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CONTROLLED DOCUMENT 

Please read in conjunction with departmental Work Instructions 

This document has been created following the Royal Devon and Exeter NHS Foundation Trust Policies, 
Procedures, Protocols, Guidelines and Standards Policy.   It should not be altered in any way without the express 

permission of the author or their representative. 
 

IT IS THE RESPONSIBILITY OF ALL USERS OF THIS WORK INSTRUCTION TO ENSURE THAT THE 
CORRECT VERSION IS BEING USED 

 
 
 

DISCLAIMER 
 
This generic R&D Standard Operating Procedure (SOP) must be followed unless; 
 

 A study specific SOP exists 

 A departmental SOP dictates a different working practice 
 

Once printed this is an uncontrolled document. 
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VERSION HISTORY LOG 
 

This area should detail the version history for this document.  It should detail the key elements of the 
changes to the versions. 

 

Version 

Reviewer Date Implemented Details of significant changes 

V1.0    
 

V1.1 Joanne Lowe, 
Quality 

Assurance 
Coordinator 

15 April 2014  
No significant changes to process. 
Minor changes to format and 
appendices.  

V1.2 Joanne Lowe, 
Quality 

Assurance 
Coordinator & QA 

Group 

30 September 2014 Amended appendix 6: Investigator 
Study Archive Form 
 

V1.3 Lisella Wilkinson 
Quality 

Assurance 
Coordinator 

09 July 2015 Amended appendix 6: Investigator 
Study Archive Form Checklist – 
inserted new row for Investigator 
Brochure 
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WORK INSTRUCTION 
 
1.   DETERMINING THE END OF THE STUDY 
 

The end of study should be defined in the study protocol but may be for example, when the last 
patient entered onto the study has had their last study visit. 

 
For hosted studies the study is deemed complete following study close down by the study 
Sponsor. 
 
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.  

2. ARCHIVING PROCESS 
  
2.1  Contact the named archivist 
 

For Trust Sponsored studies: 
 

As soon as practicably possible (not less than six and within 12 months of the end of study), the 
Chief Investigator should contact the Named Archivist. In the absence of the Named Archivist 
then the R&D Manager should be contacted. 

 
For Hosted CTIMPs: 

 
If responsibility for archiving essential documents has been delegated to a Trust then as soon as 
practicable (not less than six and within 12 months of the end of study), the PI should contact the 
Named Archivist. In the absence of the Named Archivist then the R&D Manager should be 
contacted. 

 
If the Sponsor has accepted responsibility for archiving then as soon as practicable, the PI should 
contact the Sponsor and arrange for off-site archiving to be carried out. Documents should not 
leave the PI site until after a period of six months has passed following the end of the study. The 
PI should also notify the Named Archivist once essential documents have been archived by a 
Sponsor to discuss archiving arrangements of any documents that need to be kept locally. 

 
Any investigator wishing to retrieve documentation must make this request through the Named 
Archivist (for documents archived by the Trust) or the Sponsor where applicable. 

 
If required, the Named Archivist may be able to arrange short term storage of study documents 
whilst final archiving arrangements are being arranged.  

 
2.2   Preparing Investigator documents for archiving 
 

All essential documents for hosted or Sponsored CTIMPs which are to be archived by the Trust 
must be brought to the R&D Unit in a state ready for archiving as per the Archiving Process Map 
(see Appendix3): 

 

 Remove documentation from lever arch file(s) 

 Remove all paperclips or bulldog clips 

 All plastic wallets, dividers, paper clips, duplicate documents and irrelevant 
correspondence should be removed 

 All CRFs should be removed from their binder, if applicable, and filed with individual 
patient packs. Documents relating to participant visits should be bound in chronological 
order, with the earliest visit at the top of the bundle. These can then be filed directly into  
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the Archive box, put into individually labelled envelopes or filed in a box file/lever arch file. 
One unused copy of the latest version of the CRF should also be retained if possible 

 Source Data Documents that form part of current medical records (such as ECGs, test 
results etc) should remain with the medical records and a note detailing the location of 
these source data documents included in the archived documents. ECG printed results 
should be photocopied and the copy retained with the original in the patient notes (this is 
because original ECG results fade quickly). Duplicate copies of source data documents 
should not be archived with essential documents. 

 Original copies of pharmacy prescriptions are to be included as part of the archived 
pharmacy file. Duplicate copies should not be archived with site file essential documents 
and should be destroyed at the time of archiving. 

 Pack the TMF, ISF, if applicable, and all CRF’s in the standard archiving boxes with lids 
(obtainable from R&D). 

 Complete the archiving checklist, appendix 6, and place a copy in each archive box. 
Provide a copy for the Archivist to retain. 

 Place a copy of the Archive Label, appendix 2, in each box, and ensure that a copy is 
retained as a record. The original Archiving Labels should be returned to the archivist.  

 The R&D Archivist will seal the archive box with tape and affix a security label over the 
tape, ensuring that any unauthorised attempt to open the box will be evident. 

 When archiving is complete and the box(es) are ready, the Named Archivist or Designee 
will arrange collection with an external storage company and ensure that the archiving 
database is updated. 

 
The Named Archivist will place a copy of the archive label on the outside of each box. A copy of 
the outer label will also be placed within the box in case the outer label fades over time. The outer 
label should be secured to the box in a waterproof plastic sleeve. 

 
Once the essential documents have been archived a statement to this effect should be logged 
onto the archiving database in the comments box stating: 

 

 The archive box numbers (e.g. box number 14) 

 Where the documents have been archived 

 The number of actual archive boxes 

 The date of archiving 

 The length of time of archiving 

 The expected end date of archiving 
 

2.3 Archiving medical records 
 

After the completion of a CTIMP and prior to the archiving of documents, it is the responsibility of 
the CI and/or PI to ensure that the medical notes of all research participants are clearly labelled, 
to identify that the patient was involved in a CTIMP. 

 
For multi centre CTIMPs, medical records should be stored according to the Trusts own policy at 
each site.  
 
The R&D Department has appointed a ‘Named Archivist’ who is responsible for ensuring that 
archiving requirements are met as defined in the UK Clinical Trial Regulations and with this SOP. 
In the absence of the Named Archivist, the RM&G Manager will be responsible for the archiving of 
trial related documents. 

 
It is a requirement that access to archived essential documents should be restricted to authorised 
personnel only. Any changes in the ownership and location of the archived essential documents 
should be documented in order to allow tracking of the stored records. 
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2.4  Duration 
 

The Sponsor of a CTIMP is responsible for determining the archiving duration of that study’s 
documents, taking into account: 

 

 The type of CTIMP performed (e.g. for regulatory submission) 

 The regulatory requirements at the time that the CTIMP is ready for archiving 

 Any statements made in the protocol or other submissions. 
 

At the end of a CTIMP a minimum period of six months should be allowed to ensure that all 
queries are answered and study related paperwork collected. 

 
Archiving should take place following this period but within twelve months of the end of a CTIMP. 

 
Documents must be retained for at least 5 years after the conclusion of a trial and during that 
period must be: 

 

 Readily available to the licensing authority on request 

 Complete and legible 
 

Retention for 5 years may be considered appropriate under circumstances when trials are not to 
be used in regulatory submissions or were not interventional studies. However, longer retention 
may be required if requested by the Sponsor, funder, or regulatory bodies. 

 
It is the responsibility of the Chief Investigator to determine and to inform the Sponsor via the 
Named Archivist as to when essential documents are to be retained for longer. 
 
Marketing authorisation holders (trials that are to be included in regulatory submissions) must 
arrange for essential clinical trial documents (including case report forms) other than subject’s 
medical files, to be kept by the owners of the data:  
 

 for at least 15 years after completion or discontinuation of the trial,  

 or for at least two years after the granting of the last marketing authorisation in the 
European Community and when there are no pending or contemplated marketing 
applications in the European Community,  

 or for at least two years after formal discontinuation of clinical development of the 
investigational product.  

 
Subject’s medical files should be retained in accordance with applicable legislation and in 
accordance with the maximum period of time permitted by the hospital, institution or private 
practice.  
 
The documents can be retained for a longer period, however, if required by the applicable 
regulatory requirements or by agreement with the sponsor. It is the responsibility of the sponsor to 
inform the hospital, institution or practice as to when these documents no longer need to be 
retained.  
 
The sponsor or other owner of the data shall retain all other documentation pertaining to the trial 
as long as the product is authorised.  
 
The final report shall be retained by the sponsor or subsequent owner, for five years after the 
medicinal product is no longer authorised.  

 
2.5 Planning Storage 
 

Essential documents should be archived in a legible condition and prompt retrieval should be 
possible. 
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For Trust Sponsored CTIMPS plans for archiving of essential documents should be made during 
the design phase of the CTIMP and the associated costs of storage should be considered and 
factored into the study finances. 

 
For hosted studies the archiving arrangements should be reviewed by the R&D Unit prior to the 
study being granted NHS permission. 

 
Adequate and suitable space should be provided for the secure storage of all essential 
documents upon completion of the trial. These facilities should be secure, with appropriate 
environmental controls and adequate protection from fire, flood and unauthorised access. 

 
For some studies the Sponsor may deem it appropriate to transfer storage to a subcontractor (e.g. 
commercial archive); this decision resides with the Sponsor. 

 
2.6  What to archive 
 

For CTIMPs sponsored by the Trust, or hosted studies where archiving has been delegated to the 
Trust, the documents listed in the archiving checklist should be archived. 

 
For hosted CTIMPs which are to be archived off-site by the Sponsor, the Sponsor’s archiving 
procedures should be followed. The Sponsor will provide the Principal Investigator (PI) with details 
of exactly what is to be archived offsite and what (if anything) is to be retained locally. The 
Sponsor should also provide details of how archived essential documents can be recalled. The PI 
should ensure that the Named Archivist has a copy of such information Documents to be archived 
locally should be archived using this SOP via the Named Archivist. 

 
Following archiving, a PI may receive new correspondence relating to a completed CTIMP. Such 
documents do not form part of the essential documents however they should be retained by the PI 
in a secure manner. 

 
2.7 Trust specific procedures and facilities 
 

Some Trusts use commercial off-site archiving facilities for archiving essential documents and 
some utilise their own facilities. All facilities must meet the requirements of being secure, with 
appropriate environmental controls and adequate protection from fire, flood and unauthorised 
access. 

 
The Named Archivist will retain details of all Trust arrangements for the archiving of essential 
documents and will implement these procedures upon notification of an end of CTIMP study. 

 
2.8  Destruction of archived documents after storage 
 

Each Trust has its own specific procedure for the destruction of essential documents. However 
the following must apply: 

 

 The Named Archivist should be contacted prior to destruction 

 The Named Archivist will contact the study Sponsor for written authorisation for the 
destruction 

 Destruction must not take place without written authorisation from the Named Archivist 

 A certificate of destruction, appendix 5, must be issued and the reasons for destruction 
documented and signed by a person with appropriate authority, then stored with the 
original archive label which has the words “destroyed” along with the destruction date 
written or stamped across it.  

 
A copy of this record of destruction together with the written authorisation for destruction will be 
retained by the R&D Unit for a further 5 years from the date that the essential documents were 
destroyed. 
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2.9 Archiving trial data on computers 
 

It is the responsibility of the CI/PI to notify the Named Archivist as soon as it is known that 
electronic study data will need to be archived. 

 
Electronic study data should be encrypted and copied onto a read-only media device for archiving 
with the essential documents as described above. Study data held on computer servers should 
then be permanently deleted as soon as the study has been reported and the participants notified 
of the results. This is the responsibility of the CI/PI. 

 
It is important to consider the most appropriate media for archiving of electronic documentation. 
The selected medium should be unlikely to become obsolete during the planned period of storage 
and a regular check should take place to ensure that the data remains readable. Archived data 
should be transferred to a newer or more appropriate media format if necessary. Consideration 
must also be given to the software or hardware requirements in order to maintain readability the 
data for the planned archive period 
 

2.10 Retrieval of Archived Boxes  
 

Archived boxes may be retrieved from storage by the Investigational Study Site as per the 
Document Retrieval Process Map (see appendix 4):  
 

 Study documents must be available at all times for inspection by Competent/Regulatory 
Authorities.  

 Only the Named Archivist or Designee can instigate the retrieval of an archive box (for 
example if required by an auditor). A written request for retrieval must be sent to the 
Named Archivist or Designee. Telephone requests cannot be accepted. The required 
box(es) will be identified by the Named Archivist or Designee and retrieved from the off-
site storage facility. The boxes will be delivered to the R&D Department. 

 
2.11 Returning Archived Boxes to Storage  
 

 Following withdrawal, each archive box re-presented to the offsite storage facility for 
storage will be treated as a new consignment and must be clearly documented showing 
additional or removed documents.  

 The archive box(es) will then be dispatched in compliance with section 1 of this appendix. 
 

2.12 Destruction of Archived Study Documents  
 

 The Named Archivist should be contacted prior to destruction 

 The Named Archivist will contact the study Sponsor for written authorisation for the 
destruction 

 Destruction must not take place without written authorisation from the Named Archivist 
 

Archived documentation can only be destroyed once written permission has been obtained from 
all of the following, in accordance with the study protocol requirements, and sponsor company’s 
SOPs: 

 

 Sponsor Company or CRO  

 Investigator or Host Institution  
 

A certificate of destruction must be issued and the reasons for destruction documented and 
signed by a person with appropriate authority, then stored with the original archive label which has 
the words “destroyed” along with the destruction date written or stamped across it. 
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APPENDIX 1 
 
GLOSSARY 

 
Archive Document – Document which must be completed for each clinical study archived. The form 
contains study details, Investigators details and box contents and details of archivist. A copy should be 
present in each box archived, with a copy held at the site and the original with the archivist.  
 
Chief Investigator (CI) - A Registered Physician, Dentist, Pharmacist or Registered Nurse who has 
overall responsibility for the conduct of the trial.  
 
Clinical Trial - Any investigation in human subjects, other than a non-interventional trial intended to 
discover or verify the clinical, pharmacological or other pharmacodynamic effects of one or more 
medicinal product or to identify any adverse reactions to one or more such products and to study 
absorption, distribution metabolism and excretion in one of more such products with the object of 
ascertaining the safety or efficacy of those products.  
 
Good Clinical Practice (GCP) – As defined in Statutory Instruments 2004/1031 and 2006/1928.  
 
ICH – International Conference on Harmonisation which produced guideline E6 on Good Clinical Practice, 
otherwise known as ICH-GCP. 
 
Investigator Site File (ISF) – a standard filing system which allows the effective storage and location of 
essential documents related to an individual trial site.  
 
Named Archivist – Person responsible for ensuring archiving requirements are met as defined and 
required in the Regulations. 
 
Principal Investigator (PI) - A Registered Physician, Dentist, Pharmacist or Registered Nurse who has 
responsibility for the conduct of the trial at a host site. 
 
Royal Devon and Exeter Standard Operating Procedures (SOPs) - "detailed, written instructions to 
achieve uniformity of the performance of a specific function," SOPs are the base on which Quality 
Systems and Processes are conducted and monitored against.  
 
Sponsor - an individual, company, institution or organization which takes responsibility for the initiation, 
management and/or financing of a clinical trial.  
 
The Medicines & Healthcare products Regulatory Agency (MHRA) – UK Competent Authority 
responsible for regulation of clinical trials.  
 
The Regulations – Medicines for Human Use (Clinical Trial) Regulations 2004 transposed the EU Clinical 
Trial Directive into UK legislation, as Statutory Instrument 2004/1031. This became effective on the 1st 
May 2004. An amendment to implement Directive 2005/28/EC was made to the Regulations as Statutory 
Instrument 2006/1928.  
 
Trial Master File (TMF) – A TMF is a standard filing system which allows the effective storage and 
location of essential documents – the large volume of regulatory and approvals documents needed for 
clinical research. The filing system can be in the form of single project file or a number of files/filing 
cabinets, as deemed most appropriate. The regulatory and approvals documents within the TMF should 
be maintained alongside case report forms and source documentation.  
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APPENDIX 2 
 

CLINICAL TRIAL ARCHIVE LABEL 
R&D 
Number 

 
DESTRUCTION DATE 

 

 
Study Title 

 
 

Study Closed 
Date 

 

 

Investigator Details Sponsor Details 

Name   Name   

Address 
 
 

Address  

Tel. No.  Tel. No.  

Email  Email  

 

Box Contents Box  of  

 
 
 
 
 
 
 
 
 
 
 
 

 

CI/PI Authorisation 
To confirm authorisation to archive the above 

trial documentation 

Person who archived 
To confirm the archiving has been prepared 

as per SOP S03 and WI W03 

Name  Name  

Signature 
 
 

Signature  

Date  Date  

 

R&D Confirmation of Receipt of Archiving 

Name   Date  

Signature  
Total  
number of  
boxes 

 

 
 
 

https://rderesearch.co.uk/wp-content/uploads/2018/07/S03-Archiving-1.pdf
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APPENDIX 3  
 

Archiving Process Map 
 
 

 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
   

Box-up essential documents 

Research Team request 
assistance with archiving 

Ensure close-out visit 
completed, database locked 
and permission to archive 

received 

Complete archive label and 
archive checklist  

 

Place one copy of archive label 
in archive box, one on box, and 
one copy for retention at site. 

Original to be returned to RD&E 
Archivist 

Arrange for collection of archiving 
boxes by external company and 

update archiving database 

 
 
Research Team  
 
 
 
 
 
 
Named Archivist or Designee 
 
 
 
 
 
Research Team 
 
 
 
 
 
Research Team 
 
 
 
 
 
 
Named Archivist or Designee 
 
 
 
 
 
 
 
 
Named Archivist or Designee 
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APPENDIX 4   
 
 
 
 

 

Update archive label and 
database if required and 

arrange for return to storage 

Request for  
Document 
 Retrieval 

Arrange for retrieval of 
documents from external 

company 

Arrange for collection of 
archiving boxes by external 

company and update archiving 
database 

 
 
 
Investigator or Auditor 
 
 
 
 
 
 
Named Archivist or Designee 
 
 
 
 
 
 
 
Named Archivist or Designee 
 
 
 
 
 
 
 
 
 
Named Archivist or Designee 
 

Document Retrieval Process Map 
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APPENDIX 5 
 

 
CTIMP CERTIFICATE OF DESTRUCTION 

 
The information described below was destroyed in the normal course of business pursuant to 
the organizational retention schedule and destruction policies and procedures. 

 
Organization: 

 
Organization Contact: 

 
Date of Destruction: 

 
Authorized By: 

 
Description of Information Disposed Of/Destroyed:  

 
Long name of trial: 

 
Description of Documents relating to trial destroyed: 

 
 

 
 

 
 

 
METHOD OF DESTRUCTION: 
 

 Overwriting 
 Pulping 
 Pulverizing 
 Reformatting 
 Shredding 
 Other: _________________________________________________________________ 

 
 

 
Records Destroyed By*: 

 
If On Site, Witnessed By: 

 
Department Manager: 

 
* this certificate should be stored with the original archive label which has the words “destroyed” 
along with the destruction date written or stamped across it for 5 years after the date of 
destruction.  
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INVESTIGATOR STUDY ARCHIVE FORM 
Please complete this form, give the original to the clinical trial archivist and enter this study onto your archive log 

 

SHORT TITLE      CI/PI NAME             
  R&D NUMBER. 

INCLUDED FOR ARCHIVING                                                         
Y N 

 
 

(Tick one box on each line)                                                                                                                         COMMENTS 

REGULATORY 

Investigator Brochure or Summary of Product Characteristics     

All versions of the signed protocol and amendments    

Case report forms (CRFs), please state how many are being archived in the comments sect.   No. archived: 

Insurance Statement (RD&E Sponsored trials only)    

All appropriate Ethics Committee(s) documentation    

General communications with sponsor    

Site specific communications with sponsor (letters, Site selection/Initiation meeting notes, 
notes of telephone calls) 

   

All appropriate Regulatory Authority authorisation/approvals documentation    

Sample Patient Information Sheets, Consent Form on site headed paper (all versions)    

CVs of Investigators and Sub-Investigators, including CVs which were superseded during the 
trial period 

   

GCP certificates of Investigators and Sub-Investigators, including certificates which were 
superseded during the trial period 

   

Training log/s, if applicable    

IMP    

Pharmacy File  (Obtain from Clinical Trials Pharmacy Manager)    

 

Signature of Clinical Trials Pharmacy Manager : 

Signature sheets and Delegation logs    

Subject screening and enrolment log, and identification code list/randomisation log if 
appropriate 

   

CLINICAL 

Signed informed consent forms    

SAE notifications, and safety information     

Source documents (if appropriate)    

Signed Registration and Randomisation Confirmations or IVRS    

Medical/laboratory/ technical procedure(s) and/or test results    

Record of tissue samples released 

(Copies of correspondence with pathology departments regarding the retrieval of tissue) 
   

Fridge/ Freezer temperature Logs    

Confirmation of shipping/disposal of all study related samples    

MONITORING 

Monitoring log and reports    

R&D/Sponsor File if appropriate (ask archivist)     

Supplementary Information    

ADDITIONAL DOCUMENTS 

  
 
 

I confirm that the above documents have been submitted for archiving 

Name  Date 

Signature   

Print Name & job title  

 


