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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 International Council for Harmonisation of Good Clinical Practice (ICH GCP) 
guidelines define the study documents that are required to be filed as ‘those 
documents which individually and collectively permit evaluation of the conduct 
of the trial and the quality of the data produced’. 
 

1.2 This document serves to demonstrate the compliance of the investigator and 
sponsor with all applicable regulatory requirements and with the standards of 
ICH GCP. Following the processes described in this document will also assist 
the smooth running of the study and any future audit or inspection. 

 

1.3 The Medicines for Human Use (Clinical Trials) Amended Regulations 2006 
further outlines the required documentation for Clinical Trials of Investigational 
Medicinal Products (CTIMP) studies as well as the archiving requirements. 

 

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 processes to ensure 
information is managed in accordance with the applicable laws and policies 
and to protect the confidentiality of research participants. 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 hosted research at RCHT and all staff involved in 
research at RCHT. 
 

2.3. Definitions / Glossary 

• CRO or Contract Research Organisation is the company, usually an 
independent, commercial company, who is contracted to manage part or all 
of a research project on behalf of a sponsor. The sponsor can delegate 
duties to the CRO but cannot delegate responsibilities. 

• The Integrated Research Application System (IRAS) is an electronic 
database holding the details of previous research study applications to the 
Heath Research Authority and Research Ethics Committee. The IRAS form 
is completed by the Chief Investigator or Researcher and authorised by the 
Sponsor. 

• Source Data, for research purposes, is the place where the data is first 
recorded. For interventions involving patients in a clinical trial it should be 
the medical notes. 

• Source Data Verification (SDV) involves checking the data entered into the 
CRFs against that in the original source records e.g. patient’s hospital files 
for accuracy.  

• CTIMP is a Clinical Trial of an Investigatory Medicinal Product (IMP). 
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• NIMP or non-investigatory medicinal product. These are usually licensed 
drugs which are taken in conjunction with the IMP. For example if an IMP is 
known to cause hypertension, the sponsor may insist on a specific anti-
hypertensive being prescribed with the IMP.  

• EHR e-notes or electronic health records. These are catch-all terms for 
electronic medical notes. 

• Aria is the electronic system at RCHT which provides pharmacy with 
chemotherapy and oncology treatment regime and provides guidance to the 
chemotherapy nurses for administering treatment. It enables the capture of 
clinical assessments and other events such as the recording of vital signs 
and the capture of adverse events prior, during and after administration of 
IMP.  

• Case Report Files (CRF) or Electronic Case Report Files (eCRF) are the 
data collection tools, which enables study data to be statistically analysed 
for supporting or rejecting the study hypothesis. 

• 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.  

 

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 through General Folder on Edge) the Director is responsible for: 

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

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

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

 

3.2. Role of Senior Management Team (SMT)  
 

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

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

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

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

• Ensuring a data management risk assessment is undertaken for all 
research projects which fall within the type of research classified in the top 
four categories of question 2 of the IRAS filter question. 

 

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

• Undertaking protocol and compatibility checks prior to the start of the study 

• Ensuring all staff involved in the study have access to the appropriate files 
and documents to perform their function and undertake all the procedures in 
the protocol as delegated 

• Ensuring all staff are adequately trained to perform their roles before 
undertaking any delegated duty (see R&D SOP 03 Delegation of Research 
Duties, available in the general folder on Edge) 

• Checking the medication regime including IMP prior to pharmacy uploading 
onto Aria if applicable  

• Identifying where source data is going to be recorded and signing off 
investigation reports and laboratory results 

• Ensuring no patient identifiable data is shared with the sponsor other than 
that agreed and approved by Ethics  

• Supporting the auditor and monitor with source data verification 

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

 

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

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

• Ensuring the fulfilment of the duties delegated by the PI regarding the 
standards and processes described in Section 6 

• Identifying staff with appropriate skills and experience to support the PI to 
undertake delegated duties in respect of the standards and processes 
described in Section 6 
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• Ensuring line managed staff with delegated duties related to the standards 
and processes described in Section 6 fulfil their duties in accordance with 
the principles of Good Clinical Practice 

• Identifying training needs for the study delivery team and other staff 
involved in the study 

• Supporting the PI with protocol and compatibility checks 

• Ensuring all source data is recorded and the data is transcribed into the 
CRFs in a timely manner 

• Ensuring no patient identifiable data is shared with the sponsor other than 
that agreed and approved by Ethics  

• Supporting the auditor and monitor with source data verification 

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

 

3.5. Role of Research Nurse  
 

The Research Nurse is responsible for:  

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

• Ensuring the fulfilment of the duties delegated by the PI regarding the 
standards and processes described in Section 6 in accordance with the 
principles of Good Clinical Practice 

• Providing support to help all staff involved in the study to undertake their 
delegated duties in accordance with the principles of Good Clinical Practice 

• Ensuring all source data is recorded appropriately 

• Supporting the auditor and monitor with source data verification 

• Ensuring no patient identifiable data is shared with the sponsor other than 
that agreed and approved by Ethics  

• Supporting the Data Officer to accurately transcribe the data into the CRF 

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

 

3.6. Role of Research Administrator  
 

The Research Administrator or Clinical Research Administrator is responsible 
for:  

• Supporting the PI and Team Leader to fulfil the duties, responsibilities and 
obligations in executing the processes described in Section 6, Standards 
and Practice 
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• Ensuring the fulfilment of the duties delegated by the PI regarding the 
standards and processes described in Section 6 in accordance with the 
principles of Good Clinical Practice 

• Providing support to help all staff involved in the study to undertake their 
delegated duties in accordance with the principles of Good Clinical Practice 

• Ensuring all source data is recorded appropriately 

• Supporting the auditor and monitor with source data verification 

• Ensuring no patient identifiable data is shared with the sponsor other than 
that agreed and approved by Ethics  

• Supporting the Data Officer to accurately transcribe the data into the CRF 

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

 

3.7. Role of Data Officer 
 

The Data officer is responsible for: 

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

• Ensuring the fulfilment of the duties delegated by the PI regarding the 
standards and processes described in Section 6 in accordance with the 
principles of Good Clinical Practice 

• Providing support to help all staff involved in the study to undertake their 
delegated duties in accordance with the principles of Good Clinical Practice 

• Supporting the auditor and monitor with source data verification 

• Ensuring no patient identifiable data is shared with the sponsor other than 
that agreed and approved by Ethics  

• Ensuring the source data is accurately transcribed into the CRF 

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

 

3.8. Role of Pharmacy 
 

Pharmacy staff are responsible for: 

• Reviewing the study prescriptions to ensure all the required fields are 
included to capture sufficient information for dispensing the Investigatory 
Medicinal Product and related Non-investigatory Medicinal Products 

• Uploading the chemotherapy research regimes into ARIA prior to the study 
to ensure IMP and associated NIMPs can be prescribed during the study 

• Ensuring only delegated staff prescribe IMP 
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• Supporting the auditor and monitor with source data verification 

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

 

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

The SST is responsible for:  

• Facilitating assessment of capability and capacity which will include a 
review of the study documentation for compliance with local (trust) and 
National Data Protection Laws and procedures 

• Checking the information provided by the sponsor in the Integrated 
Research Application Service form (IRAS) is compatible with the study 
protocol, patient information sheet and consent form in accordance with 
R&D WI10 Assess, Arrange and Confirm (available in the General Folder 
on Edge) 

• Checking that no patient identifiable data is leaving the Trust, or data is 
being sent outside of the European Economic Area (EEA) without 
anonymisation or encryption, unless otherwise approved by a national 
Ethics Committee 

• Initiating a risk assessment for any project which falls within the type of 
research classified in the top four categories of question 2 of the IRAS filter 
question, in accordance with R&D SOP 10 Audit & Monitoring (available in 
the general folder on Edge) 

• Informing, or seeking advice form the Head of Information Governance of 
potential breaches and other potential liabilities regarding data protection, 
and ensuring the consent process is legally set and matched by the Patient 
Information and consent form 

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

 

4. Standards and Practice 
  

4.1. Data Processing after RCHT is confirmed as a study site 
 

4.1.1. Upon notification that RCHT has been accepted as a site for a research 
study, the Study Set-up Team (SST) will facilitate assessment of 
capability and capacity which will include a review of the study 
documentation for compliance with local (trust) and National Data 
Protection Laws and procedures.  
 

4.1.2. The SST will check the information provided by the sponsor in the 
Integrated Research Application Service form (IRAS) is compatible with 
the study protocol, patient information sheet and consent form. 
 

4.1.3. The SST will check that no patient identifiable data is leaving the Trust, 
or data is being sent outside of the European Economic Area (EEA) 
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without anonymisation or encryption, unless otherwise approved by a 
National Ethics Committee. However, if potential breaches or other 
potential liabilities regarding data protection are identified, the SST must 
e-mail the details along with the related documents to the Head of 
Information Governance at RCHT for review, advice or approval. They 
should also refer any comments in the HRA approval letter regarding 
data protection to the appropriate person. 

 

4.2. Risk Assessment 
 

4.2.1. The SST will also initiate a risk assessment for any project which falls 
within the type of research classified in the top four categories of 
question 2 of the IRAS filter question, in accordance with R&D SOP 10 
Audit & Monitoring (available in the general folder on Edge). This should 
include the potential risks of breaches in data protection which should 
also be reviewed by the senior management team and an action plan 
put in place to mitigate the risks. 
 

4.2.2. The Studies Set-up Manager must be satisfied that potential risks of 
breaches in data protection have been reviewed by the Head of 
Information Governance, and a risk assessment (where applicable) has 
been signed off by the Research Manager or Assistant Research 
Manager, before confirming capability and capacity for a particular 
study. If the risks have not been resolved these need to be raised with 
the sponsor until an acceptable resolution has been agreed. 

 

4.3. Data collection compatibility checks 
 

4.3.1. During the feasibility stage, the PI or delegate should undertake Case 
Report Files (CRF) and protocol compatibility checks. This will help 
ensure all research data is collected and enable assessment of the 
extent of the workload and the costs involved. If the CRFs are not 
available during feasibility the sponsor may be able to provide a draft 
version for guidance. 
 

4.3.2. Most sponsors of commercial research prefer the use of Electronic 
Case Report Files (eCRF). Sometimes access to the eCRFs is not 
possible during feasibility. However, the sponsor should be able to 
provide a draft of the CRFs in pdf format. Some sponsors may also 
provide a CRF completion manual. 
 

4.3.3. The PI or delegate should identify where the source data is going to be 
recorded. A template source data log is available in the general folder of 
Edge (R&D AD 27), in some instances the sponsor may ask for this to 
be completed to assist with their monitoring processes and may provide 
their own log for completion. 
 

4.3.4. Study specific prescriptions must be reviewed and agreed by the Trial 
Pharmacist during feasibility to ensure all the required fields are 
included to capture sufficient information for dispensing the 
Investigatory Medicinal Product and related Non-investigatory Medicinal 
Products (NIMPs). 
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4.3.5. The research regimes of chemotherapy and other oncological treatment 
such as those classed as biological treatments, should be pre-uploaded 
into the chemotherapy prescribing system: Aria (see section 4.0 
definitions) by pharmacy staff. The information loaded should be 
checked by the PI or delegated oncologist.  This would then enable 
appropriately delegated staff to prescribe IMP in oncology research 
studies (See R&D SOP 03 Delegation of Research Duties, available in 
the general folder on Edge). 

 

4.4. Training 
 

4.4.1. The PI must ensure all staff are adequately trained to perform their 
roles in data processing and management before undertaking any 
delegated duty (see R&D SOP 03 Delegation of Research Duties, 
available in the general folder on Edge). This will reduce the risk of 
breaches of confidentiality. The PI or delegate should keep a training 
log in the site file (see R&D SOP 02 Study Files and Filing for Hosted 
Research, available in the general folder on Edge). 
 

4.4.2. The sponsor will normally organise protocol specific training which 
should include training on data collection and CRF completion. Even if 
the person delegated to complete the CRFs has experience of using 
eCRF systems the sponsor may still insist on the member of staff 
undertaking further eCRF training. This can be time consuming hence it 
is important that the trainee keeps a log of training, the date undertaken 
and the software version to avoid unnecessary training when already 
skilled.  

 

4.5. Data processing when the study is open 
 

4.5.1. The patient’s journey through the study must be recorded in the 
appropriate document in accordance with the principles of Good Clinical 
Practice. In the case of a Clinical Trial of an Investigatory Medical 
Product (CTIMP) the patient’s hospital notes should be updated 
providing a narrative of the patient’s journey through the study. The 
hospital notes must be updated with details affecting the health of the 
participant. 
 

4.5.2. After consent is obtained in accordance with R&D SOP 04 Consent to 
Participate in Research (available in the general folder on Edge), 
participants should be given a unique study identifier. The hospital 
notes must be clearly labelled to indicate that a patient is participating in 
a trial.  In respect of physical files, an alert sticker must be affixed inside 
the front cover of the patient’s medical notes by staff involved in the 
study. Staff in Medical records should affix an alert sticker on the inside 
of additional volumes generated for a patient in a research study. 
 

4.5.3. For physical laboratory requests the staff requesting the tests must 
attach a red label (available from the Lead Research Nurse) and 
complete all fields. However, paper requests are now very rare as the 
process has moved to an electronic mean of request. Even so, all 
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requests must be made clear that the participant is a research subject 
and the protocol specific requirements provided.  
 

4.5.4. IMP prescriptions for patients participating in research projects can only 
be prescribed by a doctor or nurse prescriber (if applicable), only after 
they have received appropriate training and have been delegated the 
duty by the PI in advance. Prescriptions must include the Trial name, 
patient Trial ID, and randomisation details. Study specific prescriptions 
must be reviewed and agreed by the lead pharmacist during feasibility 
and must also contain the Trial name, patient Trial ID and where 
applicable, randomisation details.  
 

4.5.5. Chemotherapy and oncological treatment prescriptions for patients in a 
research study must only be prescribed by the PI or a medically 
qualified and appropriately trained staff member delegated by the PI.  
 

4.5.6. Pharmacy may insist on the PI or delegate providing evidence that the 
prescriber has been delegated before dispensing the treatment. 
Prescriptions must include the Trial name, patient Trial ID, 
randomisation details where applicable. 

 

4.6. Electronic Health Records (EHR) 
 

4.6.1. At the time of this SOP was being updated the Trust were moving 
towards a paperless system which including a transfer to electronic 
medical records (referred to as e-notes). This involves scanning current 
records and adopting a paperless system moving forward. 
 

4.6.2. Research & Development have been consulted and reassured that the 
new system will still enable us to be compliant with research regulations 
and meet the criteria described in ICH GCP Section 4.9.  
 

4.6.3. The quality checks on the integrity of the scanned data have revealed 
an error rate of 0.1%. The scanned documents are retained for one 
month. All errors identified must be reported to medical records 
immediately.  
 

4.6.4. In the case of electronic records, the patient’s electronic health records 
should be updated with details of the Trial, the date the subject 
consented and all research fields should be completed; only after the 
patient has consented. 
 

4.6.5. The data entered into e-notes should be regarded exactly the same way 
as for physical notes. A narrative of the patient’s journey should be 
captured recording details of the research project, protocol interventions 
and specific information regarding the patient’s health generated in the 
study. Specific research details must be entered in all research fields 
when requesting interventions such as clinical imaging and laboratory 
tests on Maxims. In addition the details should include: 

• Name of the Trial 

• Patient trial ID 
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• Details of the procedure or intervention requested 

• Details of any additional information or reporting requirements 

 

4.7. Source Data  
 

4.7.1. Source data (defined in Section 4) must be recorded at each study visit 
usually in the patient’s physical medical notes or electronic health 
records unless otherwise directed by the sponsor. Other forms of 
source data include completed questionnaires, surveys and health 
diaries. It is good practice to record details of the trial, the visit number, 
date and time and the patient’s willingness to continue in the study at 
each visit if applicable.  
 

4.7.2. It is essential that the outcome of all health related protocol procedures 
and tests are recorded in the patient’s physical medical notes or 
electronic health records. These must include details of changes in 
concurrent medication and all side effects or untoward events otherwise 
known as adverse events or AEs. All AEs should be recorded and 
graded depending upon their nature, and the appropriate action taken in 
accordance with R&D SOP 05 Adverse Event Reporting (available in 
the general folder on Edge).  
 

4.7.3. For CTIMPs all test reports (e.g. blood results, radiology reports, ECGs) 
must be signed and dated by the PI or designee in accordance with 
Good Clinical Practice.  Any abnormalities must be noted and marked 
as clinically significant and acted upon, or recorded as insignificant. All 
abnormal results should be recorded as adverse events, depending 
upon their nature, and the appropriate action taken. The PI or delegate 
should adopt an auditable system which documents that electronic 
source documents have been reviewed.  
 

4.7.4. To assist in the collection of data, the study teams could create data 
collection tools. These are trial specific guides to the protocol 
procedures required for specific visits and help ensure all data required 
for CRF completion is recorded. These can be particularly useful when 
the protocol is complex or where there are considerable differences 
between the study and standard procedures.  
 

4.7.5. The data collection tools are text documents, research staff in different 
clinical teams have different names for these files and documents. They 
can be referred to as ‘sheets’ or ‘how to sheets’ or ‘care plans’ and 
confusingly ‘CRFs’. They are usually a single page per scheduled visit, 
which can be printed and easily transportable. These data collection 
tools avoid the use of computers in the clinic rooms which can be 
inconvenient in busy environments.  
 

4.7.6. If these data collection tools are going to be used to record source data 
tit should be clearly stated in the source data log. These sheets can be 
used to assist in the transcription of source data into the CRFs. 
However, extreme care must be taken to avoid breaches in 
confidentiality. The user should:  
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• Avoid recording patient identifiable data on the sheets 

▪ Use study ID, include the date, time, details of the study and 
the visit number 

• Avoid leaving the documents unattended or combining these with 
the patient’s medical notes, or placing with the sponsor CRFs 
which can give rise to ambiguity in identifying source data 

• The sheets should be filed in a locked cabinet with access 
restricted to appropriate staff involved in the study  

• They should not be sent to the sponsor 

• They should be archived with the site file and available for 
regulatory inspection during the retention period defined by the 
sponsor 

 

4.8. Source Data Verification 
 

4.8.1. A sponsor may employ a monitor to undertake validation. Validation via 
monitoring is done through source data verification (see definitions). 
The monitor should be provided with access to the source data and 
access to the study files. They should be given space to work and an 
agreement made to ensure queries are addressed in accordance with 
the Monitor’s Code of Conduct (R&D AD 01a, available in the general 
folder on Edge). 
 

4.8.2. During routine monitoring visits initiated by the sponsor or GCP 
inspections by the regulator, the information recorded for each research 
participant must be made available, providing the patient has consented 
and this has been documented.  
 

4.8.3. The monitor or auditor should have supervised access to the source 
data which in nearly all instances will include access to the patient’s 
hospital notes.  
 

4.8.4. The monitor or auditor should be informed that due to space 
restrictions, they could share offices with other monitors or where 
research staff may be stationed. Therefore, they may overhear 
conversations regarding other patients or be in a location where 
hospital records of patients in unrelated studies may be stored. The 
monitor and auditor must sign a confidentiality agreement in 
accordance with trust policy (see R&D AD01b available in the general 
folder on Edge). 
 

4.8.5. Where appropriate, the monitor or auditor will be given access to e-
notes. Details of the research participant should be given in advance. 
Read only access and training will be given. An electronic audit will be 
maintained in all instances. 
 

4.8.6. RCHT is particularly active in industry-sponsored research and has two 
or three external monitoring visits each day. The data collection tools 
are particularly useful in facilitating monitoring visits by collating the 
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information collected for each participant and required for CRF 
completion. 

 
4.8.7. There may be times when R&D may prioritise urgent public health 

research or restrict access to the trust, for example during a pandemic 
or terrorist threat alert. The department will endeavour to provide 
advance notification and where practicable operate a backup process or 
introduce remote monitoring.  

 

4.9. Transcribing data into the CRF 
 

4.9.1. The transcription of data into the study CRFs must be completed in a 
timely fashion, i.e. during, or as soon as possible after the visit has 
been completed.  CRFs are updated according to the specifications of 
each study. 
 

4.9.2. Method of documentation: 

• For paper CRFs the person entering data (the transcriber) should 
always use a black ink ballpoint pen 

•  Care should be taken to ensure data entry is as complete as 
possible without omissions.  If data are unavailable the transcriber 
should write, for example, ‘unknown’ (UK), ‘missing’, ‘test not 
done’, etc. as defined by CRF Completion Guidelines (if 
applicable)   

• The transcriber should avoid using ambiguous phrases such as 
‘not available’.  Where possible an explanation should be provided 
for the missing data.  This should also be initialled and dated 

• File notes explaining excursions in CRF completion should be 
completed if applicable 

• The transcriber must ensure all entries are accurate, legible and 
verifiable with the source data in the medical record 

• Laboratory values should be entered as they are without 
conversion from printed reports unless otherwise directed by the 
sponsor 

4.9.3. Corrections should be made as follows: 

• For paper CRFs the transcriber should cross out the incorrect 
entry with a single line so that the incorrect entry is legible.  
Correction fluid or markings which obliterate original entries on the 
CRF must be avoided 

• After the data has been corrected. The person correcting the data 
must initial and date the correction and, if appropriate, give an 
explanation of the correction 

• Most eCRFs keep an audit trail of changes and the person altering 
the data should enter reasons if prompted 
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4.9.4. On average errors are expected in about 5% of the data entered. Time 
constraints and distraction can affect the accuracy of transcribing data 
into the CRFs. Therefore the transcriber should try to set aside 
sufficient time and sufficient space to complete the task. There are 
additional ways to reduce the risk of errors such as double data entry or 
single data entry with control checks but these can be time consuming 
and impact on capacity. 

 

4.10. Data Queries 
 

4.10.1. Data Queries are raised by the sponsor when the data is inconsistent, 
missing or unclear. The sponsor must not alter the original entry without 
explicit permission from the PI or delegate. Therefore all queries will be 
raised with the PI or study team. 
 

4.10.2. Addressing Data queries is in effect completing the same work twice. It 
can be time consuming and can involve re-tracering medical notes and 
searching for source data entry, hence they can incur a considerable 
cost. Great effort should be made to ensure the data entries are correct 
and complete at the time of first entry.  
 

4.10.3. Great care should be made to collect all the relevant information in 
accordance with the protocol. If data is being passed amongst research 
staff for processing every effort should be made to ensure it is accurate, 
legible and complete. Any errors should be recorded and checked with 
the person who collected the source data. Missing data should be 
escalated to ensure the system is robust. 
 

4.10.4. The study team should also undertake regular validation checks and the 
senior management team will periodically undertake validation checks 
as part of the R&D audit and monitoring program (See R&D SOP 10 
Audit & Monitoring, available in general folder on Edge). 

 

4.11. Database Lock 
 

Periodically through a study the sponsor may undertake a database lock. At 
this point they will require all data up to a certain time point to be entered into 
the CRFs and verified. This is usually required for formal assessment of the 
study, normally undertaken by an Independent Data Monitoring Committee, 
which will advise the sponsor on the direction and course of the study. A final 
database lock will also occur at the end of study to enable analysis and 
dissemination. 

  



 

Research Data Management, Protection and Verification 09 Research and Development Standard Operating Procedure V4.0 

Page 18 of 24 

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. 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).  
 

5.4.3. 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 Monitoring and Audit, available in the 
documents library 
 
The QMS Manager will be responsible for the compliance of this R&D 
Procedural Documents.  

Lead  QMS Manager  

Tool The Research Audit Report Tool: Associated Document (AD) 14 
available in Edge and the Quality Audit Database (QUAD) 
described in R&D SOP 10 Audit and Monitoring, 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 Data Management, Protection and 
Verification 09 Research and Development 
Standard Operating Procedure V4.0 
 

This document replaces (exact 
title of previous version): 

RD&I Standard Operating Procedure 09 
Research Data Management, Protection and 
Verification 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 the management 
of data generated in research 

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 

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 
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GCP). 
 

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 & 
Standard Operating Procedures 

▪ R&D SOP 02 Study Files and Filing for 
Hosted Research 

▪ R&D SOP 03 Delegation of Research 
Duties 

▪ R&D SOP 04 Consent to Participate in 
Research 

▪ R&D SOP 05 Adverse Event Reporting  

▪ R&D SOP 08 Non-compliance reporting 

▪ R&D SOP  10 Monitoring and Audit 

▪ 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 AD 27 Template Source Data Log 

▪ R&D WI 10 Assess Arrange & Confirm 

▪ 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 merging SOPs to 
meet updated standards and process 
and align to Trust policies 

 

Dr N Morley 
R&D ARM 

01/06/2021 V4.0 
Review and update in accordance 
with RCHT 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 
 

 

7. The Impact 

Section 1: Equality Impact Assessment Form 

Name of the strategy / policy /proposal / service function to be assessed 
Research Data Management, Protection and Verification 09 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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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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