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Minutes of the meeting of the Confidentiality 

Advisory Group 
 

02 September 2021 – held via zoom 

 

Present: 

 

Name    

Dr Tony Calland MBE  CAG Chair 

Ms Sophie Brannan CAG member 

Dr Patrick Coyle  CAG vice-chair 

Mr David Evans CAG member 

Mr. Myer Glickman  CAG member 

Professor Jennifer Kurinczuk  CAG member 

Ms Clare Sanderson CAG alternative vice-chair 

Dr Pauline Lyseight-Jones CAG member 

Ms Rose Payne CAG member 

Mr Umar Sabat CAG member 

 

Also in attendance: 
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Name   Position (or reason for attending)   

Ms Katy Cassidy  HRA Confidentiality Advisor  

Ms Natasha Dunkley  HRA Head of Confidentiality Advice 

Service  

Mr Michael Pate HRA Confidentiality Advisor 

Ms Caroline Watchurst HRA Confidentiality Advisor 

Ms Emma Marshall HRA Confidentiality Specialist  

 

1. Introduction, apologies and declarations of interest  

 
Apologies were received from Dr Martin Andrew. 

David Evans declared a conflict of interest for item 3c and left the meeting during the 

discussion. 

 

2. Support decisions  
 

Secretary of State for Health & Social Care Decisions 

 
The Department of Health & Social Care senior civil servant on behalf of the Secretary 

of State for Health & Social Care agreed with the advice provided by the CAG in 

relation to the 08 July 2021 meeting applications.   

 

Health Research Authority (HRA) Decisions 

 
The Health Research Authority agreed with the advice provided by the CAG in relation 

to the 08 July 2021 meeting applications. 

 

3. New applications  
 

a. 21/CAG/0122 - PRINCIPLE 
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Context 

 

Purpose of application 

 

This application from the University of Oxford set out the purpose of medical research 

that seeks to assess the effectiveness of trial treatments in reducing time to recovery 

and hospitalisation and/or death for patients aged 18 years and over with confirmed 

COVID-19 infection during time of prevalent COVID-19 infections. 

This Clinical Trial of an Investigative Medicinal Product (CTIMP) began in March 2020 

in order to identify interventions that may favourably modify progression of COVID-19 

infection. The trial will be run as an open, prospective, individually randomised, 

platform, controlled clinical trial in community care. The design will be flexible to allow 

the addition of further interventions into the trial while it is in progress, should such 

suitable interventions become available. In the first instance, a drug called 

hydroxychloroquine will be evaluated.  

Patients will be recruited in a variety of ways. Patients who are concerned about 

Covid-19 may contact their GPs and participating GP practices will be asked to record 

whether a patient contacting them about Covid-19 is eligible for the study. The practice 

will then ask if patients are interested in participating in the study. The GP practice will 

then provide information or pass patient contact details to the trial team to provide 

information. Participating GP practices will also screen their practice list to identify 

suitable patients and will make contact with information about the study and request 

that they contact the practice or study team, in the event that they develop relevant 

symptoms and test positive for Covid-19. The study will also be promoted via press 

releases, social media, etc, and patients interested in participating may contact the 

study team directly.   

NHS Digital will provide the study team with a list of patients who have recently tested 

positive for Covid-19 and who fit the eligibility criteria for the trial. The applicants have 

been conducting this recruitment method under Regulation 3 of the Control of Patient 

Information (COPI) Regulations, and are now seeking support to continue this method 

of recruitment under Regulation 5 of COPI. NHS Digital upload confidential patient 

information for patients who test positive for Covid-19 to the TIBCO MFT Internet 

Transfer Client account on a daily basis. The PRINCIPLE Trial Manager at the 

University of Oxford will download the data each day and send the contact details of 

eligible patients to the study team. The study team will then use this list, known as the 

NHS Digital Pillar 2 call list, to telephone patients to provide information about the trial 

and invite them to take part. Should patients consent, their participation will proceed 

on a consented basis. The outcome of each call will be logged on a password 

protected online tracker for statistical and monitoring purposes. Patients details will be 

deleted from the call list on a monthly basis.  
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A recommendation for class 3 and 6 support was requested to cover access to the 

relevant unconsented activities as described in the application. 

 

Confidential patient information requested 

 

The following sets out a summary of the specified cohort, listed data sources and key 

identifiers. Where applicable, full datasets and data flows are provided in the 

application form and relevant supporting documentation as this letter represents only 

a summary of the full detail.  

 

Cohort 

 

Patients aged 18 years and over who have tested positive 

for Covid-19 via a home test or at a test centre.  

 

Data sources 

 

1. NHS Digital Pillar 2 call list, provided by NHS Digital. 

Identifiers required 

for linkage 

purposes 

 

1. NHS Number 
2. Name 
3. NHS Number 
4. Date of birth 
5. Postcode – unit level 
6. Patients Covid-19 test result date 
7. Telephone number  

 

Identifiers required 

for analysis 

purposes 

 

1. Date of birth 
2. Date of death 
3. Postcode – unit level 
4. Gender 
5. Ethnicity 
 

 

 

Confidentiality Advisory Group advice 
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The following sets out the Confidentiality Advisory Group advice which formed the 

basis of the decision by the Health Research Authority to transition the study to 

support under Regulation 5.  

 

Scope 

 

The CAG noted that the application is currently relying on an alternative legal basis to 

process confidential patient information without consent, under the ‘COPI notice’ and 

that this will continue for its duration. The group therefore considered the elements of 

the project that are expected to be continuing following expiry of the ‘COPI notice’, 

and which require support under Regulation 5. 

The CAG noted that it was unclear how long support under Regulation 5 will be 

required for and asked that the applicants advised when they anticipated that 

confidential patient information will cease to be processed, so that the duration of 

support can be estimated.  

The CAG noted that the research will be carried out in all 4 nations of the UK. Although 

the CAG remit does not extend to Northern Ireland and Scotland, the CAG remit does 

extend to processing of confidential patient information generated within Wales. 

Members advised that an amendment would be needed to add processing of 

confidential patient information generated in Wales, as this also falls under the CAG 

remit.  

The application explained that information may be obtained from other bodies, such 

as NHS 111. If this required processing of confidential patient information without 

consent by those outside the direct care, an amendment would also need to be 

submitted to the CAG.  

The participating trusts will supply the study team with confidential patient information 

so that patients can be contacted and invited to take part in the trial. It was not clear if 

a limit had been placed on the number of times patients could be contacted and 

members suggested that contact attempts were limited to 3-4 calls.   

 

Public interest 

 

The CAG noted that this activity fell within the definition of medical research and was 

therefore assured that the application described an appropriate medical purpose 

within the remit of the section 251 of the NHS Act 2006. The CAG agreed the 

application was in the public interest and had a clear medical purpose.  
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Practicable alternatives 

 

Members considered whether a practicable alternative to the disclosure of confidential 

patient information without consent existed in accordance with Section 251 (4) of the 

NHS Act 2006, taking into account the cost and technology available. 

 

• Feasibility of consent 
 

The applicants explained that, due to the urgent nature of the research, consent was 

not feasible. Eligible patients needed to be contacted as soon as possible after 

diagnosis, as they are only suitable for the trial if their symptoms started within the 

previous 14 days. Using the NHS Digital Pillar 2 call list will allow the research team 

to contact patients within 24-28 hours of their positive test. The CAG agreed that 

consent was not feasible.  

 

• Use of anonymised/pseudonymised data 
 

NHS Digital had also considered whether the patients should be contacted directly by 

the trial staff or whether recruitment could be managed by the Test and Trace service. 

It was determined that Test and Trace service could not undertake the recruitment in 

the timescale required by the study. The CAG agreed that the research could not be 

undertaken in any other way.  

 

Justification of identifiers 

 

The CAG noted that patients’ dates of birth and postcodes will be collected before the 

recruitment telephone call is made. Members requested clarification on why these 

items of information were required at this point, or whether these data items could be 

collected from patients after they had been consented.   

The CAG asked the applicants to clarify where patients’ dates of death will be obtained 

from and when they will be obtained.  

 

‘Patient Notification’ and mechanism for managing dissent 
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It is part of the CAG responsibility to support public confidence and transparency in 

the appropriate sharing and use of confidential patient information. Access to patient 

information without consent is a privilege and it is a general principle of support for 

reasonable measures to be taken to inform the relevant population of the activity and 

to provide a right to object and mechanism to respect that objection, where 

appropriate. This is known as ‘patient notification’. This is separate to the local 

obligation to comply with the principles of the General Data Protection Regulation and 

Data Protection Act 2018.  

Patients will be contacted by telephone and a script for the call was provided. Patients 

will be able to dissent to inclusion during this call. This explained that patients’ data 

had been provided by NHS Digital. A Patient Information Leaflet and Privacy Notice 

were also provided. The Patient Information Leaflet was also included in the screening 

link, which patients are directed to access during the call with the research team.  

The Privacy Notice will be displayed prominently on the trial website for the general 

public to access at any time. The Patient Information Sheet also provides information 

on the use of patient identifiable information without consent following expiry of COPI 

and use of Regulation 5 of the Health Service Regulation 2002. 

The applicants are currently maintaining an NHS Digital call log with information on 

call outcomes with patients, such as those who do not wish to be contacted again. 

Patients who do not consent to the trial have their details deleted. If patients are 

recruited but later withdraw from the trial, the applicants will record whether they no 

longer consent to the use of their records for research purposes on a discontinuation 

CRF. 

If patients dissent from the use of their data, they will not be contacted again and this 

will be clearly highlighted on the contact call list to prevent further contact. Patient 

identifiers will be deleted from the contact list on a monthly basis. Patient identifiers 

will be obtained from COVID-19 positive test result data provided to NHS Digital, 

therefore patients are not expecting contact from the PRINCIPLE trial team. Filters will 

be applied when processing the date to remove patients who have registered a 

national opt-out, as well as special categories of people for whom the data should not 

be disseminated. 

The CAG agreed that further patient notification needed to be undertaken to inform 

patients about the study before they are telephoned. The information provided 

described what happened if patients consented but was less clear over what 

happened to patients’ data if they dissented. The CAG suggested that making 

information about the study available on the NHS Digital website was explored.  

The application design allows for other medications to be added, should evidence 

suggest that they are effective in treating covid-19. The CAG asked that reassurance 
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was provided that patients who have previously registered dissent, either before or 

after contact, are not re-contacted if different medications are added.  

The CAG commended the applicant for providing pictorial information, but noted that 

this information could be simplified.  

 

Patient and Public Involvement  

 

Meaningful engagement with patients, service users and the public is considered to 

be an important factor for the CAG in terms of contributing to public interest 

considerations as to whether the unconsented activity should go ahead.  

The applicants advised that the HDR UK had conducted a patient and public panels 

and networks survey, requesting feedback from the public on the use of contact details 

without consent for patients who have tested positive for Covid-19. 92 patients were 

involved in this survey. 97% of respondents agreed that this would be an ethical use 

of data. 68% of respondents stated they would be comfortable or very comfortable 

with their test result and contact information being provided to researchers so that they 

could be invited to participate in a clinical trial into treatments for COVID-19. 

The NIHR Clinical Research Network Thames Valley and South Midlands had 

conducted a survey of PRINCIPLE participants to obtain feedback on their experience 

of taking part in the study.  

An independent Trial Steering Committee had also been set up to ensure that the 

study team deliver on time and that the research plans provide good value to the 

public. Two members of the public were included on the Trial Steering Committee. 

The Steering Committee approved the use of a list of COVID positive contacts, to 

allow the recruitment of participants quickly, within 24-48 hours of them receiving a 

positive test. 

The applicants noted that recruitment via contacting patients directly using the NHS 

Digital Pillar 2 call list had been running under the COPI Notice. Over the 5 week 

period between 16 November and 20 December 2020, up to 87 additional patients per 

week were registered via this recruitment method, accounting for 31% of weekly 

registrations to the trial.  

The CAG was largely satisfied with the patient and public involvement conducted. 

Members noted that 68% of those consulted were comfortable or very comfortable 

with their test result and contact information being provided to researchers, and that 

this seemed to be a relatively low percentage. Members asked that further details 

were provided on the comments on or objections to the use of confidential patient 

information raised by those consulted during patient and public involvement.    
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Exit strategy 

 

Eligible patients will be contacted by telephone by the research team. Their 

participation will proceed on a consented basis. The applicants stated that patients’ 

details, including those who did not consent to participate or who were not called, will 

be deleted from the call list on a monthly basis. The CAG raised no queries over the 

exit strategy. 

 

Confidentiality Advisory Group advice conclusion 

 

The CAG agreed that the minimum criteria under the Regulations appeared to have 

been met, and therefore advised recommending support to the Health Research 

Authority, subject to compliance with the specific and standard conditions of support 

as set out below.  

The CAG also provided the below advice: 

 

1. An amendment will need to be submitted should confidential patient 
information obtained from other bodies, such as NHS 111, is included in the 
research.   

 

2. An amendment will be needed to add processing of confidential patient 
information generated in Wales, as this also falls under the CAG remit.  

 

Specific conditions of support 

1. The below conditions are to be responded to within three months of the 
issuing of this outcome letter.  

 

a. Contact attempts are to be limited to 3 – 4 calls.  
 

b. Provide the date that it is anticipated that confidential patient 
information will cease to be processed, so that the duration of 
support can be estimated.  

 

c. Clarify why patients’ dates of birth and postcodes are required prior 
to making the recruitment telephone call.  
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d. Clarify where patients’ dates of death will be obtained from and 
when they will be obtained.  

 

e. Further patient notification needs to be undertaken to inform 
patients about the study before they are telephone. Making 
information about the study available on the NHS Digital website 
should be explored. The patient notification also needs to explain 
what will happen to patients’ data when they dissent.  

 

f. The information provided in the Pictorial PIS needs to be revised 
for simplicity and clarity.  

 

g. Provide details on the objections to the use of confidential patient 
information raised by those consulted during patient and public 
involvement.    

 

h. Provide reassurance that patients who have previously registered 
dissent are not re-contacted if different medications are added.  

 

2. Support under Regulation 5 Health Service (Control of Patient Information) 
Regulations 2002 will come into effect automatically following expiry of the 
COPI notice. 
 

3. The National Data Opt-Out will apply to processing of Confidential Patient 
Information under Regulation 5. 
 

4. Favourable opinion from REC Issued 24 March 2020. 
 

5. Continual achievement of ‘Standards Met’ in relation to the relevant DSPT 
submission (or any future security assurance changes) for the duration of support. 
Evidence to be provided (through NHS Digital confirmation they have reviewed 
and confirmed the DSPT submission as standards met’ for the duration of support, 
and at time of each annual review. The applicant must ensure that NHS Digital 
confirmation of ‘standards met’ for the University of Oxford – Nuffield 
Department of Primary Care Health Services is in place once support under 
Regulation 5 is active. See below for further details. 
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b. 21/CAG/0112 - Secondary/additional findings in the 

100,000 Genomes Project: disease manifestation, 

impacts on recipients and healthcare utilisation 

 

Context 

 

Purpose of application 

 

This application from the University of Oxford set out the purpose of medical research 

that seeks to develop understanding of the correlation of specific additional findings 

(AF) with clinical and family history relevant to health condition associated with AF, and 

clinical follow up and clinical outcomes relating to specific AF following disclosure. 

Whole genome sequencing (WGS) is a powerful, recently developed technology that 

allows the simultaneous analysis of vast amounts of genetic information, with the 

potential to define and understand the genetic changes that have led to disease 

development. In the Genomics England 100,000 Genomes Project, the primary use of 

WGS was to identify the precise genetic changes associated with currently manifested 

disease. It is also possible that WGS could be used to identify genetic changes that 

may be associated with risk of future disease development or unexpected disease. 

Such variants have been termed “secondary” or “additional” findings, and it is currently 

unclear how such information should be managed. Analysis of the benefit and harms 

of WGS needed to be carried out in order to information discussions on whether 

genome variants that may identify pre-disposure to future or asymptomatic disease 

should be disclosed to patients and/or participants.  

NHS England has established several Genomic Medicine Service Alliances (GMSA) to 

deliver genomic medicine in the NHS, including legacy activities of the 100,000 

Genome Project, such as reporting of AF to the patient participants. This study will focus 

on patients in the South Central GMSA, which covers the West Midlands, Oxford and 

Wessex, and represents around one fifth of participants recruited. The trusts included 

in the South Central GMSA are Oxford University Hospitals NHS Foundation Trust, 

Birmingham Women’s and Children’s Hospitals NHS Foundation Trust, University 

Hospitals Birmingham, University Hospitals Southampton Hospitals NHS Foundation 

Trust. Confidential patient information is collected by clinical personnel and stored in 

patient records as part of clinical care. The SAFE study team, up to 3 researchers who 

are not members of the direct care team, will access this information for 12 months after 

disclosure. The information will be collected either remotely or by visiting trusts, if 

remote access is not possible. The researchers will enter the required information onto 

a CRF. Patients will be identified by a study code only, so that the information will be 

pseudonymised for research storage and processing. The pseudonymised information 

will be stored on a database held securely by the University of Oxford.  
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A recommendation for class 1, 2, 4, 5 and 6 support was requested to cover access to 

the relevant unconsented activities as described in the application. 

 

Confidential patient information requested 

 

The following sets out a summary of the specified cohort, listed data sources and key 

identifiers. Where applicable, full datasets and data flows are provided in the application 

form and relevant supporting documentation as this letter represents only a summary 

of the full detail.  

Cohort 

 

400 patients recruited to the 100,000 Genome Project 

within the South-Central Genomic Medicine Service 

Alliances (GMSA) and who were informed by the NHS 

that they have an AF in their sample.  

 

Data sources 

 

2. South Central Genomic Medicine Service Alliances, 
which is comprised of the following NHS Trusts: 

a. Oxford University Hospitals NHS Foundation 
Trust 

b. Birmingham Women’s and Children’s Hospitals 
NHS Foundation Trust  

c. University Hospitals Birmingham NHS 
Foundation Trust 

d. University Hospitals Southampton Hospitals 
NHS Foundation Trust 
 

Identifiers required 

for linkage 

purposes 

 

8. Name 
9. NHS Number 
10. Hospital ID number 
11. Date of birth 
12. Date of death 
13. Postcode – district level 

Identifiers required 

for analysis 

purposes 

 

6. Postcode – sector level 
7. Gender  
8. Ethnicity 

 

 

Confidentiality Advisory Group advice 
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The following sets out the Confidentiality Advisory Group advice which formed the basis 

of the decision by the Health Research Authority.  

Public interest 

 

The CAG noted that this activity fell within the definition of medical research and was 

therefore assured that the application described an appropriate medical purpose within 

the remit of the section 251 of the NHS Act 2006. Members agreed that the application 

had a medical purpose and was in the public interest. However, the details of the 

application were unclear.  

Scope  

 

The CAG noted a lack of clarity over what support was being sought for. Members’ 

understanding was that support was needed for researchers to access patients’ medical 

records to extract information related to the additional findings. 

Members noted that patients had already consented to take part in the 100,000 

Genomes Project and to receive additional findings.  Therefore it was unclear why 

consent could not be sought from patients before this data extraction was undertaken 

 

Practicable alternatives 

 

Members considered whether a practicable alternative to the disclosure of confidential 

patient information without consent existed in accordance with Section 251 (4) of the 

NHS Act 2006, considering the cost and technology available. 

 

• Feasibility of consent 
 

The applicants advised that a comprehensive dataset is required to understand the 

issues under investigation, and noted that seeking consent may risk attrition rates, 

limiting the research.  

The applicant also noted that the clinical consultations, where patients will be informed 

of their AF, will involve discussions of the risk of a potentially new serious health 

condition affecting the patient and their relatives. In many cases, such consultations will 

be complex and anxiety- inducing for the patient and the health professional. It would 

be impracticable to seek consent from patients during these consultations. The study 
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also involves collecting data at multiple points, from several clinical specialties, and it 

would not be practicable for the clinical care teams to extract all required data.  

 

• Use of anonymised/pseudonymised data 
 

The applicants require access to confidential patient information in order to extract a 

pseudonymised dataset for analysis.  

 

‘Patient Notification’ and mechanism for managing dissent 

 

It is part of the CAG responsibility to support public confidence and transparency in the 

appropriate sharing and use of confidential patient information. Access to patient 

information without consent is a privilege and it is a general principle of support for 

reasonable measures to be taken to inform the relevant population of the activity and 

to provide a right to object and mechanism to respect that objection, where appropriate. 

This is known as ‘patient notification’. This is separate to the local obligation to comply 

with the principles of the General Data Protection Regulation and Data Protection Act 

2018.  

The applicants provided a Privacy Notice. This included information on how patients 

can dissent. This included a link to information about the GDPR on the University of 

Oxford website. An email address was provided for the University’s Data Protection 

Officer, Clinical Trials and Research Governance at the University of Oxford and the 

Chief Investigator.  

The applicants advised that they had enquired about including information about the 

study on the 100,000 Genomes Project website, but were advised that this was not 

possible. Genomics England have agreed that social media can be used to publicise a 

link to the Oxford University website where the Privacy Notice will be posted when 

approvals are in place.  

The Patient Information Leaflet is provided, but this is intended for patients who are 

invited to the interview stage, which is outside the scope of this application.  

The applicants advised that the National Data Opt-out would be respected. The Privacy 

Notice did not provide information about the National Data Opt-Out and only provided 

email contacts for the University of Oxford and the study team 

Members also agreed that the privacy notice was not written for a lay audience and, 

although it met the requirements of GDPR, it was not suitable as patient notification as 

required by Regulation 5.  
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A separate patient notification document needed to be created. This document should 

be reviewed during patient and public involvement, to ensure that it was suitable for a 

lay audience.   

 

Patient and Public Involvement and Engagement 

 

Meaningful engagement with patients, service users and the public is considered to be 

an important factor for the CAG in terms of contributing to public interest considerations 

as to whether the unconsented activity should go ahead.  

The Chair of the Genomics England 100,000 Genomes Project Participant Panel has 

agreed to join a study management committee. The applicants also presented the study 

to a Southampton based PPI group in June 2021.  

The 100KGP participant panel is made up of participants from the 100,000 Genomes 

Project, and parents or carers of people involved in this project throughout the UK. A 

meeting was convened between the PI and Chair of the panel, in May 2021. A summary 

of SAFE was drafted, which the Chair shared with the panel and sought their views. 

Following our meeting, the Chair was asked, and agreed, to sit on a SAFE steering 

group.  

The PI also attended a separate University Hospital Southampton NHS Foundation 

Trust Patient and Public Involvement Team coffee morning which generated a general 

discussion of patient data in research.  

The applicants will ensure that ongoing dialogue between SAFE researchers and the 

100KGP participant panel takes place, via the Chair, sharing progress and inviting 

input. 

The CAG noted that no documents had been included in the application to confirm that 

the 100,000 Genomes Project Participant Panel was supportive of the application, and 

asked that this was provided. Further details on the activity undertaken needed to be 

provided. Details should be provided around the format of the activity, the 

demographics of those involved and the information which was provided together with 

an overview of the feedback which was provided. 

 

Confidentiality Advisory Group advice conclusion 
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In line with the considerations above, the CAG agreed that, on the basis of the 

information provided, they did not have sufficient information to provide a 

recommendation under the Regulations.  

Following advice from the CAG, the Health Research Authority recommended that the 

application was deferred. 

 

Further information required 

 

To support a future application(s), the below points should be taken into consideration. 

A detailed covering letter should be provided to support the revised application 

submission, which addresses the below points and sets out where revisions have been 

made to the revised CAG application.  

 

1. The CAG was unclear on the scope of the support required and requested that 
the following is clarified; 

 

a. Confirm that support is needed only for members of the research team to 
extract a pseudonymised dataset from patients’ clinical records.  
 

b. Provide further justification on why consent cannot be sought from 
patients. 

 

If a resubmission is made, the following will need to be addressed, in addition to the 

queries above; 

 

1. A separate patient notification document needs to be created. This document 
should be reviewed during patient and public involvement, to ensure that it is 
suitable for a lay audience.   

 

2. Provide written feedback from the patient and public involvement undertaken 
with the 100,000 Genomes Project Participant Panel, confirming that the panel 
is supportive of the application. 

 

3. Provide further details on the activity undertaken. Details should be provided 
around the format of the activity, the demographics of those involved and the 
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information which was provided together with an overview of the feedback which 
was provided. 

 

c. 21/CAG/0120 - NHS England Hepatitis C Virus Case 

Finding in Primary Care Pilot (HepCAPP) 

 

Context 

 

Purpose of application 

 

This application from the University of Bristol set out the purpose of medical research 

that seeks to establish the acceptability of wide-scale HCV screening of general public 

through primary care. 

Approximately 100,000 people in England have chronic Hepatitis C Virus (HCV) 

infection. Over 85% of these infections were acquired via intravenous drug use. Due to 

the recent development of Direct Acting Antivirals (DAA), chronic HCV can now be 

cured in over 95% of patients. Targeted case-find using risk markers for HCV has 

recently shown to be effective. However, people infected with HCV but who have no 

history of intravenous drug use recorded on their history, may have been missed. The 

applicants will test the acceptability of wide-scale HCV screening of the general public, 

conducted via primary care services, to inform whether the intervention should be 

rolled-out nationwide. The applicants will invite patients aged 40-64 years of age who 

are registered at participating GP practices to have a HCV test using an Oral Fluid swab 

home testing kit. Patients will be informed of their result and will be followed up 

accordingly if they have a positive result.  

Approximately 30 practices across Bristol, South-West London and Leeds will be invited 

to take part in the study. The participating GP practices will run a search on their 

Electronic Medical Records to create a list of eligible patients. This list will be sent to 

Public Health England Laboratories. PHE will then send potential participants a study 

invitation letter via post. If patients would like to participate, they are directed to a web 

link and a QR code. This will take them to the study participant information leaflet and 

e-consent form. One reminder letter will be sent. 2-3 weeks after completing the study 

E-consent form, participants will receive the Oral Swab home testing kit via post.  

A recommendation for class 3 and 6 support was requested to cover access to the 

relevant unconsented activities as described in the application. 

 

Confidential patient information requested 
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The following sets out a summary of the specified cohort, listed data sources and key 

identifiers. Where applicable, full datasets and data flows are provided in the application 

form and relevant supporting documentation as this letter represents only a summary 

of the full detail.  

 

Cohort 

 

Patients aged between 40 and 64 years of age who are 

registered at one of the participating GP practices.  

 

100,000 patients will be contacted. The applicants 

anticipate that 1 in 10 will consent and that 10,000 

patients will be included in the final cohort.  

 

Data sources 

 

3. Electronic medical records at participating GP 
surgeries 
 

Identifiers required 

for linkage 

purposes 

 

14. Name 
15. NHS Number 
16. GP registration 
17. Date of birth 
18. Unit level postcode and full postal address 

 

Identifiers required 

for analysis 

purposes 

 

9. Name 
10. Date of birth 
11. Postcode – unit level 
 

 

Confidentiality Advisory Group advice 

 

The following sets out the Confidentiality Advisory Group advice which formed the basis 

of the decision by the Health Research Authority.  

Public interest 
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The CAG noted that this activity fell within the definition of medical research and was 

therefore assured that the application described an appropriate medical purpose within 

the remit of the section 251 of the NHS Act 2006. 

 

Practicable alternatives 

 

Members considered whether a practicable alternative to the disclosure of confidential 

patient information without consent existed in accordance with Section 251 (4) of the 

NHS Act 2006, taking into account the cost and technology available. The CAG agreed 

that the application was in the public interest and had a clear medical purpose. 

 

• Feasibility of consent 
 

Patients will be able to give consent when they receive the invitation letter, which will 

direct them to the online information leaflet and e-consent form. The applicants 

explained that they had initially planned to ask GP practices to send out the Study 

Invitation Letters with an opt out slip attached, giving patients the option to dissent to 

their GP practice sharing their data with PHE. However, on consultation with local GP 

champions, they chose not to follow this due to lack of available resources in 

participating GP practices. If GP practices were asked to send out the invite letter this 

would equate for this study approximately 2,310 letters up to 8,250 letters depending 

on the size of the practice, not including any exclusions.  

PHE does have the infrastructure in place to send out wide-scale study invitation letters 

using SNAP survey. If the HCV Oral Swab testing via postal invite is found to be 

acceptable and beneficial in diagnosing ‘missing HCV positive individuals’, it will be 

rolled out nationwide. This would be managed by NHS England and PHE alone. The 

applicants therefore want to pilot this proposed method of invitation and recruitment.  

 The CAG agreed that seeking consent before contacting patients was not feasible and 

accepted the rationale given for PHE’s sending of the invitation letters.  

 

• Use of anonymised/pseudonymised data 
 

Public Health England require confidential patient information to send information about 

the study to eligible patients. The CAG agreed that this could not be done in any other 

way.  
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Justification of identifiers 

 

The CAG asked that the applicants clarify whether patients’ gender and ethnicity will be 

obtained by the researchers after patients consent and if so to clarify whether it actually 

needs to be disclosed the general practices.  

 

‘Patient Notification’ and mechanism for managing dissent 

 

It is part of the CAG responsibility to support public confidence and transparency in the 

appropriate sharing and use of confidential patient information. Access to patient 

information without consent is a privilege and it is a general principle of support for 

reasonable measures to be taken to inform the relevant population of the activity and 

to provide a right to object and mechanism to respect that objection, where appropriate. 

This is known as ‘patient notification’. This is separate to the local obligation to comply 

with the principles of the General Data Protection Regulation and Data Protection Act 

2018.  

An Information Sheet was created and supplied with the application. This contained 

email and telephone contacts for the study team, should patients have any questions. 

A poster had been created, to be displayed in the practice waiting room, website, and 

in e-bulletins. However, this poster does not contain information about how to dissent 

or contact details for the applicants.  

The National Data Opt-out will be applied to the HepCAPP search query on the GP 

systems, so all patients which have requested National Data Opt Out will be excluded 

from the eligible patient invite list sent to PHE. The CAG noted that, should a patient 

register with the National Data Opt-out, they were opting out of use of their data in all 

research, audit and service planning. Members agreed that a project-specific opt-out 

mechanism needs to be created and patients should not be encouraged to use the 

national opt-out to opt of this specific study because of the wider implications of doing 

so.  

Patients can choose not to take part in the study after they receive the invitation letter.  

The CAG agreed that the poster needed to explain methods by which patients can opt-

out of being contacted. The poster also needed to contain a brief explanation of the 

purpose of the study and why it is being conducted.  
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Members also noted that the invitation letter should contain a clearer explanation of the 

purpose of the study and how many reminder letters will be sent. The reminder letter 

should also state that it is the final reminder.  

GP practices will provide additional information for patients who test positive. Members 

noted that this will take place after patients’ consented, but asked that all the information 

that would be provided by the GP practices was explained in the patient facing 

notification.  

 

Patient and Public Involvement and Engagement 

 

Meaningful engagement with patients, service users and the public is considered to be 

an important factor for the CAG in terms of contributing to public interest considerations 

as to whether the unconsented activity should go ahead.  

The applicants have set up a HepCAPP Patient and Public Involvement (PPI) Group. 

This PPI Group will help guide the research design. The PPI Group consists of 8 

members of the public, who were recruited in collaboration with the University of 

Bristol’s Health Protection Research Unit. The PPI Group have provided feedback on 

the design of the study and the creation of the patient facing materials.  

The PPI Group advised the study team on how patients could be approached to take 

part in the study. The PPI Group agreed that sending a patient letter with one reminder 

would be acceptable. The PPI Group also suggested that the study was promoted at 

GP practices. A poster was created, to be displayed in the practice waiting room, 

website, and in e-bulletins.  

 

Exit strategy 

 

Confidential patient information for participants who have decided not to participate will 

be destroyed 6 months after the study invite letters have been sent. The CAG queried 

why data for patients who did not consent will be retained for six months.  

 

Confidentiality Advisory Group advice conclusion 

 

The CAG agreed that there was a public interest in this activity, were supportive in 

principle of this activity proceeding, and therefore recommended to the Health 

Research Authority that the activity be provisionally supported.  However, further 
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information and actions would be required prior to confirming that the minimum criteria 

and established principles of support have been adequately addressed.    

In order to complete the processing of this application, please respond back to all of the 

request for further information, and actions required to meet the specific conditions of 

support where indicated, within one month.  

 

Request for further information 

 

1. Clarify whether patients’ gender and ethnicity will be obtained by the researchers 
after patients consent.  

 

2. A project-specific opt-out mechanism needs to be created and information on 
this provided to the CAG.  

 

3. The poster needs to be revised as follows: 
 

a. A brief explanation of the purpose of the study and why it is being 
conducted needs to be included.  

 

b. An explanation of the methods by which patients can opt-out of being 
contacted needs to be included.  

 

4. The invitation letter needs to contain a clearer explanation of the purpose of the 
study and how many reminder letters will be sent.  

 

5. The reminder letter should state that it is the final reminder.  
 

6. All patient notification materials need to explain the information that will be 
provided from GP practices.  

 

7. Clarify why confidential patient information for patients who do not consent will 
be retained for six months. 

 

Specific conditions of support (Provisional) 
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The following sets out the provisional specific conditions of support. These may change 

in the final outcome letter depending on the responses to queries.  

 

1. Favourable opinion from a Research Ethics Committee. Pending 
 

2. Confirmation provided from the IG Delivery Team at NHS Digital to the CAG that the 
relevant Data Security and Protection Toolkit (DSPT) submission(s) has achieved 
the ‘Standards Met’ threshold. See section below titled ‘security assurance 
requirements’ for further information. Pending:  

 

The NHS Digital 2020/21 DSPT review for the University of Bristol and Public 

Health England are pending.   

 

d. 21/CAG/0121 - Long-term risk of cancer and general 

health outcomes in women who underwent assisted 

reproductive technology in Great Britain, 1991-2010: a 

data linkage study 

 

Context 

 

Purpose of application 

 

This application from UCL Institute of Child Health set out the purpose of medical 

research that seeks to investigate the long-term risk of cancer and general health 

outcomes in women who underwent assisted reproductive technology treatment.  

Infertility, defined as the inability of a sexually active couple to achieve pregnancy within 

one year, is associated with significant medical, social, economic and demographic 

consequences and, as such, is considered a major public health problem by the World 

Health Organization with approximately 50 million couples experiencing it worldwide in 

2010. There has been a global increase in the number of women who have undergone 

assisted reproductive techniques (ART). ART cycles typically require 2-4 weeks of 

ovarian stimulation and endometrial support with gonadotrophins and sex steroid 

hormones. Most women undergo multiple rounds of treatment, which results in 

abnormally elevated exposure to endogenous steroid hormones. This endocrine 

assault is a continuing source of concern for patients and the medical profession, 

primarily because of the potential carcinogenic effects on hormone responsive tissues, 

such as the breast, endometrium and ovary. Other short and long-term health outcomes 

observed in women who have undergone ART include ovarian hyperstimulation 
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syndrome, multiple pregnancy, and increased pregnancy morbidity and obstetric 

complications, Side-effects of medications are also well known and poor mental health 

has also been reported. However, much of the evidence examining cancer and long-

term general health outcomes in women who have undergone ART remains largely 

inconsistent. 

The applicants have conducted a previous study which found increased risk of in-situ 

breast cancer and invasive and borderline ovarian tumours in a cohort of 255,786 

women who underwent ART in the UK. In this previous study, the HFEA records of 

women who had undergone ART in the UK between 1991 and 2009 were linked to the 

NHS Service Central Registers of England, Wales and Scotland as a one-off data 

linkage. The applicants seek to use this previously established cohort to compare 

hospital admission rates and general health outcomes of women who have previously 

undergone fertility treatment to population controls. The applicants will also investigate 

whether the risk of cancer has changed with the increased follow-up period.  

The archived dataset from the previous study (the ART cohort) is currently held by NHS 

Digital. NHS Digital will identify an unexposed comparison cohort, consisting of women 

who conceived spontaneously, from the Personal Demographics Service dataset. Two 

unexposed women for each member of the ART cohort will be included, matched on 

month and year of birth, sex and parity. NHS Digital will link the ART and Population 

comparison cohorts to the NHS Digital Cancer Registration Dataset and HES. The 

linked datasets will then be pseudonymised. For the ART cohort, the unique ID number 

assigned during the previous study will be used. The Population comparison cohort will 

be assigned unique ID numbers. The pseudonymised datasets will then be disclosed 

to UCL. The datasets will be linked to pseudonymised fertility data from the previous 

study and held in UCL archives. The data analysis will be carried out in the UCL Data 

Safe Haven.  

A recommendation for class 1, 4 and 6 support was requested to cover access to the 

relevant unconsented activities as described in the application. 

 

Confidential patient information requested 

 

The following sets out a summary of the specified cohort, listed data sources and key 

identifiers. Where applicable, full datasets and data flows are provided in the application 

form and relevant supporting documentation as this letter represents only a summary 

of the full detail.  
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Cohort 

 

255,786 women who underwent fertility treatment in 

England and Wales between 1991 and 2009 and were 

included in the ART study. 

 

Population comparison cohort consisting of women who 

conceived naturally, matched for age, sex and parity, 

identified in a 1:2 ratio. Approximately 534,000 patients 

will be included as a population comparison cohort. 

 

 

The applicants note that the archived cohort held by 

NHS Digital includes patients who underwent fertility 

treatment in the UK between 1991 and 2009. 

Additionally, 5,762 women recorded as having had their 

first assisted reproduction cycle in the period 1st 

January 2010 to 31st December 2010 and as having 

given consent for their data to be used for research were 

also included in this cohort; the latter are out of scope 

for approval.   

 

Data sources 

 

4. The ART Cohort dataset, archived at NHS Digital 
5. The NHS Digital Cancer Registration Dataset, held by 

NHS Digital 
6. HES dataset, held by NHS Digital 
7. The Personal Demographics Service dataset at NHS 

Digital 
 

Identifiers required 

for linkage 

purposes 

 

19. Name 
20. NHS Number 
21. Date of birth 
22. Postcode – district level 
 

Identifiers required 

for analysis 

purposes 

 

12. Date of birth 
13. Gender 
14. Ethnicity 
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Confidentiality Advisory Group advice 

 

The following sets out the Confidentiality Advisory Group advice which formed the basis 

of the decision by the Health Research Authority.  

Public interest 

 

The CAG noted that this activity fell within the definition of medical research and was 

therefore assured that the application described an appropriate medical purpose within 

the remit of the section 251 of the NHS Act 2006. The CAG agreed that the application 

had a medical purpose and was in the public interest.  

Scope 

 

The CAG agreed that it was clear that the ART cohort will be linked to the NCRAS 

dataset, however it was not clear whether the comparison cohort will also be linked to 

the NCRAS dataset. The applicants were asked to clarify.  

The CAG noted that this application uses confidential patient information obtained 

during a previous study, ECC/HFEA 5-04(b)/2010. Annual reviews have not been 

submitted since 2016, and the applicants have been advised to submit a new annual 

review. Professor Alastair Sutcliffe is the applicant for both this new application and the 

older application. 

 

Practicable alternatives 

 

Members considered whether a practicable alternative to the disclosure of confidential 

patient information without consent existed in accordance with Section 251 (4) of the 

NHS Act 2006, taking into account the cost and technology available. 

 

 

• Feasibility of consent 
 

The applicants cited the large numbers involved in the study. Patients in the original 

cohort would have been treated between 1991 and 2009, and may be difficult to trace. 

Obtaining contact details for patients would require a greater level of disclosure than 

required to undertake the activity as proposed.  
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The applicants also noted the need to include as many patients as possible and seek 

to reduce the risk of bias.  

The CAG agreed that seeking consent was not feasible.  

 

• Use of anonymised/pseudonymised data 
 

NHS Digital require access to confidential patient information in order to link the 

archived ART Cohort dataset to the NHS Digital Cancer Registration Dataset and HES.  

NHS Digital also require confidential patient information to identify the comparison 

cohort from the Personal Demographics Service data and link this cohort to HES (and 

possibly the cancer registration dataset – to be confirmed). 

The CAG agreed that the research could not be conducted in any other way.  

 

Justification of identifiers 

 

The CAG queried whether the data shared by University College London is 

pseudonymised or whether items of confidential patient information will be included in 

this dataset. Members recommended that patients’ date of birth was amended to month 

and year of birth, and the Geocodes revised to the Index of Multiple Deprivation which 

can be provided by NHS Digital, or for the applicant to provide further justification of the 

need for geocodes for the analysis.  

Further details of the data items need to be provided on the information held in the 

fertility dataset held at UCL, so the CAG can understand the nature and contents of the 

full dataset which will be created following the final linkage at UCL.  

Members queried why patients’ gender was required for the analysis.  

 

‘Patient Notification’ and mechanism for managing dissent 

 

It is part of the CAG responsibility to support public confidence and transparency in the 

appropriate sharing and use of confidential patient information. Access to patient 

information without consent is a privilege and it is a general principle of support for 

reasonable measures to be taken to inform the relevant population of the activity and 

to provide a right to object and mechanism to respect that objection, where appropriate. 

This is known as ‘patient notification’. This is separate to the local obligation to comply 
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with the principles of the General Data Protection Regulation and Data Protection Act 

2018.  

The applicants advised that, as per the HFEA Act, patients who have had fertility 

treatment in the UK before 2009 are able to withdraw consent for use of their data in 

research studies. As of the end of 2010, 350 patients had dissented.  

A Privacy Notice was developed and will be made available on the UCL website. The 

Privacy Notice contained email contacts for the applicants and the Data Protection 

Officer at UCL, as well as details for the National Data Opt-Out and the Information 

Commissioner’s Office.  

The applicants advised that the National Data Opt-Out was applied when the original 

ART cohort was identified and patients were also made aware, through publicity by the 

HFEA, that they are able to retrospectively remove their consent for their data to be 

used in such a way.  

The National Data Opt-Out will also be applied during identification of the new matched 

unexposed comparison cohort. 

The CAG agreed that the National Data Opt-out also needs to be applied to the existing 

ART cohort, in case any patients had since registered with the service.  

Further work also needed to be undertaken on the patient notification materials. The 

CAG also agreed that the Privacy Notice was not suitable for use as patient notification. 

Furthermore, the Privacy Notice was directed solely at women who had undergone 

ART, however the majority of the confidential patient information processed will be for 

women who have not undergone ART.  A separate patient notification document 

needed to be created, aimed at both the ART and comparison cohorts, which also 

explained how patients can opt-out of use in this research specifically and the use of 

the national patient opt-out should not be suggested as the mechanism for opting out 

of this specific study.   

 

Patient and Public Involvement and Engagement 

 

Meaningful engagement with patients, service users and the public is considered to be 

an important factor for the CAG in terms of contributing to public interest considerations 

as to whether the unconsented activity should go ahead.  

The applicants advised that they had conducted an online survey when preparing for a 

previous project, which looked at cancer outcomes only, but was relevant for this 

application as well. This was disseminated via the Royal College of Obstetricians and 
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Gynaecology Women’s Voices Panel, Fertility Network and Fertility Fairness. Data was 

collected from 179 women.  

Most of the respondents had personal experience with ART (82.3%) and 88.1% agreed 

that there was a need for further research to examine the long term effects of ART on 

women's health. The respondents highlighted concerns regarding the impact of 

hormonal exposure on cancer risk and overall physical and mental health. Also some 

more specific concerns related to reproductive health, early onset of menopause timing 

and cardiovascular health. 

The applicants plan to carry out an additional patient and public involvement project 

that will address the general health aspects of the current study, and this will be carried 

out within the next 6-9 months.  

The CAG noted that the applicants were relying on previous patient and public 

involvement and that no activity had yet taken place for this study. Members agreed 

that the planned activity needs to cover the use of confidential patient information as 

proposed in this application. Women who had undergone ART and those who hadn’t 

also need to be included, as the majority of the confidential patient information 

processed will be for women who have not undergone ART.   

 

Exit strategy 

 

The planned exit strategy is the deletion of confidential patient information by NHS 

Digital. The timescale is inconsistently described in the application. Members requested 

clarification on how long the linkage will take place and when the confidential patient 

information will be deleted. Members also requested clarification as to whether future 

linkage might be beneficial as both cohorts (exposed and unexposed) age and 

experience a greater number of outcome events of interest; this may require an 

alternative approach to deletion of the data.    

 

Confidentiality Advisory Group advice conclusion 

 

The CAG agreed that there was a public interest in this activity, were supportive in 

principle of this activity proceeding, and therefore recommended to the Health 

Research Authority that the activity be provisionally supported.  However, further 

information and actions would be required prior to confirming that the minimum criteria 

and established principles of support have been adequately addressed.    
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In order to complete the processing of this application, please respond back to all of the 

request for further information, and actions required to meet the specific conditions of 

support where indicated, within one month.  

 

Request for further information 

 

1. Clarify whether NHS Digital will link the dataset for the unexposed comparison 
cohort group to the NCRAS dataset.  
 

2. Confirm that patients’ date of birth will be revised to month and year and birth, 
and Geocode revised to Index of Multiple Deprivation in the dataset sent to 
University College London.  

 

3. Further details (a list of data items) need to be provided on the information held 
in this fertility dataset, so the CAG can have greater clarity about the nature and 
content of the final linked dataset which will be created.  

 

4. Clarify why patients’ gender is required in the analysis dataset.  
 

5. The annual review for application ECC/HFEA 5-04(b)/2010 needs to be 
submitted.  
 

6. Patient notification, separate to the Privacy Notice, needs to be created. This 
needs to explain that support for the application activity is given under Regulation 
5 of the Control of Patient Information (COPI) Regulations (‘s251 support’). The 
patient notification needs to explain what will happen to patient data for both the 
ART cohort and the comparison cohort.  
 

7. The ART cohort need to be checked against the National Data Opt-Out.  
 

8. A dissent mechanism needs to be created for this application specifically and 
ways in which patients can register dissent need to be explained in the patient 
notification.  
 

9. Provide clarification on how long the linkage will take place and when the 
confidential patient information will be deleted by NHS Digital, or if an 
alternative to deletion is being considered then a justification needs to be 
provided.  
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10. Patient and public involvement needs to be undertaken specifically for this 
application specifically. This needs to include women from the ART cohort 
and women who will be eligible to be included in the unexposed comparison 
cohort. Feedback from this activity needs to be provided before the final 
support outcome letter will be issued.  

 

Specific conditions of support (Provisional) 

 

The following sets out the provisional specific conditions of support. These may change 

in the final outcome letter depending on the responses to queries.  

 

3. Favourable opinion from a Research Ethics Committee. Pending 
 

4. Confirmation provided from the IG Delivery Team at NHS Digital to the CAG that the 
relevant Data Security and Protection Toolkit (DSPT) submission(s) has achieved 
the ‘Standards Met’ threshold. See section below titled ‘security assurance 
requirements’ for further information. Confirmed:  

 

The NHS Digital 2020/21 DSPT review for NHS Digital was confirmed as 

‘Standards Met’ on the NHS Digital DSPT Tracker. 

 

e. 21/CAG/0123 - RE-BLEED: A digital platform for 

identifying bleeding patients – a feasibility study 

 

Context 

 

Purpose of application 

 

This application from the University of Oxford set out the purpose of medical research 

that seeks to test whether a digital platform can efficiently identify patients who have 

suffered a bleeding event, so that identified patients can be approached for consent to 

participate in trials of new treatments and blood tests.  

Bleeding affects up to 40% of all trauma patients, up to 30% of all surgery patients, and 

is one of the commonest causes of death for women giving birth. The presentation and 

features of bleeding vary between patients. In some cases, bleeding is easily 



32 

 

recognised but, in other cases, bleeding is harder to diagnose. Bleeding must be 

stopped promptly in order to prevent severe illness or death. Many studies have shown 

differences in how patients who bleed are treated. Some treatments are also more 

effective on some patients than others. Understanding how practice and patient 

characteristics affect outcome can aid in the design and testing of potential 

improvements in care. Patients in hospital have regular tests that measure levels of the 

different types of cells and clotting in their blood. For example, a drop in red blood cells 

can indicate that patients have suffered bleeding. More advanced blood tests are 

available that can provide more detailed information on why patients are bleeding and 

what treatments might be most effective, although these tests are not routinely 

performed in hospital. 

The applicants will develop and test a real-time hospital-wide digital system to identify 

patients in hospital who have suffered from bleeding and whether this system could be 

used in future to identify patients suitable to take part into trials of new tests or 

treatments. Both retrospective and prospectively collected data will be used to identify 

patients in hospital with acquired bleeding. Retrospective data collected from patients 

admitted to one hospital over a ten-year period will be used to develop the algorithm. 

The algorithm will be refined using prospective data collected over a three-month 

period. 

Participants who experienced bleeding will be identified from electronic patient records 

at Oxford University Hospitals NHS Trust. For the retrospective cohort, suitable patients 

will be identified from electronic patient records at Oxford University Hospitals NHS 

Trust as being admitted to, or attending the emergency department at, Oxford 

University Hospitals NHS Foundation Trust between 1/3/2011 and 1/3/2021. 

Approximately 1,750,000 patients will be included. These records will be used to 

construct a research database of patients who have likely experienced bleeding. Data 

for those who are screened but who are not identified as having experienced bleeding 

during their hospital admission will be deleted. A dataset, pseudonymised by applying 

the study idea, will be transferred to the University of Oxford and used to develop the 

algorithm.  

In the final three months of the study, the algorithm will be tested with a prospective 

cohort. Patients currently in hospital will be identified by the real time digital platform 

created using the data collected in the retrospective cohort. During the period the 

algorithm is running, it will digitally screen all new admissions to the hospital.  It will 

retain all the data fields that were identified in the retrospective stage and listed in the 

protocol for the duration of that hospital admission.  This is because bleeding can occur 

at any point during an admission and the aim is to capture bleeding in all its clinical 

manifestations.  If bleeding has not occurred by the point of discharge or death, the 

records will be deleted.  Only those that are identified as bleeding will be retained.   
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If a patient is identified as meeting the study criteria, members of the research team will 

liaise with the clinical care team. A member of the clinical care team will approach the 

patient and introduce a member of the research team, who will explain the study and 

seek consent. Should the patient consent, the Trust laboratory will be notified and 

advised that the patients blood sample needs to be retained until the end of the study. 

If a patient lacks capacity to consent, then a consultee opinion will be sought in line with 

the Mental Capacity Act.  

A recommendation for class 1, 3, 4 and 6 support was requested to cover access to the 

relevant unconsented activities as described in the application. 

 

Confidential patient information requested 

 

The following sets out a summary of the specified cohort, listed data sources and key 

identifiers. Where applicable, full datasets and data flows are provided in the application 

form and relevant supporting documentation as this letter represents only a summary 

of the full detail.  

 

Cohort 

 

Retrospective cohort: Adults aged 16 – 110 years of age 

who were admitted to, or attended the emergency 

department at, Oxford University Hospitals NHS 

Foundation Trust between 1/3/2011 and 1/3/2021. 

Approximately 1,750,000 patients will be included.  

 

Prospective cohort: Adults aged 16-110 years of age 

who were admitted to, or attended the emergency 

department at, Oxford University Hospitals NHS Trust 

between 01/10/2021 – 01/02/2022. The data for 87,500 

patients will be screened in order to gain consent from 

200 patients. 

 

Data sources 

 

8. Electronic patient records at Oxford University 
Hospitals NHS Trust 



34 

 

Identifiers required 

for linkage 

purposes 

 

23. Name 
24. NHS Number 
25. Hospital ID number 
26. Date of birth 
27. Date of death 
28. Postcode – unit level 

 

Identifiers required 

for analysis 

purposes 

 

15. Gender 
16. Occupation 
17. Ethnicity 

 

 

 

Confidentiality Advisory Group advice 

 

The following sets out the Confidentiality Advisory Group advice which formed the basis 

of the decision by the Health Research Authority.  

 

Public interest 

 

The CAG noted that this activity fell within the definition of medical research and was 

therefore assured that the application described an appropriate medical purpose within 

the remit of the section 251 of the NHS Act 2006. Members agreed that the application 

had a medical purpose and was in the public interest.  

 

Scope 

 

The CAG noted that records for a large number of patients in both cohorts would be 

accessed and screened. Members requested further clarification on why so many 

records needed to be accessed in order to identify a relatively small number of patients. 

A more accurate estimate of the number of patient records that would be accessed 

needed to be provided.  
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Practicable alternatives 

 

Members considered whether a practicable alternative to the disclosure of confidential 

patient information without consent existed in accordance with Section 251 (4) of the 

NHS Act 2006, taking into account the cost and technology available. 

 

• Feasibility of consent 
 

The applicant noted that it would not be feasible to seek consent for the retrospective 

cohort, as an excess of 1 million patient records will be accessed. The CAG agreed that 

consent was not feasible.  

 

• Use of anonymised/pseudonymised data 
 

The applicants require access to confidential patient information in order to approach 

suitable patients and seek their consent to take part in the research.  

 

 

‘Patient Notification’ and mechanism for managing dissent 

 

It is part of the CAG responsibility to support public confidence and transparency in the 

appropriate sharing and use of confidential patient information. Access to patient 

information without consent is a privilege and it is a general principle of support for 

reasonable measures to be taken to inform the relevant population of the activity and 

to provide a right to object and mechanism to respect that objection, where appropriate. 

This is known as ‘patient notification’. This is separate to the local obligation to comply 

with the principles of the General Data Protection Regulation and Data Protection Act 

2018.  

The applicants provided a Privacy Notice and a Patient Notification Statement. This 

document contained postal, telephone and email contacts for the study team, should 

patients have questions or wish to dissent. The Patient Notification Statement also 

contained a link to the National Data Opt-Out. 

Participant Information Sheets and consent forms were provided for patients and 

consultees. These related to the consented aspect of the study.  
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The applicants plan to disseminate information about the study via a study website on 

the research group website and via a section on the OUH website, mentioning the 

research study and providing links to the Privacy Notice and Patient Notification 

Statements. 

Members noted that the patient notification information would be disseminated online, 

and suggested that a poster was also created for display on appropriate wards. The 

poster should provide brief information about the study and contain links to other the 

further information online.  

The CAG queried whether patient records would be checked for expressions of dissent. 

Members noted that, should patients register with the National Data Opt-Out, they will 

be dissenting to use of their data in all research. Therefore a project-specific dissent 

mechanism needed to be created and details given to the CAG.  

The patient notification documents refer to permission being given by the CAG. This 

should be revised to “Following advice from the CAG, the Decision Maker within the 

Health Research Authority agreed that support should be given under Regulation 5 of 

the Control of Patient Information (COPI) Regulations.” 

 

 

Patient and Public Involvement and Engagement 

 

Meaningful engagement with patients, service users and the public is considered to be 

an important factor for the CAG in terms of contributing to public interest considerations 

as to whether the unconsented activity should go ahead.  

The applicants advised that they had discussed that study will a PPI Group, which was 

chaired by the Patient Experience and Engagement and Oxford Blood Group PPI Co-

ordinator. A virtual patient and public involvement meeting was held on 14 December 

2020. This included patients who had suffered significant bleeding, their carers and 

interested members of the public. The PPI Group agreed that the lay members involved 

understood that processing of confidential patient information was required in order to 

undertake the research and that seeking consent was not feasible.  

The members of the PPI group recognised that patients who are suffering from acute 

blood loss are likely to require rapid and emergent care. And that, the majority, if not 

all, of the participants we would like to enrol in this study will be incapacitated at the 

time of presentation and routine blood sample collection, due to several factors - 

including in some cases acute circulatory failure or the need for urgent care and 

intubation. The PPI group unanimously agreed that data collection for this patient group 

was acceptable without consent. 
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The applicants provided the presentation, advert and pre meeting text for the patient 

and public involvement activity, alongside the minutes from the meeting. 

 

The applicants provided examples of the presentation, advert and pre meeting text for 

the PPI that was conducted prior to submission and during study design, alongside the 

minutes from the meeting.   

The CAG noted that the findings from the activity conducted so far had been well 

summarised and the public argument for the research was strong. However, the 

advertisement used to promote the patient and public involvement did not mention the 

use of confidential patient information without consent. Members noted that including 

this in the advertisement would potentially have attracted patients who were concerned 

about or interested in the processing of confidential patient information. The CAG also 

noted that the patient and public involvement had been undertaken during a time period 

when the UK was in lockdown and suggested that further patient and public involvement 

was undertaken. Promotion of this activity should mention the processing of confidential 

patient information. The patient and public involvement group should also review the 

patient notification documents.  

 

Exit strategy 

 

For the prospective cohort, patients will be approached for consent and their 

participation will proceed on a consented basis.  

Date of death and unit level postcode are included in the list of identifiers required for 

analysis in Q38. The applications have clarified that in both the retrospective and the 

prospective dataset that is transferred to the University of Oxford for analysis, the 

applicants will record the LSOA code, the date/time of hospital admission and time from 

hospital admission to death.   

The live clinical system (operating within the NHS Trust) will capture postcode and date 

of death and the study personnel will ensure these two data items are processed and 

removed from the final study dataset. 

The records of those in the prospective cohort who have been identified as having bled 

but who are not approached as part of the consent arm will be retained in the analysis 

dataset but following de-identification, so that re-identification will not be possible nor 

attempted. 
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Identifiers retained for analysis 

 

The CAG asked the applicant to clarify the identifiers that would be required for analysis, 

noting that date of birth appeared to be required, but had not been included in the list 

of identifiers in Q38 of the IRAS form. Clarification on which identifiers would be retained 

for analysis was requested, including whether any items of patient information would 

be revised to be less identifiable, e.g. converting date of birth to age.  

 

Expert panel 

 

Page 6 of the protocol contained a reference to an expert panel, which will be 

assembled to identify criteria, and this may contain a patient who has experienced 

bleeding. The CAG requested clarification that, when discussing the criteria to be 

adopted, the expert panel will not have access to confidential patient information. 

 

Confidentiality Advisory Group advice conclusion 

 

The CAG agreed that there was a public interest in this activity, were supportive in 

principle of this activity proceeding, and therefore recommended to the Health 

Research Authority that the activity be provisionally supported.  However, further 

information and actions would be required prior to confirming that the minimum criteria 

and established principles of support have been adequately addressed.    

In order to complete the processing of this application, please respond back to all of the 

request for further information, and actions required to meet the specific conditions of 

support where indicated, within one month.  

 

Request for further information 

 

1. Provide clarification on why so many records needs to be accessed in order to 
identify a relatively small number of patients and a more accurate estimate of the 
number of patient records that would be accessed needs to be provided. 

 

2. A poster needs to be created for display on appropriate wards. The poster should 
provide brief information about the study and contain links to other the further 
information online.  
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3. Clarify whether patient records will be checked for expressions of dissent.  
 

4. A project-specific dissent mechanism needs to be created and details given to 
the CAG.  

 

5. Further patient and public involvement needs to be undertaken. Promotion of 
this activity should mention the processing of confidential patient information. 
The activity should also include review of the patient notification documents.  

 

6. Provide clarification on which identifiers will be retained for analysis. 
 

7. Confirm that the expert panel will not have access to confidential patient 
information. 

 

8. The statement in the patient notification about permission from the CAG needs 
to be revised to “Following advice from the CAG, the Decision Maker within the 
Health Research Authority agreed that support should be given under Regulation 
5 of the Control of Patient Information (COPI) Regulations.” 

 

Specific conditions of support (Provisional) 

 

The following sets out the provisional specific conditions of support. These may change 

in the final outcome letter depending on the responses to queries.  

 

1. Favourable opinion from a Research Ethics Committee. Pending 
 

2. Confirmation provided from the IG Delivery Team at NHS Digital to the CAG that the 
relevant Data Security and Protection Toolkit (DSPT) submission(s) has achieved 
the ‘Standards Met’ threshold. See section below titled ‘security assurance 
requirements’ for further information. Confirmed:  

 

The NHS Digital 2020/21 DSPT review for Oxford University Hospitals NHS 

Foundation Trust is confirmed (by check of the NHS Digital DSPT tracker on 15 

September 2021).  
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4. Any other business  
 
No other business was raised.  
 
The Chair thanked Members for their attendance and the meeting was closed.  
 

 

 

Signed – Chair 

 

 Date 

Minutes signed off as accurate by Vice Chair Dr 

Patrick Coyle and Alternate Vice Chair Ms Clare 

Sanderson 

 12/10/2021 

   

 

 

  

Signed – Confidentiality Advice Team  Date 

 

KM Cassidy 

 12/10/2021 

 

 


