
Draft version 1.0 Page 1 of 3 25 June 2009 

 
 

 

Standard Operating Procedure 

 

 

 

Archiving 
SOP Reference:       SS/SOP/010/1 
 

Version Number:       Draft version  0.1; Final version 1.0  
 

Effective Date:          l September 2009 
 

Author:                      Gillian Watson 
 

Approved by:            S J Proctor, Chief Investigator 
 

Date:                         l August 2009 

 

 

 

 

Version Date Reason for Change 
 

Draft  Version 0.1 1 July 2009 Administrative Review 

Final Version  11 August 2009 - 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



Draft version 1.0 Page 2 of 3 25 June 2009 

SHIELD Study – Archiving procedure 
 

Contents 
1. Introduction………………………………………………………………. 2 

2. Definitions……………………..…………………………………………. 2 

3. Procedure for archiving documents…………………………………… 2 

4. References ……………………………………………………………… 3 

 
1. Introduction 

Appropriate documents must be in place to archive relevant study documents and 
data at the end of the SHIELD study, in accordance with regulatory requirements1,2.  
As SHIELD is a clinical trial of investigational medicinal products (ctIMP), the 
Medicines for Human Use (Clinical Trials) Amendment Regulations 2006 (Statutory 
Instrument 2006, No 1928) apply and confirm legal obligations for archiving essential 
documentation2. 
 
This procedure documents the responsibilities and procedures for archiving 
documents at the end of the SHIELD study, according to sponsor requirements.  This 
procedure applies to all personnel who have responsibility for archiving documents 
for the SHIELD study on behalf of the sponsor. 
 
2. Definitions 

Essential Documentation – Documents which individually and collectively permit 
evaluation of the conduct of the SHIELD study and the quality of the data produced.  
Essential documents show whether the trial has been conducted in accordance with 
applicable regulatory requirements.2 
 
Site closure – The process of ensuring that all study-related activities at participating 
sites are reconciled and/or complete. 
 
Study closure – The process of ensuring that all study-related activities are 
reconciled and/or complete. 
 
3. Procedure for archiving documents 

 
3.1 Responsibility for archiving 

The sponsor is responsible for ensuring that arrangements are in place to archive 
essential documentation in accordance with regulatory requirements, although for the 
SHIELD study this task is delegated to the Chief Investigator and study team.   
 
As SHIELD is a multi-centre study, responsibility for archiving essential 
documentation at an individual site is delegated to the Principal Investigator under 
guidance of the Sponsor and Chief Investigator.  Arrangements are agreed with the 
Sponsor and Chief Investigator, and documented during site set-up and in the 
Clinical Trial Agreement. 
 
Any subsequent transfer of ownership and responsibility for data retention and 
archiving must be agreed and documented, including where a Chief/Principal 
Investigator leaves an institution during the period of archive2. 
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3.2 Archiving essential documents 

 
3.2.1 When to archive 

Essential documents should be archived as soon as is practical after site/study 
closure. Ensure that documentation is kept for a minimum of 15 years following the 
end of the study, unless local arrangements require a longer period. 
 
3.2.2 What to archive 

All essential documentation must be archived, according to applicable regulatory 
requirements.  This may include: 
 
Trial Master Files 
Investigator site files 
Source documents (including medical records where relevant) 
 
At the end of the study, each site will receive a CD from the Study Centre with their 
individual patient data, obtained from the SHIELD Study data collection website 
(www.shieldstudy.co.uk).  This disc should be archived with all other study material. 
 
3.2.3 How to archive 

The nature, location and duration of archiving will be as defined by the study sponsor 
or delegate and/or study documentation1,2.  Essential documents must be archived in 
a way that ensures that documents remain complete and legible and are readily 
available on request if needed for subsequent audit or inspection. 
 
Archiving facilities must be secure, environmentally controlled, with access restricted 
to named individuals who are responsible for the archives2.  Data must also be stored 
in a way to ensure that the confidentiality of participants remains protected1. 
 
Following the required archive period, the sponsor or delegate must inform the 
investigator(s)/institution(s) in writing that archival records are no longer needed3.  
Disposal must be performed in a manner that maintains confidentiality and in 
accordance with sponsor or delegate requirements. 
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