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1. Introduction 
 

1.1. One of the fundamental requirements of the principles of the International 
Council for Harmonisation Good Clinical Practice (GCP) is the need to ensure the 
integrity and secure retention of the essential documentation for a defined period of 
time following the closure of the study.  
 
1.2. Study documentation must be kept so that the data is accessible after the trial is 
completed. The documentation should be stored in a way that enables the 
reconstruction of the study that was conducted at RCHT for audit and regulatory 
inspection. 
 
1.3. For Clinical Trials of Investigational Medicinal Products (CTIMPs) it is a legal 
requirement, in accordance with the Medicines for Human Use (Clinical Trials) 
Amendment Regulations 2006 (Statutory Instrument 2006, No. 1928), to retain the 
Trial Master File (TMF), including the Sponsor File, Investigator Site File (ISF) and 
the medical records of the study participants. 
 
1.4. All essential documents should be archived and this includes essential 
documents held by the investigators of RCHT sponsored research at other sites, and 
the documentation of other staff in other departments and specialities at RCHT 
involved in the conduct of a study such as pharmacy, the laboratories and radiology. 
 
1.5. In addition the requirements for archiving extend to electronic data such as 
databases and copies of site specific trial data and participant medical records, which 
must be retained to ensure that the media used for storage of electronic information 
will preserve the integrity and readability of the data for the duration of the required 
archiving period. 
 
1.6. This version supersedes any previous versions of this document.  
 
1.7. Data Protection Act 2018 (General Data Protection Regulation – 
GDPR) Legislation  
 
The Trust has a duty under the DPA18 to ensure that there is a valid legal basis 
to process personal and sensitive data. The legal basis for processing must be 
identified and documented before the processing begins. In many cases we may 
need consent; this must be explicit, informed and documented. We can’t rely on 
Opt out, it must be Opt in. 
 
DPA18 is applicable to all staff; this includes those working as contractors and 
providers of services. 
 
For more information about your obligations under the DPA18 please see the 
‘information use framework policy’, or contact the Information Governance Team 
rch-tr.infogov@nhs.net 
 

2. Purpose of this Policy/Procedure  
The purpose of this SOP is to describe the required documentation and procedure for the 
filing of essential study documentation. This will ensure the RD&I department meets best 
practice and the standards are applied to all research hosted at RCHT. 
 

mailto:rch-tr.infogov@nhs.net
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3. Scope 
This policy applies to all RCHT staff involved in research at RCHT. 
 

4. Definitions / Glossary 
 

 Investigator Site File (ISF) is a collection of documentation which allows the 
conduct of the research project at RCHT and the compliance of the project with 
GCP. It can comprise electronic or physical files or a combination of both.  
 

 Trial Master File (TMF) is the collection of the files and documentation at all 
sites and organisations and those held by the sponsor that enable the conduct 
of the research study and the quality of the data produced to be evaluated and 
demonstrate the study has been conducted in accordance with the legislation. 
 

 Restore is the records management company contracted to store the archived 
files and documentation of the sponsored and hosted research studies 
undertaken at RCHT. 

 Edge is a dedicated, web-based, research database which is used within, and 
managed by, the RD&I department at RCHT. 
 

 Standard Operating Procedure (SOP) is a procedure document detailing a 
specific sequence of events that must be followed for an activity. 
 

 Glossary of Terms (RD&I AD 07) is a glossary of the terms and the definition of 
the acronyms can be found in the Associated Documents folder on Edge.  

 

5. Ownership and Responsibilities  
 

5.1. Role of RD&I Director  
In addition to the responsibilities set out in RD&I SOP 01 Preparation, Approval, 
Review and Issue of RD&I Policies and Standard Operating Procedures (available 
through the General Folder on Edge) the Director is responsible for: 
 

 Supporting the implementation of robust arrangements to ensure staff follow the 
processes described in Section 6 Standards and Practice 

  

 Checking the processes described in Section 6 Standards and Practice support 
the requirements of the regulators and appropriate standards 

 

 Checking the processes described in Section 6 Standards and Practice support 
the requirements of the Trust policies and procedures. 

 

5.2. Role of Senior Management Team (SMT)  
In addition to the responsibilities set out in RD&I SOP 01 Preparation, Approval, 
Review and Issue of RD&I Policies and Standard Operating Procedures (available 
through General Folder on Edge) the Senior Management team is responsible for: 
 

 Ensuring adequate provision of training for staff to perform their roles and 
responsibilities in association with the processes described in Section 6, 
Standards and Practice 
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 Monitoring and audit of the systems and processes associated with the standards 
and practice described in Section 6. 

 

 Supporting the PI to fulfil the duties, responsibilities and obligations in executing 
the processes described in Section 6, Standards and Practice. 

 

 Ensuring episodes of non-compliance associated with the standards and practice 
described in Section 6 are processed in accordance with the RD&I SOP 08 Non-
compliance Reporting (available through General Folder on Edge) 

 

 Directing the Archivist to make archived records available for inspection and audit 
as required. 

 

5.3. Role of Research Development & Innovation Manager 
(Research Manager) 
The Research Manager is responsible for: 
 

 Appointing a Named Archivist to ensure the management of the archived 
department files and documents in accordance with the regulations, trust policies 
and Principles of Good Clinical Practice 

 

 Ensuring adequate provision of training for the Archivist to perform the roles and 
responsibilities in association with the processes described in Section 6, 
Standards and Practice 

 

 Supporting the Archivist to fulfil the duties, responsibilities and obligations in 
executing the processes described in Section 6, Standards and Practice 

 

 Deputising, or instructing the QMS manager, to deputise in the absence of the 
Archivist. 

 

5.4. Role of Archivist 
The Archivist is responsible for: 

 

 Supporting all RCHT staff to fulfil the duties, responsibilities and obligations in 
executing the processes described in Section 6, Standards and Practice in 
accordance with the regulations and Principles of Good Clinical Practice 

 

 Managing the archive in accordance with the standards and practice described in 
Section 6 in accordance with the regulations and Principles of Good Clinical 
Practice 

 

 Liaising with the sponsor of archived studies to ensure the processes are 
conducted in accordance with the processes described in Section 6 Standards 
and Practice 

 

 Ensuring the documents submitted for archive have an accurate log that 
corresponds with the location and identification of all essential documentation 
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 Formally acknowledging receipt of the documents and ensuring the documents 
are securely stored with access restricted to essential staff for the duration of the 
retention period 

 

 Making the records available for inspection or audit at the direction of the SMT 
 

 Ensuring a chain of custody in the movement of archived records and access to 
archived material is properly controlled. Thus, ensuring preservation of records 
held in the archive and clearly documented and logged alterations 

 

 Ensuring the destruction of the documents are recorded and conducted in 
accordance with the standards and practice described in Section 6 and the Trust 
Waste Management Policy (available on the trust Documents Library). 

 

5.5. Role of Quality Management Systems (QMS) Manager 
The QMS Manager is responsible for: 

 

 Supporting the Research Manager and Archivist to fulfil the duties, responsibilities 
and obligations in executing the processes described in Section 6, Standards and 
Practice 

 

 Undertaking an audit of the study documentation if required after consultation with 
the SMT, sponsor or members of the delivery team 

 

 Deputising in the absence of the Archivist and Research Manager. 
 

5.6. Role of Principal Investigator (PI) 
The PI is responsible for: 
 

 Informing the Archivist when a study can be archived following notification from 
the sponsor 
 

 Ensuring that all essential documentation is filed and the Investigator Site File is 
complete in accordance with RD&I SOP 02 Study Files and Filing for Hosted 
Research and RD&I SOP 06 Study Closure (available in the General Folder on 
Edge) 

 

 Ensuring staff with delegated duties related to the processes described in Section 
6 are adequately trained to fulfil their duties in accordance with the regulations 
and Principles of Good Clinical Practice 

 

 Ensuring monitors and sponsor representative have supervised access to the 
Investigator Site File in accordance with the Code of Conduct for Monitoring Visits 
(AD 01a, available in the General Folder on Edge) for a final document check 
(see RD&I SOP 06 Study Closure available in the General Folder on Edge) 

 

 Supporting the auditor with access to the Investigator Site File as required 
 

 Notifying all staff involved in the study to prepare the files and documents for 
archive following notification from the sponsor 
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 Undertaking or delegating the logging of study files and documents in accordance 
with the process described in Section 6, Standards and Practice 

 

 Agreeing that upon the end of the study the Investigator Site File is complete and 
can be archived in accordance with the processes described in Section 6, 
Standards and Practice 

 

 Ensuring episodes of non-compliance of the systems and processes described in 
Section 6 are processed in accordance with RD&I SOP 08 Non-compliance 
Reporting (available in the General Folder on Edge) 

 

 Liaising with the Archivist to arrange the transfer of the study files and 
documentation 

 

 Ensuring duplicate files and documents are deleted following acknowledgement 
of receipt of the study files and documentation. 

 

5.7. Role of Team leader     
The Team Leader is responsible for: 
 

 Supporting the PI to ensure all staff involved in the study are adequately trained 
to fulfil the duties, responsibilities and obligations in executing the processes 
described in Section 6, in accordance with the principles of Good Clinical Practice 

 

 Identifying staff with appropriate skills and experience to support the PI to 
undertake delegated duties in respect of the processes described in Section 6 

 

 Liaising with RCHT staff in all locations to ensure the study files and 
documentation are collated prior to archiving 

 

 Supporting the PI with investigating episodes of non-compliance (see RD&I SOP 
08 Non-compliance Reporting, available in the General Folder on Edge) 

 

 Providing monitors, auditors and regulators supervised access to the study files 
and documentation for final check (See RD&I SOP 06 Study Closure, available in 
General Folder on Edge) 

 

 Logging the study files and documents in accordance with the processes 
described in Section 6, Standards and Practice 

 

 Liaising with the Archivist to arrange the transfer of the study files and 
documentation for archiving 

 

 Deleting duplicate study files and documentation of archived material following 
notification from the Archivist. 
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5.8. Role of Research Nurse 
 
The Research Nurse is responsible for:  

 

 Supporting all RCHT staff involved in the study to fulfil the duties, responsibilities 
and obligations in executing the processes described in Section 6, in accordance 
with the principles of Good Clinical Practice 

 

 Liaising with RCHT staff in all locations to ensure study files and documents are 
logged and collated for checking prior to archive  

 

 Supporting the Research Administrator or Clinical Research Administrator to 
ensure the pre-archived Investigator Site File is in a tidy state, with all 
documentation filed in the appropriate sections 

 

 Supporting the PI with investigating episodes of non-compliance (see RD&I SOP 
08 Non-compliance Reporting, available in the General Folder on Edge)  

 

 Logging the study files and documents in accordance with the process described 
in Section 6, Standards and Practice 

 

 Liaising with the Archivist to arrange the transfer of the study files and 
documentation for archiving 

 

 Deleting duplicate study files and documentation of archived material following 
notification from the Archivist. 

 

5.9. Role of Research Administrator or Clinical Research 
Administrator 

 
The Research Administrator or Clinical Research Administrator is responsible for:  

 

 Supporting all RCHT staff involved in the study to fulfil the duties, responsibilities 
and obligations in executing the processes described in Section 6, Standards and 
Practice in accordance with the principles of Good Clinical Practice 

 

 Liaising with RCHT staff in all locations to ensure study files and documents are 
logged and collated for checking prior to archive 

 

 Ensuring the pre-archived Investigator Site File is complete and in a tidy state, 
with all documentation filed in the appropriate sections 

 

 Supporting the PI with investigating episodes of non-compliance (see RD&I SOP 
08 Non-compliance Reporting, available in the General Folder on Edge) 

 

 Logging the study files and documents in accordance with the processes 
described in Section 6, Standards and Practice 

 

 Liaising with the Archivist to arrange the transfer of the study files and 
documentation for archiving and, where applicable, arranging the uploading of the 
electronic files onto Edge 
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 Updating the status of the study on Edge and providing the provisional date of 
destruction 

 

 Deleting duplicate study files and documentation of archived material following 
notification from the Archivist. 

 

5.10. Role of supporting service Lead   
 

The Supporting Service Lead is responsible for: 
 

 Supporting all staff involved in the study to fulfil the duties, responsibilities and 
obligations in executing the processes described in Section 6, Standards and 
Practice in accordance with the principles of Good Clinical Practice 

 

 Identifying staff with appropriate skills and experience to support the PI to 
undertake delegated duties in respect of the processes described in section 6 

 

 Liaising with all staff involved in the study in all locations to ensure the essential 
documentation is complete prior to archive 

 

 Supporting the PI with investigating episodes of non-compliance (see RD&I SOP 
08 Non-compliance Reporting, available in the General Folder on Edge) 

 

 Logging the study files and documents in accordance with the processes 
described in Section 6, Standards and Practice 

 

 Liaising with the Team Leader or Archivist to arrange the transfer of the study files 
and documentation for archiving 

 

 Deleting duplicate study files and documentation of archived material following 
notification from the Archivist. 

 

5.11. Role of the Study Set-Up Team (SST)    
 

The SST is responsible for: 
 

 Supporting all RCHT staff involved in the study to fulfil the duties, responsibilities 
and obligations in executing the processes described in Section 6, Standards and 
Practice in accordance with the principles of Good Clinical Practice 

 

 Ensuring the Investigator Site File is in a tidy state, with all set up documentation 
filed in the appropriate sections 

 

 Supporting the PI with investigating episodes of non-compliance (see RD&I SOP 
08 Non-compliance Reporting, available in the General Folder on Edge) 

 

 Logging the study files and documents in accordance with the processes 
described in Section 6, Standards and Practice 
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 Liaising with the Team Leader or Archivist to arrange the transfer of the study files 
and documentation for archiving 

 

 Deleting duplicate study files and documentation of archived material following 
notification from the Archivist. 

 

5.12. Role of Edge Archivist 
 

In addition to the responsibilities set out in RD&I SOP 01, Preparation, Approval, 
Review and Issue of RD&I Policies and Standard Operating Procedures (available in 
the General Folder on Edge) the Edge Archivist is responsible for: 

 

 Updating the status of the study on Edge and providing the provisional date of 
destruction 

 

 Restricting access of Edge archived studies to the Archivist, Research Manager, 
QMS Manager and essential personnel involved in the maintenance of Edge (see 
RD&I WI 20b Restore & Edge, archive completion guidelines) 

 

 Providing an audit trail of access to archived studies on Edge upon request 
 

 Supporting the Research Administrators with uploading the electronic files onto 
Edge and, at the direction of the Archivist, restricting access to the Archivist, 
Research Manager and QMS Manager. 

 

5.13. Role of Individual 
 

The Individual, in other words, any person involved in the study but not listed 
elsewhere in Section 5 is responsible for:  

 

 Supporting all RCHT staff involved in the study to fulfil the duties, responsibilities 
and obligations in executing the processes described in Section 6, in accordance 
with the principles of Good Clinical Practice 

 

 Liaising with RCHT staff in all locations to ensure study files and documents are 
logged and collated for checking prior to archive  

 

 Supporting the Research Administrator or Clinical Research Administrator to 
ensure the pre-archived Investigator Site File is in a tidy state, with all 
documentation filed in the appropriate sections 

 

 Supporting the PI with investigating episodes of non-compliance (see RD&I SOP 
08 Non-compliance Reporting, available in the General Folder on Edge)  

 

 Logging the study files and documents in accordance with the process described 
in Section 6, Standards and Practice 

 

 Liaising with the Archivist to arrange the transfer of the study files and 
documentation for archiving 
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 Deleting duplicate study files and documentation of archived material following 
notification from the Archivist. 

 

6. Standards and Practice  
 

6.1. Sponsor notification to archive 
  

6.1.1. Upon notification from the sponsor that the study can be archived the 
PI or delegate should immediately contact the RD&I Archivist (the Named 
Archivist and contact details are available on the RD&I webpages on the Trust 
website).  
 
6.1.2. The PI or delegate should also notify all RCHT staff involved in the 
study in all locations and remind them to update the Investigator Site File in 
accordance with RD&I SOP 02 Study Files and Filing for Hosted Research 
(available in General Folder on Edge). 
 
6.1.3. The study should undergo a close out process in accordance with 
RD&I SOP 06 Study Closure (available in the General Folder on Edge), if it has 
not been done already.   
 
6.1.4. The Archivist should consult with the QMS manager to establish if the 
study requires audit and inform the PI accordingly (see RD&I SOP 10 
Monitoring and Audit, available in General Folder on Edge), (contact details of 
the QMS Manager are available on the RD&I webpages on the Trust website). 
 
6.1.5. The PI should await notification from the Archivist before boxing the 
physical files in preparation for archiving which will be given after an audit (if 
required). 

 

6.2. Preparing documents for archive 
 
6.2.1. Before formally handing over the study files and documentation to the 
Archivist the PI or delegate should liaise with the Archivist to arrange for all the 
physical files relating to the study to be collated in one place. 

 
6.2.2. Paper files should only be placed in RD&I approved archived boxes 
(details available from the Archivist) (see Work Instruction RD&I WI 20a 
Preparing Documentation for Archive, available in the General Folder on Edge).  
 
6.2.3. The boxes should not be overfilled and no heavier than 15 kg. All 
duplicated documents must be deleted. All documents must be removed from 
plastic wallets (which can create humidity and degrade the quality of the file).  
 
6.2.4. Perishable documents should be transferred to non-corruptible media. 
For example, if possible they can be scanned, saved as a pdf (A) file and 
processed as electronic data (see Electronic Data paragraph 6.17). Perishable 
documents include: 
 

 CDs, USB flash drives and floppy discs 
 

 Photographs & Film 
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 ECG and EGG trace paper. 
 

6.2.5. A log of the physical files submitted to the Archivist could facilitate 
effective tracking of the archived documents. The log should describe where 
essential documents are located including essential documents held 
electronically (for example which box number, or which electronic folder). The 
sponsor may provide a list of essential documents to assist staff working within 
the study team to log and track all files. Alternatively the index list associated 
with the Investigator Site File could be used as a guide or staff working on the 
study can adapt the tracking log provided by RCHT (see RD&I AD 23a Archive 
Document Tracking Log, available in the General Folder on Edge). In all 
instances, staff must check with the sponsor that all the essential documents 
are accounted for and all versions of controlled documents are included (see 
Work Instruction RD&I WI 20a Preparing Documentation for Archive, available 
in the General Folder on Edge). 
 
6.2.6. An Archive label (RD&I AD 23b Archive Box Label, available in the 
General Folder on Edge) providing identifiable details of the box contents must 
be attached to the outside of the side of the box (see Work Instruction RD&I WI 
20a Preparing Documentation for Archive, available in the General Folder on 
Edge). A study may require several boxes, all of which should be adequately 
labelled. Similarly, a box may contain the files of more than one study although 
care must be taken to keep all study documentation together and clearly 
separated from other study documents for example using a divider.  
 
6.2.7. All study files and documentation containing sufficient detail to 
reconstruct the study must be archived. This should include pertinent 
correspondence (see Electronic Data paragraph 6.17), details of equipment and 
associated maintenance and calibration records; alternatively these records can 
be made available if required through the appropriate departments within the 
trust.  
 
6.2.8. When the physical files have been boxed the Archivist should be 
informed. The Archivist will liaise with the research staff to arrange collection. 
With the exception of RCHT sponsored studies, the PI must not release the 
Investigator Site File to the sponsor without a formal agreement in place 
approved by the Archivist.  
 
6.2.9. The Investigator Site File will remain the responsibility of the PI until 
the Archivist has received the physical files and electronic folders, checked the 
contents and acknowledged the documents. If errors are identified, the Archivist 
will alert the PI or delegate and provide guidance on correcting these before 
acknowledging receipt. Damaged or overfilled boxes will not be accepted by the 
Archivist.  

 

6.3. Electronic data 
 
6.3.1. Electronic documents must be transferred to the Archivist at the same 
time as the boxed paper files. In future, all electronic files will be stored on Edge 
and can be archived on Edge.  
 



 

Research Development and Innovation (RD&I) Archiving Procedure V4.0 
Page 14 of 25 

6.3.2. A log of essential documents should be easily identified preferably 
stored alone in a subfolder of electronic documents. 
 
6.3.3. The electronic documents stored outside of Edge can be zipped and 
uploaded onto Edge. The electronic files and documents should be collated into 
an orderly system, preferably comprising one folder (with the study clearly 
identified using the RD&I number (2017.RCHT.00 etc.) and short title) 
containing subfolders in logical sections. For further details of how to transfer 
and submit the electronic documents see Work Instruction RD&I WI 20a 
Preparing Documentation for Archive available in the General Folder on Edge 
and WI20b Restore & Edge.  
 
6.3.4. The electronic files and folders will remain the responsibility of the PI 
until the Archivist has received, checked the contents and acknowledged the 
documents. If errors are identified, the Archivist will alert the PI or delegate and 
provide guidance on correcting these before acknowledging receipt. 
 
6.3.5. The Archivist will direct the Edge Archivist to restrict access to the files 
to a limited number of individuals, specifically the Archivist, Research Manager, 
QMS Manager and staff involved in the maintenance of Edge. Edge will be fully 
backed up.  
 
6.3.6. After the Archivist has acknowledged receipt of the electronic files and 
access has been restricted the PI and staff working on the study should delete 
all duplicated files related to the study.  

 

6.4. Claiming Archiving Fees 
 

6.4.1. Upon notification from the sponsor that the study can be archived, the 
Team Leader or delegate must check the contract or financial arrangements to 
ensure all archiving fees are claimed. If this is per box the RD&I accountant 
should be informed of the number of boxes in which the physical file have been 
collated. Please note this should be done at the earliest opportunity to ensure 
all fees are collected. 
 
6.4.2. The accountant should add an additional two boxes to the invoice to 
allow the collation of the set up files and those from supporting services.  

 
6.5. Edge 
 

6.5.1. Following notification from the Archivist that the study files and 
documents can be archived the Edge Archivist will amend the record providing 
the retention period and potential date for destruction (see RD&I WI 20a 
Preparing Documentation for Archive).  
 
6.5.2. The Edge Archivist will upload any transferred files and folders from 
the delivery team onto Edge within the ‘files’ tab of the study for long term 
archiving. This will keep all the electronic files and folders in one place.  
 
6.5.3. The Edge Archivist will restrict access to the archived electronic files 
to the Archivist, Research Manager, QMS Manager and staff involved in the 
maintenance and administration of Edge, if this has not already been done. Any 
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staff member who has access to the archived material must not access the files 
without prior permission of the Archivist. An access trail to archived material will 
be available if required for audit purposes. 

 
6.6. Medical notes and patient identifiable information 
 

6.6.1. All RCHT patients who sign consent to participate in a research study 
must have their medical notes labelled with a ‘Do not destroy’ label in 
accordance with the processes described in RD&I SOP 04 Consent to 
Participate in Research (available in the General Folder on Edge), and the trust 
Operational Health Records Standard Operating Procedures, available on the 
Trust Documents Library. The medical notes must be available for participants 
who signed consent to participate in research for the archive retention period 
specified by the sponsor. 
 
6.6.2. Source data must be available for the archive retention period 
specified by the sponsor. The data should not be altered but it should be 
recognised that this could include medical records of participants still accessible 
by healthcare professionals and, therefore, could potentially be altered. 
However, an audit trail should be available for electronic medical records and all 
changes to the physical medical records should be dated and signed in 
accordance with trust Policy to Manage Information and records, available on 
the Trust documents library. 
 
6.6.3. Patient identifiable data such as consent forms and screening logs 
can be archived with the research study files and documentation. After the 
documents have been transferred to the Archivist, access will be restricted to 
the Archivist, the Research Manager and QMS Manager who may deputise in 
the absence of the Archivist. 

 
6.7. Trial Samples and Specimens 

 

6.7.1. Only samples that require re-evaluation or support reconstruction of 
the trial need to be retained for research purposes. These include pathology 
samples and slides, blood slides and tissue samples.  
 
6.7.2. Samples should be retained within the department or laboratory which 
has stored the samples throughout the study in accordance with the relevant 
Trust or department policy. If this is not possible the custodian of the sample 
should contact the Archivist to arrange transfer to a suitable storage facility. 

 
6.8. Storage facilities 
 

6.8.1. After acknowledging receipt of the study documentation and 
effectively taking responsibility for the material, the Archivist will ensure the 
study reference and details of the contents of the boxed physical files are 
recorded. The Archivist will arrange for the boxes to be sealed and transferred 
to Restore, an off-site, long-term storage facility.  
 
6.8.2. The location of the Restore storage site is Launceston, in Cornwall. 
The facilities are temperature controlled to reduce loss from fire, and free from 
pestilence and the risk of flood. The Facilities have been inspected. The 
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Archivist will supervise the sealing of the boxes prior to transfer and the logging 
of the boxes and contents before collection.  
 
6.8.3. The sponsor will dictate the retention period which must take account 
of regulatory requirements. In general, the expectation is that all documentation 
for a study will be archived for at least 5 years after completion although the 
essential clinical trial documents for studies involving a marketing authorisation 
must be retained for at least 15 years after completion or termination. The files 
of studies involving children or advanced therapies may be required to be 
retained for longer. In all instances agreement with sponsor must be reached at 
the time the material is going into storage if not decided before. 

 
6.9. Non-study documentation 
The archiving of non-study documentation is set out in RD&I SOP 01 Preparation, 
Approval, Review and Issue of RD&I Policies and Standard Operating Procedures 
(available through General Folder on Edge). 

 

6.10. Access to archived material 
 

6.10.1. If the PI or delegate should require access to archived material a 
Retrieval Request Form (RD&I AD 23c, Archive Retrieval Request Form, 
available in the General Folder on Edge) providing specific details of the Study, 
the files and documents required and the reason why. Alternatively, the request 
could come directly to the Archivist from the sponsor. All requests should be 
addressed to the Archivist. 
 
6.10.2. Providing the request does not breach regulations and Trust policies 
the Archivist will arrange for the retrieval of the documents from storage: 
 

 Documents stored with Restore will be retrieved on the next scheduled 
collection date  

 

 Retrieval of documents following urgent requests will be as soon as 
practicably possible. The documents could be provided within hours but this 
may incur a high cost. 
 

 The requester should escalate concerns to the Research Manager if 
experiencing a delay in the retrieval of documents. 

 
6.10.3. The Archivist will control access to the documents. If the documents 
involved are electronic, the Archivist can provide a copy of the required 
documents and files and then check the documents after they have been 
returned. Access to large quantities of physical files will be supervised. The 
Archivist will set the timelines for access. 
 
6.10.4. Any alteration to archived files must be clear without any obliteration 
of the original record. Details of the alterations should be initialled and dated, 
with the reason for the alteration made clear. 
 
6.10.5. The Archivist will arrange for the records to be made available for 
regulatory inspection or internal audit upon request from the Senior 
Management Team.  
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6.10.6. The Archivist will record a clear chain of custody for the transport or 
transfer of any archived material recalled from storage.  

 
6.11. Destruction  

 
6.11.1. When the date for destruction is reached, the Archivist or delegate will 
seek written approval from the Sponsor. If the sponsor is no longer trading or in 
business every effort should be made to establish if a legacy for archived 
material has been made available. This could include a sponsor representative 
where a company has merged or been taken over, or written instruction for a 
company which has gone into liquidation. If after all reasonable attempts made 
to contact the sponsor or person responsible for the study have been 
unsuccessful, the Research Manager can decide if the archived material can be 
destroyed. In all instances the process must be recorded.  
 
6.11.2. When written approval for the destruction of archived material has 
been received the Archivist will arrange for the physical files to be bagged and 
sent for shredding in accordance with the trust’s Waste Management Policy 
(available on the Documents Library). The Archivist will delete the electronic 
folders and only brief details containing study title and milestones for historical 
records will be kept on Edge. 

 

7. Dissemination and Implementation 
 

7.1. This procedural document will be stored on the RCHT Documents Library and a 
working copy accessible through Edge for easy access for research staff. 
 

7.2 The process for publishing, disseminating and implementing all RD&I procedural 

documents on the Trust’s Document Library is in accordance with Section 7 of the 

Trust Policy for the Development and Management of Knowledge, Procedural and 

Web Documents (The Policy on Policies) available on the Trust Documents Library. 

 

7.3 After the publication of this procedural document on the Trust document 

library, the QMS manager will instruct the Edge Uploader to publish a working 

copy on Edge in accordance with the process described in RD&I SOP 01 

Preparation, Approval, Review and Issue of RD&I Policies and Standard Operating 

Procedures (available on the RCHT Trust Documents Library & Edge).   

 

7.4 Training and Education  

 

7.4.1. All research staff at RCHT are expected to undertake appropriate 
training in accordance with the RD&I GCP training policy, (RD&I Pol 02, 
available in Edge). Formal training in GCP will provide sufficient understanding 
of implementing the standards and processes described in Section 6. Additional 
specific training sessions will be made available with further details available by 
request to the QMS Manager (contact details available on the Research & 
Development Webpages of the RCHT website.  
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7.4.2. Episodes of GCP non-compliance in relation to breaches of the 
standards and processes described in Section 6 could result in staff undertaking 
specific bespoke training at the direction and discretion of SMT.  
 

8. Monitoring compliance and effectiveness  
 

Element to be 
monitored 

The standards and processes described in Section 6 will undergo 
audit in accordance with RD&I SOP 10 Monitoring and Audit, available 
in the documents library. 
 
The QMS Manager will be responsible for the compliance of this RD&I 
Procedural Documents.  

Lead QMS Manager  

Tool The Research Audit Report Tool: Associated Document (AD) 14 
available in Edge and the Quality Audit Database (QUAD) 
described in RD&I SOP 10 Monitoring and Audit, will be used by the 
Audit and Project Monitoring Officer. 

Frequency Compliance with this procedural document will be monitored as 
part of the RD&I risk-based audit and monitoring process directed 
through the SMT (governance) meetings.  

Reporting 
arrangements 

The QMS Manager will inform the RD&I governance SMT when aware 
of the following: 
 

 Changes in legislation and standards 

 Change requests 

 Findings from audits. 
 

Acting on 
recommendations  
and Lead(s) 

The governance SMT will provide effective oversight and corrective 
actions. 

Change in 
practice and 
lessons to be 
shared 

The governance SMT will identify non-compliance and appoint a 
member of the SMT to provide support and advice to identify training 
needs and improve practice.   
 
Required changes to practice will be implemented as soon as 
practically possible. 

 
9. Updating and Review 
This RD&I procedural document will be reviewed no less than every three years by the RD&I 
SMT unless an earlier review is required and in accordance with Section 9 of the Trust Policy 
for the Development and Management of Knowledge, Procedural and Web Documents (The 
Policy on Policies). 
 

10. Equality and Diversity  
 

10.1. This document complies with the Royal Cornwall Hospitals NHS Trust 
service Equality and Diversity statement which can be found in the 
'Equality, Inclusion & Human Rights Policy' or the Equality and Diversity 
website. 

 

http://www.rcht.nhs.uk/GET/d10268876
http://intranet-rcht.cornwall.nhs.uk/shelf/equality-and-diversity/
http://intranet-rcht.cornwall.nhs.uk/shelf/equality-and-diversity/
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10.2. Equality Impact Assessment 
The Initial Equality Impact Assessment Screening Form is at Appendix 2. 
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Appendix 2. Initial Equality Impact Assessment Form 
 

 

Name of the strategy / policy /proposal / service function to be assessed  
 

Research Development and Innovation (RD&I) Archiving Procedure V4.0 

Directorate and service area: 
Research, Development and Innovation 

New or existing document: 
Existing 

 

Name of individual completing assessment: 
Dr Nick Morley 

 

Telephone: 
01872 256422 

 1. Policy Aim* 
 
Who is the strategy / 
policy / proposal / 
service function aimed 
at? 

To ensure research is standardised across the trust and all research 
meets best practice. 
 
This policy is aimed at all staff involved in research at RCHT. 

2. Policy Objectives* 
 

To ensure there is a process whereby all RD&I processes are 
consistent with research standards, legislation, good clinical practice 
and Trust policies.  

3. Policy – intended 
Outcomes* 
 

Effective control of RD&I standards and processes in accordance with 
the regulations demonstrated by favourable external inspection. 

4. *How will you 
measure the 
outcome? 

Risk Based Audit and Monitoring program to ensure appropriate 
standards are maintained. 

5. Who is intended to 
benefit from the 
policy? 

All research participants, All staff involved in research and the Trust. 

6a Who did you 
consult with 
 
 
b). Please identify the 
groups who have 
been consulted about 
this procedure. 

Workforce  Patients  
Local 
groups 

External 
organisations 

Other  

X     

Please record specific names of groups 
 
RD&I Senior Management Team. 
RD&I Study Set Up team. 
RD&I delivery teams including research nurses and research 
administrators. 
 

What was the 
outcome of the 
consultation? 

The policy is required and forms one of a series of procedural 
documents (RD&I SOPs), which provide guidance for conducting 
research to the appropriate high standards acceptable to research 
regulator and expected by the Trust. 
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Are there concerns that the policy could have differential impact on: 
Equality Strands: Yes No Unsure Rationale for Assessment / Existing Evidence 

Age  X  For all staff members. 

Sex (male, 

female, trans-gender / 
gender reassignment) 

 

X 

 

For all staff members. 

Race / Ethnic 
communities 
/groups 

 

X 

 

For all staff members. 

Disability - 
Learning disability, 
physical 
impairment, sensory 
impairment, mental 
health conditions and 
some long term health 
conditions. 

 

X 

 

For all staff members. 

Religion / 
other beliefs 

 
X 

 
For all staff members. 

Marriage and 
Civil partnership 

 
X 

 
For all staff members. 

Pregnancy and 
maternity 

 
X 

 
For all staff members. 

Sexual 
Orientation, 
Bisexual, Gay, 
heterosexual, Lesbian 

 

X 

 

For all staff members. 

You will need to continue to a full Equality Impact Assessment if the following have 
been highlighted: 

 You have ticked “Yes” in any column above and 

 No consultation or evidence of there being consultation- this excludes any policies which have 
been identified as not requiring consultation.  or 

 Major this relates to service redesign or development 

 

8. Please indicate if a full equality analysis is recommended. Yes   No X 

9. If you are not recommending a Full Impact assessment please explain why. 
 

 

The policy defines the standards to which all staff must comply. It does not have any impact on 
equality  

7. The Impact 
Please complete the following table. If you are unsure/don’t know if there is a negative 
impact you need to repeat the consultation step. 
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Date of completion 
and submission 

 

29 July 2019 

Members approving 
screening assessment  
 

 
Policy Review Group (PRG) 
 
APPROVED. 

 
 

This EIA will not be uploaded to the Trust website without the approval of the Policy 
Review Group.  
 
A summary of the results will be published on the Trust’s web site.  

 

 

 

 
 

 

 
 
 
 

 
 

 


