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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 Audit and monitoring provide the foundations to quality assurance, ensuring 
RCHT has a robust, risk based quality management system overseeing the 
delivery of research in accordance with the applicable standards, regulations, 
policies and guidelines.  

 

1.2 Research at RCHT will be audited against the Medicines for Human Use 
(Clinical Trials) Regulations 2004 (and subsequent amendments) where 
applicable; the principles set out in the UK policy framework for health and 
social care research; the principles of Good Clinical Practice; the R&D 
procedural documents (SOPs); RCHT policies and the study protocol.  

 

1.3 Monitoring of RCHT sponsored research will be conducted to ensure protocol 
compliance and the studies are conducted to the high standards expected by 
the Senior Research Management Team (SMT).  

 

1.4 The philosophy behind the processes described in this standard operating 
procedure is to support and, where necessary, educate the Principal 
Investigator (PI) and research staff working in all departments and specialities 
across the trust. This will reduce risk and help identify areas and systems for 
improving the standards of 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 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 RCHT staff involved in research at RCHT. 
 

2.3. Definitions / Glossary   

• Audit in respect of research at RCHT is a systematic and independent 
examination of the study related activities and documents to determine 
whether the evaluated study related activities were conducted, and the data 
recorded, analysed and accurately reported according to the protocol, 
sponsor’s SOPs, GCP and the applicable regulatory requirements. 

• Full study audit. This is the most comprehensive audit which will involve all 
aspects of a specific study. 

• Partial Audit A partial audit will involve an audit of a specific aspect or 
aspects of a study. For example, this could be an audit of the consent 
process or an audit of how a site file has been maintained. 

• Systems audit in respect of research is the systematic and independent 
examination of the systems, equipment and processes which support the 
research or the personnel involved in the research at RCHT. 
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• Monitoring is the on-going operational quality control of study 
implementation to ensure progress is on schedule to meet the study 
objectives. 

• QUAD: Quality Assurance Database, is an R&D bespoke innovation which 
serves as a database for audit reports and findings from monitoring and 
system’s reports. It is an Intranet Cornwall HMS based program.  

• Standard Operating Procedure (SOP) is a procedure document detailing a 
specific sequence of events that must or should 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.  

 

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) 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 

• Advising on the appropriate person to undertake investigation of a serious 
breach  

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: 

• Developing a risk-based audit plan and directing the QMS manager to 
undertake systems audit where concerns arise 

• Reviewing the monitoring log of findings and the audit reports to identifying 
themes and trends and general evidence of poor practice or failure of the PI 
and study team to maintain the principles of GCP 

• Instructing the QMS Manager to undertake audit where sub-standard 
practice is suspected  

• Ensuring adequate investigation of major findings and appropriate 
corrective actions are implemented to prevent or reduce recurrence 

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

• Ensuring adequate provision of training for staff to perform their delegated 
duties  
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• Ensuring episodes of non-compliance are processed in accordance with 
R&D SOP 08 Non-compliance Reporting (available in General Folder on 
Edge) 

• Escalating episodes of serious breach to ensure the appropriate authority is 
informed 

 

3.3. Role of Principal Investigator (PI) 
 

The PI is responsible for: 
 

• Taking urgent safety measures where appropriate to ensure the safety of 
the participants 

• Ensuring adequate provision of training for staff to perform their delegated 
duties in accordance with the protocol and they have the confidence to 
report suspected episodes of non-compliance 

• Providing monitors, auditors and regulators with 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) and the 
processes set out in Section 6 Standards and Practice 

• Ensuring all monitoring reports are read and sent at the earliest opportunity 
to SMT (via rch-tr.monitoring@nhs.net) and filed in the investigator site file 

• Responding to all findings in the monitoring and audit reports and ensuring 
all episodes of non-compliance are fully and appropriately investigated in 
accordance with R&D SOP 08 Non-compliance reporting (available in 
General Folder on Edge), within the timelines requested by the sponsor 
where practicable 

• Ensuring all major episodes of non-compliance are recorded on the Trust 
Incident reporting system (Datix) 

• Ensuring all suspected or confirmed serious breaches are reported 
immediately to the Research Manager or Director of Research (contact 
details available on the R&D web pages on the Trust Website) 

• Supporting monitors, regulators, auditors, investigators and other persons 
undertaking official duties related to audit and monitoring 

• Ensuring external monitors are given access to the Code of Conduct for 
Monitoring Visits (R&D AD 01, available in the general folder on Edge), are 
wearing an external visitor’s badge and have access to the monitor’s 
computer log in details  

 

3.4. Role of the QMS Manager 
 

The QMS Manager is responsible for: 

• Providing guidance and support to the Auditor to undertake audit on behalf 
of the SMT 

• Undertaking a risk assessment of all hosted clinical trials which involve an 
investigatory medicinal product (including advanced therapy medicinal 

mailto:rch-tr.monitoring@nhs.net
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products) and clinical trials involving a medical device  

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

• Presenting the findings and audit reports to the monthly SMT governance 
meetings 

• Ensuring all major episodes of non-compliance are investigated 

• Escalating a suspected or confirmed major episode which is classified as a 
serious breach  

• Presenting the spreadsheet of open studies to enable SMT to create an 
audit plan 

• Supporting monitors, regulators, auditors, investigators and other persons 
undertaking official duties related to audit and monitoring 

 

3.5. Role of the R&D Audit and Monitoring Officer 
 

The R&D Audit and Monitoring Officer is responsible for: 

• Undertaking audit or monitoring of research undertaken at RCHT on behalf 
of the SMT in accordance with the standards and practices described in 
Section 6 

• Maintaining the monitoring e-mail account and immediately escalating 
suspected major episodes of non-compliance 

• Uploading the findings from the monitoring reports into QuAD and 
submitting to the PI or delegated staff to respond  

• Assisting the PI or delegated staff with resolving issues and queries related 
to the findings in monitoring reports and verifying the completed actions 

• Providing the audit report to the PI and Team leader and assisting with 
queries related to the findings 

• Generating a spreadsheet of all open studies at RCHT and recording the 
dates of audit or monitoring against each study  

• Documenting the findings from the audit or monitoring reports and ensuring 
the reports are made available to the PI and governance SMT 

• Providing recommendations to the PI and SMT that would reduce the risk of 
non-compliance 

• Investigating episodes of non-compliance as directed by the SMT 

• Checking all outstanding actions relating to the findings in external 
monitoring reports and internal audits have been completed as directed by 
the SMT  

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

• Informing the PI of visits from external monitors and auditors. Ensuring 
subsequent reports are provided to the PI 
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• Supporting the PI to ensure adequate provision of training for staff to 
perform their delegated duties in accordance with protocol and have 
confidence to report suspected episodes of non-compliance 

• 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) and the standards 
and practice described in Section 6 

• Supporting the PI to ensure all report findings and confirmed episodes of 
non-compliance are fully and appropriately investigated 

• Supporting the PI to classify all episodes of non-compliance 

• Ensuring all monitoring reports are sent to SMT (via rch-
tr.monitoring@nhs.net) and filed in the investigator site file  

• Responding to all findings in the monitoring and audit reports and ensuring 
all episodes of non-compliance are fully and appropriately investigated in 
accordance with R&D SOP 08 Non-compliance Reporting (available in 
General Folder on Edge), within the timelines requested by the sponsor 

• Ensuring all major episodes of non-compliance are recorded on the Trust 
Incident reporting system (Datix) 

• Ensuring all suspected or confirmed serious breaches are reported 
immediately to the Research Manager or Director of Research (contact 
details available on the R&D web pages on the Trust Website) 

• Supporting monitors, regulators, auditors, investigators and other persons 
undertaking official duties related to audit and monitoring 

• Ensuring external monitors are given access to the Code of Conduct for 
Monitoring Visits (R&D AD 01, available in the general folder on Edge), are 
wearing an external visitor’s badge and have access to the monitor’s 
computer log in details  

 

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

• Informing the PI of visits from external monitors and auditors. Ensuring 
subsequent reports are provided to the PI 

• Informing the PI of all suspected or confirmed episodes of non-compliance 

• Supporting the PI and Team Leader to ensure all report findings and 
confirmed episodes of non-compliance are fully and appropriately 
investigated 

• Supporting the PI with classifying episodes of non-compliance 

• Ensuring all monitoring reports are sent to SMT (via rch-
tr.monitoring@nhs.net) and filed in the investigator site file  

• Responding to all findings in the monitoring and audit reports and ensuring 
all episodes of non-compliance are fully and appropriately investigated in 
accordance with R&D SOP 08 Non-compliance Reporting (available in 
General Folder on Edge), within the timelines requested by the sponsor 

mailto:rch-tr.monitoring@nhs.net
mailto:rch-tr.monitoring@nhs.net
mailto:rch-tr.monitoring@nhs.net
mailto:rch-tr.monitoring@nhs.net
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• Supporting monitors, regulators, auditors, investigators and other persons 
undertaking official duties related to audit and monitoring 

• Ensuring external monitors are given access to the Code of Conduct for 
Monitoring Visits (R&D AD 01a, available in the general folder on Edge), are 
wearing an external visitor’s badge and have access to the monitor’s 
computer log in details  

 

3.8. Role of Research Administrator or Clinical Research 
Administrator 

 
The Research Administrator or Clinical Research Administrator is responsible 
for:  

• Informing the PI of visits from external monitors and auditors. Ensuring 
subsequent reports are provided to the PI 

• Informing the PI of all suspected or confirmed episodes of non-compliance 

• Supporting the PI and Team Leader to ensure all report findings and 
confirmed episodes of non-compliance are fully and appropriately 
investigated 

• Supporting the PI with classifying episodes of non-compliance 

• Ensuring all monitoring reports are sent to SMT (via rch-
tr.monitoring@nhs.net) and filed in the investigator site file  

• Responding to all findings in the monitoring and audit reports and ensuring 
all episodes of non-compliance are fully and appropriately investigated in 
accordance with R&D SOP 08 Non-compliance Reporting (available in 
General Folder on Edge), within the timelines requested by the sponsor 

• Supporting monitors, regulators, auditors, investigators and other persons 
undertaking official duties related to audit and monitoring 

• Ensuring external monitors are given access to the Code of Conduct for 
Monitoring Visits (R&D AD 01a, available in the general folder on Edge), are 
wearing an external visitor’s badge and have access to the monitor’s 
computer log in details  

 

3.9. Role of the Data Officer 
 
The Data Officer is responsible for:  

• Informing the PI of visits from external monitors and auditors. Ensuring 
subsequent reports are provided to the PI 

• Informing the PI of all suspected or confirmed episodes of non-compliance 

• Supporting the PI and Team Leader to ensure all report findings and 
confirmed episodes of non-compliance are fully and appropriately 
investigated 

• Supporting the PI with classifying episodes of non-compliance 

• Ensuring all monitoring reports are sent to SMT (via rch-
tr.monitoring@nhs.net) and filed in the investigator site file  

mailto:rch-tr.monitoring@nhs.net
mailto:rch-tr.monitoring@nhs.net
mailto:rch-tr.monitoring@nhs.net
mailto:rch-tr.monitoring@nhs.net
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• Responding to all data queries in the monitoring and audit reports are 
resolved within the timelines requested by the sponsor 

• Supporting monitors, regulators, auditors, investigators and other persons 
undertaking official duties related to audit and monitoring 

 

3.10. Role of Supporting Service Lead 
 

The Supporting Service Lead is responsible for: 

• Informing the PI of visits from external monitors and auditors. Ensuring 
subsequent reports are provided to the PI 

• Informing the PI of all suspected or confirmed episodes of non-compliance 

• Supporting the PI and Team Leader to ensure all report findings and 
confirmed episodes of non-compliance are fully and appropriately 
investigated 

• Supporting the PI with classifying episodes of non-compliance 

• Ensuring all monitoring reports are sent to SMT (via rch-
tr.monitoring@nhs.net) and filed in the investigator site file  

• Responding to all findings in the monitoring and audit reports and ensuring 
all episodes of non-compliance are fully and appropriately investigated in 
accordance with R&D SOP 08 Non-compliance Reporting (available in 
General Folder on Edge), within the timelines requested by the sponsor 

• Supporting monitors, regulators, auditors, investigators and other persons 
undertaking official duties related to audit and monitoring 

 

4. Standards and Practice 
 

4.1. Audit Plan 
 

4.1.1. To have effective oversight of the research activity undertaken at 
RCHT, SMT will instruct the QMS Manager to create and maintain a 
risk-based audit plan.  
 

4.1.2. To generate a risk-based audit plan the QMS Manager will work with 
the Auditor or RCHT-appointed monitor to maintain a spreadsheet of all 
open studies. Studies will be filtered by category according to the IRAS 
classification. Priority will be given to studies which fall into the top four 
categories: 

 

1. Clinical Trials of an Investigatory Medicinal Product (CTIMPs) 

2. Clinical investigations or other studies of medical devices  

3. Clinical trial of a drug/device combination  

4. Other clinical trial or clinical investigation 

 

mailto:rch-tr.monitoring@nhs.net
mailto:rch-tr.monitoring@nhs.net
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4.1.3. Sponsored research will have priority over hosted research. Priority will 
also be given to research projects which: 

• Are open to recruitment 

• Have enrolled participants 

• Have inadequate monitoring arrangements or have not had a 
recent external monitoring visit 

• Concerns have been raised 

• Are the responsibility of a PI with limited experience or has limited 
access to support 

 
4.1.4. SMT will delegate oversight of monitoring and audit (including the audit 

plan) to the monthly SMT governance meetings.  
 

4.2. Audit types 
 

Studies and systems will be selected for audit in accordance with the plan 
described above (see 6.1).  

 

4.3. Full Study Audit 
 

4.3.1. At the direction of SMT or the discretion of the QMS Manager a study 
will be selected for a full study audit (see definitions 4.2 above). This will 
involve an audit of the site file with emphasis on version control and 
filing of essential documentation.  
 

4.3.2. A minimum of three recruited patients (where at least three have been 
recruited, using the formula n+1 where n is equal to the square root of 
all recruited patients) will be randomly selected for full audit. Source 
data verification and CRF completion will be audited. Protocol 
compliance will be audited against the source data, participant’s 
medical notes and involvement of supporting services. Where there are 
major findings (as described in R&D SOP 08 Non-compliance 
Reporting, available in Edge), the audit could be extended to more 
participants. 

 

4.4. Partial Audit 
 

4.4.1. At the direction of SMT or the discretion of the QMS Manager a study 
will be selected for a partial audit (see definitions above).  
 

4.4.2. A partial audit will involve an audit of a specific aspect or aspects of a 
study. For example, this could be an audit of the consent process or an 
audit of how a site file has been maintained. It could be an audit of the 
involvement of a supporting service in a particular study or the audit of 
the conduct of a specific person in a study. 
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4.5. System’s Audit 
 

4.5.1. At the direction of SMT or the discretion of the QMS Manager the Audit 
and Monitoring Officer may be asked to undertake a system’s audit (see 
definitions above).  
 

4.5.2. A system’s audit as the name implies (see definitions 4.3 above), has 
emphasis on the systems adopted by a researcher a team or a 
department. This could involve an audit of a process across several 
studies such as the consent process practiced by a delivery team, the 
approach to SAE reporting by a team or by all delivery staff in the 
department. This could be triggered by concerns or simply undertaken 
as a way of providing information for streamlining processes. 

 

4.6. The Audit 
 

4.6.1. Where possible the PI and Team Leader will be given at least 3 days 
advanced notice of the audit by the QMS Manager or another member 
of SMT. In all instances, every effort will be made to accommodate the 
requests of the PI and study team to ensure there is adequate space to 
audit the files and the staff have sufficient time to support the auditor.  
 

4.6.2. The auditor should work as autonomously and independently as 
possible. There is a balance to find where staff involved in the study are 
not unduly disturbed from their work but available to answer queries to 
support the audit.  
 

4.6.3. The PI and Team Leader should be given the scope of the audit in 
advance. They should be given advance notice of the files and details 
of which patients have been selected for audit so that arrangements 
can be made to ensure access to the files. In most instances the auditor 
will be able to request the medical notes of the participants and may 
even be able to undertake part or the entire audit remotely. 
 

4.6.4. The auditor should be provided with access to the participant trial packs 
which may be referred to as care plans, or source data sheets or how to 
sheets (see R&D WI 02 Source Data Worksheets, available in the 
General Folder on Edge). There should be a clear indication of which 
are the source documents, possibly in a source documentation log for 
any CTIMP or study using a medical device hosted at RCHT. 
 

4.6.5. The PI and Team Leader should be given advance notice if the audit 
involves a visit to a supporting service. This will enable the PI or Team 
Leader to provide the contact details and allow the auditor to liaise with 
the appropriate person to facilitate the visit.  
 

4.6.6. In the case of hosted research it is unlikely but not impossible that the 
auditor will need to visit another site. For example, this may be required 
for source data verification. However, a visit to a distant site is more 
likely for research sponsored by RCHT which is undertaken at other 
sites. To reduce costs and the potential need for audit, the Research 
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Manager or deputy must discuss the monitoring arrangements before 
agreeing to sponsor the study when the study is in development. 

 

4.7. The Audit Report 
 

4.7.1. The audit report, which can run into several pages, should be captured 
on QUAD (see definitions above). QUAD was developed to enable SMT 
governance to identify themes and trends in aspects of protocol and 
GCP non-compliance. QUAD requires a computer with intranet access 
although a paper Audit Report Form (available in general folder on 
Edge: R&D AD 14 Audit Report Form), can be used but the data must 
be transcribed into the database as soon as practicable. There are five 
stages to the audit report: 

 

1. Draft: RCHT auditor is preparing the report 

2. Published: report with the study team for review and response to 
the finding 

3. Responded: report with the auditor for verification 

4. SMT review: report with SMT for review 

5. Complete: the report has been signed off 

 
4.7.2. After drafting the audit report and entering the information into QUAD, 

the auditor will ‘Publish’ the report. This will grey out all areas of the 
report (except the findings) giving read only access and notification to 
the PI (or other named person) and delegated team members. 
Publishing the report will also notify the QMS Manager that the report 
has been generated.  
 

4.7.3. Both the QMS Manager and Team Leader (or other named person) 
must confirm receipt of the report. Delegated staff within the study team 
will be able to respond or challenge the findings but not overwrite them. 
The findings’ section is set into a series of columns. These are as 
follows: 

• Number  

▪ Each finding is numbered sequentially 

• Classification  

▪ The auditor will classify according to the R&D SOP 08 Non-
compliance Reporting criteria, as either minor, major, serious 
breach. Additional classifications include Recommendation 
and Not Applicable  

• Description  

▪ This describes the findings 

• Source  

▪ This is the section of the report where the finding was 
recorded and provides the source which the PI can use to 
investigate and respond 



 

Audit and Monitoring 10 Research and Development Standard Operating Procedure V2.0 

Page 15 of 25 

• Response comment  

▪ Here the Team Leader or delegate can write their response if 
required 

• Resolved  

▪ The PI or delegate should enter yes if resolved or no if on-
going 

• Verified  

▪ The Auditor can check and verify if directed by SMT 

• Verified comment  

▪ Here the auditor may provide commentary regarding 
verification if required 

 
4.7.4. The PI or delegate must record the response against each finding in 

QUAD. Major findings must be addressed immediately and all findings 
should be addressed within 4 weeks. Although the PI has responsibility, 
at the PI’s discretion the Team Leader can delegate the task of 
responding to the findings to a suitably qualified member of staff within 
the team. The responses are automatically saved.  
 

4.7.5. After all the findings have been addressed the PI or Team Leader can 
‘Send response’ and this will notify the QMS Manager and RCHT 
auditor that the audit report is in the verification stage. No further 
changes to the findings can be made after this by the study team. 
 

4.7.6. Verification can be recorded against each response on QUAD and a 
comment can be added if required (see 6.7.4 above).  
 

4.7.7. The responses will be reviewed by SMT during the governance 
meetings. SMT can determine if the responses are adequate or require 
further investigation. If SMT deem the response to be inadequate they 
can create a new finding within the report and republish which will send 
it back to the PI and Team Leader for correction.  
 

4.7.8. In addition to the QuAD report a summary of the audit is provided to the 
QMS manager who presents the finding to the monthly governance 
SMT where it can be formally recorded that the report has been 
reviewed. 
 

4.7.9. Only after SMT are satisfied that all findings have been adequately 
addressed can the report be signed off as complete which will prevent 
further changes to the report. A history of the changes is automatically 
recorded and can be used as an audit trail if required. 
 

4.7.10. SMT can also escalate findings to the Corporate Care Group Director or 
instigate a serious incident if deemed necessary. 
 

4.7.11. Over time QUAD will collect more reports. After the details of a study 
have been entered in QUAD, the details can be pulled into a new report 
and the new findings can be entered. This will save the auditor time in 
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reporting the findings of studies undergoing multiple monitoring and 
audits. 

  

4.8. External Monitoring Reports 
 

4.8.1. The study teams must forward a copy of their monitoring reports and 
follow up letters to the SMT. These should be e-mailed to rch-
tr.Monitoring@nhs.net as soon as they are received by the study teams. 

  
4.8.2. The study teams must continue to respond to all findings in the 

monitoring and audit reports, ensuring all episodes of non-compliance 
are fully and appropriately investigated in accordance with R&D SOP 08 
Non-compliance Reporting (available in General Folder on Edge), within 
the timelines requested by the sponsor in addition to updating QuAD. 

 
4.8.3. The RCHT auditor will maintain the monitoring e-mail account, file the 

findings in QUAD, assign a number to the report and save in a 
subfolder of the QMS for reference.  
 

4.8.4. The RCHT auditor will update the studies spread sheet with the date of 
the monitoring reports which will be used to form the basis of a risk-
based audit plan (see 6.1.2 above). If the monitoring reports are not 
submitted to SMT the study will have a higher risk of undergoing an 
internal audit. Incidences of where monitoring reports have not been 
forwarded to SMT will be treated as episodes of non-compliance and 
must be processed in accordance with R&D SOP 08 Non-compliance 
Reporting (available on Edge). 
 

4.8.5. The RCHT auditor will alert the QMS Manager or Research Manager 
(or other member of the SMT) to potential major findings recorded on 
the monitoring reports. The QMS Manager or other SMT staff member 
will seek further clarification and ask the PI or delegate to Datix the 
incident if applicable for appropriate investigation.  

 

4.9. RCHT Sponsored Research 
 

4.9.1. The likelihood is there are too many studies for undertaking monitoring 
for all studies within the resources. Most studies have only one or two 
sites, have little funding and are very low risk. So a risk based plan for 
monitoring home grown research involving the completing of risk 
assessments for actions. This could determine the monitoring 
arrangements for each study.  
 

4.9.2. Single site CTIMPs conducted at RCHT will undergo a risk assessment 
to determine if 100% monitoring is practicable. The expectation is that 
multicentre CTIMPS will have sufficient funding to be able to delegate 
monitoring to clinical trials unit.  
 

4.9.3. Where possible a site visit should take place after the FPFV to assess 
how well a site is undertaking the study. This would help identify and 
rectify issues early. 
 

mailto:rch-tr.Monitoring@nhs.net
mailto:rch-tr.Monitoring@nhs.net
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4.9.4. A risk based approach monitoring plan will be developed where funding 
restricts on-site monitoring. This could involve remote monitoring for 
suspected episodes of protocol non-compliance such as CRF 
completion, variation in screening, recruitment and SAE reporting. 
Where problems persist an audit will be conducted in accordance with 
the processes described as far as practicable. 
 

4.9.5. The oversight of RCHT sponsored research will be monitored through 
the Sponsor Oversight Committee. Concerns will be escalated to the 
SMT. 

 

4.10. Oversight  
 

4.10.1. At the monthly SMT governance meetings the members will review the 
log of findings from the internal audits and external monitoring visits. 
QUAD has been designed to facilitate the identification of themes and 
trends within teams and across the department.  
 

4.10.2. The findings will be categorised as follows: 

• SDV or Source Data Verification:  

▪ recording issues related to the source data  

• Consent:  

▪ recording issues regarding the consent process 

• Protocol:  

▪ recording episodes of study protocol non-compliance 

• Data Management:  

▪ recording issues related to the management of the study data 
and ISF management 

• Training, CV, GCP:  

▪ recording issues related to  qualifications, training and 
experience of staff involved in research 

• Delegation Log:  

▪ recording issues related to the delegation of duties  

• Safety Data:  

▪ recording issues related to patient safety and to determine if 
pharmacovigilance has been conducted in accordance with 
the protocol 

• IMP accountability:  

▪ recording issues related to IMP supplies and accountability 

• Other:  

▪ this section will capture issues not directly attributable to 
another category 
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4.10.3. Within these classifications, the findings will be subcategorised to 
provide more detail on specific aspects of the findings. For example, it 
will be possible to identify how many times consenting errors are related 
to consenter error or patient error, and how many are related to using 
the wrong version.  

 
4.10.4. It will be possible to identify poor practice in respect of a particular 

process by a particular team and support rapid investigation to help 
determine if this is wide spread or confined to the practice of just one or 
two individuals.  
 

4.10.5. The SMT members the response to the findings or delegate and seek 
further reassurance or investigation if appropriate. If SMT consider a 
series of minor findings to constitute a major episode of protocol non-
compliance they can direct the PI to Datix the findings or instruct the 
QMS Manager to Datix the findings for further investigation.  
 

4.10.6. Under certain circumstances where for example there is evidence or 
suspicion of poor practice, the SMT members may consider the findings 
sufficient to trigger a wider investigation and instruct the QMS Manager 
to undertake a systems audit.  

 

4.11. Escalation 
 

4.11.1. Concerns regarding episodes of non-compliance affecting research 
sponsored by RCHT are expected to be raised at the Sponsor 
Oversight Committee (SOC) meetings held fortnightly. SOC is 
accountable to SMT where issues and concerns can be escalated. SOC 
is attended by the Research Manager or Assistant Research Manager 
who can escalate urgent concerns outside of SOC. 
 

4.11.2. All staff members are encouraged to Datix poor practice and major 
episodes of protocol non-compliance (See R&D SOP 08 Non-
compliance Reporting, available in General Folder on Edge). The Datix 
incidents are assessed and incidents considered serious require 
expedited reporting and if deemed serious assigned an Investigating 
Officer. The outcome report is shared with the Kernow Clinical 
Commissioning Group. 
 

4.11.3. Patients can escalate concerns through the Patient Liaison Service 
where complaints and concerns will be reported on the Datix incidence 
register and investigated by an assigned officer. Staff who may have 
reservations about escalating concerns with their line manager or 
members of the SMT, are encouraged raise concerns through the 
Freedom to speak up campaign. Details are available on the trust 
Internet and Intranet web pages. 
 

4.11.4. The Research Manager or Assistant Research Manager, provides the 
Clinical Effectiveness Group, chaired by the Medical Director, with 
summary updates on governance issues affecting the department at 
six-monthly intervals. The Chief Executive and other executive Board 
members are in attendance. However, concerns or incidences can be 
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escalated tabled at any of the monthly meetings and if urgent escalated 
to the Head of Clinical Effectiveness for immediate attention.  

 

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 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.  
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6. Monitoring compliance and effectiveness  
 

Element to be 
monitored 

The standards and processes describes the process of monitoring and 
audit, of the R&D activity 
 
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/


 

Audit and Monitoring 10 Research and Development Standard Operating Procedure V2.0 

Page 21 of 25 

Appendix 1. Governance Information 

Document Title 

Audit and Monitoring 10 Research and 
Development Standard Operating Procedure 
V2.0 
 

This document replaces (exact 
title of previous version): 

R&D SOP 10 Audit & Monitoring V1.0 

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  
Information Governance Committee 
Care Group Management Board 

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 

 
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 02 Study Files and Filing for 
Hosted Research 

▪ R&D SOP 06 Archiving 

▪ R&D SOP 08 Non-compliance Reporting 

▪ R&D AD 01a Code of Conduct for 
Monitoring Visits 

▪ 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) 

15/08/2017 V1.0 Clarified ambiguity in paragraph 6.26 
Dr N Morley   QMS 

Manager 

01/06/2021  V2.0 
Review and update in accordance with 

RCHT policies 
Dr N Morley 
QMS Manager 

 

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 
Audit and Monitoring 10 Research and Development Standard Operating Procedure V2.0 
 

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  For all staff members.   

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

 X  For all staff members.   

Gender 
reassignment  X  For all staff members.   

Race/ethnic 
communities 
/groups 

 X  For all staff members.   

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

 X  For all staff members.   

Religion/ 
other beliefs  X  For all staff members.   

Marriage and civil 
partnership  X  For all staff members.   

Pregnancy and 
maternity  X  For all staff members.   

Sexual orientation 
(bisexual, gay, 
heterosexual, lesbian) 

 X  For all staff members.   

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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