	Confirmation of SOP reading and acknowledgement



PURPOSE
In accordance with Good Clinical Practice (GCP), the sponsor is responsible for implementing quality systems with written standard operating procedures (SOPs).  SOPs are detailed written instructions that ensure uniformity of the performance of a specific function.  Where trial related activities have been delegated in writing from the sponsor to the principal investigator, vendor etc.; the delegated parties must have SOPs to document their processes.
This SOP describes the process by which a sponsor, investigator or institution may develop and manage SOPs based on the SOPs available on the Therapeutic Innovation Australia (TIA) website to ensure currency and adherence to the applicable regulatory guidelines.
SCOPE
This SOP is applicable to sponsors, investigators and institutions who are responsible for undertaking clinical research activities.
REFERENCES
[bookmark: _Hlk19534706][bookmark: _Hlk19535069]INTEGRATED ADDENDUM TO ICH E6(R1): GUIDELINE FOR GOOD CLINICAL PRACTICE E6(R2) Current Step 4 version dated 9 November 2016
DEFINITIONS
Author- Person assigned by the sponsor to develop or revise a SOP.
Approver- Person with overall responsibility for the division or unit where the process will be undertaken.
Investigator: A person responsible for the conduct of the clinical trial at a trial site.  The principal investigator (PI) is the investigator with overall responsibility for the conduct of a study at one or more sites.
Reviewer- Person assigned by the sponsor to review an SOP. 
Sponsor: An individual, company, institution or organisation which takes responsibility for the initiation, management and/or financing of a clinical trial.
Sponsor-Investigator: An individual who both initiates and conducts, alone or with others, a clinical trial and under whose immediate direction the investigational product (IP) is administered to, dispensed, to or used by a subject.  The term does not include any person other than an individual (e.g. it does not include a corporation or agency).  The obligations of a sponsor-investigator include both those of a sponsor and of an investigator.
Appendices
Appendix A – SOP Template
Appendix B – Confirmation of SOP Reading and Acknowledgement
procedure
TIA has undertaken to acquire and make available SOPs from a broad range including Clinical Research Organisations (CROs), laboratories and investigational Institutions to support sponsors, investigators and institutions, hereinafter called sponsors to develop their own SOPs and create and manage their SOP process.
SOP DEvelopment
To develop a set of SOPs, the sponsor should:
Review their current processes and draft a list of SOP titles that reflect the general processes.
Draft a SOP template.  Appendix A is an example of a template that may be modified to the sponsor’s specific needs.
Review the SOPs available on the TIA website and identify the SOPs which most closely align with the sponsor’s processes. The references documented in the SOPs should be checked for currency.
Assign a document controller who will manage the overall administrative process.
Assign an author to draft the SOPs from those available on the TIA website.
Assign a reviewer to review the SOPs to ensure consistency and currency.
Assign an approver who will approve the SOPs as applicable for their processes.
Develop a SOP on the development and management of the sponsor’s SOP process.
Document Controller
The document controller duties should be defined by the sponsor and may include the following:
Developing a SOP numbering convention.
Developing a SOP template (refer to Appendix A).
Version control of all final SOPs.
Ensuring an effective date is documented on the SOP, as well as names, signatures and dates of the author, reviewer and approver.
Formatting of SOPs for consistency.
Ensuring the effective SOPs are available in a timely fashion e.g. uploaded on a website, hard copy filing.
Ensuring there is a back-up version available e.g. hard copy filed in a separate secure location.
Issuing the SOP(s) to appropriate staff with notification of the date the SOP(s) come into effect and request documented confirmation of SOP reading and acknowledgement (refer to Appendix B).
Documentation of SOP Process 
The sponsor is responsible for developing a SOP on the development and management of the sponsor’s SOP process.  This SOP should include the following:
Who is responsible for assigning the author and reviewer.
When an SOP will be developed (i.e.; new process, new regulatory requirement).
When an SOP will be revised (i.e.; amending a current process, as part of the review cycle).
The SOP numbering and version convention.
Text guidance e.g.; date format, use of consistent terms.
Review and approval of the SOP.
Issuing of the SOP. 
Allowing sufficient time for staff to read the SOP prior to its effect.
Training of staff on SOPs.
Location of the SOPs (intranet, hard copy filing).
Location of back-up copies of SOPs.
Defining the review cycle and process.
Archiving of superseded SOPs.
Releasing of SOPs to an external party.
The role and duties of the document controller as per section 6.2.
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PURPOSE
<Brief description of the reason for the SOP>
SCOPE
<To whom and under which circumstances the SOP applies>
REFERENCES
· <Include any references, SOPs etc. >
DEFINITIONS
<Include any definitions and their explanations>
Word: definition -
Appendices
List all Appendices of the Policy.
Appendix A -
· Appendix B -
procedure
SUB-PROCEDURE HEADING  
Detailed Task Description

Sub- Procedure Heading
Detailed Task Description
· 
revision history
	Version #
	Effective Date
	Summary of Changes

	
	
	

	
	
	

	
	
	



	Institution’s name or logo
	Sop title

	sop #
	version#
	effective Date
	revision cycle








		
	Name, Signature and Date

	Author
	


	Reviewer
	


	Approver
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I confirm that I have read the following SOPs:

(List SOPs and Versions)



And acknowledge that I have understood the process.

Name, Signature and Date:
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