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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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1. Introduction 
 

1.1 The International Council for Harmonisation (ICH), Good Clinical Practice 
(GCP) guidelines state that informed consent is an on-going process that must 
occur before any clinical trial-related procedures are conducted. The process 
consists of a document and a series of conversations between the clinical trial 
participant and the Principal Investigator (PI) and delegated health care 
professionals, as appropriate. 

 

1.2 After ensuring that the potential subject has understood the information, the 
physician or another appropriately qualified individual must then seek the 
potential subject’s freely-given informed consent, preferably in writing. If the 
consent cannot be expressed in writing, the non-written consent must be 
formally documented and witnessed.  
 

1.3 This document serves to demonstrate the compliance of the investigator and 
sponsor with all applicable regulatory requirements and with the standards of 
ICH GCP. It should be applied in association with the Trust Policy to Consent to 
Examination or Treatment available in the Documents Library. Following the 
processes described in this document will also assist the smooth running of the 
study and any future audit or inspection.  
 

1.4 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 filing of essential study documentation. This will ensure 
the R&D department meets best practice and the standards are applied to 
all research hosted at RCHT. 

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

 

2.3. Definitions / Glossary 

• Consent Form (CF) or Informed Consent Form (ICF) is an essential, 
controlled document required for capturing a participant’s willingness to 
participate in research. 

• Patient Information Sheet (PIS) or Patient Information Leaflet (PIL) is the 
written information, describing the research project and what participation 
would involve for patients.  

• 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. 

• 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.  
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3. Ownership and Responsibilities  
 

3.1. Role of R&D Director  
 

In addition to the responsibilities set out in R&D Preparation, Approval, Review 
and Issue of R&D Policies and Standard Operating Procedures (available 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 the Senior Management Team (SMT)  
 

In addition to the responsibilities set out in R&D Preparation, Approval, Review 
and Issue of R&D Policies and Standard Operating Procedures (available in the 
General Folder on Edge) the SMT 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 

• Monitoring and auditing 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 R&D 
Non-compliance Reporting (available in the General Folder on Edge) 

 

3.3. Role of Principal Investigator (PI)  
 

The PI is responsible for: 

• Ensuring all participants are approached and enrolled into the study in 
accordance with process that has received a favourable opinion from a 
National Research Ethics Committee (REC) 

• Assessing the capacity of the subject to freely consent or making suitable 
provision to ensure the subject’s will is adhered to 

• Ensuring the Consent Forms for all participants are complete and filed in 
accordance with the regulations, trust policies and the Principles of Good 
Clinical Practice 

• Ensuring the participant’s decision whether to participate is documented in 
the medical notes and enrolment logs in the site file and on Edge are 
maintained as required 
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• 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 is informed of recruitment and the Case Report Files 
are complete and accurate 

• Ensuring staff with delegated duties related to the standards and processes 
described in Section 6 have sufficient skills, training and qualifications to 
fulfil their duties in accordance with the principles of Good Clinical Practice 

• Providing monitors, auditors and regulators supervised access to the study 
files and documentation 

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

3.4. Role of the Person obtaining informed consent 
 

The person obtaining informed consent is responsible for: 

• Having appropriate training, skills or experience to undertake the process 
described Section 6, Standards and Practice 

• Having appropriate knowledge of the protocol and care pathways involved 
in the study 

• Ensuring the environment is appropriate for the initial and subsequent 
meetings with the subject 

• Ensuring the subject is given sufficient information at an appropriate level to 
be able to weigh up the risks and benefits of participating in the study 

• Ensuring the subject is encouraged to consult with friends, relatives or other 
healthcare professionals as required and for as long as practical to come to 
a decision on whether to participate  

• Ensuring the subject is not coerced into the study 

• Ensuring the process is documented in the subject’s medical records and 
where applicable, signing and dating the informed consent form (ICF) 

• Ensuring the PI is informed of the decision and the enrolment logs in the 
site file and on Edge are updated 

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

• Supporting monitors, regulators and auditors with queries relating to the 
consent process 
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3.5. Role of Team leader 
 
The Team Leader is responsible for: 

• Supporting the PI to ensure all staff involved in the study 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 training needs for RCHT staff involved in the standards and 
processes described in Section 6 

• Liaising with RCHT staff in all locations to identify and alert the PI and study 
team of potential participants 

• Ensuring the medical records are updated in a timely fashion to document 
the consent process 

• Ensuring recruitment details of the study are updated on Edge 

• Ensuring the Research Administrator or Clinical Research Administrator 
update the enrolment log and CRFs where applicable 

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

• Providing monitors, auditors and regulators supervised access to the study 
files and documentation 

• Supporting monitors, regulators and auditors with queries relating to the 
consent process 

 

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

• Supporting the PI and Team Leader to ensure all staff involved in the 
consent process 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 medical records are updated in a timely fashion to document 
the consent process 

• Updating recruitment details of the study on Edge to ensure the data is 
complete and accurate 

• Supporting the Research Administrator or Clinical Research Administrator 
to ensure the enrolment logs and CRFs are complete 

• Ensuring the sponsor is made aware of recruitment in real time 

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

• Supporting the PI and Team Leader to ensure monitors, auditors and 
regulators have supervised access to the study files and documentation as 
directed 



 

Consent to Participate in Research 04 Research and Development Standard Operating Procedure V4.0 

Page 9 of 21 

• Supporting monitors, regulators and auditors with queries relating to the 
study files and documentation 

 

3.7. Role of Research Administrator or Clinical Research 
Administrator 

 

The Research Administrator or Clinical Research Administrator is responsible 
for:  

• Supporting the PI and Team Leader to ensure all staff involved in the 
consent process 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 contains the latest REC approved version 
of the Informed Consent Form and Patient Information Sheets 

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

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

• Supporting the PI and Team Leader to ensure monitors, auditors and 
regulators have supervised access to the study files and documentation as 
directed 

• Supporting monitors, regulators and auditors with queries relating to the 
study files and documentation 

 

3.8. Role of the Individual 
 
The Individual is responsible for:  

• Fulfilling the duties, responsibilities and obligations delegated by the PI 

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

• Supporting the PI and Team Leader to ensure monitors, auditors and 
regulators have supervised access to the study files and documentation as 
directed 

• Supporting monitors, regulators and auditors with queries relating to the 
study files and documentation 

 

4. Standards and Practice 
 

4.1. Identifying potential participants 
 

4.1.1. It is essential for the success of the study that sufficient participants 
are enrolled. During the feasibility stage the PI should have agreed 
with the sponsor to recruit a specific number of eligible participants.  
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4.1.2. The patient population or participant group should be defined in the 
protocol. The PI and other staff involved in the study should have a 
process in place to be made aware of potential participants 
(subjects). For example, subjects could be identified at Multi-
Disciplinary Meetings (Clinical MDTs), or during scheduled 
Outpatient Clinics or admission through the Emergency 
Department. 
 

4.1.3. It is important that at this point no research processes or 
procedures are undertaken beyond those attributed to the standard 
of care pathway. 

 

4.2. Approaching Potential Participants 
 

4.2.1. The process of approaching subjects should be described in the 
Integrated Research Application Service (IRAS) application and 
may be described in the study Protocol.  In all instances the 
approach must be within the terms set out by the sponsor following 
a favourable opinion from a Research Ethics Committee (REC) 
where applicable.  
 

4.2.2. An initial meeting should be arranged between the subject and the 
PI or person delegated to undertake the consent process. The initial 
meeting should be face to face unless otherwise agreed and 
approved by ethics. The PI or delegate should encourage the 
participant to bring a friend or adult relative for support, particularly 
for research involving intervention or treatment. 
 

4.2.3. The potential participant can also be signposted to other sources of 
information regarding consent at the Trust including:  

• Your consent to treatment (RCHT Information Leaflet no. RCHT 
1122) available on the public area of the Trust Document Library.  

• Patient Advice and Liaison Service (PALS) can provide, on 
request, signposting to a range of services related to giving 
patients, relatives and carers information.  

4.2.4. The PI or delegate should ensure that a nurse or chaperone is 
available if applicable for the initial (and subsequent visits) for lone 
females or where this is an expectation for potential participants 
with certain religious beliefs or from certain cultures. 

 

4.3. Initial Meeting 
 

4.3.1. At the initial meeting the person obtaining informed consent should 
make every effort to create a comfortable and relaxed environment. 
They must ensure they are familiar with all aspects of the study as 
described in the latest version of the protocol and allow sufficient 
time to inform the subject of the risks, inconveniences, significance 
and implications of participation in the study. 
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4.3.2. For clinical trials of an investigatory medicinal product (CTIMP) the 
information must be set out in a version controlled, written 
information sheet which has received a favourable ethical opinion. If 
a non-medic is undertaking the consent process a medic with the 
knowledge of the protocol must be on hand to provide guidance and 
answers.  
 

4.3.3. Both the informed consent discussion and the written information 
should include explanations of the following where applicable: 

• The purpose of the study, that it involves research and the aspects 
which are experimental 

• The study treatments and the probability for random assignment to 
each treatment  

• The study procedures to be followed, including all invasive 
procedures 

• The subject's responsibilities 

• The reasonably foreseeable risks or inconveniences to the subject 

• The reasonably expected benefits or made aware if none 
expected 

• The alternative procedures or course of treatment that may be 
available to the subject, and their important potential benefits and 
risks including any payment 

• The compensation or treatment available to the subject in the 
event of trial-related injury 

• The anticipated expenses, if any, to the subject for participating in 
the study  

• That participation is voluntary, the subject may refuse to 
participate or withdraw from the study, at any time, without penalty 
or loss of benefits to which the subject is otherwise entitled  

• The subject’s medical notes may be accessed by representatives 
from the sponsor, RCHT and the regulatory authorities but 
confidentiality will be respected 

 

4.3.4. For participants whose first language is not English, translators 
should be available. The written information should be made 
available in a language the subject can understand. This may 
include the use of British Sign Language. The Investigator should 
also consider that translators and people skilled in British Sign 
Language may be required for every visit if the participant is 
enrolled into the research study.  Translators are required to be 
appropriately skilled and cannot be a member of the family. 
 

4.3.5. Details of arrangements for accessing interpreting and translation 
services can be found in the RCHT Interpreting and Translation 
Services Policy, which is available on the Trust intranet documents 
library. Changes to the Patient Information literature must be 
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agreed by the sponsor and may require a favourable ethical 
approval before use. 
 

4.3.6. For subjects with communication or comprehension difficulties, the 
information should be conveyed in a level accessible to the subject. 
For example, information can be read to subjects with a visual 
impairment providing a witness is present. For subjects with 
communication difficulties a relative or independent advocate can 
support the subject during the initial and subsequent meetings.  

 

4.4. Capacity 
 

4.4.1. Adults are assumed to have capacity unless the person obtaining 
consent has reason to believe otherwise. Where doubt exists, the 
PI (or another experienced and independent person) should 
formally assess the capacity of the individual in accordance with 
RCHT Policy to Consent for Examination or Treatment (available on 
the documents library). A patient is deemed to lack legal capacity to 
consent or refuse only when they cannot be helped to reach their 
own decision, for example with the use of memory aids or sign 
language.  
 

4.4.2. For subjects who lack capacity a legal personal representative such 
as relative (if available), otherwise a professional legal 
representative) could be consulted about the subject’s participation.  
 

4.4.3. The person obtaining consent should be satisfied the legal 
representative is undertaking the consent process on behalf of the 
subject and not expressing their own views and opinions. 
 

4.4.4. In respect of minors (subjects aged 16 or under) a full explanation 
of the study including the objectives, risks, inconveniences and all 
the conditions associated with the study must be given to the 
person with parental responsibility for the minor in order that they 
provide consent for the minor to participate in the study. If the 
parent cannot be contacted due to the emergency nature of the 
treatment provided, then a legal representative can be consulted. It 
is important for the minor to be given information regarding the 
study according to their level of understanding (from staff that has 
experience in dealing with minors) and the person taking consent 
must respect their wishes. 
 

4.5. Emergency settings 
 

The Medicines for Human Use (Clinical Trials) Regulations allows for 
incapacitated adults and minors to be recruited onto a clinical trial without 
approval of a legal representative: 

• Where an investigatory medicinal product (IMP) needs to be “administered 
urgently” and it is not “reasonably practicable” to obtain consent from a legal 
representative in accordance with the REC approved protocol.  
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• An example would be a study investigating the efficacy of a new stroke IMP 
that needs to be administered as soon as possible after a stroke and patient 
has been admitted into RCHT unconscious. 

 

4.6. Consultation 
 

4.6.1. The subject must be given adequate time, usually at least 24 hours 
or as mandated by the most recent REC-approved protocol 
(dependent on diagnosis and urgency to treat), to weigh up the 
risks and benefits of participating in the study.  
 

4.6.2. The subject must be encouraged to read the information and to 
discuss with any family and friends, or other healthcare professional 
such as GP (if applicable), to determine whether to participate.  
 

4.6.3. The subject must be given the opportunity to ask further questions 
and must not be coerced to participate in the study.  

 

4.7. Documentation 
 

4.7.1. Whatever the decision of the participant the process should be 
described in the subject’s medical notes as they occur and in 
sufficient detail to provide a clear narrative of the events. 
 

4.7.2. For CTIMPs, informed consent must be evidenced in writing. After 
the subject has had time to read the information sheet and has had 
all the questions regarding participation answered to their 
satisfaction, the person obtaining informed consent should invite the 
subject to document their willingness to adhere to research 
requirements by writing their initials beside each point on the latest 
REC-approved version of the informed consent form (ICF). The 
subject should then document their willingness to participate in the 
study by signing and dating the ICF. The ICF must be personally 
signed and dated by both the subject and the person obtaining 
informed consent and both should print their names beside the 
signatures. 
 

4.7.3. Some studies may have additional optional processes involved in a 
sub study, such as providing samples for translational research or 
participating in pharmacokinetic mapping. In such instances the 
consent of the subject should be freely given following the same 
processes for each study and sub-study as described above.  
 

4.7.4. For the consent to be valid the research participant must always be 
able to communicate their decision. If the person is unable to sign 
or to mark the consent form to indicate their consent, then consent 
may be given orally in the presence of at least one witness, usually 
a relative or patient advocate. The role of the relative or advocate in 
the consent process must be documented in the medical records. 
 

4.7.5. For subjects who lack capacity, the opinion of the patient’s 
representative about the subject’s enrolment should be formally 
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documented and a written and signed statement obtained in 
accordance with the RCHT Policy for the Consent to Examination or 
Treatment (available on the documents library). Subjects should not 
be enrolled into the trial if it is contrary to any form of statement 
made in advance by the participant whilst competent. This does not 
have to be in writing and the PI should take reasonable steps to find 
out if there are any advance wishes by consulting relatives. A 
subject’s ‘dissent’ must always be respected throughout. 
 

4.7.6. In the case of minors, the parent/legal guardian representative must 
sign the consent form. In cases where the child has been involved 
and is judged competent to give consent they should also sign the 
ICF. It is also good practice to document the child’s view where they 
are not judged competent to give consent. This may include a 
separate ‘Assent’ form or minor-specific ICF. 
 

4.7.7. After the ICF has been signed, the subject should receive a copy of 
the signed and dated consent form. A copy of the consent form and 
associated patient information documentation must also be placed 
in the subject’s medical notes and the original signed ICF placed in 
the study site file. 
 

4.7.8. Only after informed consent has been freely given can the PI or 
research team undertake any research activity or start the 
screening process to determine if the subject is eligible meeting all 
inclusion and none of the exclusion criteria. The PI or delegate must 
update Edge as soon as practicable with recruitment details. 
 

4.7.9. The PI or delegate should update the enrolment log and complete 
any documentation such as IVRS system required by the sponsor. 
 

4.7.10. For subjects who decline the opportunity to participate in the study, 
the person obtaining informed consent should thank the subject for 
their time and consideration, and proceed with standard care as 
appropriate. 
 

4.7.11. Consent is an on-going process; it does not end with a signature on 
a consent form. At each visit the subject should be assessed to 
determine if they are willing to continue. For example, during the 
treatment phase of a study the subject could be seen frequently and 
the study team should discuss any behaviour or comment that may 
indicate the subject is not willing to continue. Where visits are less 
frequent the study team should ask the subject if they are willing to 
continue. 

 

4.8. Re-consent 
 

A study may undergo frequent amendments. Where these can affect the 
subject’s participation the sponsor will seek to update the patient information 
and seek the subject’s willingness to continue by re-consenting. In such 
instances the patient should be given the latest information, sufficient time to 
weigh up the risks and benefits before providing evidence of their willingness to 
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continue by signing and dating the updated version of the consent form. The 
details should be documented following the same processes described above. 

 

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 all 
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 
Preparation, Approval, Review and Issue of R&D Policies and Standard 
Operating Procedures (available on the RCHT Trust Documents Library & 
Edge) 

 

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 in 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 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 Monitoring and Audit, will be used by the Audit and 
Project Monitoring Officer  
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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. 

 

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://intranet-rcht.cornwall.nhs.uk/shelf/equality-and-diversity/
http://intranet-rcht.cornwall.nhs.uk/shelf/equality-and-diversity/
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Appendix 1. Governance Information 
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Date Valid From: June 2021 

Date Valid To: June 2024 
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Contact details: 01872 256429 
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the governance requirements for developing, 
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R&D SOP  
Site File 
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Target Audience 
RCHT CFT KCCG 
✓   
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and ratification: 
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Dr Duncan Wheatley, Director of Research 
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confirming approval by specialty 
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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. 
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Guideline for Good Clinical Practice E6 (R2) (ICH 
GCP). 
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Related Documents: 

The document listed below is available via the 
trust documents library 
 
The document listed below is available via the 
trust documents library 
 
Trust Policy for the Development and Management 
of Knowledge, Procedural and Web Documents 
(The Policy on Policies) 
 
Equality, Diversity & Human Rights Policy  
 
Trust Policy for Consent to Examination or 
Treatment 
Your consent to treatment (RCHT Information 
Leaflet no. RCHT 1122) 
 
RCHT Interpreting and Translation Services Policy  
 
The associated document listed below are 
available on Edge 

• R&D SOP 01 Preparation, Approval, 
Review & Issue of R&D Policies & Standard 
Operating Procedures 

• R&D SOP 08 Non-compliance Reporting 

• R&D SOP  10 Monitoring and Audit 

• R&D AD 07 Glossary of Terms 

• R&D AD 14 Audit Report Form 

• R&D Pol 02 GCP Training Policy 

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 
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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 
Review and update in accordance with Trust 
policies 

Dr N Morley 
R&D ARM 

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

Act 2000 
 

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 
Consent to Participate in Research 04 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  

Age is considered differently for minors and older 
people who may have more communication or 
capacity issues. 

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

 X  
Patients would be offered a chaperone or a staff 
member of their preferred gender. 

Gender reassignment 
 X   

Race/ethnic 
communities 
/groups 

 X  Patients would be offered a chaperone. 

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

 X  

Fully accessible communication and information will 

be used where necessary. 

Capacity would be assessed to ensure consent to 
involvement is appropriate. 

Religion/ 
other beliefs  X  Patients would be offered a chaperone. 

Marriage and civil 
partnership  X   

Pregnancy and 
maternity  X  

There may be a restriction on pregnant or new 
mothers participating in some trials for safety 
reasons. 

Sexual orientation 
(bisexual, gay, 
heterosexual, lesbian) 

 X  
There should be no issues relating to sexual 
orientation. 

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
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