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This SOP has been written as an example which can be adapted for use in any department conducting clinical research where there are no SOPs in place.  The contents of the SOP should be reviewed in conjunction with the procedures which take place within the department and the text should be altered accordingly.

Delete highlighted text before finalising the document.
1. purpose

The purpose of this Standard Operating Procedure (SOP) is to describe the standard procedures to be followed when archiving essential documents related to clinical research sponsored by the Oxford Radcliffe Hospitals NHS Trust (the Trust). 

2. introduction

The Medicines for Human Use (Clinical Trials) Amendment Regulations 2006 states that the sponsor and the chief investigator shall ensure that the documents contained, or which have been contained, in the trial master file are retained for at least 5 years after the conclusion of the trial and that during that period are (a) readily available to the licensing authority on request; and (b) complete and legible.
In line with the regulations, the Trust requires that all essential documents be retained for at least 5 years after the completion of a clinical research or for a longer period where so required by other applicable requirements e.g. genetic studies. 
If the clinical research involves minors under 18 years old, essential documents should be archived until 3 years after the youngest subject reaches 18 years old, or 5 years after the conclusion of the research, whichever is longer. 
3. Scope
This SOP applies to clinical research where the Trust has accepted the role of ‘Sponsor’, in the INSERT NAME department/ for the INSERT NAME/NUMBER trial (delete as appropriate).
This SOP does not apply to commercially sponsored research or research sponsored by an external non-commercial organisation.

4. DEFINITIONS

4.1 Essential Documents

Essential documents are those documents that individually and collectively permit evaluation of the conduct of a trial and the quality of the data produced. Essential documents include the Trial Master File, source documents and Case Report Forms (CRFs). 

4.2 Trial Master File

The Trial Master File is a file that consists of essential documents, which enable both the conduct of a clinical trial and the quality of the data produced to be evaluated. Those documents shall show whether the investigator and the sponsor have complied with the principles of Good Clinical Practice and with the applicable regulatory requirements.  See SOP for Trial Master Files.

4.3 Source Documents

Source documents are original documents, data, and records (e.g., hospital records, clinical and office charts, laboratory notes, memoranda, subjects' diaries or evaluation checklists, pharmacy dispensing records, recorded data from automated instruments, copies or transcriptions certified after verification as being accurate copies, microfiches, photographic negatives, microfilm or magnetic media, x-rays, subject files, and records kept at the pharmacy, at the laboratories and at medico-technical departments involved in the clinical trial).

4.4 Case Report Forms (CRFs)

A printed, optical or electronic document designed to record all of the protocol required information on each trial subject. 

5. responsibilities

5.1 Chief Investigator (CI)

The Chief Investigator, on behalf of the Trust as the Sponsor, is responsible for archiving of essential documents. In a multi centre study, the CI is also responsible for archiving of essential documents in the other sites which the Trust sponsors, although this can be delegated in writing to the Principal Investigators of each site. It is the responsibility of the Chief Investigator to inform the Principal Investigators at each site as to when these documents no longer need to be retained. 

5.2 Principal Investigator (PI)

The Principal Investigator is responsible for archiving of essential documents at the respective sites in accordance with the requirements of the Sponsor (or CI if appropriate), the institution and local requirements.

6. SPECIFIC PROCEDURE

6.1 What to archive?

All essential documents need to be archived i.e. Trial Master File, completed CRFs and source documents. Note: If source data is contained within medical notes, archiving should be in accordance with requirements of the Trust (or Trusts for a multi-centre study). 

6.2 When to archive?

Essential documents need to be archived once the trial is completed e.g. the trial has undergone a final closeout visit, the closeout report issued and the final report written. The completion of a clinical trial shall be determined by the Chief Investigator and may vary among studies. The date of the completion of a clinical trial should be documented. 

6.3 How long should the essential documents be archived?

All essential documents must be retained for at least 5 years after the completion of a clinical trial or for a longer period where so required by other applicable requirements e.g. genetic studies. If the clinical trial involves minors under 18 years old, essential documents should be archived until 3 years after the youngest subject reaches 18 years old, or 5 years whichever is longer. 

6.4 How to archive?

Documents need to be stored in a way that preserves their integrity and readability and restricts access to appropriate individuals only. 

Upon request of the Sponsor, monitor, auditor, Ethics Committee, or regulatory authority, the investigator should make available for direct access all requested trial-related records.

Any transfer of ownership of the data or of the documents shall be documented. The new owner shall assume responsibility for archiving. 

Access to archives shall be restricted to the named individuals responsible for the archives. 

The media used to store essential documents shall be such that those documents remain complete and legible throughout the required period of retention and can be made available to the Sponsor, monitor, auditor, Ethics Committee, or regulatory authority upon request. 

Any alteration of records should be traceable. 

All essential documents should be legible and accurate. 

There are no regulations on the requirements for labelling archived essential documents. As guidance, all essential documents should be boxed and labelled with the study title reference number and trial site number (if applicable), the name of the CI and PI (if applicable), the date they were archived, and date to be destroyed (if available). 

The department administrator (or equivalent) should maintain a record of details of archived essential documents.  Records should include details of the clinical research, archiving location and person authorized to access these documents, the date they were archived, and date to be destroyed (if available).

6.5 Where to archive?

The documents should be archived in an appropriate room or locked cupboard (consider fire protection without water sprinkler systems, water protection, for humid conditions, pests etc). The room or cupboard must be secure with access only by authorised personnel. 

If appropriate, an external archive site may be utilized. 

7. forms/TEMPLATES to be used

Where Forms/Templates are referenced in the text, the numbers and titles are listed under this section.  
8. Internal AND EXternal references

This section is used to list all controlled internal references (e.g. SOPs) and external references referred to within the text of the SOP only. 
8.1 Internal References
8.2 External References
ICH Harmonised Tripartite Guideline for Good Clinical Practice.  

Directive 2001/20/EC of the European Parliament and of the Council of 4 April 2001 on the approximation of the laws, regulations and administrative provisions of the Member States relating to the implementation of good clinical practice in the conduct of medicinal products for human use.  
Medicines for Human Use (Clinical Trials) Regulations 2004

Medicines for Human Use (Clinical Trials) Amendment Regulations 2006
9. Change History

Where the SOP is the initial version:

· The SOP number is recorded.

· “Initial version” is noted in the ‘Significant’ section.

Where replacing a previous SOP:

· The Effective Date for the previous version is recorded against that version in the table.

· Record the new SOP number; record the Effective Date as “See page 1”.

· Main changes from the previous SOP(s) are listed under ‘Reason for Replacement’, in sufficient detail to provide guidance for training.  

· If the SOP replaces a previous version or another procedure, the SOP number for the document is listed in the ‘Previous SOP No.’ column (see section 12 of this SOP for an example).
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