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1. Purpose/scope
While the sponsor has responsibility for implementing and maintaining quality assurance and quality control systems with written Standard Operating Procedures (SOPs) (ICH GCP(R2)), it is best practice for site staff to also refer to SOPs to ensure they work to a common standard for their trial-related duties. This procedure therefore describes the process for authorship, review, authorisation, issue and control of SOPs by a clinical trial site. It is applicable to all staff who need to refer to SOPs as part of their role.
2. Abbreviations

GCP

Good Clinical Practice

ISF

Investigator Site File
PI

Principal Investigator
SOP

Standard Operating Procedure
3. Definitions

Investigator Site File (ISF)

Files of Essential Documents held by the Investigator. NB on occasion sites may also hold the Sponsor's Essential Documents, where the Principal Investigator (PI) assumes a Sponsor-investigator role.
Standard Operating Procedure

Detailed, written instructions to achieve uniformity of the performance of a specific function.

4. Associated forms
QA02.1 SOP log
5. Procedure
SOPs should be reviewed before any new clinical trial and every second year if trials are active during that period; however, deficiencies noted at any time (by any member of the trial team) which require action are dealt with at the earliest opportunity. Review will be detailed in a note to file and a log maintained by a designated member of the trial team of current and superseded SOP versions (Form QA02.1).
The designated member will delegate authorship and review of SOPs to appropriately qualified and experienced personnel. SOPs should be clearly labelled as draft, final etc. during the process.
The author develops a draft/amended SOP using the standard format of this SOP, ensuring it is passed onto the reviewer within agreed timelines.

· SOPs should be consistent with the applicable authorities’ requirements (e.g. international and/or local Good Clinical Practice (GCP), the regulatory authority and ethics committees) and be practical/fit for purpose for use within a broad range of research studies and groups. 

· Processes that are mandatory are described using ’should’, ‘must’ etc., while processes that are recommended are described using ‘may’, ‘could’ etc. 

· Abbreviations/acronyms should be explained in full the first time they are used, and/or a glossary included. The glossary should be based on accepted definitions according to national and international GCP.

It should be documented in each ISF which SOPs are being used. Forms/templates may be updated independently of the SOP to which they are referenced as long as they are version-controlled.

Paper master SOPs of current and superseded SOPs are maintained in a file in a secure location by the designated member, with an electronic current copy in pdf format available to all trial staff through a shared directory. Electronic copies will also be archived on a CD/DVD or other acceptable electronic media once approved. Working copies of SOPs are placed in clinical areas and pharmacy file during a trial as necessary. All users should ensure that any printed SOP is the current version on the electronic directory.

A designated member of the team facilitates training in SOPs for staff according to their role. Training is detailed in a training attendance record filed in each team member’s training record (see later procedure)
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