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1. Purpose
The sponsor should retain all sponsor-specific Essential Documents pertaining to a trial (ICH GCP(R2)). However, sometimes a trial site team will maintain both the ISF and the sponsor file, the latter on behalf of the sponsor. Therefore, this procedure describes the process for maintaining the latter filing system, and applies to relevant staff involved.
2. Abbreviations

GCP

Good Clinical Practice

ISF

Investigator Site File
PI

Principal Investigator
3. Definitions
Essential Documents

Documents which individually and collectively permit evaluation of the conduct of a study and the quality of the data produced (see 8. Essential Documents for the Conduct of a Clinical Trial, ICH GCP E6(R1)).
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.
Sponsor File
The sponsor’s files for each project containing key documents (such as Essential Documents for clinical trials). The Sponsor File and the ISF together make up the entire trial documents.

4. Associated forms
QA06.1 Contents of Sponsor file
5. Procedure
5.1 Setting up and access to the Sponsor file
· The Sponsor files are labelled with the trial title/number and/or investigator identification and are set up during the planning stages of the study according to Form QA06.1 (though actual content may vary depending of the nature and scope of the trial).

· Files may be paper-based and/or electronic; paper-based files should be secure and protected from fire and water damage (e.g. from leaks, plumbing and water-based fire systems), while electronic files should be password-protected and backed up on removable or networked disks. 

· Access to the Sponsor file will be allowed to ethics committees, regulatory authorities or auditors on request.

· When the PI’s institution sponsors a study, it should not start until a representative from the institution has confirmed that all the necessary pre-study documents are in place.
5.2 Maintenance of the Sponsor file
· Essential Documents will be filed without undue delay. 

· If a document is removed from the Sponsor file, a file note should indicate the purpose of removal and/or alternative location.
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