	Appendix B: Clinical study report Review Form



[bookmark: _Toc405885990][bookmark: _Toc405886276][bookmark: _Toc407093094]PURPOSE
This standard operating procedure (SOP) describes the process for the writing of clinical study reports (CSR) in accordance with Good Clinical Practice (GCP). 
A CSR is an integrated full report of an individual study of a therapeutic, prophylactic or diagnostic agent conducted in patients  or healthy volunteers, in which the clinical and statistical description, presentations and analyses are integrated into a single report, incorporating tables and figures into the main text of the report, or at the end of the text, and with appendices containing the protocol, sample case report forms, Investigator related information, information related to the test drug/investigational product(s) including active control/comparators, technical statistical documentation, related publications, subject data listings, and technical statistical details such as derivatives, computations, analyses and computer output etc.
[bookmark: _Toc405885991][bookmark: _Toc405886277][bookmark: _Toc407093095]SCOPE
This SOP is applicable to sponsors and investigators who have been assigned responsibility to prepare a CSR for any phase of development.
[bookmark: _Toc405885992][bookmark: _Toc405886278][bookmark: _Toc407093096]REFERENCES
Declaration of Helsinki (as adopted by the NHMRC).  
ICH Guideline E3, Structure and Contents of Clinical Study Reports.
NHMRC National Statement on Ethical Conduct in Human Research (2007)- Updated March 2014
INTEGRATED ADDENDUM TO ICH E6(R1): GUIDELINE FOR GOOD CLINICAL PRACTICE E6(R2) Current Step 4 version dated 9 November 2016
[bookmark: _Toc405885993][bookmark: _Toc405886279][bookmark: _Toc407093097]Definitions
Author: lndividual(s) appointed to write a document.
Contributors: Investigators or consultants who contribute their expertise to the development of a document.
Investigational Product (IP): includes any investigational medicine, medical device, complementary medicine, comparator/s or placebo that is to be used during the clinical trial.  This also includes all previously stated products if they have a marketing authorisation, when used or assembled in a way different from the approved form or different from the approved indication.
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:  Individual, with appropriate experience and/or qualification, appointed to perform a technical and regulatory peer review of a document
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 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.
[bookmark: _Toc405885994][bookmark: _Toc405886280][bookmark: _Toc405885995][bookmark: _Toc405886281][bookmark: _Toc405885997][bookmark: _Toc405886283][bookmark: _Toc405885998][bookmark: _Toc405886284][bookmark: _Toc405885999][bookmark: _Toc405886285][bookmark: _Toc405886000][bookmark: _Toc405886286][bookmark: _Toc407093098]Appendices
Appendix A – Clinical Study Report Template
Appendix B – Clinical Study Report Review Form
[bookmark: _Toc405886001][bookmark: _Toc405886287][bookmark: _Toc407093099]PROCEDURE
[bookmark: _Toc405886002][bookmark: _Toc405886288][bookmark: _Toc407093100]Preparation of the CSR Shell and/or CSR
[bookmark: _Toc405886003][bookmark: _Toc405886289][bookmark: _Toc407093101]The sponsor may delegate responsibility to an author to develop the CSR, contributors, and a reviewer(s) to perform a technical and regulatory peer review.  
[bookmark: _Toc405886004][bookmark: _Toc405886290][bookmark: _Toc407093102]The structure and content of the CSR will be written according to ICH Guideline E3 “Structure and Contents of Clinical Study Reports”.  The CSR will be drafted using the applicable sections of the CSR template (Appendix A).
[bookmark: _Toc405886005][bookmark: _Toc405886291][bookmark: _Toc407093103]Prior results being available, the author may prepare a CSR shell. A shell is the first draft of the CSR that includes details of the study overview and set-up (i.e. sections 1 to 9 of the CSR template, Appendix A).
[bookmark: _Toc405886007][bookmark: _Toc405886293][bookmark: _Toc405886008][bookmark: _Toc405886294][bookmark: _Toc405886009][bookmark: _Toc405886295][bookmark: _Toc405886010][bookmark: _Toc405886296][bookmark: _Toc405886011][bookmark: _Toc405886297][bookmark: _Toc405886012][bookmark: _Toc405886298][bookmark: _Toc405886013][bookmark: _Toc405886299][bookmark: _Toc405886014][bookmark: _Toc405886300][bookmark: _Toc407093104]The author will prepare the CSR review form (Appendix B).
[bookmark: _Toc405886016][bookmark: _Toc405886302][bookmark: _Toc407093105]Once the study database has been locked and statistical analysis has been performed, the author will draft the remaining sections of the CSR.  During the drafting phase of the CSR, the author will liaise with the appropriate contributors to resolve any issues. 
[bookmark: _Toc405886017][bookmark: _Toc405886303][bookmark: _Toc407093106]The author will ensure that there is version control on every draft of the CSR.  The footer of every page of each draft should clearly identify the date and draft version (refer to Appendix A).  
[bookmark: _Toc405886018][bookmark: _Toc405886304][bookmark: _Toc407093107]The draft CSR will be reviewed for technical content by relevant contributors.  The author will ensure each contributor’s review is documented on the CSR review form (Appendix B). 
[bookmark: _Toc405886019][bookmark: _Toc405886305][bookmark: _Toc407093108]The author will collate all feedback, incorporate any required changes and liaise with the contributors if required to finalise the draft CSR.  The reviewer(s) will perform a technical and regulatory peer review of the draft IB.
[bookmark: _Toc405886020][bookmark: _Toc405886306][bookmark: _Toc407093109]The author will issue the final CSR version for the relevant responsible party signatures. 
[bookmark: _Toc405810104][bookmark: _Toc405810876][bookmark: _Toc405886021][bookmark: _Toc405886307][bookmark: _Toc407093110]Filing
[bookmark: _Toc405810105][bookmark: _Toc405810877][bookmark: _Toc405886022][bookmark: _Toc405886308][bookmark: _Toc407093111]Final versions of the CSR will be filed as required by GCP Section 8, Essential Documents (refer to SOP: Essential Documents and Trial Master File).
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The following Appendix is a template and a guide.  It includes recommended standard text within some sections.  It also includes text in italics that should not form part of the CSR but provides guidance in the development of a CSR.  

Text enclosed in brackets < and > outlines detail of what should be included in this section, and this should be replaced by the relevant details required.
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	Study Title:
	


	Investigational Product:
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	Study Description:
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	Development Phase:
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	Date of Early Termination: (if applicable)
	



	Date Last Subject Completed:
	


	Principal Investigator(s):
	


	Sponsor Contact Person:
	Include the name, telephone number and fax number of the company/sponsor contact persons for questions arising during review of the study report.

	GCP Statement:


	This study was conducted and all essential documents were archived to the International Conference on Harmonization (ICH) Harmonized Tripartite Guideline for Good Clinical Practice (GCP) (CPMP/ICH/135/95), as adopted by the <Australian Therapeutic Goods Administration (2000)>.
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5.1 [bookmark: _Toc407093119]Independent Ethics Committee (IEC) or Institutional Review Board (IRB)

5.2 [bookmark: _Toc407093120]Ethical Conduct of the Study
This study was conducted in accordance with the principles of the Declaration of Helsinki (Recommendations guiding Medical Doctors in Biomedical Research Involving Human Subjects), and with the NHMRC National Statement on Ethical Conduct in Human Research (2007). The conduct of the study was in accordance with the Notes for Guidance on Good Clinical Practice (GCP) (CPMP/ICH/135/95), as adopted by the Australian Therapeutic Goods Administration (2000).
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