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Minutes of the meeting of the Confidentiality 

Advisory Group 
 

06 May 2021 at Meeting via Teleconference  

 

Present: 

 
 

Name    

Dr Patrick Coyle  CAG vice-chair 

Dr Sandra Duggan CAG member 

Professor Barry Evans CAG member 

Dr Liliane Field  CAG member 

Professor Lorna Fraser  CAG member 

Dr Katie Harron  CAG member 

Mr Tony Kane CAG member 

Dr Simon Kolstoe  CAG member 

Dr Pauline Lyseight-Jones CAG member 

Dr Murat Soncul CAG alternative vice-chair 

Mr Marc Taylor CAG member 
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Also in attendance:  
 

Name   Position (or reason for attending)   

Ms Katy Cassidy  HRA Confidentiality Advisor  

Ms Caroline Watchurst  HRA Confidentiality Advisor  

Dr Paul Mills HRA Confidentiality Advice Service Manager 

Ms Natasha Dunkley  HRA Head of Confidentiality Advice Service  

 

1. Introduction, apologies and declarations of interest  
 

The Chair welcomed Members to the meeting. 

Dr Malcolm Booth gave apologies, and no conflicts of interest were declared. 

 

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 has not yet provided a response to 
the advice provided by the CAG in relation to the 04 March 2021 meeting 
applications.   
 

Health Research Authority (HRA) Decisions 

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

relation to the 04 March 2021 meeting applications. 

 

3. Resubmitted new applications–Research 
 

a. 21/CAG/0057 – Twins Early Development Study (TEDS) 

Medical Record Linkage 
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Context 

 

Purpose of application 

 

This application from King’s College London set out the purpose of medical research 

that seeks to investigate how genetic and environmental factors influence development, 

with a particular focus on psychological development and mental health. 

The Twins Early Developmental Study (TEDS) is a longitudinal study which recruited 

over 16,000 twin pairs who were born in England and Wales between 1994 and 1996. 

Approximately 10,000 families are still actively engaged. The twin pairs have been 

assessed across cognitive, emotional and behavioural domains from early infancy into 

adulthood. Genotyping data is available for 10,346 individuals. The applicants now 

intend to link the already collected data with data from patients’ medical records, 

obtained from NHS Digital, in order to build predictive longitudinal, genetic and clinical 

models of mental health outcomes, such as disorder risk and response to treatment. 

The applicants noted that it was important to gather information at this stage in patients’ 

lives, as new mental health conditions often peak in the mid-twenties.  

The data flow is separated into three pathways; obtaining contact details for 

participants, the secondary care linkage undertaken by NHS Digital, and linkage to 

primary care data undertaken by the GP practices of patients included in TEDS.  

In pathway one; confidential patient information from the TEDS dataset, held in the 

SLAM CDLS Safe Haven, will be disclosed to NHS Digital for linkage to the Population 

Demographics Service (PDS), in order to obtain patients address and GP registration 

information. The linked dataset will then be returned to the TEDS research team. The 

research team will then send information about the study and how to opt-out to patients.  

In pathway two; confidential patient information from the TEDS dataset, excluding those 

who opted-out, will be disclosed to NHS Digital for linkage to the HES, Mental Health 

Services Dataset (MHSDS) and the Improving Access to Psychological Therapies 

(IAPT) dataset. NHS Digital will then send a linked dataset, which has been 

pseudonymised by removal of patients NHS number, name, address and date of birth, 

to the TEDS research team. The research team will use the TEDS ID to link the dataset 

to the existing TEDS dataset.  

In pathway three; confidential patient information will be disclosed from the TEDS 

dataset to patients GPs, firstly to seek GPs assent to access the GP health records for 

TEDS participants and then for linkage to their primary care record. The data from GPs 

will be pseudonymised and returned to TEDS with the TEDS ID as the identifier.  

A recommendation for class 1, 2, 3, 4, 5 and 6 support was requested to cover access 

to the relevant unconsented activities as described in the application. 
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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 

 

Sets of twins born between 1994 and 1996 who were 

enrolled into TEDS.  

26000 patients will be included. 

Data sources 

 

1. TEDS database at King’s College London/ SLaM 
CLDS Safe Haven 

2. HES and MHSDS datasets held by NHS Digital 
3. IAPT service data  
4. Locally held information contained in the lifetime 

primary care electronic patient record, provided by 
participants’ GP surgery 
 

Identifiers required 

for linkage 

purposes 

 

1. Name 
2. NHS number 
3. GP Registration 
4. Date of birth 
5. Postcode – unit level 

Identifiers required 

for analysis 

purposes 

 

1. Gender  
2. Occupation  
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. The CAG agreed that the applicant 

had a medical purpose and a clear public interest.  
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Scope of support 

The CAG noted the amount of work that the applicants had undertaken to address the 

concerns raised during the previous deferral. The main concern held by the CAG was 

the legal basis for the continued holding of previously collected confidential patient 

information.  

In the applicants’ response to the CAG queries, they had explained that support under 

Regulation 5 was not sought for the ongoing holding of confidential patient information, 

citing that this was participant data and not patient data. The CAG did not agree with 

this, noting that Section 251 of the National Health Service Act 2006 defines 

confidential patient information as “...information (however recorded) which relates to 

the physical or mental health or condition of an individual…where the identity of the 

individual in question is ascertainable” (paragraphs 10 & 11). Therefore the status of 

an individual as a current patient is incidental to whether the research team is holding 

and processing "confidential patient information” as defined by law. The application 

had not yet been submitted for HRA REC review and therefore the CAG did not have 

the REC’s view on this specific application. The Common Law Duty of Confidentiality 

applies to personal information shared in confidence, and that this information must 

not be disclosed without some form of legal authority or justification. The CAG agreed 

that the participants right to confidentiality under the Common Law Duty of 

Confidentiality stood.  

The applicants had presented justification for the continued holding of this information 

under GDPR, citing Articles 6(1)(e) and 9(2)(j). The justification presented for continued 

holding under the common law was the establishment of a reasonable expectation that 

the information would continue to be held, as the applicants had continued to send 

newsletters, birthday cards, etc. to participants. The CAG agreed that this justification 

could be applied to information held for those who had continued to participate, but not 

for those who had ceased to engage and who may not have received any recent 

contact.  

The CAG also observed that, for many patients, they would have been included in the 

study under consent given by their parents. HRA guidance follows the Medicines for 

Human Use (Clinical Trials) Regulations, which is that those aged 16 years and over 

can consent to their inclusion in clinical trials. The Mental Capacity Act 2005 also states 

that those aged 16 years and over are considered as adults for medical research 

purposes. This guidance should also be followed for inclusion in research other than 

Clinical Trials.  

The CAG noted that the Common Law Duty of Confidentiality continued to apply after 

death. Further consideration needed to be given on the legal basis for the continued 

storage of confidential patient information relating to the deceased.  

Although the application has provided ‘reasonable expectation’ as a legal basis, the 

CAG were not content that this constitutes a legal basis. The CAG therefore agreed 
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that a legal basis needed to be provided for the continued holding under the common 

law of previously collected TEDS data. Consideration needed to be given particularly 

for the continued holding of information for deceased patients, those who had 

disengaged from the TEDS project and those who had reached the age of 16 but were 

still included in the project under their parents/guardians consent, rather than their own. 

Members noted that this was the main issue that was preventing support from being 

given.  

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. 

• Minimising flows of identifiable information 

In the Deferred Outcome, the CAG had requested confirmation that no free text would 

be obtained, with information obtained from GP and IAPT records of particular concern. 

The applicant had confirmed that no free text information would be obtained.  

The applicants also confirmed that, although all linked records would be held in the 

SLAM data safe haven, they would be stored separately to the participant datasets.  No 

one dataset, containing all TEDS data, would be created. The CAG noted this 

clarification and had no further queries on this issue.  

• Feasibility of consent 

The applicants sought support to use an opt-out approach, rather than a consented 

approach. Following queries raised by the CAG, the applicants provided further 

justification as to why this approach was appropriate. Firstly, the applicants explained 

that attempts to re-contact patients for participants in Generation 1 of ALSPAC had 

resulted in a low response rate (43% of the patients contacted responded to contact 

attempts), across seven years of contact attempts. The usual response rate for TEDS 

was 70% of participants, which applicants noted was good but meant that information 

was not collected for 30% of participants. The proportion of non-responders in 

longitudinal studies was also noted to grow over time. Non-response was often linked 

to social and health status and the applicants did not want to risk excluding participants 

from families with lower education and employment levels, as this would potentially 

introduce bias as well as reducing the power.  

The applicants explained that they intended to balance maximising the opportunity for 

individuals to participate while also minimising intrusiveness. A fair processing 

campaign would therefore be conducted to allow participants the opportunity to dissent.  

The CAG noted that the opt-out methodology was not an alternative to consent, but 

was instead a form of notification. 
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The CAG agreed that the justifications for using an opt-out approach had been 

improved, with one major caveat. The fair processing campaign may be so effective 

that the attrition rate is slowed down. Members noted that the questionnaires sent out 

during the patient and public involvement and engagement had led to re-engagement 

from participants who had previously disengaged. The CAG agreed that the application 

did not set a precedent for use of the methodology described and that use of this 

methodology would be supported for this application only, once support was issued. 

The results of the fair processing campaign would need to be fed-back to the CAG 

during annual reviews, once the application received support.  

The CAG discussed whether the applicants should consent those who are actively 

engaged. Support could then be sought to link and anonymise data for those who have 

disengaged only. The applicant was asked to consider this and provide a response in 

the re-submitted application. If this approach would not be implemented, justification 

would need to be given as to why not.  

The applicants expected that 60% of GPs contacted would not agree to disclose patient 

records. The CAG recognised that this would have a lesser impact on bias but was still 

a significant rate of attrition. Members requested further details on how this process 

would be managed. 

• Use of anonymised/pseudonymised data 

Confidential patient information is required firstly to contact patients with information 

about the further data collection and provide an opportunity to opt-out. Confidential 

patient information for those who did not opt-out would then be used to link the TEDS 

cohort to HES, MHSDS, IAPT datasets at NHS Digital and to GP held data.  

‘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 explained that they would follow the methodology of ALSPAC and 

TwinsUK by sending out a Data Linkage Decision form to participants addresses. The 

addresses would be obtained via participants GPs. If a participant opted-out, this 

decision would be recorded on an electronic database and the paper copy archived. 

Any opt outs received via email would also be stored. Email and telephone contact 

details were provided, alongside a postal address to return the form.  
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Data will be extracted on a periodic basis, most likely annually. Prior to a data extraction, 

TEDS will inform the CDLS of any participants who have changed their consent status 

and ask for them to be excluded from the extraction. Where a decision status is changed 

via the opt out scheme, these cases will not be included in the next extraction. 

The applicants will use social media (Facebook, twitter, etc) to spread awareness of the 

further data linkages. TEDS will update the participants on the use of linkage data and 

the findings of the research by e-newsletters, social media posts and an annual postal 

newsletter.  

Once the patient notification has been sent, participants will have one month to register 

an opt-out. If no response has been received within 2 weeks of the initial sending of the 

pack, then a reminder will be sent. The applicants explained that, should an opt-out 

request be received after the deadline, then the participants’ data will be removed 

during the data cleaning process. 

The CAG agreed that the patient notification system was comprehensive and the 

patient notification documents were well-crafted. Members noted that patients who 

opted to remain in the study following receipt of these documents would be fully 

informed.  

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 had engaged in consultation a group of TEDS participants who are still 

actively engaged with the study. The applicant provided documents that describe the 

discussions around concerns the participants had, such as concerns around data 

security, completeness of records and re-contacting patients, and possible solutions. 

Details were also provided on the discussions around the language used in information 

about the study. The applicants also provided a document which detailed the ways in 

which they stayed in touch with participants. 

Since the previous CAG submission, the applicants have undertaken remote 

consultations with participants. The applicants noted that TEDS had experienced a 

significant attrition of participants over time. The applicants wanted to obtain medical 

records for all those who were enrolled in TEDS originally, even if they had not 

participants in subsequent waves of assessment. To explore this issue, the applicants 

had contacted a small group of twins who had recently rekindled participants in the 

study. None of this group had actively participated since the age of 18 and had been 

inactive since the age of 4. A questionnaire was posted on social media for any TEDS 

participants to complete. The same questionnaire, including additional options to 

provide free text responses, was sent to the recently traced cohort. Prior to completing 

the questionnaire, participants read a brief description of the proposed using language 
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agreed with the consultation panel, then assessed knowledge about medical record 

linkage, opt-out, data security, and trust in the TEDS team.  

The applicants also conducted further PPI with active and inactive participants, where 

participants were provided with the revised medical record linkage information leaflet 

and asked to provide feedback. They also answered questions about the data linkage 

via an online survey.  

The feedback from the above was largely supportive, with some minor concerns and 

uncertainty over whether the benefit outweighed the risk expressed.  

The patient and public involvement carried out appears to be comprehensive and 

detailed, and explored the use of confidential patient information without consent.  

Data Access Committee 

Only fully anonymised data will be made available to researchers. The policy on how 

the application process to use the data was provided.  

Members noted that the Data Access Committee was comprised of internal staff only. 

The CAG agreed that the inclusion of an external person and a lay member on the 

Committee would be good practice and asked that two new members were recruited.  

Exit strategy 

Confidential patient information will be used to facilitate linkage between the TEDS 

dataset and other datasets. The applicants explained that opportunistic consent would 

be sought from participants as the project continued.  

 

Confidentiality Advisory Group advice conclusion 

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. 

Request for further information 

 

1. A legal basis needs to be provided for the continued holding under the common 
law of previously collected TEDS data, as ‘reasonable expectation’ is not 
sufficient. This legal basis needs to cover the continued holding of information 
for deceased patients, those who had disengaged from the TEDS project and 
those who had reached the age of 16 but were still included in the project under 
their parents/guardians consent, rather than their own.  

 



10 

 

2. Consider whether consent can be sought from those who are still actively 
engaged in TEDS and whether support can then be sought only to link and 
anonymise data for those who have disengaged. If this approach cannot be 
implemented, justification needs to be given as to why not. 

 

3. Consider whether the fair processing campaign could lessen the rate of attrition 
and provide feedback of the researchers views on this. 
 

4. An external person and a lay member need to be included on the Data Access 
Committee. 

 

5. Provide further details on how the process of obtaining patient records from GPs 
would be managed, particularly how the rate of attrition would be managed.  

 
 

4. New applications – Research 
 

a. 21/CAG/0048 – Therapy in Advancing or Metastatic 

Prostate Cancer: Evaluation of Drug Efficacy 

 

Context 

 

Purpose of application 

This application from the Institute of Cancer Research, University of London set out the 

purpose of medical research that seeks to improve the way in which prostate cancer is 

managed.  

Prostate cancer is a major health problem world-wide and accounts for nearly one fifth 

of all newly diagnosed male cancers. In the UK, approximately 57,192 people were 

diagnosed with prostate cancer in 2018 and over 11,500 people died from the disease. 

Because of the shortage of research in prostate cancer, the National Cancer Research 

Institute (NCRI) has identified prostate cancer as high priority for research in the UK. 

Prostate cancers depend upon the male hormone testosterone for their growth. 

Lowering testosterone levels, such as by removing all or the functioning part of both 

testes, or by having hormone therapy, slows the growth of prostate cancers. Hormone 

therapy is given in the long−term as standard treatment to patients whose prostate 

cancer has spread outside the prostate gland. Although hormone therapy is usually 

successful at stopping the cancer growing for a period of time, it is does not cure the 

cancer and most tumours will usually begin to grow again within 18−24 months.  The 

increasing and widespread use of hormone therapy in prostate cancer management 

has led to growing awareness of the adverse effects of this treatment. An alternative 
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approach for improving long-term outcomes in patients is therefore to reduce some of 

these side-effects. Many of these side-effects can affect quality-of-life as well, as result 

in significant and potentially life-threatening consequences, particularly with prolonged 

treatment and in patients with pre-existing medical conditions. The applicants created 

the STAMPEDE trial to examine the use of metformin as a treatment, as this may 

prevent some of the effects of long-term hormone therapy. Transdermal oestradiol 

patches would also be looked at as an alternative form of hormone therapy, which may 

be as effective or more effective than some other forms of hormone therapy in treating 

prostate cancer, but with fewer side-effects. 

The trial was created as a multi-centre, randomised controlled trial for patients with 

locally advanced or metastatic prostate cancer who are initiating long-term hormone 

therapy. The trial uses a multi-arm multi-stage (MAMS) platform design to efficiently 

test a number of treatment options. The trial opened to recruitment and 2005. Initially, 

the effects of adding a bisphosphonate (zoledronic acid), a cytotoxic chemotherapeutic 

agent (docetaxel) and a cyclooxygenase (Cox-2) inhibitor (celecoxib), as single agents 

or combinations (arms A-F) were assessed. These were referred to as the “original 

comparisons”. These comparisons are now closed to recruitment and STAMPEDE is 

no longer collecting any further follow-up data from hospital sites. However, for the 

secondary aims of the trial, the applicants will obtain demographics, Civil Registration 

(deaths), cancer registrations, and HES data from NHS Digital. These will be used to 

determine the effects of trial treatments on quality-of-life, health economics, adverse 

effects and skeletal-related events as well as long-term overall survival, and to do 

associated methodological work on estimating cancer progression and the utility of 

routinely collected health data.  

The majority of trial participants explicitly consented to the proposed data linkage. A 

small number explicitly dissented. The applicants have identified that there are 1585 

participants, recruited between October 2005 and January 2013, for whom it is not 

known whether they consented to the linkages. IGARD had also agreed that the 

consent given at the time did not extend to these proposed data linkages. The 

applicants are therefore seeking support to undertake the linkages to datasets held by 

NHS Digital for the patients for whom consent is unknown.  

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

relevant unconsented activities as described in the application. 

 

Confidential patient information requested 

 

Cohort 

 

1585 participants in the STAMPEDE trial, who were 

recruited into the trial prior between 17 October 2005 and 
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01 February 2013, when consent for the linkages to 

routine data was not mandatory. 

 

Data sources 

 

1. Demographics, Civil Registration (deaths), cancer 
registrations, and HES data held by NHS Digital for 
patients in England 

2. The Civil Death Registration Dataset at NHS Digital 
for Welsh patients 

3. STAMPEDE trial data, held by the Institute of Cancer 
Research at the University of London 

Identifiers required 

for linkage 

purposes 

 

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

 

Identifiers required 

for analysis 

purposes 

 

1. Date of death 

 

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 in the public interest and had a 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 

The applicants noted that the sites that recruited to the “older comparisons” are now 

closed and the sites cannot follow-up with participants. A number of participants would 



13 

 

also have died since their involvement in the trial was completed. The CAG agreed that 

consent was not feasible.  

• Use of anonymised/pseudonymised data 

Confidential patient information is required to link data from the STAMPEDE trial to the 

HES, civil registration of deaths and cancer registration data at NHS Digital, and the 

NCRAS and HES datasets held by Public Health England. The CAG agreed that this 

could not be undertaken in any other way.  

‘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 advised that the trial sites involved in the NHS STAMPEDE trial were 

asked to send newsletters (dated Spring 2018) to participants in the trial, including 

those recruited from 2005 – 2013. The applicants provided the End of Study and 

Ongoing Participation newsletters, which were sent out in 2018. These documents 

reference that UCL have collected information about patients from NHS Digital, Public 

Health England (PHE,) and the National Cancer Registration and Analysis Service 

(NCRAS). These documents advise participants to contact their site with any concerns 

or do not want their data linked. The site will then contact the STAMPEDE team.  

The study website also contains a transparency (or privacy) notice which describes the 

processing of personal data, including linkage to routinely collected health data held by 

NHS Digital and other equivalent bodies and data registries. This notice advises 

patients to contact the study team if they wish to dissent.  

The applicants advised that participants are free to withdraw their consent from the trial 

at any time by contacting their recruiting or follow-up hospital. The MRC CTU will ask 

the site Principal Investigator to provide details of what aspects of the trial the participant 

is withdrawing from, in the form of a letter. Participants may choose to stop attending 

hospital follow up visits but continue to consent to data collection via other means, or 

withdraw consent to any future data collection and/or samples. 

Participants who have been lost to follow up will also be recorded as withdrawn after 

confirmation from the recruiting site. 

The National Data Opt-Out will be applied by NHS Digital.  
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The CAG noted the information given on patient notification and dissent. Members 

expressed concern that the planned patient notification would not reach the relevant 

audience and asked the further patient and public involvement requested below also 

included discussions on how patients could be informed about the 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.  

Two patient and public involvement representatives are included in the Trial 

Management Group (TMG). The patient representatives had been actively involved in 

the management of STAMPEDE, including reviewing updates and alterations to the trial 

design or protocol.  

The CAG noted that only two patient representatives had been consulted. Members 

asked that patient and public involvement and engagement was undertaken with a 

larger number of patients. Members suggested that a sample of 20, recruited from 

cancer support groups, was asked to take part in an online focus group.  

Exit strategy 

The applicant explained that the data linkage would be undertaken as a one-off. The 

applicants were not able to confirm how long the confidential patient information would 

be retained, noting that data would be kept for the time period in line with the Clinical 

Trials regulations. This is an ongoing discussion with NHS Digital who are in the process 

of changing their agreements for clinical trial data sharing. 

 

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 

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 

actions required to meet the specific conditions of support where indicated, within one 

month.  

Request for further information 

 

1. Please provide favourable opinion form the REC regarding the amendment 
related to this CAG application when available.  
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Specific conditions of support 

 

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. Further patient and public involvement needs to be carried out with a larger group, 
as described above. This discussion should cover different ways of promoting the 
study, in order to inform the study cohort of this use of their data. Please provide a 
report to the CAG within three months from the date of this letter. 

 

2. Favourable opinion from a Research Ethics Committee.  
Pending: REC Favourable Opinion for the application was issued in 2004. The 
outcome of an amendment is awaited.  

 

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:  
The NHS Digital 2019/20 DSPT reviews for The Institute of Cancer Research and 

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

(checked 06 May 2021) 

 

b. 21/CAG/0051 – Using Linked Health and Educational 

administrative records in a cluster-RCT to evaluate an 

intervention aiming to improve children’s mental health, 

wellbeing and learning ability, in the context of covid-19 

pandemic 

 

Context 

 

Purpose of application 

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

that seeks to evaluate whether an information pack provided to schools improves the 

health and wellbeing of children with Cerebral Visual Impairment (CVI). 

There is widespread concern that children’s wellbeing and learning are being impacted 

by the Covid-19 pandemic. The children potentially most at risk are those with special 

educations needs and disabilities (SEND). Many children with SEN have vision 

problems relating to their brain, rather than their eyes. This is known collectively as 

Cerebral Visual Impairment (CVI). In a recent study, the applicants had identified that 
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40% of children with SEN who attend mainstream school have CVI-related vision 

problems. Children with CVI often struggle if the visual appearance of their worksheets 

and teaching materials are not simplified and adapted. The pandemic has forced 

schools to use online teaching materials, which may be difficult for children with CVU 

to use. videos made for remote teaching are designed to be appealing, often with 

cartoons, animations and lots of interesting detail, however these are exactly the 

characteristics that children with CVI have problems with. In addition, children learning 

at home do not have the support of their teachers or Learning Support Assistants 

(LSAs) and need to rely on their parents for assistance, which may not be easy for 

parents to provide. Many children with SEN have additional health needs and are more 

likely to be shielding, or away from school for health-related reasons, increasing their 

dependence on remote learning. The applicants have developed an intervention in 

advice is shared with teachers about making the children’s learning environment more 

accessible for children with CVI, both in school and online. It is hypothesized that the 

intervention will directly benefit children with CVI-related vision problems as they will be 

provided with work that is easier for them to see so they can achieve the learning tasks 

more easily.  

The applicants are conducting a feasibility, cluster-randomised trial with primary 

schools, which will investigate the acceptability and effectiveness of this intervention. 

The applicants have undertaken the first part of the feasibility study, where Head 

Teachers of schools in the three areas served by the participating paediatric 

ophthalmologists were approached about the study and volunteered their school’s 

participation. Parents of children at participating schools were given an information 

sheet and were able to opt-out on behalf of their child. This first stage involved sharing 

information with schools about making teaching materials and environments “vision 

friendly” and better for children with CVI. The legal basis for the first part of the feasibility 

study was the University of Bristol carrying out a task in the public interest, as outlined 

in the GDPR Act section 6. No confidential patient information was process for this part 

of the study.  

The applicants are now seeking support in order to link the data collected during the 

first part of the feasibility study to administrative health and education data to provide 

objective evidence relation to the children’s health and mental health needs. The 

applicants will link the CVI database, held by the University of Bristol, to the Department 

for Education School Census. Pupils name, date of birth address and CVI study ID will 

then be transferred to NHS Digital for linkage to patients NHS Number via the Personal 

Demographics Service. Patients NHS number and study ID will then be linked by NHS 

Digital to the HES and MHSDS databases. The study ID only will then be transferred to 

the ONS Secure Research Service for linkage to data obtained from the Department 

for Education, which is not confidential patient information, and to data from the CVI 

study database.  
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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 

 

990 children, aged 7-11 years attending participating 

schools, who were enrolled into the CVI feasibility study. 

 

Data sources 

 

1. The Patient Demographics Service, HES data and the 
Mental Health Dataset, held by NHS Digital.  

2. School Census Pupil Level held by the Department for 
Education. 
 

Identifiers required 

for linkage 

purposes 

 

1. Name 
2. NHS Number 
3. Date of birth 
4. Postcode – unit level 

Identifiers required 

for analysis 

purposes 

 

The applicants advised that no identifiers will be retained 

for analysis.  

 

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 noted that the application 

had a medical purpose and a clear public interest in relation to the children diagnosed 

with CVI. Members noted that only 3-5% of children, including the study cohort, had a 

diagnosis of CVI. This meant that data would be gathered on a number of children who 

were not the subject of the research. Members asked if the applicants could revise the 

design, so that a smaller number of children without CVI were recruited as a control 
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group or whether the amount of confidential patient information for this group could be 

reduced.  

The applicants would examine the health and wellbeing of children by looking at their 

contact with hospitals. The primary outcome measure included looking at referrals for 

appointments and the applicants anticipated an 8% drop in healthcare referrals for all 

children, not just those with CVI. The CAG expressed concern that the research 

questions can be sufficiently answered by using this methodology. This was usually a 

concern to be dealt with by the REC during their review, however the CAG noted that 

support could not be granted for the disclosure of confidential patient information if there 

was a concern that the research questions would be answered, as this meant that the 

public interest was unclear.  

Scope  

The CAG noted that this application was for a later stage in a feasibility study. Members 

asked that further details were provided on the earlier part of the study, including the 

data already collected and where this was obtained from.  

Members noted discrepancies in the references to social care data. The Participant 

Information Sheet stated that no social care data was required, however the Children 

Act 1989 was referenced in the application as a legal basis for collecting social care 

data. The CAG application form also contained references to primary care data. 

Clarification was needed on whether social care data and primary care data was 

collected.  

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 information leaflet will be provided to parents. The applicants advised that they were 

not seeking consent at this point due to the low response rate to questionnaires who 

have been sent previously to the parents of children in the cohort. The applicants 

received 20% returns in the first round and 29% in the second round. The applicants 

were concerned about a risk of bias, as the parents who responded are self-selected 

and may not be representative of the whole parent group, meaning that the children are 

also not a representative subsample of the population of interest which is all the 

children.  

The CAG noted the low response rate to the questionnaire. Members agreed that a low 

response rate to the questionnaires would not necessarily translate to a low response 

rate to a request for consent, as questionnaires would take longer to complete than the 

consent form. This issue should be explored during patient and public involvement.  
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• Use of anonymised/pseudonymised data 

Confidential patient information is required to link data from the CVI study to datasets 

held by the DfE and NHS Digital.  

‘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 Leaflet will be given to parents. This is available in long and short 

formats. Information for the child participants is also available. Parents can opt-out if 

they do not want their child to be included. NHS Digital will apply the National Data Opt-

Out. 

The CAG reviewed the patient notification materials and agreed that revisions were 

needed. Any acronyms used, such as CVI, needed to be given in full at their first usage. 

Members appreciated that the applicant was trying to avoid using images, however the 

Group had concerns about the clarity of the child information leaflets, and requests the 

applicant revise the accessibility of these leaflets and suggests these are reviewed by 

a patient and public involvement group. 

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.  

Views had been sought from parents of children with CVI regarding which outcomes 

they think are important to assess and views on the Parent Information sheets. Views 

have not been sought around the use of confidential patient information without 

consent.  

The CAG agreed that patient and public involvement needed to be undertaken to seek 

views on the processing of confidential patient information without consent. Views 

should be sought from the parents of children diagnosed with CVI and from parents 

whose children did not have this diagnosis, as it is being proposed that data will be 

collected from a very large number of children without CVI, potentially 95-97% of the 

cohort. Details also needed to be provided on the numbers involved and how they were 

recruited. Views should be sought on the suitability of the patient information and 

notification materials, and the suitability of using an opt-out, rather than consented 

approach.  
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Exit strategy 

The applicants explained that, once the identifiable data is linked by the CVI study ID 

at both DfE and NHS Digital, then the two organisations will delete the other identifiers. 

The ONS Secure Research do not need to hold any data which will link children or 

parents back to the CVI study. Within the ONS therefore, the CVI study ID will be 

replaced by a new CVI Linkage ID, referred to as the ONS reference on the data flow 

diagram, rendering the data effectively anonymised. The CAG noted that an additional 

flagging ID would be retained after the linkage and requested further details on the 

reason for retaining this, and how this would be held.  

The researchers in Bristol will retain the confidential information until the results of the 

study are accepted for publication and there can be no more queries to answer that 

may necessitate checking individual IDs. The applicants anticipate this to be by the end 

of 2021, dependent on journal review and acceptance times. 

 

Confidentiality Advisory Group advice conclusion 

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. Before giving this application further consideration, the Committee awaits the 
opinion of the REC regarding whether the research questions can be answered 
by the current study design.  
 

2. Consider whether the study design can be revised, so that a smaller number of 
children without CVI can be recruited as a control group or whether the amount 
of confidential patient information for this group can be reduced. 
 

3. Provide further details on the earlier part of the feasibility study, including the 
information obtained and where it was obtained from.  
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4. Provide clarification on whether any social care data will be processed. If so, this 
needs to be included on the data flow.  
 

5. Provide clarification on whether any GP or primary care data will be processed. 
If so, this needs to be included on the data flow. 
 

6. The patient information and notification materials need to be revised as follows: 
 

a. Any acronyms and abbreviations need to be explained at their first usage, 
 

b. The language needs to be reviewed and revised for accessibility. The 
further patient and public involvement should include a review of these 
materials.  

 

7. Further patient and public involvement need to be undertaken, involving the 
parents of children diagnosed with CVI and from parents whose children did not 
have this diagnosis.  Details also need to be provided on the numbers involved 
and how they were recruited. The patient and public involvement needs to cover 
the following topics: 
 

a. The suitability of the patient information and notification materials, 
 

b. The suitability of using an opt-out, rather than consented approach. 
 

 

 

c. 21/CAG/0060 – A pan cancer programme of tumour 

typing (version 1) 

 

Context 

 

Purpose of application 

This application from Leeds Teaching Hospitals NHS Trust set out the purpose of 

medical research that seeks to provide specimens to their commercial partner, TriStar, 

who will house the samples to be used in a range of analyses as part of drug 

development programmes undertaken by pharmaceutical companies. 

The applicants have previously undertaken a pilot study, which sought to gain further 

understanding around the genetic blueprint defects and pathways leading to abnormal 

protein expressions in patients with ovarian cancer, supported by the CAG under 
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reference 19/CAG/0008. The applicants are now seeking to expand this model to 

include 200 other cancer types, including breast, lung, skin, reproductive, blood and 

gastrointestinal cancers. The outlook for patients diagnosed with the 200 cancer types 

is poor. Lung cancer alone is responsible for 35,300 deaths each year, with only 9.5% 

of patients surviving 10 years or more after diagnosis. Low cancer survival rates occur 

for a number of reasons, such as late diagnosis, meaning that a diagnosis is made after 

the cancer has spread and the cancer is at a more advanced stage, where therapeutic 

intervention is less effective. A better understanding of the genetic blueprint defects and 

the pathways leading to abnormal protein expression may help to develop more 

effective targeted therapies.  

In this project, the applicants will provide surplus archival cancer tissue samples and 

electronically scanned tissue slides, alongside anonymised case-specific demographic 

annotations to a commercial partner, TriStar, who are also funding the project. In turn, 

TriStar will then distribute these materials and images to pharmaceutical companies, 

who will use these materials in cancer drug development programmes. Staff within 

Leeds Teaching Hospitals NHS Trust, but who are not considered to be members of 

the direct care team, will identify suitable patients from electronic patient records within 

the same Trust. Tissue blocks will be retrieved and, if the samples are deemed suitable 

following review by the Chief Investigator, the blocks will be transferred to TriStar 

alongside anonymised information. This means that only anonymised information will 

be disclosed outside the Trust.  

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 18 years and over, treated for cancer at 

Leeds Teaching Hospitals NHS Foundation Trust. 12,000 

cases, offering a cross-representation of different cancer 

types and sub-types, will be selected.  

 

The study is expected to last for five years and cases 

between 1991 and 2021 may be selected, however the 

applicant expected that cases between 2005 and 2025 

were most likely to be selected.  
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Data sources 

 

1. Electronic patient records at Leeds Teaching 
Hospitals NHS Foundation Trust 

Identifiers required 

for linkage 

purposes 

 

1. NHS number 
2. Date of birth 
3. Date of death 

 

Identifiers required 

for analysis 

purposes 

 

1. Ethnicity 

Additional 

information 

 

Anonymised information only will be disclosed outside 
Leeds Teaching Hospitals NHS Foundation 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 noted the application had 

a public interest and was of public benefit.  

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 advised that the samples would have been collected up to 30 years ago. 

Many patients would have a poor prognosis and would have died since the tissue 

samples were provided. It would also be very difficult to trace patients. Approaching 

patients and/or their families may also be distressing. 

The applicants noted in the answer to Q30 that patients taking part in the study will 

have consented to storage and use of their tissue for research at the time of their 
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surgery as part of the routine consenting procedure. The applicants were asked to 

clarify if the data controller had confirmed that the consent is not valid for the proposed 

processing of confidential patient information by Trust staff and the sharing of 

anonymised data for use in research. The applicant advised that there were a number 

of issues in relying on the assumption that consent was valid, including that the consent 

taken at surgery was not always appropriate completed by the clinician, it was also 

often difficult to find the form in patients notes and there was a risk that the medical 

records of deceased patients may have been destroyed. The applicants were therefore 

seeking support under s251. The CAG agreed that consent was not feasible.  

• Use of anonymised/pseudonymised data 

Confidential patient information is required in order to identify suitable patients and 

access their archived tissue samples. The CAG noted that the direct care team 

undertook the identification of suitable samples and that support was needed for the 

undertake the linkage to other data sources within Leeds Teaching Hospitals NHS 

Foundation Trust.  

Identifiers to be shared 

The CAG noted that “gender” had not been selected in the answer to Q38 on the IRAS 

form. Members queried whether patients’ sex or gender would be shared with TriStar. 

‘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 advised that the study will be advertised via the NHS website. Any 

patients who are still living and who wish to be excluded can record this dissent. The 

applicants will delay sample collection for 6-8 weeks once the project has started to 

allow patients to object. The text of the notification was provided to the CAG.   

The CAG agreed that the patient notification materials required improvement. The role 

of TriStar as a commercial partner needed to be emphasised. How the collaboration 

with TriStar will benefit both the University of Leeds and the public, and the steps taken 

to ensure the confidentiality of patient data also needs to be explained. Members also 

asked that further details were provided on where the website notification would be 

displayed.  
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The CAG requested clarification on whether the National Data Opt-Out would be 

applied.  

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 the project had been discussed with members of their local 

patient and public involvement group. The Group had provided positive feedback and 

support in relation to the expansion of the project to include other cancers. Members of 

the PPI Group noted that it was important to make the best use of archival tissues. The 

PPI Group was also in favour of not seeking consent, noting that many patients would 

have a poor prognosis and many would have died since the samples were taken.  

The CAG requested further details on the patient and public involvement undertaken, 

including how the engagement with patients has been expanded to match the expanded 

cohort.  

Exit strategy 

All confidential patient information will be anonymised prior to disclosure outside the 

Leeds Teaching Hospitals NHS Foundation Trust. 

 

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. Clarify whether patients’ sex or gender would be shared with TriStar. 
 

2. The patient notification materials need to be revised as follows; 
 

a.  The role of TriStar as a commercial partner needs to be emphasised.  
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b. It needs to be explained how the collaboration with TriStar will benefit both 
the University of Leeds and the public.  

 

c. The steps taken to ensure the confidentiality of patient data needs to be 
explained.  

 

d. Provide further details on where the website notification will be displayed.  
 

3. Clarify whether the National Data Opt-Out would be applied.  
 

4. Provide further details on the patient and public involvement undertaken, 
including how the engagement with patients has been expanded to match the 
expanded cohort.  

 

Specific conditions of support 

 

The following sets out the specific conditions of support.  

1. Favourable opinion from a Research Ethics Committee. Confirmed: 19 March 2021 
 

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 2019/20 DSPT review for Leeds Teaching Hospitals NHS Trust 

was confirmed as ‘Standards Met’ on the NHS Digital DSPT Tracker (checked 06 

May 2021). 

 

d. 21/CAG/0063 – The impact of introducing real time 

feedback on ventilation rate and volume by ambulance 

clinicians in out of hospital cardiac arrest 

 

Context 

 

Purpose of application 
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This application from the North East Ambulance Service NHS Foundation Trust set 

out the purpose of medical research that seeks to determine whether introducing real 

time ventilation feedback improves clinician compliance with recommended rate and 

volume of ventilation in clinical practice during out of hospital cardiac arrest.  

Cardiac arrest is a life-threatening emergency and occurs when the heart suddenly 

stops beating. When the heart stops beating it cannot pump blood to the brain, lungs 

and other organs. When a cardiac arrest occurs in the community, outside of a hospital 

setting, it is called an out of hospital cardiac arrest (OHCA). When attending a patient 

suffering an OCHA, paramedics are required to deliver chest compressions and to 

assist breathing, by inserting a tube into patients mouths and squeezing a bag inflated 

with oxygen. It is important that the right amount of oxygen is delivered. 

Recommendations exist on how much oxygen should be delivered; however many 

paramedics administer too much or too little. Until recently, there has been no method 

to measure how much oxygen patients receive. A new feedback device has been 

developed. This device attaches to the tube which is inserted into the patient’s mouth. 

The other end of the device is connected to the defibrillator screen used by 

paramedics. When a paramedic squeezes the bag to deliver oxygen, the amount of 

oxygen delivered will appear on screen. Paramedics can then respond to any under 

or over delivery of oxygen. A five second counter is also included, which tells the 

paramedics when to squeeze the bag.  

The applicants plan to undertake a clinical trial to determine whether use of this device 

improves paramedic compliance with ventilation recommendations during OCHA and 

if this improves patient outcomes. The trial will take place at three ambulance stations, 

Blucher, Redcar and Middlesbrough, which are all part of the North East Ambulance 

Service NHS Foundation Trust. Patients will not be randomised, instead the treating 

stations will be randomised. Clinicians based at each ambulance station will form a 

cluster. Initially no cluster will be exposed to real time ventilation feedback and all will 

be control clusters. All control clusters will use the real time ventilation feedback device 

but will receive no feedback. Each month one cluster will be randomised to ‘switch 

on’ the device and will move from control to intervention, until all clusters are exposed 

to real time ventilation feedback and are using the feedback during OHCA. Following 

all clinical assessments and confirmation of OHCA, the paramedic will confirm the 

patient meets the eligibility criteria. If the patient is eligible the paramedic will enrol the 

patient in the study and use the ventilation feedback device when providing 

ventilations. At the end of the study there will be a period when all clusters are 

exposed. Data collection will continue throughout the study, so that each cluster 

contributes observations under both control and intervention observation periods. The 

applicants explained that all patients will receive full standard care, however those 

treated while the feedback device is ‘turned on’ will receive additional care, in the form 

of the device being used. It is very likely that patients will be unconscious when 

receiving treatment and prior consent cannot be sought due to the emergency nature 

of the situation. 
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When a patient has been enrolled in the study and the resuscitation has been 

completed, the study paramedic will send a unique incident number via text to a secure 

study mobile telephone held by the research paramedic. All recruited patients will be 

allocated a unique study identification number by the research paramedic, who will 

access the patients’ electronic patient records to determine if they have been 

conveyed to the emergency department.  Patients who have been conveyed to the 

emergency department will be tracked remotely by the research team. The research 

paramedics will screen NEAS OHCA audit reports for missed recruitment opportunities 

and to check for patient enrolment that has not been reported to the research team. 

Patients who are conveyed to hospital will be followed-up remotely by the research 

team. Patients who have died during the index visit will have their study data collected 

and input into the study database, and then their data will be anonymised. Patients 

who have been declared deceased on scene and have not been conveyed will remain 

in the study and the research paramedic will collect their study data from the electronic 

patient record and enter it onto the study database. This data will be anonymised 

immediately. Support is needed for the processing of confidential patient information 

for deceased patients.  

A recommendation for class 1, 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 

 

All patients aged 18 years and over who are treated for 

out of hospital cardiac arrest by North East Ambulance 

Service NHS Foundation Trust. 

 

The target for recruitment is 48 patients. The applicant 

noted that recruitment will take place over a four-month 

period and that recruitment will continue if the target is 

reached before the conclusion of the study period.  

 

Data sources 

 

1. Electronic ambulance care records at North East 
Ambulance Service NHS Foundation Trust 

2. Electronic patient records at South Tees Hospitals 
NHS Foundation Trust, Newcastle Hospitals NHS 
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Foundation Trust and Northumbria Healthcare NHS 
Foundation Trust 

 

Identifiers required 

for linkage 

purposes 

 

1. Name 
2. Date of birth 
3. Date of death 
4. Postcode – district level 

Identifiers required 

for analysis 

purposes 

 

1. Date of birth 
2. Date of death 
3. Postcode – district level 
4. 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. The CAG agreed that the application 

had a medical purpose and a clear 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 explained that consent was not feasible prior to recruitment into the 

study as it is very likely that patients will be unconscious when receiving treatment and 

prior consent cannot be sought due to the emergency nature of the situation. The 

applicants also noted that it was not practicable or feasible to seek a consultee opinion 

during or prior to commencing resuscitation as they would be burdensome to 

relatives/friends and may delay routine care.  

Consent would be sought from patients who survived the cardiac arrest, or a consultee 

opinion sought should the patient not have capacity, as soon as possible. If a patient 

survives and expresses that they do not wish to participate in this research, including 

instances where a patient lacks capacity and their consultee does not agree with 

participation, the patient will be withdrawn from the study and all study data destroyed. 
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The CAG agreed that it was not feasible to seek consent from participants, or the 

opinion of a consultee, before they were enrolled into the study due to the emergency 

nature of the OHCA. Patients would be recruited into the trial initially under the 

emergency research provisions of the Mental Capacity Act.  

• Use of anonymised/pseudonymised data 

Confidential patient information is required to link data collected by the North East 

Ambulance Service NHS Foundation Trust to data from the treating hospitals. This 

cannot be undertaken in any other way.  

Cohort 

The applicants aimed to recruit 48 patients but noted that recruitment would take place 

over a four-month period, therefore a greater number may be recruited. Members 

agreed that they had no objection to the target being exceeded. 

‘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.  

A statement about the study would be placed on the North East Ambulance Service 

NHS Foundation Trust website. This statement would include information on how 

members of the public could register dissent. Those wishing to dissent were advised to 

contact the Chief Investigator, giving their name, date of birth and address.  

The CAG requested clarification on how the opt-out would be applied. The details of 

patients who wished to dissent would be passed to the emergency operations centre 

(EOC), who will flag the member of the public as not wishing to participate. If a member 

of the public who has registered dissent suffers an OHCA, the attending paramedic will 

be notified of this on route to the emergency and the patient will not be enrolled. The 

CAG noted that if more than one person lived at the address, then the person who 

dissented may not be the person suffering the OHCA. OHCA also often occur away 

from the home. Members asked for confirmation that the opt-out would be applied as 

soon as the researchers became aware that the patient had registered an opt-out and 

that more identifiers than address alone would be used to apply the opt-out.  

If a patient survived and expresses that they do not wish to participate in this research, 

including instances where a patient lacks capacity and their consultee does not agree 

with participation, the patient will be withdrawn from the study and all study data 

destroyed. 
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The CAG agreed that the information provided on the internet summary was very good 

and clear, however the summary only mentioned that the processing related to research 

at the end of the summary. Members commented that this needs to be stated at the 

beginning, as people may not read through the whole of it and may not pick up on this. 

The draft provided also didn't have a title. The CAG considered that the Participant 

Information Sheet required revisions, however noting that this may be considered by 

the REC. The language used was very technical in places and may not be easily 

understood by lay people. Members suggested that the internet summary was adapted 

into the Information Sheet. The application stated that the Participant Information Sheet 

would be given to patients who survived the OHCA, in order to seek consent, when the 

direct care team indicate it is appropriate. This is likely to be when a patient is being 

cared for on a general medical ward. 

The CAG also requested that the applicants display a poster in the A&E departments 

of participating trusts, alerting patients that the research is taking place.  

Email and telephone contacts were provided on the website text. The CAG asked that 

a postal address was also provided on all patient notification materials; the website 

notification, Information Leaflet and poster. All materials also needed to make it clear 

that this was a research project.  

Confirmation was requested that the National Data Opt-Out would be applied.  

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 explained that they had consulted with several patient groups when 

designing the research proposal, including the Sunderland Cardiac Rehabilitation 

Group. The Group included several survivors of cardiac arrest, as well as 

relatives/family members and or carers of those who had suffered an event. Their 

discussions covered the use of confidential patient information without consent.  

The CAG recognised that the patient and public involvement carried out had been 

conducted with a number of relevant groups and with PALS. Members requested that 

further details were provided on the number of patients involved. 

Exit strategy 

Patients who survive the cardiac arrest will either be consented into the study or a 

consultee opinion sought.  

For all patients who died following the cardiac arrest, their information will be 

anonymised. This applies to all patients declared deceased on scene and not conveyed 

to hospital, and all patients who are conveyed to hospital but who die during their index 

visit. 
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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. Revisions to the patient notification materials are required, as below; 
 

a. The Patient Information Sheet is to be revised to be less technical and 
suitable for a lay audience, although noting that this is more an issue for 
the REC. 

 

b. A poster is to be displayed in the A&E departments of participating trusts, 
alerting patients that the research is taking place. 

 

c. A postal address is to be provided on all patient notification materials; the 
website notification, Information Leaflet and poster.  

 

d. All patient notification materials need to make it clear that this is a 
research project.  

 

2. Confirm that the opt-out will be applied as soon as the researchers became 
aware that the patient had registered an opt-out and that more identifiers than 
address alone would be used to apply the opt-out. 

 

3. Please confirm that sufficient numbers of patients were involved in the patient 
and public involvement and engagement undertaken.  
 

4. Confirm that the National Data Opt-Out will be applied.  
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Specific conditions of support 

 

The following sets out the specific conditions of support.  

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 2019/20 DSPT review for Newcastle Hospitals NHS Foundation 
Trust was confirmed as ‘Standards Met’ on the NHS Digital DSPT Tracker (checked 06 May 
2021) 
 
Pending: The DSPTs for North East Ambulance Service NHS Foundation Trust, South 

Tees Hospitals NHS Foundation Trust and Northumbria Healthcare NHS Foundation Trust 

are pending. 

 

5. Minutes of previous meetings: 
 

The minutes for the following CAG meetings have been ratified via 

correspondence and are notified for information at this meeting: 

Full CAG meetings: 04 February 2021, 18 February 2021, 04 March 2021 

PS meetings: 15 January 2021, 29 January 2021, 12 February 2021, 26 February 

2021 

 

6. Any other business  
 
No other business was raised.  
 
The Chair thanked Members for their attendance and the meeting was closed.  
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Signed – Chair  Date 

   

Minutes signed off via correspondence by Dr 

Patrick Coyle, CAG Vice Chair, and Dr Murat 

Soncul, CAG Alternate Vice Chair 

 21/10/2021 

 

 

  

Signed – Confidentiality Advice Team  Date 

 

Katy Cassidy 

21/0/2021  

 

 


