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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 cannot 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 

 

 

 

mailto:rch-tr.infogov@nhs.net
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Summary 
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1. Introduction 
 

1.1 It is a requirement of The Medicines for Human Use (Clinical Trials) Regulations 
2004 that personnel employed to work on Clinical Trials involving investigatory 
medicinal products are qualified to do so by education, training and experience. 
The Principal Investigator (PI) has over responsibility for the conduct of the 
study. The International Council for Harmonisation Good Clinical Practice (ICH 
GCP) guidelines state the PI must be qualified by education, training and 
experience to assume responsibility for the proper conduct of the study. A PI 
can delegate duties but cannot delegate overarching responsibilities.  

 
1.2 To ensure the study is conducted in accordance with the regulations and to the 

high standards expected at RCHT the PI must be adequately supported. Study 
related duties delegated by the PI must be undertaken by appropriately 
qualified, trained, and experienced personnel. This includes personnel directly 
involved in the conduct of the study such as: 

• Co-Investigator 

• Research Nurse 

• Study Co-ordinator  

• Data Officer 

• Clinical Research Assistant 

• Research Assistant 
 

1.3 In addition there may be staff associated with, but not directly involved in the 
research including: 

• Specialist Nurse 

• Pharmacist 

• Laboratory staff 

• Radiologist 

• Radiographer 

• Support staff 

 
1.4 For a study to be conducted appropriately, it is essential that all involved 

personnel are aware of the anticipated extent of their involvement, their 
responsibilities relating to the International Conference on Harmonisation of 
Good Clinical Practice (ICH GCP), the UK Policy for Health and Social Care 
Research and the limits to their authority. 
 

1.5 This version supersedes any previous versions of this document. 
 

2. Purpose of this Standard Operating Procedure 
 

2.1. The purpose of this SOP is to describe the required documentation and 
procedure for the delegation of research duties. This will ensure the R&D 
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department meets best practice and the standards are applied to all 
research hosted at RCHT. 

 
2.2. This policy applies to all RCHT staff involved in research at RCHT. 

 

2.3. Definitions / Glossary 

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

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

• Delegation Log is record of the duties delegated by the PI to a member of 
staff to ensure the research project is undertaken in accordance with the 
protocol. 

• IVRS or Interactive Voice Recognition System is an electronic database 
which captures specific participant details and assigns patients to arms at 
random. 

• CRF or Case Report Files are the documents on which participant details 
are captured and shared with the sponsor for testing the hypothesis. 

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

3. Ownership and Responsibilities  
 

3.1. Role of R&D Director  
 

In addition to the responsibilities set out in R&D SOP 01 Preparation, Approval, 
Review and Issue of R&D Policies and Standard Operating Procedures 
(available on the RCHT Documents Library and in 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 

 

3.2. Role of Senior Management Team (SMT)  
 

In addition to the responsibilities set out in R&D SOP 01, Preparation, Approval, 
Review and Issue of R&D policies and Standard Operating Procedures 
(available on the RCHT Documents Library and in the General Folder on Edge) 
the SMT is responsible for: 

• Ensuring adequate provision of training for staff to perform their delegated 
duties  

• Monitoring and auditing of the systems and processes associated with the 
standards and practice described in Section 6 
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• 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 R&D 
SOP 08 Non-compliance Reporting (available on the RCHT Documents 
Library and in the General Folder on Edge) 

 

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

• Ensuring adequate provision of training for staff to perform their delegated 
duties in accordance with protocol 

• Assessing the qualifications, skills and experience of staff before delegating 
duties 

• Ensuring the delegation of duties log is complete, maintained and filed in 
accordance with the regulations, sponsor requirements and the Principles of 
Good Clinical Practice 

• Ensuring a robust process is in place for good version control of the 
documents required for the consent process in accordance with the 
principles of Good Clinical Practice 

• Ensuring the sponsor has access to the delegation of duties log as required 

• Providing monitors, auditors and regulators with supervised access to the 
delegation log and supporting documents as required 

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

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

• Supporting the PI to ensure all staff involved in the study are added to the 
delegation of duties log before undertaking any research activity 

• Identifying training needs for RCHT staff with delegated duties 

• Ensuring Edge is updated with details of study personnel  

• Ensuring the delegation logs and supporting documentation is maintained 
and filed in the appropriate sections of the site file 

• Supporting the PI investigate episodes of non-compliance in accordance 
with the standards and processes described in Section 6 (see R&D SOP 08 
Non-compliance Reporting, available in the General Folder on Edge)  

• Providing monitors, auditors and regulators with supervised access to the 
delegation log 

• Supporting monitors, regulators and auditors with addressing queries 
relating to the delegation of duties 
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3.5. Role of Research Nurse  
 
The Research Nurse is responsible for:  

• Supporting the PI and Team Leader to ensure all staff involved in the study 
are added to the delegation of duties log before undertaking research 
activity 

• Supporting the Research Administrator with maintaining the  delegation logs  

• Supporting the PI investigate episodes of non-compliance in accordance 
with the standards and processes described in Section 6 (see R&D SOP 08 
Non-compliance Reporting, available in the RCHT Document Library and in 
the General Folder on Edge)  

• Supporting the PI and Team Leader to ensure monitors, auditors and 
regulators have supervised access to the delegation log and supporting 
documentation 

• Supporting monitors, regulators and auditors addressing queries relating to 
the delegation of duties 

 

3.6. Role of Research Administrator 
 
The Research Administrator is responsible for:  

• Supporting the PI and Team Leader to ensure all staff involved in the study 
are added to the delegation log before undertaking any research activity 

• Liaising with RCHT staff in all locations to ensure Edge and delegation logs 
are updated in a timely fashion 

• Ensuring good version control of the delegation log 

• Ensuring the delegation log and supporting documentation are filed in the 
appropriate section of the site file 

• Supporting the PI with investigating episodes of non-compliance with the 
standards and processes described in Section 6 (see R&D SOP 08 Non-
compliance Reporting, available in the RCHT Document Library and in the 
General Folder on Edge)  

• Supporting the PI and Team Leader to ensure monitors, auditors and 
regulators have supervised access to the delegation log 

• Supporting monitors, regulators and auditors with queries relating to the 
delegation log and supporting documentation 

4. Standards and Practice 
 

4.1. Approaching Staff 
 
4.1.1. During the feasibility stage the PI should identify sufficient 

personnel to undertake delegated duties to ensure the successful 
delivery of the study in accordance with the latest REC-approved 
version of the protocol. 
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4.1.2. In most instances the duties will be fulfilled by research staff 
specifically employed for the roles. The PI can approach the 
relevant research team leader for details of staff availability.  

 
4.1.3. Together the PI should consult the team leader to ensure each staff 

member is able to undertake their delegated duties. The PI should 
share the protocol and indicate the duties the PI would like to 
delegate.  
 

4.1.4. Any staff member approached should take care to read the protocol 
and carefully consider if they have the time and suitable skills to 
undertake the duties. The staff member should inform the PI of any 
training requirements that would be required to carry out the duties. 

 

4.2. Checking credentials 
 

4.2.1. Before delegating duties the PI should check each staff member’s 
ability to undertake the duties. Staff must be qualified to undertake 
the duty by education, training or experience. In some 
circumstances this may include professional registration and usually 
a contract of employment.  
 

4.2.2. External staff with delegated duties must have approval to be on 
site and, where applicable, see patients. This could be through an 
honorary contract, a letter of access or research passport. 
 

4.2.3. In some instances the PI will rely on the expertise of others to 
delegate roles and responsibilities. For example, the PI may not 
have an understanding of which staff are able to fulfil technical 
duties in supporting services and may delegate the authorisation to 
a relevant senior staff within the department. This person would 
normally have vast research experience within their field or 
speciality.  

 

4.3. Training  
 

4.3.1. Where there are requirements for training the PI must ensure all 
staff undertake appropriate training before delegating duties.  
 

4.3.2. At RCHT all staff are expected to keep their mandatory training up 
to date. In addition, the sponsor should provide guidance on the 
specific training requirements and frequency for protocol specific 
training.  
 

4.3.3. All staff with delegated duties for a clinical trial of an investigatory 
medicinal product must undertake Good Clinical Practice in 
accordance with the R&D training policy (R&D Pol 02, available in 
General Folder on Edge).  
 

4.3.4. At the early stages of the study the sponsor may organise an 
Investigator’s meeting and provide training for specific personnel. 
The sponsor may also arrange a site initiation meeting and provide 
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group training for staff fulfilling specific duties. This could include 
IVRS and CRF training for nursing and administration staff and 
guidance on reporting of laboratory or imaging results for supporting 
services. The sponsor is likely to have specific requirements of 
investigatory medicinal product storage and dispensing and may 
insist on pharmacy staff undertaking specific protocol training. In all 
instances the training should be documented. 

 

4.4. Documentation 
 

4.4.1. A record of the roles and duties delegated to all staff involved in a 
study of an investigatory medicinal product must be kept in the 
Investigator Site File and archived with the essential documentation 
at the end of the study. The use of a delegation log is 
recommended for all other studies. The delegation log should be 
the latest version provided by the sponsor. If the sponsor has not 
provided a delegation log the PI can use the R&D AD 26 Delegation 
Log (available in Associated Documents, located in the General 
Folder on Edge).  
 

4.4.2. The staff member should sign and initial the delegation log only 
after they are satisfied they are competent to be able to undertake 
the duties delegated. An example of the types of duties delegated 
to staff is provided in Appendix 3. 
 

4.4.3. The PI should provide a start date and sign beside the duties to 
confirm the delegation. It should be noted that duties can be 
delegated but overarching responsibilities remain with the PI. 
 

4.4.4. The delegation log usually runs into several pages and should be 
stored in the appropriate section of the site file. Care should be 
taken to ensure the log is complete with good version control.  

 

4.5. Electronic Delegation Logs 
 

4.5.1. The delegation log can be electronically controlled through Edge. 
This function has been developed by the Edge database 
development team who have provided a guide which should be 
followed (available in Edge, Knowledge base, 5.3 Managing Project 
Sites, Article 062). 
 

4.5.2. The study must be uploaded on Edge and have an assigned PI. 
Research staff who will be working on the study can add 
themselves to the delegation log providing they are also a 
registered Edge user. Alternatively, a Senior Research Assistant 
can add the research staff to the delegation log. 
 

4.5.3. The start date and study role should be added along with the 
responsibilities selected from the list. Research staff who have the 
same role and responsibilities in multiple studies can set these in 
their default settings.  
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4.5.4. As soon as staff have been added to the delegation log, an email 
will be automatically generated to the PI for review and approval. 
This will also appear in the PIs Edge notifications. The PI should 
review the requests and authorise as applicable. Authorised staff 
will receive an email and also have a notification on Edge.  
 

4.5.5. Staff must only work on the study after receiving approval and after 
the start date.  
 

4.5.6. The delegation log should be updated when a person’s involvement 
has changed or ended, for if the staff member has left the trust.  
 

4.5.7. The process is recommended for all studies where the sponsor is in 
agreement. The use of an electronic means of documenting 
delegated roles and responsibilities is much easier to manage, 
enables better oversight and is fully auditable. The delegation logs 
can also be saved and printed in pdf format should the need arise. 

 

4.6. Rotation 
 

4.6.1. During the normal running of a study, staff leave and the 
department may take on new staff. The PI should update the 
delegation log, adding dates to when staff leave and undertaking 
the steps described above to ensure duties are appropriately 
delegated to new staff. 
 

4.6.2. In some instances senior staff from supporting services may ask for 
evidence that a staff member has been delegated a duty. For 
example, pharmacy may ask to see a copy of the delegation log for 
evidence that a person has been delegated the duty of prescribing 
study medication. In all instances the PI or delegate must provide 
the evidence as soon as possible to ensure there are no delays with 
executing the study protocol. 

 

5. Dissemination and Implementation 
 

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

5.2. The process for publishing, disseminating and implementing all R&D 
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. 
 

5.3. 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 R&D 
SOP 01 Preparation, Approval, Review and Issue of R&D policies and 
Standard Operating Procedures (available on the RCHT Trust Documents 
Library & Edge). 
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5.4. Training and Education  
 

5.4.1. All research staff at RCHT are expected to undertake appropriate 
training in accordance with the R&D GCP training policy, (R&D Pol 
02, available on Edge). Formal training in GCP will provide 
sufficient understanding of implementing the standards and 
processes described in Section 6. Additional specific training 
sessions are available on request to the QMS Manager (contact 
details available on the Research & Development Webpages of the 
RCHT website).  
 

5.4.2. 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 of SMT.  

 

6. Monitoring compliance and effectiveness  
 

Element to be 
monitored 

The standards and processes described in Section 6 will undergo audit in 
accordance with R&D SOP 10 Monitoring and Audit, available in the 
documents library 
 
The QMS Manager will be responsible for the compliance of this R&D 
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 R&D 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 R&D risk-based audit and monitoring process directed through 
the SMT (governance) meetings  

 
Reporting 
arrangements 

The QMS Manager will inform the R&D 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. 
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7. Updating and Review 
 

This R&D procedural document will be reviewed no less than every three years by 
the R&D 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). 
 

8. Equality and Diversity  
 

8.1. 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. 
 

8.2. Equality Impact Assessment 
The Initial Equality Impact Assessment Screening Form is at Appendix 2. 

 

http://www.rcht.nhs.uk/GET/d10268876
http://www.rcht.nhs.uk/GET/d10268876
http://intranet-rcht.cornwall.nhs.uk/shelf/equality-and-diversity/
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Appendix 1. Governance Information 

Document Title 
Delegation of Research Duties 03 - Research 
and Development Standard Operating Procedure 
V4.0 

This document replaces (exact 
title of previous version): 

RD&I SOP 03 Delegation of Research Duties 
V3.0 

Date Issued/Approved: 01 June 2021 

Date Valid From: June 2021 

Date Valid To: June 2024 

Directorate / Department 
responsible (author/owner): 

Dr N Morley, Assistant Research Manager, R&D 

Contact details: 01872 256429 

Brief summary of contents 
Defines R&D procedures for the delegation of duties 
to staff involved in research study hosted at RCHT 

Suggested Keywords: 

Standard Operational Procedure  
Research and Development 
R&D SOP  
Site File 
R&D policy 

Target Audience 
RCHT CFT KCCG 
✓   

Executive Director responsible 
for Policy: 

Director of Research 

Approval route for consultation 
and ratification: 

R&D SMT 

General Manager confirming 
approval processes 

Dr Duncan Wheatley, Director of Research 

Name of Governance Lead 
confirming approval by specialty 
and care group management 
meetings 

Dr N Morley, Assistant Research Manager, R&D 

Links to key external standards 

UK Policy Framework for Health and Social care 
Research 
 
The Medicines for Human Use (Clinical Trials) 
Regulations 2004 (SI1031) and subsequent 
amendments. 
 
The ICH Harmonised Tripartite Guideline – Guideline 
for Good Clinical Practice E6 (R2) (ICH GCP). 

 

Related Documents: 
The document listed below is available via the trust 
documents library 
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Trust Policy for the Development and Management of 
Knowledge, Procedural and Web Documents (The 
Policy on Policies) 
 
Equality, Diversity & Human Rights Policy  
 
The associated document listed below are 
available on Edge 
 
▪ R&D SOP 01 Preparation, Approval, Review 

& Issue of R&D Policies and Standard 
Operating Procedures 

▪ R&D SOP 08 Non-compliance Reporting 
▪ R&D SOP  10 Monitoring and Audit 
 
▪ R&D Pol 02 GCP Training Policy 
 
▪ R&D AD 07 Glossary of Terms 
▪ R&D AD 14 Audit Report Form 
▪ R&D AD 26 Delegation Log 

 

Training Need Identified? 
Staff may need help, support or training with 
obtaining access to the documents folder of Edge 

Publication Location (refer to 
Policy on Policies – Approvals 
and Ratification): 

Internet & Intranet 
✓ 

Intranet Only 
 

Document Library Folder/Sub 
Folder 

Research and Innovation 

 

Version Control Table  

Date 
Version 

No 
Summary of Changes 

Changes Made by 
(Name and Job 

Title) 

01/07/2014 V1.0 Complete revision to reflect current practice 
Dr N Morley 
R&D ARM 

27/04/2017 V2.1 ‘Policy Under review’ label added.   

Helen Holman 
Data Quality and 
Project Monitoring 
Officer 

01/08/2017 V3.0 
Complete rewrite to align with Trust policies 
 

Dr N Morley 
R&D ARM 

01/06/2021 V4.0 

Three-year review. Updated with policies and 
new details regarding electronic means of 
delegating duties 

Dr N Morley 
R&D ARM 

 
All or part of this document can be released under the Freedom of Information 

Act 2000 
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This document is to be retained for 10 years from the date of expiry. 

This document is only valid on the day of printing 

 

Controlled Document 

This document has been created following the Royal Cornwall Hospitals NHS Trust 

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

Documents (The Policy on Policies). It should not be altered in any way without the 

express permission of the author or their Line Manager. 
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Appendix 2. Equality Impact Assessment 
 

Section 1: Equality Impact Assessment Form 

Name of the strategy / policy /proposal / service function to be assessed 
Delegation of Research Duties 03 - Research and Development Standard Operating 
Procedure V4.0 
 

Directorate and service area: 
Research and Development 
 

Is this a new or existing Policy? 
Existing 

Name of individual/group completing EIA 
Dr Nick Morley, Assistant Research Manager 
 

Contact details: 
01872 256429 

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 R&D processes are 
consistent with research standards, legislation, good clinical 
practice and Trust policies.  

3. Policy 
Intended 
Outcomes 

Effective control of R&D 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 list any 
groups who have 
been consulted 
about this 
procedure. 
 

Workforce  Patients  
Local 
groups 

External 
organisations 

Other  

X     

Please record specific names of groups: 

R&D Senior Management Team  

R&D Study Set Up team 

R&D delivery teams including research nurses and research 
administrators 

c). What was the 
outcome of the 
consultation?  

The policy is required and forms one of a series of procedural 
documents (R&D 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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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. 

Are there concerns that the policy could have a positive/negative impact on: 

Protected 
Characteristic 

Yes No Unsure Rationale for Assessment / Existing Evidence 

Age 
 X   

Sex (male, female 
non-binary, asexual 
etc.)  

 X   

Gender 
reassignment  X   

Race/ethnic 
communities 
/groups 

 X   

Disability  
(learning disability, 
physical disability, 
sensory impairment, 
mental health 
problems and some 
long term health 
conditions) 

 X   

Religion/ 
other beliefs  X   

Marriage and civil 
partnership  X   

Pregnancy and 
maternity  X   

Sexual orientation 
(bisexual, gay, 
heterosexual, lesbian) 

 X   

If all characteristics are ticked ‘no’, and this is not a major working or service change, 
you can end the assessment here as long as you have a robust rationale in place. 

I am confident that section 2 of this EIA does not need completing as there are no highlighted 
risks of negative impact occurring because of this policy. 
 

Name of person confirming result of initial 
impact assessment: 

Dr Nick Morley, Assistant Research Manager 

If you have ticked ‘yes’ to any characteristic above OR this is a major working or service 
change, you will need to complete section 2 of the EIA form available here: 
Section 2. Full Equality Analysis 
 
For guidance please refer to the Equality Impact Assessments Policy (available from the 
document library) or contact the Human Rights, Equality and Inclusion Lead 
india.bundock@nhs.net  

 

http://doclibrary-rcht-intranet.cornwall.nhs.uk/DocumentsLibrary/RoyalCornwallHospitalsTrust/ChiefExecutive/Templates/Section2FullEqualityAnalysis.docx
mailto:india.bundock@nhs.net

