
 

 

Minutes of the meeting of the Confidentiality 

Advisory Group 
 

19 January 2023 via Zoom 

 

Present: 

 
Name    Role 

Dr Tony Calland MBE CAG Chair 

Professor Will Bernal CAG Alternate Vice Chair (Absent 

from item 4.e) 

Dr Martin Andrew CAG Member 

Dr Katie Harron CAG Member  

Dr Pauline Lyseight-Jones CAG Member 

Professor Sara Randall CAG Member 

Ms Diana Robbins CAG Member 

Mr Marc Taylor CAG Member 

 
 

 

 



 

Also, in attendance: 
 

Name   Position (or reason for attending)   

Dr Paul Mills HRA Confidentiality Advice Service Manager 

Ms Kathleen Cassidy HRA Confidentiality Advisor 

Mr Michael Pate HRA Approvals Specialist 

Mr Will Lyse HRA Approvals Administrator 

Dayheem Sedighi  HRA Approvals Administrator 

Geoff Hall Joint applicant & Professor of Digital Health 

and Cancer Medicine, Chief Clinical 

Information Officer, Leeds Teaching 

Hospitals NHS Trust (attended for 

discussion of item 3a only) 

Johnny Chagger Associate Director of Information 

Governance and Data Protection Officer, 

Leeds Teaching Hospitals NHS Trust 

(attended for discussion of item 3a only) 

Pete Wheatstone Chair DATA-CAN Patient & Public 

Involvement & Engagement (PPIE) group 

and Independent reviewer of HRA 

submission (attended for discussion of item 

3a only) 

Arun Sujenthiran Senior Medical Director/UK Clinical Lead, 

Flatiron Health UK Ltd (attended for 

discussion of item 3a only) 

 

1. Introduction, apologies, and declarations of interest   
 
Apologies from: Mr Dan Roulstone, Professor Lorna Fraser, Ms Clare Sanderson 

(AVC) 

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 24 November 2022 meeting applications.    
 

  

Health Research Authority (HRA) Decisions  
  

The Health Research Authority agreed with the advice provided by the CAG in 
relation to the 24 November 2022 meeting applications.  
  

Minutes:  
  

• 10th November & 24th November, and 8th December Full minutes published  

• 4th November PS minutes published  

• October & November Sub-Committee minutes published  
 

 

3. Resubmitted Applications 

 

a. 23/CAG/0015– Flatiron Health UK Oncology Real-World 

Database v2.0 

 

Purpose of application 

 

This application from Flatiron Health UK Ltd set out the purpose of creating a research 

database to collect real world data (RWD) for cancer patients aged 18 years and over.  

Progress in cancer treatment is dependent upon high-quality evidence to demonstrate 

that specific interventions are safe and effective. Traditionally, evidence development 

has been through prospectively conducted clinical trials. However, “real world data” has 

the potential to contribute to understanding of what happens in routine clinical care.  

The applicants, Flatiron Health UK Ltd, have partnered with Leeds Teaching Hospitals 

NHS Trust to create a representative, population-based cancer cohort. The database 

will be comprised of routinely collected retrospective data for patients aged 18 years 

and over who received treatment for cancer within Leeds Teaching Hospitals NHS 

Trust. Structured and unstructured data will be extracted from Trust clinical systems by 

members of the direct care team at Leeds Teaching Hospitals NHS Trust. The trust will 

transfer the confidential patient information to a “Landing Zone” within an NHS Trust 

Firewall. Flatiron Health UK Ltd will access the dataset to remove the identifiers from 

the data to create a pseudonymised dataset identified by a key and will be transferred 

to a “Joint Research Environment”, still within the trust firewall. There, Flatiron Health 

UK Ltd will undertake further processing to anonymise the data before transfer to the 



Flatiron Health UK Ltd Environment. All data processed by Flatiron Health UK Ltd after 

this point will be anonymised. 

A recommendation for class 1, 5 and 6 support were 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 treated within Leeds Teaching Hospitals NHS 

Trust, aged 18 years and over with a diagnosis of 

cancer, falling into one of four categories: newly 

diagnosed after pre-defined date (New patients), cancer 

patients diagnosed before pre-defined date and 

receiving ongoing care at NHS Trust (Active patients), 

cancer patients who were previously treated, but no 

longer actively receiving care at Leeds Teaching 

Hospitals NHS Trust (Inactive patients), and cancer 

patients who are deceased and were previously treated 

by the NHS Trust (Deceased patients). 

It is expected that the initial historical extract will 

~32,000 cancer patients, with about 4,000-5000 new 

cancer patients will be added per year thereafter.  

Data sources 

 

1. Clinical information systems, including Electronic 
Health Records, chemotherapy ordering system, 
scheduling system, PACS and others 

Identifiers required 

for linkage 

purposes 

1. NHS Number 

Identifiers required 

for analysis 

purposes 

1. Gender  

2. Ethnicity 

Identifiers initially 

held in Landing 

Zone. 

1. NHS Number  

2. Hospital ID Number  

3. Date of birth  

4. Year of birth  

5. Date of death  



6. Postcode – unit level  

7. Gender  

8. Ethnicity 

Additional 

information 

No identifiable information will exit Trust firewalls. Any 

information that does leave will be anonymised. 

 

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.  

 

This application had twice been considered by CAG on 01 October 2020 

(20/CAG/0115) and 22 September 2022 (22/CAG/0136) and, both occasions, the 

application was deferred. At this meeting CAG primarily considered the applicant’s 

response to previous CAG concerns. 

 

Public interest and financial relationships 

 

For previous applications CAG did not feel that the public benefits had been clearly 

demonstrated, with a lack of detail on the types of research that would be conducted 

and the financial arrangements and benefits that are in place. As part of this 

application the applicants provided further justification on all points, which were 

considered by members. 

CAG noted that the application is commercially driven, and carefully considered 

whether the application demonstrated a public benefit. Members noted the recent 

publication of guidance from the National Data Guardian on “What do we mean by 

public benefit”, which contained specific information on considering the public benefit 

when there are commercial interests involved. 

Whilst recognising there will be a commercial benefit to Flatiron Health UK Ltd, 

members were keen to understand what the benefits of this project will be to both 

the NHS and patients. Both Flatiron Health UK Ltd and Leeds Teaching Hospitals 

NHS Trust (LTHT) detailed the proposed benefits to the local population, which 

included: 

• The established curated dataset will be returned to Leeds Teaching Hospitals 

NHS Trust where it can be linked back to patient records to enable it to be 

used for direct care purposes of current patients. Concerns were raised by 

CAG members about references to an American coding system to be used 

and how that will impact its use. However and Leeds Teaching Hospitals NHS 



Trust confirmed that the American coding system will not be used and the 

data will be able to be integrated into NHS systems. 

• Leeds Teaching Hospitals NHS Trust will have access at no cost to the whole 

dataset for clinicians and researchers to use for planning and research 

purposes, as well as training. 

The CAG also queried the financial relationship between Flatiron Health UK Ltd and 

Leeds Teaching Hospitals NHS Trust to ensure it was based on fair terms. Flatiron 

Health UK Ltd confirmed that they will be covering all costs in association with set-

up. This included providing additional income to Leeds Teaching Hospitals NHS 

Trust. Representatives from Leeds Teaching Hospitals NHS Trust confirmed this, 

and that the income generated would be invested back into NHS cancer services in 

Leeds. Leeds Teaching Hospitals NHS Trust also confirmed, from their perspective, 

that the agreement was based on fair terms to the NHS. Both parties stated this is a 

long-term arrangement. 

CAG also considered the wider public benefits of this project. The applicants stated 

that other non-commercial researchers will be able to access the deidentified data at 

no cost. This will however be after review and on approval by a data access 

committee, as per the Research Database Management Plan. Fees however will be 

charged to access the deidentified data by other commercial organisations.  

Members noted the applicant’s assertion that current cancer databases in the UK 

have limitations, particularly around how quickly data extracts can be obtained and 

the lack of information from sources such as radiology and pathology reports. 

Members challenged the applicant on these limitations, and why this database is 

needed. Prof. Hall reiterated these points, concluding that there is no complete 

cancer data set in the UK and that high quality real-word data is critical to this work. 

Not creating this database potentially would be of significant detriment to the NHS 

and patients in the UK. 

Based on the information provided CAG carefully considered the commercial aspect 

of the activity against the proposed benefits to the NHS and patient population. 

Whilst recognising the sensitivities of commercial involvement in using patient 

information, members agreed that the rationales provided as well as the safeguards 

that will be in place gave a sufficient public interest to the activity proceeding. 

Definition of direct care team 

 

Members noted the extra clarity provided by Leeds Teaching Hospitals NHS Trust on 

what constitutes the direct care team for this project. 

As part of the resubmission the application implied that that unstructured data will be 

processed into structured data by specialist oncology nurses and/or data 

professionals employed and trained by Flatiron Health UK Ltd, using Flatiron’s 

proprietary approach and software. Whilst Flatiron staff may be provided with an 



Honorary Contract by Leeds Teaching Hospitals NHS Trust, members noted that this 

is not sufficient to establish a common law legal basis to access confidential patient 

information. As such, the CAG requested confirmation from the applicants whether 

support needs to be extended to cover Flatiron Health UK Ltd staff who may access 

confidential patient information. 

The CAG also requested further details on whether the Flatiron Health UK Ltd staff 

would be accessing confidential patient information remotely and if so, how they will 

be supervised. The applicant stated that it was possible for staff to work remotely, 

and that this had very recently been the standard practice during the Covid-19 

pandemic. The applicant stated that remote working would be conducted through 

very strict terms and under a data processing contract. 

The CAG was still unclear on what items of confidential patient information (e.g., 

NHS number, name, address) Flatiron Health UK Ltd would be able to access 

remotely and requested further clarity on this, and what safeguards would be in 

place.  

Justification on why consent cannot be sought 

 

In previous consideration CAG agreed that consent was not possible from deceased 

patients, nor those no longer receiving care from Leeds Teaching Hospitals NHS 

Trust (inactive patients). However, members asked for further justification on why 

consent cannot be given by patient receiving ongoing care (active patients) and 

newly diagnosed patients. 

In response the applicants stated that there were several reasons why consent is not 

feasible for these groups, which included: 

• Cohort size: It is expected data (and thus consent) will be collected from 

thousands of patients currently receiving treatment annually.  

• Capacity: Given the time required per patient, and the total number of patients 

required, a consent model would require significant additional clinical staff 

capacity. In light of staffing and capacity challenges across the NHS, diverting 

staff capacity for consenting patients would not be feasible. 

• Bias: if a consent model were used it would lead to research bias as not every 

patient would be consented and would not be representative of cancer patients. 

This could potentially result in some tumour types or patient cohorts not being 

fully represented, introduce bias into the analysis and generate potentially 

misleading results. 

To support this approach the applicants undertook Patient and Public Involvement on 

the use of an opt-out model, rather than consent. The outcomes indicated support for 

this approach.  



Given these arguments, and the supporting Patient and Public Involvement work, the 

CAG was satisfied that consent was not a practicable alternative. 

‘Patient Notification’ and mechanism for managing dissent 

 

In the previous CAG consideration members requested that the patient notification are 

revised into lay language with support of a patient and public involvement group, as 

well as ensuring they provide full detail of the data flows and the commercial aspect. 

Alongside this, the applicants were also requested to detail the strategy that would be 

used to promote this activity. 

The applicants clarified that a range of notification strategies will be used, including 

posters and information leaflets in clinical areas, active and inactive patients receiving 

a letter within a reasonable timeframe, with newly-diagnosed patients receiving the 

same after their initial diagnoses.  

Supporting materials were provided, with CAG noting that the applicants are working 

with MedConfidential to support the development of these and that initial letters will be 

sent out in batches to determine if further updates are necessary. 

Members were content with the approach used and the materials provided. One 

suggestion from CAG was to clarify that, when exercising the national data opt out, they 

will be opting out of all secondary research and planning uses of their data. 

Patient and Public Involvement and Engagement 

 

In the previous review CAG requested that further Patient and public interest groups 

and cancer charities are consulted as part of further patient and public involvement, 

and also asked for further details on the objections raised by the 30% of patient and 

public involvement consultees who were not supportive of the use of confidential patient 

information in the previous application. 

The applicants detailed that the 30% who were not supportive related to one aspect of 

the patient and public involvement to date, and concerns related to the need for more 

information about the security of data, the governance and what information is being 

shared with patients, and the financial and non-financial benefits to the Trust and 

specifically what the Trust will be using those benefits for. Some individuals were 

against a Trust working with any private company. In response to these concerns the 

applicants detailed how they have updated the patient notification materials. 

As well, the applicants provided a detailed overview of all the patent and public 

involvement undertaken to date, which included: 

• Work with DATA-CAN patient and public involvement group. DATA-CAN are the 

HDR UK Innovation Hub focused on oncology real-world data. This work 

involved consulting with 12 members of the group on its plans. This resulted in 



18 recommendations which the DATA-CAN patient and public involvement 

group confirm have been acted upon by Flatiron Health UK Ltd. 

• Consulting other national advocacy groups such as MedConfidential and 

UseMyData. 

• Created, based on recommendations of the DATA-CAN patient and public 

involvement group, a Patient Voices Panel (PVP). The applicants confirmed that 

this currently comprises six members and provided a summary of the 

background of each. At least two members of this group would also sit on the 

Flatiron Research Oversight Committee, to review proposals to access the data. 

• Involving the Leeds community. This included displaying information on the 

proposed activity around Trust premises. The applicants sent a survey on 2000 

members of the local community seeking feedback on the partnership between 

Leeds Teaching Hospitals NHS Trust and Flatiron Health UK Ltd, with a further 

200 local people sent a second survey asking for specific opinions on the 

approach taken in this application (that is no consent). For the initial survey 70% 

of respondents (total 44) either definitely or potentially supported the partnership, 

with reasons on why the remaining 30% did not support it described above. For 

the second survey, 91% of respondents (total 85) supported the approach, with 

the remainder having concerns on the transparency and how to opt out. 

The information provided also detailed further planned work with patients and the 

public, including a commitment to further expand the Patient Voices Panel and continue 

working with Trusts as well as other advocacy groups. 

Members commended the applicants for their patient and public involvement work to 

date. Whilst noting that the local community of Leeds has been invited to complete 

surveys, the CAG felt that the local community should continue to be engaged in this 

work and requested that further patient and public involvement is undertaken with a 

minimum of 50 local members to cover topics on the commercial relationship between 

Flatiron Health UK Ltd and Leeds Teaching Hospitals NHS Trust, the processing of 

confidential patient information without consent and the opt-out mechanism. This will 

be a condition of support, with progress reported to CAG within six months.  

In addition, the CAG noted that many of the members of the Patient Voices Panel are 

experienced patient representatives. Whilst noting the desire to increase the size of this 

panel CAG requested that at least two new members should be lay, with minimal 

experience in research and use of data. Related to the Flatiron Research Oversight 

Committee, the CAG also requested that at least one member of this group be recruited 

with minimal experience in research and use of data. These will be conditions of 

support, with progress reported to CAG within six months. 

The CAG raised concern that patient and public involvement group members had been 

asked to sign non-disclosure agreements. When questioned on the need for this, 

Flatiron Health UK Ltd noted that this was to safeguard their interests, as per standard 



practice with any third-party. Flatiron however did offer to review this position. The CAG 

noted this explanation. 

Use of Confidential Patient Information and disclosure outside the UK 

 

The applicant, in the previous application were asked to clarify that no confidential 

patient information will be disclosed outside the UK, and whether any items of 

confidential patient information would be held after the NHS numbers were deleted. 

In response, the applicants confirmed that no items of confidential patient information 

would leave the UK, including to regulatory bodies such as the FDA. 

It was clarified that all confidential patient information will be kept behind the Trust’s 

firewall and at no time will it leave. Once the NHS number has been removed from 

the ‘Landing Zone’ within the Trust firewall, remaining direct and indirect identifiers 

such as (date of birth or treatment dates) that may need to be retained for the 

creation of research data sets are modified to reduce the risk of re-identification 

throughout the data curation process.  

Members were content with this explanation and raised no further queries. 

Artificial intelligence and terminology 

 

CAG queried what the proposed use for artificial intelligence was in this application, 

as well as requesting clarity on the definitions of ‘trusted research environment’ and 

‘joint research environment’ as used in the application. 

The applicants detailed that use of artificial intelligence (AI) and machine learning 

(ML) techniques will be limited to select use-cases solely with the goal of developing 

a real-world evidence database. As well, natural language processing (NLP) will be 

used to aid manual data extraction from unstructured data sources and will be 

performed by Flatiron UK-based staff. The terminology of ‘trusted research 

environment’ and ‘joint research environment’ were also clarified. 

CAG raised no further queries on these aspects.   

Future Expansion to other Trusts 

 

CAG also noted that this application was specifically for Leeds Teaching Hospitals 

NHS Trust but that Flatiron Health UK Ltd will look to expand to other NHS Trusts in 

the future. Members reiterated that any support provided will be for Leeds Teaching 

Hospitals NHS Trust and an amendment will be necessary to extend the support to 

other Trusts. 



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 to all of the 

requests for further information, and complete the actions required to meet the 

specific conditions of support where indicated, within one month. 

Request for further information 

 

1. Detail the identifiable patient data items that Flatiron Health UK Ltd staff will 

be able to access remotely, and provide further information on the safeguards 

that will be in place to maintain the confidentiality of this data.  

 

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. Undertake further patient and patient involvement, specifically with the 
local community in Leeds on topics such as commercial relationship 
between Flatiron Health UK Ltd and Leeds Teaching Hospitals NHS Trust, 
the processing of confidential patient information without consent and the 
opt-out mechanism. This should include a minimum of 50 patients and 
progress reported six months from the date of the final outcome letter.  

 
2. A minimum of 2 lay members, with minimal experience in research and 

use of data, to be added to the Patient Voices Panel. Progress should be 
reported to CAG in six months from the date of the final outcome letter. 

 
3. A minimum of 1 lay member, with minimal experience in research and use 

of data, added to the Flatiron Research Oversight Committee. Progress 

should be reported to CAG in six months from the date of the final 

outcome letter. 

4. It is suggested that the patient notification materials are reworded to make 

it clear that opting out via the National Data Opt Out will opt out of their 

data being used for all secondary research and planning uses, not just this 

Flatiron application. 

5. Any future support issued will be for Leeds Teaching Hospitals NHS 

Foundation Trust only. Additional Trusts should be added by submission 

of an amendment. 



6. Future amendments related to this application will be considered at a full 

meeting of the Confidentiality Advisory Group. 

7. Future annual reviews related to this application will be considered at a full 

meeting of the Confidentiality Advisory Group. 

8. Favourable opinion from a Research Ethics Committee. Pending 

9. 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 21/22 DSPT reviews DSPT for Leeds Teaching Hospitals 

NHS Trust were confirmed as ‘Standards Met’ on the NHS Digital DSPT 

Tracker (checked 23 January 2023) 

The NHS Digital 21/22 DSPT review for organisation ‘Flatiron Health UK 
Ltd’ was confirmed as ‘Pending’ on the NHS Digital DSPT Tracker 
(checked 23 January 2023) 

 

4.New Applications 
 

a. 23/CAG/0003– PRemature Infant Outcome Risk study – 

PRIOR. 

 

Purpose of application 

 

The overall aim of the study is to develop a risk score using routinely collected neonatal 

electronic data for neonatal mortality and morbidity that is applicable to the UK setting.  

The research team has developed a prediction tool to identify babies at high risk of 

dying or developing serious diseases using routinely recorded healthcare data. The tool 

will support timely personalised treatment decisions. This study will determine how well 

the developed tool performs in clinical practice and compare its performance with 

previously developed tools. The study will test how well the tool works in clinical practice 

by studying 1,300 premature babies born before 32 weeks of pregnancy until two years 

of age.  

A recommendation for class 1, 4 and 5 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 

 

1300 premature infants born below 32 weeks of 
gestational age and admitted in participating neonatal 
units within 24 hours of age.  
  

Data sources 

 

NHS Trusts in England and Wales which use the 
BadgerNet system  
  

1. Patient case notes  
  

Identifiers required 

for linkage 

purposes 

1. NHS number  
2. Clevermed pseudonymisation code  
  

Identifiers required 

for analysis 

purposes 

1. Sex  
2. 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 and was in the public 

interest. 

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 

 

An opt-out approach will be used.   Data on all babies admitted to participating 

neonatal units within 24 hours of birth are included routinely in the research unless a 

parent declines. Parents can withdraw at any time. In the event of their withdrawal, it 

will be explained that their data collected so far cannot be erased from any research 

where it has been used.  This is a well-established approach used successfully in 

many similar national neonatal observational studies, including OPTI-SURF, and 

was found to be acceptable to clinicians and parents. Opt-in consent will introduce 

selection bias with babies at high risk of death or bronchopulmonary dysplasia (BPD) 

not being recruited. The CAG Committee was content that consent before enrolment 

was not a practicable alternative. 

 

• Use of anonymised/pseudonymised data 

 

Confidential patient information in the form of the NHS number, is required to verify 

the case, to link neonatal data where the participant is moved between one Trust 

and another, to track follow-up, and to calculate age of event and age of 

death.   Date of birth and date of death will be reduced to month and year only and 

would not be considered CPI. The CAG was content that using anonymous 

information was not a practicable alternative. 

‘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.  

Parents of eligible participants will be approached for including their infant’s data in 
the study. Participant information sheets and publicity material for the study will be 
made available to participating neonatal units. Participating neonatal units will make 
this information leaflet available to parents.  No other notification material will be 
used. 

The CAG requested that a contact email address be added to the notification 
materials, should patients have any queries.    

 



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.  

Patient and public involvement and engagement activity specifically exploring the 

use of confidential patient data for research was carried out in February 2020 with 

the support of the local Little Voices Parents group. The study concept was 

discussed with eight parents of very premature infants born at 24 to 34 weeks of 

gestation, including two sets of twins in a group setting. All parents were happy with 

the use of confidential patient data without consent for research if it did not involve 

further investigations (which is the case for this study) and they were notified of the 

nature of the study in terms of what data are collected and how they are used as well 

as an option to opt-out if they wish to. This has been explained in the participant 

information sheet. The study was also designed with the support of a patient advisor, 

Lucy Pritchard, a mother of an extremely premature baby with severe 

bronchopulmonary dysplasia, who has also reviewed the study paperwork.   

 

The CAG was content with the level of PPI conducted.  

 

Exit strategy 

Removal of the Clevermed pseudonymisation code from the data.   Identifiable data 
will be destroyed on study completion as described in Question 52 of the CAG form. 
The study is completed when the 2-year follow up data is obtained for the last 
recruited patient. The CAG Committee was content with 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. 

Specific conditions of support 

 

1. Please add a contact email address to the participant information sheet. 
 

2. Favourable opinion from a Research Ethics Committee. Confirmed 18th January 
2023 



 
3. 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:  

 
There are more than 5 DSPTs, thus this is a data controller’s responsibility to 
arrange. 

 
As the above conditions have been accepted or met, this letter provides 
confirmation of final support.  I will arrange for the register of approved 
applications on the HRA website to be updated with this information. 

 

 

b. 23/CAG/0007– A UK-wide study of paediatric-onset 

chronic inflammatory demyelinating 

polyradiculoneuropathy (CIDP) epidemiology, clinical 

presentation, and outcomes. 

 

Purpose of application 

 

This application from University College London Hospitals NHS Foundation Trust set 

out the purpose of medical research that seeks to determine the epidemiology, clinical 

presentation, natural history and outcomes of individuals with paediatric-onset chronic 

inflammatory demyelinating polyradiculoneuropathy (CIDP) in the UK. 

 CIDP is a chronic, treatable, immune-mediated inflammatory disorder of the peripheral 

nervous system, often with a mixture of motor and sensory impairment. Onset is usually 

in adulthood, but childhood (paediatric)-onset cases are recognised. As CIDP is rare, 

little is known about its natural history and the epidemiology of paediatric-onset CIDP 

in the UK is unknown.  

The National Immunoglobulin Database holds the records of all patients undergoing 

immunoglobulin treatment, which is a very common, first-line treatment for CIDP, in 

England, Scotland and Northern Ireland. The applicants seek to obtain confidential 

patient information from this database and to disclose this information to local clinicians 

to be cross-referenced with patient records.  

A Redcap database (Data Safe Haven version) will be set up. Confidential patient 

information will be disclosed from the National Immunoglobulin Database to the Redcap 

database held at University College London. Confidential patient information will then 

be disclosed to the NHS trusts which treated each patient. If patients are under ongoing 

follow-up by local clinicians, local clinicians will attempt to obtain informed consent for 

prospective data collection. If individuals have moved to different areas or have been 

discharged from treating services, then patients will not be contacted directly to obtain 

consent for retrospective analysis of their previous medical records. Clinicians who 



have patients with paediatric-onset CIDP will also report patients to the study group. 

This identifiable information will be used to identify patients to approach for consent. 

A recommendation for class 2, 3, 4, 5 and 6 support were 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 of any current age diagnosed at any point in 
life with confirmed or probable CIDP by an adult or 
paediatric neurologist, whose onset of symptoms was 
at or under 18 years of age. 

Data sources 
 

1. National Immunoglobulin Database, held by 
MDSAS on behalf of NHS England  
2. Data from the hospital trusts that provided 
treatment 

Identifiers required 
for linkage 
purposes 
 

1. Name  
2. NHS Number  
3. Hospital ID number  
4. Date of birth  
5. Date of death  
6. Postcode – district level  
7. Sex 

Identifiers required 
for analysis 
purposes 
 

1. Name  
2. Date of birth  
3. Date of death  
4. Postcode – district level  
5. Gender 
6. Ethnicity  
7. Treating hospital/NHS trust 

 

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 strong medical purpose 



 

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 

 

Consent will be sought where possible, but it may not be possible to seek consent 

from patients who have been discharged from the treating service. This group of 

patients will still be included, due to the rarity of the disease. 

The CAG was content that consent was not a practicable alternative. 

 

• Use of anonymised/pseudonymised data 

 

Confidential patient information is required so eligible patients can be identified and 

the research team can contact the clinicians currently providing treatment or who 

provided treatment in the past. 

The CAG was content that using anonymous information was not a practicable 

alternative. 

 

‘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.  

No patient notification strategy had been created. The applicants advised that this was 

due to the rarity of the disease. 

The National Data Opt-Out will be applied.  

The participating trusts will check patient records for evidence of patients dissent to use 

of their data in research. 



The CAG asked that patient and public involvement was undertaken around the 
specific issue of creating a patient notification strategy and dissent mechanism. 
Relevant materials needed to be provided when responding to the CAG Provisional 
Outcome.  

 

Patient and Public Involvement and Engagement 

 

Meaningful engagement with patients, service users and the public are 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, due to the rarity of the disease, no designated patient 

support group was available. Therefore, no direct engagement activity has been 

undertaken prior to making the application.  

The applicants noted that senior members of the MRC Centre for Neuromuscular 

Disease regularly speak at public meetings, and this could be used as a platform to 

spread information about research outcomes. 

The CAG requested that further patient and public involvement was taken 
specifically focussing on the use of identifiable patient information without consent. 

The CAG stated that this needed to include discussion on how patient notification 
could be undertaken and how an opt-out mechanism could be implemented. The 
CAG also requested that the patient and public involvement group include patients or 
relatives of those with CIPD and those with similar conditions. 

Small number minimisation 

 

The CAG noted that, due to the rarity of the condition, small numbers of patients 

may be involved, increasing the risk of patients being identified. The CAG requested 

clarification on how this risk would be handled.  

Exit strategy 

 

The applicants seek to retain confidential patient information for 5 years. After 5 

years, the data for non-consented patients will be pseudonymised.  

As prospective data collection will involve clinical input, the applicants anticipate that 

all patients who have prospective data collection will be consented. 

The CAG requested further clarification on the exit strategy for patients included 
under s251 support and the consent process for patients on active follow-up. 



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 how the increased risk of identification, arising from  
 

2. Patient and public involvements need to be undertaken. This needs to: 
a. Include patients with CPID and/or their relatives, or patients and/or 

relatives of those with similar conditions, 
b. Include discussion on how patient notification can be undertaken 

and how a dissent process can be implemented.  
  

3. Provide clarification on the exit strategy for patients included under s251 
support and the consent process for patients on active follow-up. 

 

 

 

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 21/22 DSPT reviews DSPT for University College London 

and MDSAS were confirmed as ‘Standards Met’ on the NHS Digital DSPT 

Tracker (checked 23 January 2023) 

Pending: 

The NHS Digital 21/22 DSPT review for organisation ‘University College 
London Hospitals NHS Foundation Trust’ was ‘Pending’  



 

 
 

c. 23/CAG/0005 – A randomised controlled trial of no 

routine gastric residual monitoring to guide enteral 

feeding in paediatric intensive care units. 

 

Context 

 

Purpose of application 

 

This application from Edge Hill University set out the purpose of medical research that 

seeks to determine whether or not measuring the stomach contents of critically ill 

children receiving invasive breathing support impacts on the length of time the child 

spends on breathing support and their calorie intake.   

Paediatric Intensive or Critical Care (PICU) provides care for children who require 

specialist care for serious medical or surgical conditions and may require mechanical 

ventilation. Providing adequate nutrition is a key component of care. The sickest 

children may require para-enteral feeding and other feeding via a nasogastric tube. For 

tube-fed patients, it is standard practice to aspirate the stomach contents (called gastric 

residual volume or GRV) before the next feed to check the volume that remains and to 

make a visual assessment of its composition and status, as these may indicate if 

something is wrong. The residual may then be returned to the stomach or discarded 

depending on local guidelines and clinical opinion. The volume of enteral food to then 

give may then be determined by how much was left from the earlier feed. The practice 

of GRV measurement in critically ill children is not evidence-based and there is growing 

concern that GRV may provide little benefit to patients.   

The applicants aim to conduct an evaluation to assess the clinical benefits of 
intervening or not, and the cost-effectiveness of such practices. Eligible patients will 
be randomised to one of two groups. The intervention arm will not have GRV 
measurements taken and will be monitored for signs of feed intolerance using clinical 
signs only. The control group will have GRV measures taken. Due to the emergency 
nature of admission to PICU, patients will be randomised to either the intervention or 
control group before consent is sought. Participating NHS trusts will send 
confidential patient information to ICNARC. ICNARC will disclose confidential patient 
information to PICANet for linkage to baseline characteristics, treatment and 
outcome data. ICNARC will also disclose confidential patient information to NHS 
Digital for linkage to the Civil Registrations Dataset and HES, and to Digital Health 
and Care Wales for linkage to Patient Episodes Data. ICNARC will combine the data 
with data from the GASTRIC-PICU trial database and pseudonymise the dataset. 
Pseudonymised data only will be shared with the London School of Hygiene and 
Tropical Medicine for analysis.  



For most patients, the applicants will seek consent from patient or their parents before 

they are discharged. However, some patients will be discharged or die before consent 

can be sought. For these patients, research staff, who are part of the direct care team, 

will telephone and send letters to parents of patients discharged home prior to consent 

to inform them about their child being enrolled in the study. If patients or parents do not 

respond within 4 weeks to register an opt-out, their data will be included. 

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.  

Cohort 

 

Patients aged between 37 weeks and 16 years, who are 
receiving invasive mechanical ventilation (with extubation 
not planned in the next 48 hours), and where the intention 
is to start feeding via the gastric route (including 
gastrostomy).  
  
4700 patients will be included in total. The applicants 
expect that most patients will be recruited in England and 
that 4500 patients from England and Wales will be 
included. Around 10-12% of these patients will be 
included under s251 support.   
  

Data sources 

 

1. PICANet dataset, held at University of Leeds  
2. Civil Registrations Dataset and HES, held by NHS 

Digital  
3. Patient Episodes Data for Wales, held by Digital 

Health and Care Wales  
  

Identifiers required 

for linkage 

purposes 

1. NHS Number  
2. Date of birth  
3. Postcode   
  

Identifiers required 

for analysis 

purposes 

1. Date of death  
2. Gender  



 

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 and was in the public 

interest. 

Scope  

 

The CAG noted that patients would be recruited initially under the emergency 

research provisions of the Mental Capacity Act. The applicants would consent 

patients or their parents before discharge from the unit, where possible, and were 

seeking support under s251 to retain patients who were discharged or died before 

consent could be obtained.  

 

The Research Ethics Committee (REC) had reviewed the application and 

determined that patients who were discharged before consent could be obtained 

should not be included. Therefore, the CAG only considered whether patients who 

died prior to consenting should be included under the scope of s251 support.  

 

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 CAG agreed that consent was not feasible, as only deceased patients would be 

included under s251 support and consent could not be sought for these patients.  

• Use of anonymised/pseudonymised data 

 

Confidential patient information is required for linkage to ICNARC data, PICANet data, 

the Civil Registrations Dataset and HES at NHS Digital, and the Patient Episodes Data 



for Wales at Digital Health and Care Wales. The CAG was content that using 

anonymous information was not a practicable alternative. 

 

‘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.  

Information about the study will be displayed in all PICUs, using the GASTRIC-PICU 
study poster. Participating sites will be asked to display this poster in relevant areas of 
the PICU (e.g. the family room). The poster clearly states that parents/legal guardians 
who do not wish for their child to be included in the study can opt-out. 

Minimal information was provided on the poster. The CAG asked that more details were 
included, including an explanation of the relevant patient group, the data that would be 
collected and how it would be used. Information on how patients can opt-out or how 
parents could object to use of their child’s data, and contact details, also needed to be 
included.  

The CAG observed that the language used in the letter for bereaved families sounded 
insensitive and needed to be rephrased to provide further details on why it was not 
possible to remove data that had already been anonymised. Patient and public 
involvement needed to be conducted on the content of the notification to ensure it was 
suitable for bereaved parents. 

 

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.  

A patient representative is involved as a co-investigator and member of the Trial 

Management Group. This representative has provided input into the study development 

and design. At least one independent PPI representative will be a member of the Trial 

Steering Committee (TSC) which will provide majority-independent oversight of the trial. 

One of the co-investigators is the PPI lead and brings experience of leading PPI 

involvement in multiple studies.  



A Patient Advisory Group has been set-up specifically for this study, which has provided 

critical input into the development of patient facing documents such as Patient 

Information Sheets for adults and children, consent and assent forms, patient letters 

and valuable feedback regarding the consent procedures. A document providing more 

specific detail on the PPIE feedback was attached.  

The PPIE feedback is largely focused on the patient information documents, although 

the Family Room Poster did not appear to have been reviewed. The PPIE group had 

queried the process of contacting the discharged patients and the applicants had 

clarified that opt-out can be requested during the telephone call rather than waiting for 

a letter. 

The Committee requested clarification on whether the specific issue of the use of 

confidential patient information without consent had been discussed had been 

discussed during patient and public involvement. If no patient and public involvement 

had been undertaken around this issue, the project should be discussed with relevant 

patient groups and feedback provided to the CAG. 

 

Exit strategy 

Within a year of completion of the trial, all confidential patient information will be 
destroyed, except where patients have given explicit consent to its retention. The 
CAG was content with the exit strategy. 

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  

 

The applicants are advised that the CAG only considered whether patients who had 

died before consent could be sought should be included under the scope of support. 

Following the REC review, patients who were discharged prior to being consented 

were not included in the scope of support.  

 

1. The poster and the letter to bereaved family members needs to be revised 

as follows: 

 

a. Details on the patients included in the research need to be provided 

b. Details on the data that would be collected, that this includes 

confidential patient information, and how the data will be used, need to 

be provided 

c. Information on how patients can opt-out or parents could object to use 

of their child’s data need to be provided. 

d. Contact details for registering dissent/opt-out need to be provided. The 

CAG usually expects that email, telephone and postal details are given.   

e. The poster and letter need to be reviewed during patient and public 

involvement activities and revised as appropriate.  

 

2. Provide clarification on whether the specific issue of the use of confidential 

patient information without consent had been discussed during patient and 

public involvement. If no patient and public involvement has been undertaken 

around this issue, the project should be discussed with relevant patient 

groups and feedback provided to the CAG.  

 

3. Once received, the information will be reviewed by a sub-committee of 

members in the first instance and a recommendation and decision issued 

as soon as possible. At this stage it may be necessary to request further 

information or refer to the next available CAG meeting. If the response is 

satisfactory and the outstanding actions listed in the specific conditions of 

support are met, a final support outcome 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.  

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 21/22 DSPT reviews DSPT for PICANet (University of Leeds, 

NHS Digital and ICNARC were confirmed as ‘Standards Met’ on the NHS 

Digital DSPT Tracker (checked 24 January 2023) 

 

Digital Health and Care Wales - CPiP in place. 

 

 

d. 23/CAG/0012– Utilising data linkage to investigate the 

health impact of carrier status for common genetic 

disorders Short title: Data linkage to investigate impacts 

of genetic carrier status v1.0. 

 

Context 

 

Purpose of application 

This application from Cardiff University set out the purpose of medical research that 

seeks to explore the effects on health of carrying the Cystic Fibrosis gene.  

Cystic fibrosis (CF) is a common life-limiting genetic disease. A person is affected by 

CF when they inherit two changed copies of the CFTR gene. Individuals with only one 

changed copy are called 'carriers'. Carriers are usually unaffected by severe disease. 

However, there is emerging evidence that being a carrier for conditions such as CF may 

still have health implications that are not well understood. This study aims to examine 

the health implications for CF carriers in the Welsh population.  

The applicants will collect CF genotype data from the All Wales Medical Genomics 

Service (AWMGS). The CF genotype data will be pseudonymised and submitted to the 

Secure Anonymised Information Linkage (SAIL) Databank. In SAIL the CF genotype 

data will be linked to anonymised health data from the Welsh population. 

Confidential patient information from the CF genotypes database at All Wales Medical 

Genomics Service (AWMGS) will be submitted securely to Digital Health and Care 

Wales (DHCW). The data will be separated into demographic and clinical information. 

Confidential patient information will be removed from the demographic data and 

replaced with an Anonymous Linking Field (ALF), allowing linkage to electronic health 

records within the SAIL Databank. The clinical data will be imported to SAIL directly 

and recombined in SAIL to give the recombined, anonymised CF-carrier cohort 



consisting of genotypes linked with data from the electronic health records. Control data 

will be exclusively sourced from existing data held by SAIL and support for matching 

controls to the project data will be provided by a SAIL engineer. The researcher will 

access the linked dataset within the Secure eResearch Platform (SeRP) through SAIL 

Gateway exclusively. No data will be disclosed to Cardiff University systems at any 

point. 

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 

 

Male and female patients who are: 
 
CF-carriers (patients with a genetic test result consistent 
with a diagnosis of heterozygous for one CF causing 
mutation on the CFTR gene according to the CF8 or EU2-
50 mutation lists) 
CF-patients (patients with a genetic test consistent with 
homozygous or compound heterozygous for CF-causing 
mutations in the CFTR gene according to the CF8 or 
EU2-50 mutation lists 
Patients who underwent CF-screening and came back 
negative  
Control groups (a suitable age- and sex- matched control 
group with 10 controls per CF carrier derived from the 
general Welsh population) 
 
4000 is the total UK patient sample size, plus 40,000 
controls.  
 

Data sources 

 

1. All Wales Medical Genomics Service (AWMGS), 
hosted by Cardiff and Vale University Health Board 

2. SAIL Databank 

Identifiers required 

for linkage 

purposes 

 

1. Name 
2. NHS number 
3. Date of birth 
4. Postcode 

 



Identifiers required 

for analysis 

purposes 

1. Postcode 
2. Gender 
3. 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 and was in the public 

interest.  

 

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 advised that consent was not feasible due to the potential size of the 

dataset. Seeking contact details and approaching patients would require time and 

resources that were not available to the applicants and would require a larger 

disclosure of confidential patient information than required for the proposed design. 

The CAG was content that consent was not a practicable alternative. 

 

• Use of anonymised/pseudonymised data 

 

Confidential patient information is required to link data from the All Wales Medical 

Genomics Service (AWMGS) to information provided by the Secure Anonymised 

Information Linkage (SAIL). The CAG noted that there was a lack of clarity regarding 

whether full postcode level data was required for analysis. Members requested 

clarification on the postcode level required for analysis. If the full postcode was 



required for deprivation scoring, please advise why the full postcode was needed, or 

whether it could be converted to Index of Multiple Deprivation.  

‘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 will hold a focus group in late January 2023 to explain the purpose of 

the study and how data will be used responsibly. Input on how best to disseminate 

information about the project will be sought. The applicants will then work with the CF 

Trust to ensure the information is appropriately worded and that the opportunity to 

object is publicised effectively alongside project information through their existing 

mailing list, ensuring that the audience is as targeted as possible i.e. to patients with 

Cystic Fibrosis and their families in Wales. 

 

 The CAG noted that no details had been provided on how the results of the study would 

be disseminated and asked that this was provided, alongside the patient notification 

materials and details of the dissent mechanism that would be created during patient 

and public involvement.  

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 involved the Cystic Fibrosis (CF) Trust when designing the 

research. There will be ongoing discussions with the CF Trust to inform the content of 

key documentation, including the project protocol and promotional materials.  

The Information Governance Review Panel (IGRP) at SAIL has extensive experience 

of public involvement through its Consumer Panel and consultation with this community 

will be sought on the approach to disseminating findings. SAIL have undertaken public 

engagement on the topic of anonymised healthcare data linkage and so are primarily 

positioned to advise how to accommodate patients and public views into the approach 

to the project. 



Further patient and public involvement need to be undertaken specifically around the 

use of confidential patient information without consent and feedback from this provided 

to the CAG. 

The CAG noted that the cover letter mentioned that children under the age of 16 would 

be included, as children from birth to 16 would be included in the study if they had been 

tested for Cystic Fibrosis. The researchers did not want to exclude these children. The 

CAG requested that the patient and public involvement include review of age-

appropriate patient notification materials.  

The CAG noted that the study involved 40,000 controls. The CAG requested that the 

patient and public involvement also included representatives from the population that 

the control group would be pulled from.   

 

Exit strategy 

Confidential patient information will only be used for the purposes of linking to 
electronic health records via the DHCW de-identification mechanism. Once this has 
been achieved, confidential patient information will no longer be used. The CAG was 
content with the exit strategy.  

 

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. The applicant is requested to develop a study specific opt out option rather 

than proposed SAIL-wide opt out to minimise flows of identifiable 

information. 

 

2. Patient and public involvement needs to be undertaken specifically around 

the use of confidential patient information without consent and feedback 

from this provided to the CAG.  

 



a) Patient notification materials and a dissent mechanism need to be 

created and discussed during patient and public involvement. Draft 

materials and information about the dissent mechanism need to be 

provided to the CAG.  

b) Creation and review of patient notification materials aimed at children 

under the age of 16 needs to be undertaken. 

c) Patient and public involvement also needs to include representatives 

from the population that the control group would be drawn from. 

 

3. Clarification on how the results of the study would disseminated needs to be 

provided.  

 

4. Provide clarification on the postcode level required for analysis. If the full 

postcode is required for deprivation scoring, please advise why the full 

postcode is needed, or whether it could be converted to Index of Multiple 

Deprivation.  

 

Specific conditions of support (provisional) 

 

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:  

 

 

SAIL Databank and SeRP (within Swansea University) – DSPT in place for 

2021/22  

Cardiff and Vale University Health Board – CPiP in place  

 

 

e. 23/CAG/0004– Using AI and Data Analysis to Better 

Predict Cardiovascular Disease. 

 

Purpose of application 

 

This application from Manchester Metropolitan University set out the purpose of medical 

research that seeks to identify digital signatures that relate to cardiovascular disease 

risk.  



Prediction models are widely used in clinical practice. The NHS currently uses QRISK 

to quantify the risk of acute coronary syndromes (ACS) or stroke in primary care in 

patients not previously diagnosed with cardiovascular disease. QRISK demonstrates a 

good capacity to discriminate between those at a higher or lower risk, but it should be 

possible to improve performance by using computer aided analysis of patient data to 

develop understanding of the interaction between different indicators of risk and how 

they cluster in patients that suffer heart attacks.  

Patients will be identified from records at Salford Royal Infirmary, part of the Northern 

Care Alliance NHS Foundation Trust, and Wythenshawe Hospital and Manchester 

Royal Infirmary, part of Manchester University NHS Foundation Trust. The data will be 

collated into a single dataset by research staff at Salford Royal Infirmary. Once linked, 

the dataset will be anonymised and uploaded to the Northern Care Alliance NHS 

Foundation Trust. 

The anonymised dataset will be analysed by staff at Northern Care Alliance NHS 

Foundation Trust and Manchester Metropolitan University. 

A separate file linking the study participant study number and NHS number will be 

securely retained within the NCA NHS system. The need to retain this file will be 

reviewed at least annually by the study team and will be deleted at the end of the study, 

or at the latest 5 years from ethical approval, unless permission to extend the study is 

obtained. 

A recommendation for class 1, 4, 5 and 6 support were 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 

 

5000 patients.  

2200 – 2500 patients aged 18 years and over who 

experienced ACS between 01 April 2015 – 31 March 

2018 and were treated Manchester Royal Infirmary or 

Wythenshawe.  

2200 – 2500 validation cohort of patients treated 

between 01 April 2018 – 31 March 2021 



Data sources 

 

1. Primary healthcare data held in Salford integrated 

record  

2. Secondary healthcare data held in electronic patient 

records at Northern Care Alliance NHS Foundation Trust 

and Manchester University NHS Foundation Trust  

3. MINAP data from Wythenshawe and Manchester 

Royal Infirmary for patients that have a Salford postcode  

4. BCIS data from Wythenshawe and Manchester Royal 

Infirmary for patients that have a Salford postcode 

Identifiers required 

for linkage 

purposes 

 

1. Name  

2. NHS Number 

3. Date of birth  

4. GP Registration  

5. Postcode – unit level 

Identifiers required 

for analysis 

purposes 

 

1. Date of birth  

2. Postcode – sector level  

3. Gender  

4. Ethnicity  

5. Age at time of clinical event 

 

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 was strongly in the public interest.  

Data flows and scope of support 



 

The CAG noted that the Data Flow diagram was unclear. Members asked that the 

diagram was revised to clearly show the flows of confidential patient information both 

within and between organisations, and where the information processed was 

anonymised or pseudonymised, and where processing took place under another legal 

basis to s251 support, such as processing by the direct care team or under patient 

consent.  

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 advised that consent was not feasible as patients will have been treated 

for acute coronary syndromes up to 8 years ago and not all patients will still be alive. 

The applicants also seek to avoid biasing the sample and to collect data from as many 

eligible patients as possible. 

The CAG was content that consent was not a practicable alternative. 

• Use of anonymised/pseudonymised data 

 

Confidential patient information is required to facilitate the linkage across datasets. An 

anonymised data set will be used for analysis. The applicants advised that patients date 

of birth will be used to generate their age at the time of the heart attack. Date of birth 

will then be removed before pseudonymisation. Patient postcodes will be used to 

generate a deprivation score and then removed during anonymisation. Neither dates of 

birth or postcodes will be included in the analysis dataset; derived age and deprivation 

score will be used. 

The CAG was content that using anonymous information was not a practicable 

alternative. 

‘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 National Data Opt-Out will be applied. The patient information sheet will be 

displayed in the Cardiology Unit at Salford Royal Hospital and will be circulated to GPs 

for display at GP practices within Salford. The information sheet advises that the 

National Data Opt-Out is available. Patients are also told that “If you would like to 

specifically opt-out of this study and not others, please send an email with your name 

and NHS number to rdresearch@nca.nhs.uk and we will make sure we don’t include 

you in our study.” 

The CAG requested for clearer language on both the patient leaflet and poster due to 

the use of language unsuitable for a lay audience.  

The CAG requested clarity on the primary outcomes of the study, as well as information 

on the length of data retention, and exit strategy. Furthermore, this information was 

requested to be displayed within both patient notifications. 

The CAG also requested clarification on where these notifications would be displayed 

to ensure that the target group could readily view them. The CAG suggested that the 

patient information leaflet was circulated within local cardiology support groups. 

 

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 have engaged with patients and the public via a co-

creation methodology, facilitated by Research for the Future. Patients with CVD were 

surveyed. All responders were in favour of the project. At the time of the initial 

application, the applicants had advised that they had not specifically stated during the 

patient and public involvement that the application would require processing of 

confidential patient information without consent.  

In their cover letter to the resubmitted application, the applications provided feedback 

received from consultation with cardiovascular patients. Patients were sent a 

questionnaire and 39 responses were received. 



The CAG requested the further patient and public involvement was undertaken and that 

these discussions included the use of confidential patient information without consent 

as proposed in the application. 

 

Exit strategy 

 

An anonymised data set will be used for analysis.  

The applicants advised that the clinical NHS data will not be deleted and will always be 

available to be re-interrogated at a later point within projects that receive ethical and 

CAG approval. However, all identifiable data will be deleted from the unified records 

used in the analysis. A study number will be applied to each participant to ensure no 

duplication occurs, so participants will only appear once in the analysis file even if they 

have more than one heart attack in the study period.  

A separate file linking the study participant study number and NHS number will be 

securely retained within the NCA NHS system, this is to allow additional patient follow 

up data to be obtained if the study to look at how well people recover from a heart attack 

is extended. Requirement to retain this file will be reviewed at least annually by the 

study team and will be deleted at the end of the study, or at the latest 5 years from 

ethical approval, unless permission to extend the study is obtained. This will allow the 

follow up period to be extended, without having to re-extract all the patient history 

already complied within the study analysis file. 

As mentioned previously, the CAG requested for the patient notification to clearly clarify 

on the exit strategy and time limit. 

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. 

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.  Please provide the CAG with an amended data flow diagram which clearly 
explains where the confidential patient information will be handled and where 
it has come from and where it is being processed. 

 
 

2. Please re-submit a revised patient leaflet and poster,  providing clarity on the 
primary outcomes of the study, as well as information on the length of data 
retention and exit strategy.   

 
3. Please clarify where the patient notification will be displayed.  

 
 

4.  Further patient and public involvement need to be undertaken and the 
discussions need to include the use of confidential patient information without 
consent as proposed in the application. 

 
5. Provide clarification on the proposed exit strategy and how long the research 

team will retain the confidential patient information. 
 

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. Confirmed (REC 

Favourable Opinion issued 02 November 2022) 

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 21/22 DSPT reviews DSPT for Northern Care Alliance 

NHS Foundation Trust and Manchester University NHS Foundation 

Trust were confirmed as ‘Standards Met’ on the NHS Digital DSPT Tracker 

(checked 23 January 2023) 

 

 

5. Any other business  
 



• No other business was raised.  
 

• The Chair thanked Members for their attendance and the meeting was closed.  
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