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1.  BACKGROUND/INTRODUCTION 

Version control relates to the management of creating and revising documentation. Any document that forms part of a research activity should be version controlled to allow for verification of its history. As part of version control, documents should be subject to:
· Approval prior to use

· Review and update as necessary

· Identification as either draft, approved or superseded

· Restricted access ensuring only the currently approved version is in use and obsolete versions are clearly identified and removed from circulation.
2. PURPOSE 

This document describes the procedure for version control of documents relating to clinical research and complies with the principles of Good Clinical Practice (GCP).
3. SCOPE 

This SOP is intended for use by all staff who have the responsibility for maintaining document version control for clinical research. Version control applies to all trial related documentation including documents related to trial conduct and trial management.
This SOP must be followed for all new clinical research documentation created after the effective date of this SOP. There is no requirement to update existing documentation prior to their next scheduled review.
4. PROCEDURE

4.1. Drafting & Authorisation

4.1.1. Documentation must be authored by suitably qualified personnel with expertise in the subject area of the document. This may require multiple authors for a single document.
4.1.2. Draft documents must be created based on approved templates. If a template is not available or suitable, documents must be created based on specifications from the sponsor/ sponsor representative i.e. a Clinical Trials Unit (CTU).
Where a previous version of the document is in existence, a description of the changes to the document must be recorded. This must be forwarded to the reviewer along with the revised document if it does not make up part of the document i.e. track changes in Microsoft Word.

4.1.3. Draft documents must be reviewed thoroughly, in conjunction with change descriptor information where applicable, by personnel distinct to the author(s). The review of a draft document must be documented and include any requirements for revision prior to authorisation.
4.1.4. Once a draft has been reviewed and deemed suitable, it must be authorised as an approved version prior to implementation. Authorisation must be conducted by the Quality Assurance Manager (QAM) or appropriate personnel as per organisation/ team structure.
4.2. Review & Update
4.2.1. Documentation may be identified as requiring review through review period lapse, identification of errors within a document, or the revision of regulations/ guidance information. In all instances, points 4.2.2 to 4.2.4 are to be followed. 
4.2.2. At the point a document is identified for review; it must be inspected by suitably qualified personnel with expertise in the subject area to ensure it is fit for purpose and conforms to current regulatory requirements. 

4.2.3. Documentation review must be documented, and where suitable changes are identified, change descriptors must be recorded as per point 4.1.2. The review of a current ‘in-use’ document may be conducted by the intended author of the revised document. 
4.2.4. The QAM or appropriate personnel as per organisation/ team structure, must review the change descriptor record and determine if the identified changes are to be implemented immediately or if it is suitable for them to be addressed at the next scheduled review. If deemed appropriate, updates are to be drafted and authorised in line with section 4.1.

4.3. Version Control & Status
4.3.1. Documentation must be managed as part of a Quality Management System (QMS). Regardless of the QMS in use, a record of the titles, current authorised version identifier, effective date, review date and status details of all controlled documents must be documented. These may be recorded on an electronic system or via a paper system such as Q-Pulse, Excel spreadsheet, or a paper version control log.

4.3.2. Documentation must contain a version identifier and associated date on every page. Pages must be clearly identifiable, relating them to a document through the ability to number pages in the format ‘Page X of Y’ and the use of a document name and/ or identifier in the footer/ header.
4.3.3. Draft documentation must be clearly identifiable as different to approved documentation. Identification of draft documentation through an electronic naming format will vary depending on the QMS in use, but may be through the use of the prefix/ suffix ‘DRAFT’ or through an alternative method of version numbering to that of approved documentation. 
All electronic draft documentation must be highlighted as a draft through the use of a watermark stating ‘DRAFT’.
4.3.4. Documentation superseded by new versions must be retained and clearly identified as superseded. Superseded documentation must be removed from circulation to prevent the use of obsolete documents. Where possible, superseded documentation should be marked with the date and initials of the person updating the document status, along with the document version number which has superseded it. 

4.4. Document Access
4.4.1. Approved documentation must be retained in a non-editable format and be accessible for use as reference material by personnel involved in the related subject area. Access to documentation may need to be restricted due to confidentiality issues. Access may be through storage in a Trial Master File (TMF), a publicly accessible website, or as part of a QMS as appropriate.
4.4.2. Where documentation is intended for use as an electronic editable template, a copy must be held as per point 4.4.1 and a clear and documented system must be in place to ensure ‘for use’ editable copies are the current approved versions.

5. REVIEW AND MONITORING OF THIS DOCUMENT

This SOP must be reviewed every 2 years or if there is significant revision to the process, or changes to legislation which dictate otherwise.
6. REFERENCES

6.1.  
( Health Research Authority (HRA) Website
( Medicines and Healthcare Products Regulatory Agency (MHRA) Website

( UK Medicine for Human Use (Clinical Trial) Regulations 2004 (SI 2004 No. 1031) as amended
It is assumed that by referencing the principle regulations, all subsequent amendments made to the principle regulations are included in this citation.
7. APPENDICES
7.1.  None
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