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1. PURPOSE AND SCOPE

ICH GCP guidelines, Section 5.1.1 require Sponsors to maintain detailed written procedures (namely SOPs) to ensure the conduct of all clinical trial related activities are in compliance with GCP and applicable regulatory requirements.

The purpose of this document is to describe the procedure for the creation, implementation and maintenance of Standard Operating Procedures (SOPs) to ensure that they are prepared in a consistent and uniform manner.

This SOP is applicable to all clinical trial activities.


1. RESPONSIBILITIES AND AUTHORITIES
 
For each SOP one person will be designated as the writer (author) although that person may call on the expertise of other members of staff when writing the SOP.

Each SOP must be reviewed by a person who is not the author or approver.  The reviewer should review the SOP for accuracy and completeness of content, format, spelling, grammar and readability.

Each SOP must be approved by a person who is not the author or reviewer.  The approver should ensure that the SOP is fit for purpose.

An individual may take on different roles on different SOPs.  e.g. SOP Author for one SOP, SOP Reviewer for another SOP.
[bookmark: _GoBack]
One person within the organization must be designated as the SOP Controller.  The SOP Controller may additionally be assigned any of the other roles (i.e. SOP Author, SOP reviewer or SOP Approver).  It is the SOP Controller’s responsibility to maintain the master copy of SOPs, allocate numbers to new SOPs, maintain the SOP Register, maintain the SOP Controlled Document Register (if applicable), ensure consistency between SOPs and arrange for the regular review and updating SOPs as required by this SOP.


1. DEFINITIONS

	Term
	Definition


	International Conference on Harmonisation (ICH)
	The International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use 

	Good Clinical Practice (GCP)

	A standard for the design, conduct, performance, monitoring, auditing, recording, analyses, and reporting of clinical trials that provides assurance that the data and reported results are credible and accurate, and that the rights, integrity, and confidentiality of trial subjects are protected.

	Standard Operating Procedure (SOP)
	Detailed, written instructions to achieve uniformity of the performance of a specific function.

	SOP Controller
	It is the SOP Controller’s responsibility to maintain the master copy of SOPs, allocate numbers to new SOPs, maintain the SOP Register, maintain the SOP Controlled Document Register (if applicable), ensure consistency between SOPs and arrange for the regular review and updating SOPs as required by this SOP.

	Controlled Document
	A controlled document is a document that is tracked throughout its entire life cycle.  Approved versions must be distinguishable from draft documents.  All hard copies of a controlled document must be tracked to ensure their location is known, replacement when the document is revised and removal when a document is archived.






1. PROCEDURE

4.1	 Initiating the creation of a new SOP

4.1.1	Any member of staff may identify the need for a new SOP.  That member of staff should notify the SOP Controller and discuss the need with them.

4.1.2	The SOP Controller will assess the identified need and:

· If appropriate, assign an SOP number to the new SOP
· With management, appoint an SOP Author, SOP Reviewer and SOP Approver
· Ensure that the SOP template in Appendix 1 is used for all new SOPs
· Maintain an SOP Register of approved SOPs that includes as a minimum the SOP number, SOP title, version number, approval date, effective date, required review date and reviewed/retired date.  An example is provided in Appendix 2.
 
0. The SOP Author should:

Define abbreviations and acronyms when they appear within the text for the first time
Identify individuals by job title and not by name
Present the steps in the process in the order in which they occur
Use the third person
Consider the use of a flow chart when the SOP addresses a number of activities (Process Flow)
Identify by their full title and reference number any forms or flow charts that are referenced in the text and attach them as appendices to the SOP.  (Unless indicated otherwise, forms in appendices should be considered as examples.)
Cross-reference other SOPs as appropriate


4.2	Initiating the revision of an existing SOP

[bookmark: _Toc531681879][bookmark: _Toc494878854]4.2.1 	Any member of staff may identify a deficiency in an existing SOP.  That member of staff should notify the SOP Author or the SOP Controller.

4.2.2	If it is agreed that a deficiency exists the SOP Author will revise the SOP.


[bookmark: _Toc531681882][bookmark: _Toc494878857]4.3	SOP Review
  
 4.3.1	After a new SOP has been written, or an existing SOP has been revised, the SOP must be reviewed.

4.3.2	The SOP Reviewer must review the SOP for accuracy and completeness of content, format, spelling, grammar and readability.

4.3.3	The comments provided by the SOP Reviewer should be addressed by the SOP Author.  The SOP Author must either accept and implement each comment or provide a reason for the rejection of the comment.  An example of an SOP Review Form is shown in Appendix 3.

4.3.4	If a review generates a significant number of comments or identifies major issues the SOP must go through another SOP review cycle.

4.3.5	SOP comments and responses provided should be retained to provide evidence of compliance with this procedure.
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4.4	SOP Approval 

4.4.1	When all SOP review cycles are complete the SOP must be sent for approval by an individual appropriate to the content of the SOP.

4.4.2	If required by the SOP approver, the SOP must go through further revision and review cycles.


4.5	Assigning an ‘Effective’ Date

4.5.1	The SOP effective date will usually be one month after the SOP approval date.

4.5.2	The lapse time between the approval date and the effective date may be reduced if the new or revised SOP is required urgently.

4.5.3	Between the approval date and the effective date all staff required to follow the SOP should be trained on the new/revised SOP.  

4.5.4	If the change to an existing SOP is very minor or cosmetic, management may determine that training is not required by the staff.  In this case, evidence of that decision should be retained.


4.6	Assigning a ‘Review’ Date

4.6.1	The Review Date should be set to be two years from the Effective Date


4.7	Conducting an SOP Review

4.7.1	When the Review Date is within one month the SOP Controller will inform the designated SOP Author.  This may be the original SOP Author or may be a new person.

4.7.2	The SOP Author will review the SOP to determine if updates are required.

4.7.3	If updates to the SOP are not required the SOP Author will record their review with ‘no changes necessary’.  The Effective Date will be re-set to two years from the date of the review.

4.7.4	If updates are required the SOP will go through a full cycle of revision, review and approval including training staff and resetting the Effective Date and Review Date.


4.8	Distribution of SOPs

4.8.1	If hard copy SOPs are distributed then each copy of the each SOP much be assigned a controlled document number.  A record of the location of each controlled document must be maintained.  An example of a Controlled Document Register is shown in Appendix 4.


4.9	Recall of Superseded and Retired SOPs

4.9.1	If an SOP is superseded or retired then all controlled hard copies must be recalled and accounted for.


4.10	Training on SOPs

4.10.1	All staff must receive training on SOPs relevant to their roles and responsibilities.

4.10.2	All training on SOPs must be documented.  An example of an appropriate training record is shown in Appendix 5.


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 APENDICES

· Appendix 1: SOP Template
· Appendix 2: Example of an SOP Register
· Appendix 3: Example of an SOP Review Form
· Appendix 4: Example of a Controlled Document Register
· Appendix 5: Example of an SOP Training Record


7.	REFERENCED DOCUMENTS

· Note for Guidance on Good Clinical Practice (CPMP/GCP/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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APPENDICES
[bookmark: _Toc531681886]Appendix 1:	SOP Template

	
	Standard Operating Procedure
	SOP-00X

	
	
	Page X of XX

	
TITLE: XXXXXXXXXXXXXXXXXXX


	
Written By:

Date:               	
	
Reviewed By:

Date:
	
Approved By:

Date:
	
Review Date:




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.]


1. 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]
 

1. DEFINITIONS

	Term
	Definition


	
	

	
	

	
	

	
	

	
	




1. 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	Sub-Section Heading 

 

4.2	Sub-Section heading

4.2.1 Heading (if required)
Paragraph 


[bookmark: _Toc531681880][bookmark: _Toc494878855]4.2.2 Heading (if required) 

Paragraph

1. COMPLIANCE WITH THIS SOP

5.1	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 APENDICES

Appendix 1: XXXXXXXXXX
Appendix 2: XXXXXXXXXX
Etc.

7.	REFERENCED DOCUMENTS

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


8.	DOCUMENT AMENDMENT HISTORY

	Version Number
	Reason for Amendment
	Summary of Change

	01
	New
	New procedure.

	
	
	




APPENDICES
Appendix X:	XXXXXXXXXXXXXXXXXXXXX



Appendix 2:	Example of an SOP Register:


	
SOP No.
	
SOP Title
	
Version No.
	
Approval Date

	
Effective Date

	
Required Review Date
	
Date  Reapproved
	
Date Retired


	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	



Note: Complete EITHER the Date Reapproved OR the Date Retired.



Appendix 3: Example of an SOP Review Form


	
SOP No:
	
SOP Title:
	
SOP Version No:


	
SOP-00X

	
XXXXXXXXXXXXXXXXXXXXXX

	
XX

	
SOP Author:

	

	
SOP Reviewer:

	

	
Date Sent for Review:

	
	
Date Review Completed:
	

	
Comment No.

	
Comment
	
Accepted or Reason for Rejection


	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	



Appendix 4:	Example of a Controlled Document Register:


	
Controlled Document Register

	
SOP No.

	
SOP Title
	
SOP Version

	
SOP-00X

	
XXXXXXXXXXXXXXXXX
	
XX



	Copy No.
	Location
	Distribution Date
	Date Returned

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	





Appendix 5:	Example of an SOP Training Record


	
SOP Training Record

	
SOP No.

	
SOP Title
	
SOP Version

	
SOP-00X

	
XXXXXXXXXXXXXXXXX
	
X.X

	
Date Training Delivered:

	
DD MMM YYYY



I confirm that, on the date stated above, I delivered training on the above new/revised SOP to the attendees listed below:


Signed: ………………………………………………………………………	Date ………………………


Name (print): ……………………………………………………………….


Job Title: ……………………………………………………………………

Attendees:

	
	Name (print clearly)
	Signature

	1
	
	

	2
	
	

	3
	
	

	4
	
	

	5
	
	

	6
	
	



Note to Trainer: Draw a line under the last entry and then diagonally through the remaining blank lines
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