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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 The UK Policy Framework for Health and Social Care Research (2017), clarifies 
the responsibilities of research sponsors and investigators with regards to 
research related adverse events in an attempt to forestall adverse events and to 
ensure when they occur that systems are in place to accurately report, record, 
and investigate them. 
 

1.3 The Medicines for Human Use (Clinical Trials) Regulations 2004 and 
subsequent amendments apply to all clinical trials involving Investigational 
Medicinal Products (IMPs) and specify, as do other regulations, the reporting 
requirements for research related adverse reactions. To breach these 
requirements constitutes a breach in criminal law and therefore the 
requirements to comply with this legislation are incorporated within this 
procedural document. 

 

1.4 In addition to the legal requirements this procedural document sets out the 
process for recording, reporting and resolving research-related adverse events 
for all research at RCHT. 

 

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 research-related adverse event reporting. 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 RCHT staff involved in research at RCHT. 
 

2.3. Definitions / Glossary 

• Clinical Trials of an Investigational Medicinal Product (CTIMP) 

• Adverse Event (AE) is any untoward medical occurrence in a participant 
that does not necessarily have a causal relationship with the study 
procedures. This includes unfavourable and unintended signs or symptoms 
(including an abnormal laboratory finding) and symptoms or disease 
temporally associated with the study procedure, medical device or 
investigatory medicinal product. 
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• Adverse Event of Special Interest (AESI) is an Adverse Event which has 
additional reporting requirements defined by the sponsor. 

• Adverse Reaction (AR) an untoward reaction associated with the protocol or 
study design, or an unintended response to a medical device. Or where a 
causal relationship between a medicinal product and the adverse event is at 
least a reasonable possibility i.e. the relationship cannot be ruled out. 

• Serious Adverse Event (SAE) or Serious Adverse Reaction (SAR) is 
defined as an AE or AR which: 

▪ Results in death 

▪ Is life threatening 

▪ Requires hospitalisation or prolongation of existing hospitalisation 

▪ Results in persistent or significant disability/ incapacity or 

▪ Results in a congenital anomaly or birth defect 

▪ Is otherwise considered medically significant by the 
Investigator/Sponsor (as identified by the Sponsor in the Protocol) 

• Suspected Unexpected Serious Adverse Reaction (SUSAR) can be defined 
as an event that is suspected as being related to the IMP under 
investigation, and is both serious and unexpected, the nature and severity 
of the event are not consistent with the information currently known about 
the medicinal product contained within the reference safety information 
(See definition 4.7). 

• Reference Safety Information (RSI) is the data recorded for the 
Investigatory Medicinal Product usually within the Investigator Brochure (IB) 
or the summary of product characteristics (SmP) 

• International Council for Harmonisation of Technical Requirements for 
Pharmaceuticals for Human Use, Good Clinical Practice (E6, R2) (GCP or 
ICH GCP) is an international ethical and scientific quality standard for 
designing, conducting, recording and reporting trials that involve the 
participation of human subjects   

• Medicines and Healthcare Products Regulatory Agency (MHRA) UK is the 
Competent Authority (CA) tasked with ensuring the regulations are strictly 
applied to the development of medicines used in clinical trials 

• Principal Investigator (PI) is the person who takes overarching responsibility 
for the conduct of the study at site, in this instance the site is the Royal 
Cornwall Hospitals NHS Trust (RCHT) 

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

• Case Report Files (CRF) are the files which contain transcribed information 
from the source data which is submitted to the sponsor for analysis. This 
data will help the sponsor answer the research questions. 

• 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 SOP 01 Preparation, Approval, 
Review and Issue of R&D Policies and Standard Operating Procedures 
(available in the General Folder on Edge and the Trust intranet documents 
library) 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 

• Supporting the Principal Investigator or Chief Investigator with assigning 
causality for Serious Adverse Event 

• Supporting the Senior Management Team in determining expectedness 
with SARs reported for RCHT sponsored research  

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 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 

• Supporting the Director of Research, Chief Investigator and Principal 
Investigator with assigning causality for Serious Adverse Events 

• Supporting the Director of Research in determining expectedness with 
SARs reported for RCHT sponsored research  

• 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 are reported in accordance with the 
standards and practice described in Section 6 

3.3. Role of Principal Investigator (PI)      
 

The PI has overarching responsibility for: 

• Reporting Adverse Events in accordance with the requirements of the 
sponsor and regulatory requirements 

• Reporting Serious Adverse Events on becoming aware of their occurrence 

• Assigning causality to Serious Adverse Events 
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• Ensuring all Adverse Events for participants in clinical trials of an 
investigatory medicinal product are recorded in the participant’s hospital 
notes 

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

• Providing monitors, auditors and regulators supervised access to the study 
files and filing in accordance with R&D SOP 02 Study Files and Filing for 
Hosted Research (available in General Folder on Edge) 

• Supporting monitors, regulators, auditors, investigators and other persons 
undertaking official duties with queries relating to episodes of non-
compliance 

3.4. Role of Team leader 
     

The Team Leader is responsible for: 

• Reporting Adverse Events in accordance with the requirements of the 
sponsor and regulatory requirements 

• Informing the PI of all serious adverse events on becoming aware of their 
occurrence 

• Ensuring all Adverse Events for participants in clinical trials of an 
investigatory medicinal product are recorded in the participant’s hospital 
notes 

• Supporting the PI to ensure adequate provision of training for staff to 
perform their delegated duties in accordance with the protocol  

• Providing monitors, auditors and regulators supervised access to the study 
files and filing in accordance with R&D SOP 02 Study Files and Filing for 
Hosted Research (available in General Folder on Edge) 

3.5. Role of Research Nurse 
   

The Research Nurse is responsible for: 

• Reporting Adverse Events in accordance with the requirements of the 
sponsor and regulatory requirements 

• Informing the PI of all Serious Adverse Events on becoming aware of their 
occurrence 

• Ensuring all adverse Events for participants in clinical trials of an 
investigatory medicinal product are recorded in the participant’s hospital 
notes 

• Supporting the Data Officers to ensure all Adverse Events are entered in 
the case report files in a timely manner 

• Supporting the team leader to ensure adequate provision of training for staff 
to perform their delegated duties in accordance with the protocol  

• Providing monitors, auditors and regulators supervised access to the study 
files and filing in accordance with R&D SOP 02 Study Files and Filing for 
Hosted Research (available in General Folder on Edge) 
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3.6. Role of Research Administrator or Clinical Research 
Administrator   

 

The Research Administrator or Clinical Research Administrator is responsible 
for:  

• Supporting the PI in gathering information for the completion of Serious 
Adverse Events 

• Supporting the PI, Team Leader and Research Nurse to document all 
Adverse Events in the participant’s hospital notes 

• Supporting the Data Officers to ensure all Adverse Events are entered in 
the case report files in a timely manner 

• Ensuring all serious report forms are filed in the site file and if sent to the 
sponsor (if delegated by the PI) 

• Supporting monitors, regulators, auditors, investigators and other persons 
undertaking official duties with queries relating to episodes of non-
compliance 

3.7. Role of Supporting Service Lead 
 

The Supporting Service Lead is responsible for: 

• Informing the PI of all Adverse Events 

• Supporting the PI in gathering information for the completion of Serious 
Adverse Events 

• Supporting the PI, Team Leader and Research Nurse to document all 
Adverse Events in the participant’s hospital notes 

• Supporting the Data Officers to ensure all Adverse Events are entered in 
the case report files in a timely manner 

3.8. Role of the Data Officer   
 

The Data Officer is responsible for:  

• Supporting the PI in gathering information for the completion of Serious 
Adverse Events 

• Supporting the PI, Team Leader and Research Nurse to document all 
Adverse Events in the participant’s hospital notes 

• Ensuring all Adverse Events are entered in the case report files in a timely 
manner 

• Ensuring all serious report forms are filed in the site file and if sent to the 
sponsor (if delegated by the PI) 

• Supporting monitors, regulators, auditors, investigators and other persons 
undertaking official duties with queries relating to episodes of non-
compliance 
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3.9. Role of the Individual  
 
The Individual is responsible for:  

• Supporting the PI in gathering information for the completion of Serious 
Adverse Events 

• Supporting the PI, Team Leader and Research Nurse to document all 
Adverse Events in the participant’s hospital notes 

• Supporting the Data Officers to ensure all Adverse Events are entered in 
the case report files in a timely manner 

• Ensuring all serious report forms are filed in the site file and if sent to the 
sponsor (if delegated by the PI) 

• Supporting monitors, regulators, auditors, investigators and other persons 
undertaking official duties with queries relating to episodes of non-
compliance 

4. Standards and Practice 
 

4.1. Identifying and recording Adverse Events 
 

4.1.1. Adverse Events (AEs) and Adverse Reactions (ARs) as defined in 
definitions (Section 4 above) should be recorded in the participant’s 
Case Report Forms (CRF) and hospital notes as and when the 
research team become aware of them, either at a study visit or between 
visits. 
 

4.1.2. Participation in a clinical trial should be clearly annotated in the 
participant’s medical notes to alert all staff as to the patient’s inclusion 
and facilitate reporting of all AEs and ARs whilst participating in a study. 
For some studies it may be easier to use a log for capturing, reporting 
and tracking AEs and ARs for individual participants. A template (R&D 
AD 28a) is available in the general folder on Edge. 
 

4.1.3. All research participants should be asked if they have experienced AEs 
and ARs since the previous visit or assessment. Any events identified 
should be documented in an unambiguous way. For example, the 
participant may say they ‘felt sick’, this can be interpreted in many 
ways: they felt nauseated, they have vomited or they may have felt 
unwell. These events should be clearly annotated in accordance with 
R&D SOP 09 Research Data Management, Protection & Verification 
(available in General Folder on Edge and the Trust intranet document 
library). 
 

4.1.4. The dates of the beginning and end of the event plus the start and stop 
times should be recorded in the participant’s hospital notes and CRF. If 
the participant cannot remember, then approximate dates and times 
should be recorded. 
 

4.1.5. The event should be graded for Intensity, Causality and Seriousness as 
per the Sponsor’s definition. Where RCHT is the Sponsor or, where no 
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sponsor policy exists, events should be graded for Intensity, Causality, 
Expectedness and Seriousness as per standard regulatory guidelines, 
although all RCHT sponsored research must have a detailed process 
for recording, assessing and reporting safety events. 
 

4.1.6. Any action taken in connection with the event should be recorded in the 
participant’s CRF and the hospital notes. The outcome of the event 
should be documented. All AEs and ARs on-going at completion of the 
study should be followed up as clinically indicated and as required by 
the protocol. 
 

4.2. Reporting Serious Adverse Events (SAE)  
 

4.2.1. In addition to the requirements already listed, the Investigator will inform 
the study sponsor immediately of becoming aware of an SAE and any 
other persons or bodies as stipulated by the sponsor or described in the 
protocol. 
 

4.2.2. Additionally, the RCHT Incident and Serious Incident Policy (available 
on the Trust documents library) should be referred to as research 
related incidents should be treated in the same way as other clinical 
and non-clinical incidents. 
 

4.2.3. A clear process for ensuring safety reporting for any CTIMP sponsored 
by RCHT must be in place and approved by the R&D SMT prior to any 
site being given the green light, this includes RCHT and satellite 
hospitals.  
 

4.2.4. Ideally, if sufficient funding is in place, safety reporting or 
pharmacovigilance should be contracted to a clinical trials unit for 
RCHT-sponsored CTIMPs, but oversight remains with the sponsor. 
 

4.2.5. All sponsors should define how SAEs are reported. An example of a 
research-related SAE Initial Report Form is available in the general 
folder on Edge (R&D AD 28b). Follow-up information should be sent as 
soon as the information is available of the initial report using the 
sponsor’s reporting format. In most cases the follow-up information is 
submitted on the same SAE reporting form with it clearly marked as 
initial or follow up accordingly. An example of the research-related SAE 
Follow-up Report Form is available in the general folder on Edge (R&D 
AD 28c). 
 

4.2.6. The above SAE reporting process is not required where the protocol or 
Investigator’s Brochure identifies the event as not requiring immediate 
reporting. However, the event or reaction must be followed up until 
resolved with full details recorded in the participant’s hospital notes. 
 

4.2.7. The sponsor should assess the SAE and where necessary liaise with 
the Chief Investigator. The sponsor cannot downgrade causality but can 
upgrade. The sponsor should also consult the Reference Safety 
Information (RSI) (see definitions, section 4.0 above) to determine 
expectedness for all Serious Adverse Reactions (SAR). If the sponsor 
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suspects the information is not consistent with the RSI, and is therefore 
unexpected, the episode must be treated as a suspected unexpected 
serious adverse reaction (SUSAR) (see Definitions, section 4 above). 
 

4.3. Reporting SUSARs 
 

4.3.1. The sponsor must report SUSARs to the Competent Authority and 
Research Ethics committee within strict timelines. In respect of 
SUSARs related to research sponsored by RCHT the R&D SMT will 
report all SUSARs as follows: 

• MHRA 

• Competent authorities of any EEA state other than the UK in which 
the study is being conducted 

• Ethics committee that granted approval for the study 

• The Chief Investigator 

4.3.2. SUSARs assessed as fatal or life threatening must be reported within 7 
days all other SUSARs within 15 days. 
 

4.4. Reporting medical device-related adverse incidents 
 

4.4.1. It is the Investigator’s responsibility to report all adverse incidents to the 
MHRA as soon as possible, including incidents where user error is 
suspected. Even minor safety or quality problems should be reported as 
these can help to demonstrate trends or highlight inadequate 
manufacturing or supply systems. 
 

4.4.2. Incidents should be reported to the MHRA as soon as the Investigator 
becomes aware that they have led to: 

• Death or if it were to occur again, could lead to death 

• Serious injury 

• Medical or surgical intervention (including implant revision) 

• Hospitalisation 

• Unreliable test results 

4.4.3. These serious incidents should be reported by the fastest means 
possible. The study sponsor, the Ethics committee that gave approval 
and the RCHT R&D department must also be informed by the fastest 
means possible for serious events and be informed as soon as possible 
for all other events. Staff at RCHT can provide details either through the 
R&D monitoring email account (rch-tr.monitoring@nhs.net) or sponsor 
email account (rcht.sponsor@nhs.net). 
 

4.4.4. The preferred method for informing the MHRA is by using the online 
form on the MHRA website (www.mhra.gov.uk). For serious incidents 
only (i.e. incidents which have led to death, serious injury or serious 

mailto:rch-tr.monitoring@nhs.net
mailto:rcht.sponsor@nhs.net
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public concern) investigators can inform the MHRA by telephone. 
Written information must follow. 
 

4.4.5. Reports can also be sent by e-mail, fax or post. Forms can be 
downloaded from the MHRA website. 
(https://www.gov.uk/government/organisations/medicines-and-
healthcare-products-regulatory-agency) 

 
4.4.6. The device should be quarantined and should not be repaired, returned 

to the manufacturer or discarded until the MHRA has been given the 
opportunity to carry out an investigation. The MHRA will advise when it 
is necessary to submit a device for examination and how it should be 
sent to them. 

4.5. Additional Reporting  
 

4.5.1. At the conclusion of a study, all AEs, ARs, and SUSARs occurring 
during a study must be subject to statistical analysis and that analysis 
and subsequent conclusions will be included in the final study report. 
 

4.5.2. For all IMP studies sponsored by RCHT, one year following the granting 
of a Clinical Trials Authorisation (CTA) certificate, and thereafter 
annually, the Chief Investigator must compile a Development Safety 
Update Report (DSUR) consisting of: 

• A list of all SARs, which have occurred during that year – (including 
sites outside of the UK) 

• Include SARs relating to an IMP used as a placebo or reference 
drug 

• A report on the safety of the participants on the studies 

4.5.3. It is expected the report will form part of the duties outsourced to a 
clinical trials unit. The reports must be sent to the: 

• MHRA 

• Sponsor 

• Competent authorities of any EEA state other than the UK in which 
the study is being conducted 

• The Sponsor must periodically send all investigators the SUSAR 
reports 

4.5.4. If a study closes prematurely, it is the responsibility of the Chief 
Investigator to report this within 15 days to the following: 

• The Ethics Committee that granted approval 

• The MHRA 

• R&D department 

4.5.5. In addition to the expedited reporting of SAE and SAR’s, Investigators 
must also report AEs of special interest, (see Definitions, section 4 
above) which are abnormalities critical to the safety evaluation of the 
study that have been identified as such in the study protocol. 

https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency
https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency
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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).   

 

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.  
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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 Audit and Monitoring, 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. 

 

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 

Research-related Adverse Event Reporting 05 
Research and Development Standard Operating 
Procedure V4.0 
 

This document replaces (exact 
title of previous version): 

RD&I SOP 05 Research Related Adverse Event 
Reporting 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 procedural documents and outlines 
the governance requirements for developing, 
approving, and publishing such documents 

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 
Web Content Management group  

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). 
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Related Documents: 

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  
 
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 
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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 2 Year Review 
 Dr N Morley 
R&D ARM 

01/07/2014 V2.0 
Complete revision to reflect current 
practice 

Dr N Morley 
R&D ARM 

27/04/2017 V3.0 ‘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 
Update and review to align to updates in 
laws and 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. 



 

Research-related Adverse Event Reporting 05 Research and Development Standard Operating Procedure V4.0 

Page 19 of 20 

Appendix 2. Equality Impact Assessment 
 

 

Section 1: Equality Impact Assessment Form 

Name of the strategy / policy /proposal / service function to be assessed 
Research-related Adverse Event Reporting 05 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 
 



 

Research-related Adverse Event Reporting 05 Research and Development Standard Operating Procedure V4.0 

Page 20 of 20 

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

