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5.0 
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simplified language for clarity and conciseness. 

4.0 8 Nov 2023 Minor amendments to reflect a holistic approach to the Trial/Study 
Master File and the importance of mapping all repositories. Addition 
of potential audit trigger.  

3.0 21 Oct 2021 Biennial review: Update to new SOP format. Addition of naming 
convention guidance. Update to template references. 

2.6  10 Apr 2019  Biennial review: Minor updates to SOP text and file indexes. Change 
to new format.  

2.5  13 Jul 2016  Biennial review: Minor updates to SOP text and indexes. Change to 
new format.  

2.4  2 Dec 2013  Biennial review: Addition of template Pharmacy File Index. Web 
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1 Purpose and Scope 

This SOP outlines the essential records that must be maintained in the Trial Master File (TMF), 
Investigator Site File (ISF), and Pharmacy File, as required by ICH Good Clinical Practice (GCP) 
guidelines. 
It applies to all staff responsible for or involved in managing research study records. For this SOP, the 
term trial refers to both clinical trials and non-trial studies unless stated otherwise. References to study 
should be interpreted the same way. 

2 Acronyms 
CI Chief Investigator 

ICH GCP International Conference on Harmonisation Good Clinical Practice  

ISF Investigator Site File 

PI Principal Investigator 

QA Quality Assurance  

R&IS Research & Impact Services 

SOP Standard Operating Procedure  

TMF Trial Master File (sometimes referred to as Study Master File (SMF)) 

WCTU Warwick Clinical Trials Unit 

3 Definitions 
Essential Records 

Records which individually and collectively permit evaluation of the conduct of 
a study and the quality of the data produced. 

TMF 
Collection of essential records for a clinical trial that may be subject to 
regulatory agency oversight and held at the coordinating centre. Records may be 
held in paper or electronic formats, or a combination of both, and may be present 
in several different repositories. 

ISF 
Collection of relevant essential records necessary for the recruiting site to conduct 
the trial. 

Pharmacy File Collection of relevant essential records to allow pharmacies to conduct the trial.. 

4 Background 

Essential records demonstrate compliance with GCP and applicable regulations. 

Because trials generate large volumes of documentation, a standard filing system is required. 
Organising records promptly and systematically supports effective trial management. The TMF, ISF, and 
Pharmacy File (where applicable) should be set up at trial initiation to ensure proper storage and easy 
retrieval. 

These records may be audited by sponsors and inspected by regulatory authorities to verify trial conduct 
and data integrity. 
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Essential records must be retained after trial completion for a sufficient period to allow audits and 
inspections and should be readily accessible on request (see SOP 23 Archiving). 

Sponsors and investigators should know the location of all essential records, including source 
documents. Storage and archiving systems, regardless of media, must allow document identification, 
version control, and retrieval. 

The list of essential records may be expanded or reduced if justified by their relevance to the trial. 

5 Responsibilities 
CI (or delegate)  Creation, maintenance, and update of the repositories containing essential records 

necessary to conduct the research. 

Study coordinating 
centre 

 Supplying each site with an ISF and Pharmacy File (if required).  
 Ensuring relevant revised records are supplied to site teams. 

PI (or delegate)  Maintaining and updating their ISF/Pharmacy File as appropriate. 

6 When 
A TMF should be prepared when confirmation has been received that a study has been awarded funding and 
must be updated as appropriate. The TMF should be checked for completeness at regular intervals.  
 

An ISF and Pharmacy File (if required) should be provided to each site prior to site activation (green light). 
It should be updated as appropriate throughout the trial and maintained as per the trial monitoring plan. 

7 How 

7.1 TMF structure 

The TMF index and map template (T26) should be used to structure and organise essential records in the 
TMF. This can be adapted as needed for the specific trial. Record the location of all essential records in 
the index and map. Avoid duplicating records. 

For site files, use templates T08 (ISF index) and T14 (Pharmacy File index). Review and adapt these 
templates at trial start to make them study specific. 

7.2 Maintenance & Access  

Keep the TMF up to date and review its status regularly. Document each review. Failure to maintain the 
TMF may result in an internal audit. 

If a required document in the TMF, ISF, or Pharmacy File is missing, make all reasonable efforts to obtain 
it. If it cannot be located, add a note to the file stating the document name, why it is missing, and what 
steps were taken to find it. 

Access to the TMF must be restricted to authorised personnel, and a process must be in place to ensure 
this. 

 

https://warwick.ac.uk/fac/sci/med/research/ctu/ctuintranet/qa/sop
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7.3 Version Control 
Use clear document names and maintain version control to ensure teams work with the correct 
documents. For WCTU-managed studies developing documentation, refer to SOP 45: Document 
Management. 

7.4 Mapping 

The TMF does not need to be a single file in one location; essential records can be stored in different 
places or formats. If this approach is used, the TMF index and map must clearly show the location of 
each document. 

Decide on the format and whether hard copies are needed on a study-by-study basis. Record decisions 
and justifications in the risk assessment or another suitable location (e.g., TMG minutes or the actions 
and decisions log). 

When selecting a repository, consider audit trail requirements and ensure the security and integrity of 
the records. 

7.5 Email correspondence 

Only file correspondence that contains key information, such as agreements or significant discussions 
about trial conduct, administration, protocol violations, or Serious Adverse Event reporting. 

Retain email correspondence in its original format to preserve metadata. Emails can be saved in Outlook 
format in the master file repository or kept in the trial inbox. Organise any inbox holding key 
correspondence, so it mirrors the master file index or is clearly referenced in the TMF index and map. 

8 Associated templates and documents 
 

Template T26 Trial Master File Index and Map 

Template T08 Investigator Site File Index 

Template T14 Pharmacy File Index 

SOP 45: Document Management  
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