED DOCUMENTS

· Note for Guidance on Good Clinical Practice (CPMP/ICH/135/95) annotated with Therapeutic Goods Administration (TGA) comments (dated July 2000)


8.	DOCUMENT AMENDMENT HISTORY

	Version Number
	Reason for Amendment
	Summary of Change

	1.0
	New
	New procedure.
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