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1. Purpose/scope
Aside from allowing evaluation of the conduct of a trial and the quality of the data produced, Essential Documents assist in the successful management of a trial by the investigator, sponsor and monitor, and are audited and/or inspected by auditors/regulatory authorities when confirming the validity of the trial conduct and integrity of data collected (ICH GCP E6(R2). The investigator should take measures to prevent accidental or premature destruction of these documents. This procedure therefore describes the process for archiving Essential Documents generated during a clinical trial as applicable to team members responsible for archiving after the trial is finished.

2. Abbreviations
CRF

Case Record Form
GCP

Good Clinical Practice

ISF

Investigator Site File
PI

Principal Investigator
SOP

Standard Operating Procedure
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(R2)).

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.
4. Associated forms
AD12.1
 Archive inventory form
5. Procedure
5.1 What should be archived and when?
All Essential Documents for the conduct of a clinical trial should be archived (whether paper or electronic). The PI, in consultation with the Sponsor, decides when the trial is complete and delegates a member(s) of the team to begin the archive process.
5.2 How to archive
The team member(s) delegated responsibility to archive identifies appropriate packaging for the Essential Documents in such a way as to preserve their integrity. The ISF may be retained in its original format (e.g. lever arch files) but participants’ source documents and CRFs could be batched to make best use of space. Electronic documents will be stored on single-use discs (or equivalent) and appropriately labelled, i.e. with the protocol number. It is important for electronic documents that for the period of archive the relevant hardware is also available.

The contents being archived are detailed on an Archive inventory form (AD12.1), with a summary description of each box’s content and the date until it should be archived (see below). A copy of the form is placed in a clear plastic sleeve secured to one side of each box. Boxes, or equivalent packaging, should be labelled “1 of [total quantity]” etc. according to how they have been listed on the form.
5.3 Where to archive
The location of the archived Essential Documents for any particular trial is decided by the PI, depending on contractual or other arrangements. The archive facility should be chosen for its ability to maintain integrity of the contents for the required time scale (e.g. controlled access and infrastructure to prevent damage from fire and flood etc.). The PI or designee should therefore obtain the facility's SOPs and make an inspection before entering into any contract.
5.4 Archive submission
Essential Documents are submitted to the archives using submission documentation provided by the facility.
5.5 Access to and retrieval of archived Essential Documents
Access to the archives will be restricted to those assuming responsibility for the archiving facility and, if necessary, the PI (or designee), Sponsor, regulatory authorities and ethics committees. The PI will give authorisation to any other party requesting access to the archives, and such parties will place a request with the archive facility using its standard process.

Documents will be signed over to and receipted by the person making the request. When the documents are returned, contents will be checked and documented by both parties. Should there be changes to the contents these should be justified on a new version of the inventory which is retained with the original. 

5.6 Retention time
For studies that will support registration of drugs in an ICH region, Essential Documents are to be retained for at least two years after the last approval of a marketing application in an ICH region and until there are no pending or contemplated marketing applications in an ICH region, or at least 2 years have elapsed since the formal discontinuation of clinical development of the investigational product. Documents should be retained longer if required by the applicable regulatory authority or Sponsor for such trials. For non-ICH region applicable trials, documents will be retained according to the local regulatory requirements. 
Arrangements should be made with the archive facility to review retention of the Essential Documents periodically, and at the end of the required period to arrange for their documented destruction.

Documentation relating to the archive process itself will be retained indefinitely by both the archive facility and the PI.

Should it be necessary to transfer ownership of the archives, details of the transfer, including who takes responsibility for the contents and any change in their location, will be documented in writing to the Sponsor/Sponsor-investigator.
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