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PURPOSE
A case report form (CRF) is a document designed to record all of the protocol required information to be reported on each trial subject and transferred for analysis.  
This standard operating procedure (SOP) describes the process for preparing and managing CRFs.
SCOPE
This SOP applies to all persons involved in preparing and managing CRFs for clinical trials.
REFERENCES
INTEGRATED ADDENDUM TO ICH E6(R1): GUIDELINE FOR GOOD CLINICAL PRACTICE E6(R2) Current Step 4 version dated 9 November 2016

DEFINITIONS
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.
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 – CRF Approval Sheet.
procedure
DESIGN, REVIEW AND APPROVAL
The sponsor is responsible for the development of the CRF following finalisation of the trial protocol.  The sponsor may delegate the preparation of the CRF to an appropriately experienced study team member or external consultants. 
The draft CRF should be circulated to all involved parties for review and comment, such as
other investigators,
data management (if applicable),
statistician (if applicable),
other consultant(s).
Once all comments and suggestions have been considered, a CRF approval sheet (Appendix A) will be used to document review and approval by all parties.
The sponsor is responsible for the printing, collation and distribution of the final CRF to all trial sites.  Distribution will be tracked by the sponsor.
MANAGEMENT OF COMPLETED CRFs
The sponsor is responsible for ensuring that completed CRFs are transferred to the appropriate person for analysis as documented in the protocol and project management plan (refer to SOP: Project Management).
The transfer of CRFs should be tracked by the sponsor and investigator and their receipt acknowledged.
Filing
Final versions of CRFs and approval sheets will be filed as required by GCP Section 8, Essential Documents (refer to SOP: Essential Documents and Trial Master File).
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Protocol Number:

Title:

Version Number / Dated:

The above described case report form has been reviewed for accuracy, completeness and ease of use by the following individuals who thereby approve for use.


_____________________________		__________________	___________
Sponsor (Print Name & Title)		Signature			Date




_____________________________		__________________	___________
(Print Name & Title)				Signature 			Date



_____________________________		__________________	___________
(Print Name & Title)				Signature 			Date
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