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Minutes of the meeting of the Sub Committee 
of the Confidentiality Advisory Group 

August 2019 

Present: 

Name Capacity  Items 

Dr Murat Soncul  Alternate Vice-

Chair 

1.a, 1.b, 1.c. 

Dr Patrick Coyle  Vice-Chair  1.d, 1.e, 1.f, 

2.a. 

Dr Lorna Fraser CAG Member  1.d, 2.a.  

Dr Liliane Field CAG Member  1.a, 1.b. 

Mr Myer Glickman CAG Member  1.e, 1.f. 

Dr Katie Harron CAG Member  1.a, 1.b. 

Mr Anthony Kane  CAG Lay Member  1.e, 2.a. 

Dr Harvey Marcovitch  CAG Member  1.d. 1.f. 



Appendix 1. CAG Sub Group Minutes  

2 

 

Name Capacity  Items 

Mr Andrew Melville  CAG Lay Member  1.b, 1.c. 

Also in attendance: 

Name Position (or reason for attending) 

Miss Katy Cassidy  Confidentiality Advisor, HRA  

Miss Kathryn Murray Senior Confidentiality Advisor, HRA 

NEW PRECEDENT SET REVIEW APPLICATIONS – RESEARCH 

a. 19/CAG/0093 - Artificial Intelligence Stress Echo (FINESSE) project 

Context 

Purpose of application 

This application from Milton Keynes University Hospital NHS Foundation Trust set 

out the purpose of medical research which aims to create a research database 

around patients who underwent a stress echo test as part of chest pain assessment 

at the Trust in order to follow-up clinical outcomes.  

The patient cohort is already established within the Trust – this was compiled for the 

purposes of local audit and involves all patients who underwent a stress echo test 

carried out by a single cardiologist over a period of 15 years. Outcome data will be 

collected for the 15-year period following the stress echo text. This will include wider 

clinical detail following the stress echo test and information around major 

cardiovascular events and date and cause of death. The applicant aims to use 

machine learning to develop an objective model which is expected to partially 

automate diagnosis and reduce downstream diagnostic and treatment costs. The 

model will be developed based on clinical variables and results of the stress echo 

test. 
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A recommendation for class 1 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 over 18 years who underwent stress echo 

testing to investigate chest pain at Milton Keynes 

University Hospital NHS Foundation Trust between 

27/11/2002 and 01/08/2017. It is estimated that between 

2500 and 3000 patients will be included in the database.  

Data sources Electronic Health records held within Milton Keynes 

University Hospital NHS Foundation Trust. 

Identifiers required 
for linkage 
purposes 

Name 

NHS Number 

Date of Birth 

Hospital Number  

Identifiers required 
for analysis 
purposes 

Gender 

Age in years 

Survival calculation from Stress Echo to date of death  

Additional 
information 

Not applicable  
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Confidentiality Advisory Group advice 

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

basis of the decision by the Health Research Authority.  

Public interest 

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

therefore assured that the application described an appropriate medical purpose 

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

Members agreed that the proposed activity was within the public interest as the use 

of machine learning could improve patient diagnosis when undergoing stress echo 

testing for chest pain.  

Scope  

The Group commented that there was some contradiction within the application 

documentation around who would be accessing patient’s medical records to extract 

information for use in the study. It was suggested in places that this would be 

undertaken by members of the research team. However, elsewhere it was explained 

that the research team were considered to be part of the direct care team. 

Members were supportive in principle of the application activity but agreed that it was 

to be determined locally whether those accessing confidential patient information 

were members of the direct clinical care team. The applicant would be asked to 

make this assessment and provide confirmation. If it was confirmed that the research 

team were members of the clinical care team, it would suggest that the remit of the 

CAG had fallen away or this element of the project, as these individuals would have 

a legitimate basis to access patient records. If it was decided that the research team 

were not members of the care team, access to confidential patient information within 

medical records would be considered a breach of the common law duty of 

confidence which would require a recommendation of support under the Regulations.  
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It was further noted that the application suggested that the applicants were intending 

to undertake wider data linkage with administrative datasets held by NHS Digital, in 

order to collate additional follow-up information on the patient cohort. This wider data 

linkage had not been fully described within the application and the CAG agreed that 

further information was required. It was noted that the disclosure of confidential 

patient information to NHS Digital to facilitate this linkage would require a 

recommendation of support if proceeding without patient consent. The applicant 

would be asked to consider this wider data linkage and provide a clear overview 

around this element, in order to determine the scope of support which was required 

under the Regulations for the proposal.  

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 consent was not feasible due to the large historic patient 

cohort, which may be deceased or lost to follow-up. Members were assured by the 

rationale provided and agreed that consent would not be feasible.  

• Use of anonymised/pseudonymised data 

Access to confidential patient information within patient medical records was 

necessary to enable the patient cohort to be included in the study to be identified. 

This information would also be required for proposed future data linkages which 

could not be otherwise achieved.  

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

to provide a right to objection 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.  

In the response to queries, the applicant had provided an overview of communication 

mechanisms which had been considered to support the proposal. It was confirmed 

that telephone, email and postal contacts would be provided to enable patients to 

raise objections around the use of their data in the study. Members agreed that the 

applicant would be required to confirm how the communications mechanism which 

would be operated for the project and provide copies of any documentation to 

support this for consideration.  

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 applicant confirmed that were in the process of setting up engagement activity 

with the NIHR Thames Valley & South Midlands Clinical Research Network Patient 

Ambassadors to explore patient views of the project. The CAG agreed that feedback 

from this proposed activity would be required, with a particular focus of the use of 

confidential patient information without consent for the study aims, prior to any final 

recommendation of support coming into effect.  

Confidentiality Advisory Group advice conclusion 

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

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

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

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

criteria and established principles of support have been adequately addressed.  
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Request for further information 

1. Confirm whether the research team are classified as members of the direct 

clinical care team in order to establish whether support under the Regulations 

needs to extend to the identification of eligible patients onsite at the Trust.  

2. Provide a clear overview of the proposed data linkage with NHS Digital. This 

should confirm what items of confidential patient information are required for 

linkage, the datasets which would be linked, together with an overview of the 

resulting linked dataset that would be returned for analysis.  

3. Confirm the communications mechanism which would be operated to promote 

the study in the public arena and inform patients of their right to object. Copies of 

any documentation to facilitate this should be provided for consideration.  

4. Provide feedback from the planned patient and public involvement engagement 

activity. This should explain the format of the activity, provide an overview of 

those present, details of what was discussed and the feedback provided, with 

particular emphasis on the use of confidential patient information without 

consent. If the feedback given was negative, the CAG would take this into 

account when considering whether support can be recommended, or whether 

further action is required.  

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: 07 June 
2019  

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 
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assurance requirements’ for further information. Pending: Milton Keynes 
University Hospital NHS Foundation Trust 

b. 19/CAG/0118 - The Orchid Research Tissue Bank - Collection of Genito-
urinary tissue 

Context 

Purpose of application 

This application from Barts Health NHS Trust set out the purpose of medical 

research through the ongoing management of the Orchid Research Tissue Bank. 

The tissue bank collects genito-urinary tissue. The collection includes fresh frozen 

and formalin fixed paraffin embedded tissue (FFPE) of prostate, testis, penile, kidney 

and bladder. The tissue collected are anonymised using specific ORTB ID codes 

breaking the link with patient identification details. 

This tissue bank has operated under a favourable ethical opinion since 2004. 

However, at the point of renewal, the applicant had made changes to the process by 

which patients are identified to be approached for consent to have their tissue and 

data included within the tissue bank. The applicants are seeking support under the 

Regulations to allow access by up to four members of the tissue banks designated 

staff to access the medical records of patients being treated by, together with clinic 

lists of, urology consultants to enable potentially eligible patients to be identified for 

consent to participate in the tissue bank. The specific focus of this is to identify 

prostate cancer patients who may be eligible for inclusion.  

A recommendation for class 1, 3, 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 
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application form and relevant supporting documentation as this letter represents only 

a summary of the full detail.  

 

Cohort 

 

Patients diagnosed with or suspected urological cancers 
at Barts Health NHS Trust.  

Data sources 

 

1. Electronic Patient Records at Barts Health NHS 
Trust  

2. Urological clinic lists at Barts Health NHS Trust  

3. Care Record Service records at Barts Heath NHS 
Trust  

Identifiers required 
for linkage 
purposes 

 

1. Name 

2. NHS Number 

3. Hospital Number 

4. Date of birth  

5. Ethnicity  

6. Gender 

Identifiers required 
for analysis 
purposes 

 

1. Name  

2. Date of birth 

3. Date of death 

4. Gender  

5. Ethnicity  

Additional 
information 

 

Data would only be retained for analysis with patient 
consent.  
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Confidentiality Advisory Group advice 

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

basis of the decision by the Health Research Authority.  

Public interest 

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

therefore assured that the application described an appropriate medical purpose 

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

Members were assured that the overarching aims of the tissue bank were within the 

public interest as this was used to facilitate research into diagnostic, predictive and 

prognostic markers of urological cancers and the identification of its causes. 

Scope  

The Group acknowledged references within the application to the involvement of 

Barts Health NHS Trust and Queen Mary University of London. However, it was 

recognised that the CAG application form suggested that the applicants would be 

collaborating with other centres. It was also noted that the application referenced the 

inclusion of Welsh and Scottish sites. The CAG agreed that clarification was required 

from the applicant around the centres which were already signed up to the proposal, 

together with an overview of proposed future additions. As the remit of the CAG 

extended to England and Wales only, the applicant may be required to seek 

additional approvals from the appropriate bodies in wider devolved nations, 

depending on the geographical scope of the project.  

Members were also unclear around the scope of access to confidential patient 

information with support under the Regulations. The application form stated that 

there would be a maximum of four tissue bank staff with access to confidential 

patient information. However, the supporting Caldicott Guardian letter specified two 

named job titles which would be involved in data processing activities. The Group 

was unclear whether these two individuals were in addition to or included within the 
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four detailed in the application. It was agreed that the applicant would be asked to 

clarify the access arrangements.  

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 tissue bank had operated since 2004 on the basis of patient identification being 

undertaken by the direct care team only. However, this methodology had been 

problematic as clinicians did not always have the time or resources to identify and 

approach patients about involvement in the tissue bank. On the basis that the 

recruitment methodology to date had been inefficient and ineffective, the revised 

methodology had been proposed to enable support to be provided by tissue bank 

staff in the patient identification process.  

The CAG acknowledged the history of the tissue bank and commended the past 

practice of retaining identification and recruitment processes within the direct clinical 

care team to prevent a breach of the common law duty of confidence. Members were 

assured by the overarching public interest in the tissue bank’s activities which it was 

agreed provided a compelling argument to support the revised methodology to 

support the recruitment process with the involvement of research staff.  

• Use of anonymised/pseudonymised data 

Access to confidential patient information was required to enable eligible patients to 

be identified and approached for consent, which could not be otherwise achieved.  

‘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 
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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 objection 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 applicant provided an overview of the Trust-level transparency information which 

explained to patients that their records may be accessed to enable researchers to 

approach individuals about possible studies for which they maybe eligible. Copies of 

all patient information and consenting materials were provided for information 

purposes. Members were assured by the information and documentation provided, 

which were appropriate and proportionate to the proposed activity.  

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 applicant provided a detailed overview of the patient and public involvement and 

engagement activity which had been carried out to date in relation to the tissue bank. 

There were also a number of wider communications mechanisms in operation in 

order to raise the profile of the tissue bank in the public domain. The tissue bank is 

funded by Orchid, a male cancer research charity and was set up by a member of 

the public. The Trustees of Orchid oversee and approve of the bank’s research 

programme. The charity organises regular events involving the public. Members 

agreed that the scope of user involvement was of a very high standard.  

Confidentiality Advisory Group advice conclusion 

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

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

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

criteria and established principles of support have been adequately addressed.  

Request for further information 

1. Confirm which centres were involved with the tissue bank and provide an 

overview of any planned future expansion to include additional sites.   

2. Clarify how many members of the tissue bank staff would have access to 

confidential patient information, prior to consent, with support under the 

Regulations.  

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. Pending: Barts Health NHS 
Trust  

c. 19/CAG/0125 - The Incidence and epidemiology of Eyelid Melanoma in 
the UK 



Appendix 1. CAG Sub Group Minutes  

14 

 

Context 

Purpose of application 

This application from Kings College NHS Foundation Trust set out the purpose of 

medical research which aims to establish the incidence of malignant eyelid 

melanoma. The study will follow the established British Ophthalmologist Surveillance 

Unit (BOSU) methodology, using the monthly reporting card amongst UK 

ophthalmologists.  

The BOSU methodology is established and has received support in principle from 

the CAG. Ophthalmologists will indicate that they have seen a new eyelid melanoma 

case through the BOSU. The BOSU collects no patient identifying information but will 

notify the study investigator of all ophthalmologists who report new cases. The 

researcher will then contact the reporting ophthalmologist directly and will be sent a 

questionnaire requesting information to determine the incidence, but also secondary 

aims of histological subtype, the treatment given, prognosis and the effect on vision. 

The primary questionnaire will be completed at the point of notification with follow-up 

at 12 months. 

Research analysis will be carried out at one site at Kings College Hospital (Princess 

Royal University Hospital (PRUH)). Analysis will be descriptive and all findings 

reported in an aggregated format and at no point will the patient’s routine standard 

care be altered or impacted as a result of this study. 

A recommendation for class 1, 2, 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.  
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Cohort 

 

Patients identified by participating ophthalmologists in 

England and Wales with malignant eyelid melanoma. It 

is estimated that there will be approximately 156 

patients reported per year.  

Data sources 1. Local clinical records at participating Eye Hospitals. 

Identifiers required 
for linkage 
purposes 

NHS Number  

Postcode  

Month and year of birth 

Identifiers required 
for analysis 
purposes 

Month and year of birth 

Postcode 

Gender  

Ethnicity  

Additional 
information 

Not applicable  

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. 
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Members were assured that there was a wider public interest achievable from the 

proposal which would establish the incidence of malignant eyelid melanoma and 

build up a knowledge base in this rare condition area.  

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 Group was assured by the applicant’s rationale around the requirement for near 

complete case ascertainment of reported incidence of eyelid melanoma to enable 

informed study analysis to be carried out. On this basis, the Group was assured that 

seeking consent was not feasible for the proposal. It was further acknowledged that 

the BOSU methodology had been accepted in principle for activities of this kind to 

proceed on an unconsented basis. The applicant had further advised that the 

consenting process would add additional burden on both patient and clinicians.  

• Use of anonymised/pseudonymised data 

Confidential patient information was required to facilitate sample validation and 

linkage of follow-up data which could not be otherwise achieved. 

Data Flows  

The CAG raised some queries around the data flows which would support the 

project. It was noted within the application form (Q14) that unique identifiers were 

necessary to enable reported cases to be linked to other sources of attainment. 

However, at a later part of the application form (Q44), it was stated that there would 

be no linking with other data sources. Members agreed that clarification was required 

from the applicant around the data flows to support the project. 

The Group was also unclear how and by whom the 12-month follow-up questionnaire 

would be distributed. Further information would be requested in this area.  



Appendix 1. CAG Sub Group Minutes  

17 

 

‘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 objection 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 applicant had explained that information around the project would be displayed 

in participating eye hospitals and supplemented by patient information leaflets. It was 

explained that dissenting mechanisms would be promoted via these patient-facing 

materials, with patients advised to contact their ophthalmologist for raise an 

objection.  

Members considered this point and suggested that it may be helpful to also provide a 

contact within the research team for dissenting purposes. It was agreed that copies 

of these documents would need to be provided for consideration, together with an 

overview of the dissenting process.  

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 applicant explained that a pilot study had been carried out, which had informed 

the design of this proposal. It was further explained that the views of eyelid 

melanoma patients had been sought which had also informed the study design. 

Members recognised that the application would also have been considered by lay 

representatives as part of the standard BOSU review process. The CAG was 

assured that the activity in this area was appropriate and proportionate to the project.  
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Data Protection Compliance 

It is a requirement within the Regulations that any approved activity cannot be 

inconsistent with the General Data Protection Regulation and Data Protection Act 

(DPA) 2018. The information which had been provided within the application form to 

evidence how the proposed activity would be compliant with current data protection 

legislation was limited and required follow-up.  

The applicant would be asked to provide further information to evidence how the 

proposed activity would be compliant with the principles of the GDPR set out at 

Article 5(1)(a-f) and 5(2). Specific confirmation was required around the legal basis 

being relied upon for processing of data (Article 6(1)(e) tasks in the public interest) 

and special category data (Article 9(2)(j) research purposes).  

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 a clear overview of the data flows and sources which will support the 

study.  

2. Clarify how and by whom 12-month follow-up questionnaires will be 

circulated.  



Appendix 1. CAG Sub Group Minutes  

19 

 

3. Provide copies of the patient-facing documentation which will support the 

project communication strategy. These documents should promote the 

patient’s right to object, including contact details for the research team. 

4. Provide an overview of how the dissenting mechanism would be operated.  

5. Provide further information to explain how the project would be compliant with 

the principles of the. Confirmation that the legal basis being relied up on for 

processing of data is Article 6(1)(e) (tasks in the public interest) and special 

category data Article 9(2)(j) (research purposes) is required.  

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.  

3. Support extend to England and Wales only.  

4. Favourable opinion from a Research Ethics Committee. Confirmed: 04 June 
2019 

5. 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: Kings College NHS 
Foundation Trust 
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d. 19/CAG/0131 - Systems research into child-centred medical education 
v1.0 

Context 

Purpose of application 

This application from the Queen’s University Belfast set out the purpose of medical 

research which aims to evaluate child-centred medical education methods. This will 

be carried out via observation of medical research encounters between 

undergraduate and post-graduate medical trainees with patients and their 

parents/carers and wider clinical staff supporting their educational training.  

Medical trainees will be observed in the clinical setting. Stage 2a of the study will 

involve observation of medical training encounters direct with patients and their 

parents/carers. These observations will be consented and are therefore out of scope 

for the CAG application. Medical trainees will also be observed during multi-

disciplinary meetings and handover meetings, which is the element for which the 

application has been submitted to the CAG. During these staff observations, the 

researcher will be incidentally exposed to confidential patient information during the 

discussion of patient’s care. Patient details are not the focus of the observations and 

will not be recorded in anyway. The research observations will be carried out at 

University Hospitals Southampton NHS Foundation Trust in England and Royal 

Belfast Hospital for Sick Children in Northern Ireland. The applicant has applied to 

the Privacy Advisory Committee in Northern Ireland to legitimise these activities at 

the Belfast site. 

A recommendation for class 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 



Appendix 1. CAG Sub Group Minutes  

21 

 

application form and relevant supporting documentation as this letter represents only 

a summary of the full detail.  

Cohort 

 

Children aged 6-17 years who are receiving treatment 

from a healthcare professional providing training to a 

medical trainee at the University Hospitals Southampton 

NHS Foundation Trust site. 75 hours of observational 

activity will be carried out at this site.  

Data sources 

 

No data will be directly accessed during the course of 

the study; however, the applicant will present to observe 

multidisciplinary team meetings and staff handover 

meetings.  

Identifiers required 
for linkage 
purposes 

Not applicable – no confidential patient information will 

be recorded within the staff observation stage of study.  

Identifiers required 
for analysis 
purposes 

Not applicable – identifiers will not be recorded.  

Additional 
information 

The study involves a wider observational element of 

direct patient care, which will be undertaken on a 

consented basis.  

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.  
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Public interest 

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

therefore assured that the application described an appropriate medical purpose 

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

Members were assured that the proposed activity was within the public interest as 

the outputs of the study would be used to in inform changes to medical trainees 

educational practices, with a focus to making these patient-focussed.  

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 Group recognised that the applicant had taken steps to implement consent-

based approaches for the wider project elements. However, it was noted that in the 

staff-based observations, there was potential that patients who had not been 

approached for consent would be discussed as there was no pre-determined list of 

patients to be considered. It was also noted that some patients who are discussed in 

this environment may not be physically present in the hospital, which presented a 

further logistical issue in seeking consent. Members were assured that it was not 

feasible to seek consent from all patients which may be discussed in the staff 

observations and were content to provide a recommendation of support to legitimise 

this discussion.  

• Use of anonymised/pseudonymised data 

The applicant provided assurance that any confidential patient information which 

was incidentally disclosed when undertaking staff observations would not be 

recorded and was not required for the purposes of the study analysis.  
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‘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 objection 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.  

Members agreed that steps should be taken by the applicant to inform patients and 

their parents about the wider staff observational elements of this study and to 

provide a means of objection. The applicants would be asked to consider how this 

could be achieved, providing an overview of the method together with documentation 

which will support this. The Group also sought assurance that any objections which 

were raised would be respected, ensuring that these patients were not discussed 

during the staff observational elements. This should also extend to those who were 

formally approached for consent to the wider elements of the study, but declined to 

participate.  

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 applicant explained that they had engaged with patients and parents at 

University Hospitals Southampton NHS Foundation Trust around the project. Six 

children and five parents were present at the event. The outputs of this activity led to 

the agreed consenting process for patients and parents undergoing direct 

observation from the researcher. The applicant also discussed the attendance at 

staff meetings where discussion of patients would take place and the feedback 
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provided evidenced support for the methodology on the basis that it is the medical 

trainee and wider staff who were the focus of this observation and there would be no 

recording of patient details. Members were assured that the activity was appropriate 

and proportionate to the project and raised no queries in this area.  

Data Protection Compliance  

Confirmation was required from the applicant around the legal basis, in relation to 

the current data protection legislation, which was being relied upon for processing of 

data within the study. 

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. Develop a means to inform patients and parents about the wider staff 
observational elements of the project. This should include a mechanism by 
which objections can be raised. Provide copies of any documentation to 
support this.  

2. Provide assurance that any patient or parent who objects to involvement in 
the study will be excluded from discussions during the staff observational 
elements.  

3. Confirm that the legal basis being relied upon for data processing, under 
current data protection legislation, is public interest (GDPR Article 6(1)(e)) 
and special category data is research purposes (GSPR Article 9(1)(j)).  
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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. Support extends to the application activities being carried out at the University 
Hospitals Southampton NHS Foundation Trust site only.  

2. Favourable opinion from a Research Ethics Committee. Confirmed 12 August 
2019 

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. Pending: The NHS Digital 
2018/19 DSPT submission for University Hospitals Southampton NHS 
Foundation Trust has not yet received ‘Standards Met’ assurance 

e. 19/CAG/0132 - Frequency of observations (FOBS) 

Context 

Purpose of application 

This application from the University of Portsmouth sets out the purpose of medical 

research which aims to investigate how often a patient’s vital signs need to be 

monitored to track progress to recovery or to highlight a deterioration in condition.   

The Royal College of Physicians and the National Institute for Clinical Excellence 

(NICE) recommend that vital signs observations are combined into a single score 

(NEWS) that shows when the measurements are abnormal. There is now some 

evidence to support using the NEWS score to identify patients at increased risk of 

cardiac arrest, death or unexpected transfer to intensive care, so that staff can take 

preventative action. The guidance is also that the higher the NEWS score, the more 

often a patient should be observed. Although it is recommended that people with 

higher scores need more frequent observation, there is no direct evidence for this. 

The study will investigate how often patients need to be monitored and seek to 

evidence whether some observations could be unnecessary or too far apart to be 
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useful in spotting deterioration. The aim of the application is to develop a protocol for 

how frequently observations should be made. 

This application is a retrospective study and will take place across all general adult 

wards, excluding maternity, intensive care and other wards where continuing 

monitoring is in regular use. Data for the retrospective study will be derived from 

repositories of vital signs obtained using the Vitalpac (PHT) and SEND (OUHT) 

systems, both of which enable nursing staff to record physiological measurements at 

the bedside using electronic devices. Vital signs would be linked to local patient 

databases for administration, theatre management, intensive care and cardiac 

arrest. The combined database will then be used to investigate the variation in the 

rate of critical changes in vital signs over the course of the patient’s hospital stay and 

how this relates to the risk of adverse outcomes. The applicants will design 

monitoring protocols to detect significant patient deterioration and calculate the total 

number of observations required for each ward on a typical day.  

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 admitted to the Oxford University Hospitals 

NHS Foundation Trust (between 2017 - 2020) or 

Portsmouth Hospitals NHS Trust (between 2014 and 

2020), excluding maternity, intensive care and other 

wards where continuing monitoring is in regular use. It is 
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estimated that 200,000 patients will be included in the 

study database  

Data sources 

 

1. Electronic patient record system (SEND) and clinical 
information systems at Oxford University Hospitals 
NHS Foundation Trust  

2. Electronic patient record system (PAS) and clinical 
information systems at Portsmouth Hospitals NHS 
Trust 

Identifiers required 
for linkage 
purposes 

7. Name  

8. NHS Number  

9. Hospital Number  

10. Date of Birth  

Identifiers required 
for analysis 
purposes 

6. Date of Death  

7. Gender – analysis 

8. Ethnicity – analysis 

9. Year of birth – analysis 

Additional 
information 

 

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. 
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Members were assured that the project was within the public interest, as gaining an 

informed understanding around the frequency at which vital signs need to be taken 

from patients to ensure optimum care can be provided could lead to major 

improvements in treatment.  

Scope of support 

The Group noted that the application described a prospective data collection 

element up to 2020; however, it appeared that this was not within the scope of the 

application to the CAG. Members agreed that assurance was required from the 

applicant that this prospective element would be undertaken on the basis of consent 

or led by the direct clinical care team and did not require a recommendation of 

support under the Regulations.   

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 Group was assured that it was not feasible to seek consent for this proposal on 

the basis of the size of the historical patient cohort which would be included. It was 

also recognised that the proposed sample size, involving around 200,000 patients, 

was necessary to inform the development of an informed model for study analysis.  

• Use of anonymised/pseudonymised data 

Access to confidential patient information was necessary to enable the patient cohort 

to be identified and to facilitate linkage between the clinical data sources to be used 

in study analysis, which could not be otherwise achieved.  
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‘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 objection 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 applicant had provided details of the participating Trust’s privacy notices, which 

provided generic information around how patient data may be utilised by the Trusts. 

Members agreed that whilst these standard notices provided a good basic level of 

information, it would be helpful if project-specific notifications could be placed on the 

Trust websites, to inform patients about the particulars of this study and allow a 

means for objection to be raised. It was agreed that sight of the proposed text would 

be required.  

It was confirmed within the application that any evidence of historic dissent would be 

respected.  

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 applicant confirmed that three patient/lay representatives had been recruited to 

oversee the management of the study. Information was also provided around patient 

involvement activities which had been undertaken in relation to a historic project with 

similarities to the activity proposed within this application. Members recognised the 

value of including lay representatives within the management and oversight of a 

project. However, it was commented that given the large scale of this proposal, 
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which would include over 200,000 patient records, further attempts should be made 

to increase the activity in this area as the study progressed. The Group agreed that 

the applicant would be asked to undertake further patient and public involvement 

and engagement activity as the project progressed, providing feedback at the time of 

first annual review around the achievements in this area.  

Data Protection Compliance  

Confirmation was required from the applicant around the legal basis, in relation to 

the current data protection legislation, which was being relied upon for processing of 

data within the study. 

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 confirmation that the prospective data collection was not within the 

scope of the application for support under the Regulations, confirming under 

what basis this data would be collected.  

2. Project-specific information should be placed on the websites of participating 

Trusts to inform patients and the public about the project and to facilitate a 

means of project-specific dissent. Provide copies of the text to be displayed.  
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3. Confirm that the legal basis being relied upon for data processing, under 

current data protection legislation, is public interest (GDPR Article 6(1)(e)) 

and special category data is research purposes (GSPR Article 9(1)(j)).  

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. Further patient and public involvement and engagement activity specific to the 

project should be carried out as the project progressed. Feedback should be 

provided at the time of first annual review around the activity carried out and the 

views expressed by those involved.  

2. Favourable opinion from a Research Ethics Committee. Pending 

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: assurance remains outstanding 
for Oxford University Hospitals NHS Foundation Trust and Portsmouth 
Hospitals NHS Foundation Trust 

f. 19/CAG/0133 - Estimation of visual loss secondary to myopic 
maculopathy 

Context 

Purpose of application 

This application from City Hospitals Sunderland NHS Foundation Trust set out the 

purpose of medical research which aims ascertain the prevalence of pathological 

myopia in patients over a one-year surveillance programme operating via the British 

Ophthalmological Surveillance Unit (BOSU) methodology, using the monthly 

reporting card amongst UK ophthalmologists. The study aims to improve information 

about unexplained visual loss from myopic maculopathy. 
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The BOSU methodology is established and has received support in principle from 

the CAG. Ophthalmologists will indicate that they have seen a new case of 

unexplained visual loss from myopic maculopathy through the BOSU. The BOSU 

collects no patient identifying information but will notify the study investigator of all 

ophthalmologists who report new cases. The researcher will then contact the 

reporting ophthalmologist directly and will be sent a questionnaire requesting 

information to determine the incidence. Follow-up will be conducted at six-months 

following initial reporting.  

 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 Patients with high myopia (-6.00DS or worse) presenting 

with new vision loss to a level of 6/18 or worse in their 

better eye, secondary to myopic maculopathy who 

report a treating ophthalmologist across the 12 months 

reporting period. It is anticipated that 254 cases will be 

reported in this timeframe. 

Data sources 1. Clinical records held on site of participating Trusts 
and Health Boards  

Identifiers required 
for linkage 
purposes 

11. Hospital Number 

12. Year of birth 

13. Sex 
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Identifiers required 
for analysis 
purposes 

10. Year of birth 

11. Sex 

Additional 
information 

 

Confidentiality Advisory Group advice 

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

basis of the decision by the Health Research Authority.  

Public interest 

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

therefore assured that the application described an appropriate medical purpose 

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

Members recognised that the outputs of the project would provide an overview of the 

prevalence and understanding of visual loss from myopic maculopathy, which was 

within 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 applicant explained that, due to the rarity of the condition, the value of the study 

would be dependent upon achieving as near to complete case ascertainment as 

possible. It was explained that patients may need to return to clinic for the sole 

purposes of consenting to the study, which placed an unnecessary burden on both 
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the patients themselves and their treating clinicians. This may lead to bias in the 

patient sample and could potentially destabilise the study analysis. Members were 

assured by the rationale provided and were content to provide a recommendation of 

support to the application.  

• Use of anonymised/pseudonymised data 

The patient identifiers requested were necessary to enable sample validation and 

the removal of duplicates and to facilitate linkage with follow-up data, which could 

not be otherwise achieved.  

Justification of identifiers 

The Group noted that the patient identifiers required for the study had been 

significantly limited. The data items requested would ordinarily not be classified as 

items of confidential patient information; however, due to the rarity of the focus 

condition, these data items were sufficient to enable the individual patient to be 

identified for follow-up purposes. On this basis, it was recognised that the dataset 

requested would fall within the definition of confidential patient information. Members 

were assured by the rationale provided and raised no further queries in this area.  

‘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 objection 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 specific information had been provided by the applicant in this area; however, it 

was noted that patients would be informed via publicity in participating eye hospitals. 
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Members noted the standard requirements when operating a study via the BOSU 

methodology would be to display an information leaflet at participating sites to inform 

patients and provide a means for objections to be raised. It was also understood that 

these information leaflets would be supported by information on the BOSU website. 

The Group agreed that sight of these materials would be required prior to any final 

recommendation of support coming into effect.  

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 application did not provide any detail around project-specific patient and public 

involvement and engagement activity which had been carried out to support the 

proposal. The applicant had cited past precedent in relation to studies operating via 

the BOSU methodology. Members recognised that there was a precedent 

established via the BOSU methodology; however, seeking views of an appropriate 

patient group was still important in order to strengthen the public interest in using 

confidential patient information without consent for the specific purposes of the 

project. The applicant would be asked to undertake proportionate user involvement 

in relation to the specific project and provide feedback for consideration. It was 

recommended that a patient group within the applying Trust be approached for its 

views on the project.  

Data Protection Compliance  

Confirmation was required from the applicant around the legal basis, in relation to 

the current data protection legislation, which was being relied upon for processing of 

data within the study. 
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Omitted documentation  

The applicant would be asked to provide copies of the two questionnaires which 

would be completed by the ophthalmologists.  

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 copies of the patient-facing information materials for review. These 

documents should explain how a patient can object to the use of their data 

within the project.  

2. Undertake some patient and public involvement and engagement activity to 

test the acceptability of the use of confidential patient information without 

consent to achieve the study aims. An overview of the activity carried out 

together with feedback from those present should be provided for 

consideration.  

3. Confirm that the legal basis being relied upon for data processing, under 

current data protection legislation, is public interest (GDPR Article 6(1)(e)) 

and special category data is research purposes (GSPR Article 9(1)(j)).  

4. Provide copies of the clinician questionnaires for review.  
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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. Pending: City Hospitals 
Sunderland NHS Foundation Trust 

NEW PRECEDENT SET REVIEW APPLICATIONS – NON-RESEARCH 

a. 19/CAG/0138 - Warrington Health and Wellbeing Survey 2019/20 

Context 

Purpose of application 

This application from Warrington Borough Council set out the non-research service 

evaluation purpose of establishing a patient health and wellbeing survey in the 

region. The application will undertake a comprehensive, large scale survey of adult 

residents in Warrington to update the information currently held from previous local 

lifestyle surveys. The survey needs to collect information on a wide range of topics 

including; perceptions of health status, emotional wellbeing, social connectedness 

and resilience, long-term and recent morbidity, disability, health risk behaviour, use 

of services, social circumstances, and neighbourhood issues. 

Outcomes of the survey will be used for the following purposes: 

• Inform Warrington’s Health & Wellbeing Strategy, Joint Strategic Needs 
Assessment and underpinning strategies for council and partner organisations.  

• Assist in health needs assessment, by providing up-to-date data on morbidity and 
health and wellbeing status, 
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• Assist in the commissioning and targeting of resources by highlighting 
areas/groups experiencing health inequalities, 

• Provide information for monitoring health change and the impact of local 
prevention and health programmes, by repeating salient aspects of previous 
surveys where possible and practical. 

A recommendation for class 1, 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 Adults (aged 18 and over) living in Warrington and/or 

registered with a Warrington GP. Approximately 23,350 

patients will be invited to participate.  

Data sources GP Patient register, NHS Digital  

Identifiers required 
for linkage 
purposes 

Name – title, forename and surname 

Address – house name/number, street, post town, 
postcode 

GP practice code 

Date of birth 

Sex 

Identifiers required 
for analysis 
purposes 

Age 

GP Practice code 

Sex  
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Additional 
information 

 

Confidentiality Advisory Group advice 

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

basis of the decision by the Secretary of State for Health and Social Care.  

Public interest 

The CAG noted that this activity fell within the definition of the management of health 

and social care services and was therefore assured that the application described an 

appropriate medical purpose within the remit of the section 251 of the NHS Act 

2006. 

Members were assured that the proposed activity fell within the public interest as 

through undertaking the service evaluation questionnaire with patients within the 

Warrington Council geographical area, targeted improvements to healthcare would 

be planned. The applicant explained that historically the survey facilitation team had 

been based within the public health department of the local Trust and had been able 

to facilitate the survey distribution locally without the requirement to seek support 

under the Regulations. Due to revision of local services, the survey distribution team 

was now hosted by the Warrington Borough Council, which has led to the changes 

in the survey methodology.   

Scope of support 

The Group raised concerns around the volume of confidential patient information 

which would be disclosed by NHS Digital to the applicant to enable stratified 

sampling to be applied prior to inviting patients to participate in the survey. Members 

agreed that the applicant should explore whether it would be possible for NHS 

Digital to undertake the sampling framework prior to the disclosure to the applicant. 

This would dramatically reduce the volume of confidential patient information being 
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disclosed to only those patients which would be invited to participate. If so, the 

applicant would be asked to provide a revised framework accounting for this change 

in methodology. If this was not deemed feasible, a strong rationale would be 

required to support this decision, together with copies of any correspondence with 

NHS Digital. 

In response to the queries in this area, the applicant would also be asked to confirm 

the number of patients which would be included within the cohort disclosed by NHS 

Digital, to clarify the scope of support required under the Regulations.  

Third-party contractor 

The applicant had explained within the application that a third-party contractor would 

be appointed, following a competitive tendering process, to distribute the survey on 

behalf of Warrington Council. It was explained that this process had not commenced 

as yet, pending assurance that the proposed activity was supported in principle by 

the CAG. The applicant provided assurance that the appointed contractor would be 

required to evidence the appropriate security assurance standards as part of the 

tendering process. 

Members accepted the applicant’s justification to support why the tendering process 

had not yet commenced. However, it was noted that where a recommendation of 

support is provided, this extended to specific organisations and data flows. The 

applicant would be required to confirm the third-party contractor prior to any final 

recommendation of support coming into effect to enable the appropriate assurance 

checks to be undertaken.  

Practicable alternatives 

Members considered whether a practicable alternative to the disclosure of 

confidential patient information without consent existed in accordance with Section 

251 (4) of the NHS Act 2006, taking into account the cost and technology available. 

• Feasibility of consent 
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The applicant was seeking support under the Regulations to facilitate the recruitment 

process for the patient surveys, for which patients would be required to provide 

consent to participate. It would not be possible to seek prior consent from patients to 

the survey distribution as this would require the same disclosure of patient 

identifiers. Members were assured that it was not feasible to seek prior consent from 

patients for the survey distribution activities.  

• Use of anonymised/pseudonymised data 

Confidential patient information was required to facilitate the survey distribution 

which could not be otherwise achieved.  

Exit strategy  

Participating patients would provide their consent to participation in the survey via 

the return of a completed questionnaire. The applicant confirmed that confidential 

patient information would be destroyed within 16 weeks of the survey mailout, at 

which stage, support under the Regulations would cease to be required.  

‘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 objection 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 application was supported by a copy of the Warrington Borough Council’s Public 

Health team privacy notice. Members recognised that this provided generic 

information around the use of data but did provide specific information about the 

survey or allow patients the opportunity to opt-out of the use of their data for these 
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purposes. The Group agreed that a specific mechanism would need to be 

implemented to inform patients about the survey and offer a means of objection. It 

was noted that the scope of this would be dependant on any changes in the survey 

stratification methodology. However, it was suggested that information could be 

displayed in GP practices within the catchment area or on associated websites. The 

applicant would need to consider the most appropriate means of offering dissent to 

patients based upon the final survey methodology.  

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 applicant confirmed that the survey was overseen by Warrington’s Joint Steering 

Needs Assessment steering group which comprised of leads and representatives 

from statutory and voluntary sector organisations including Healthwatch. As with the 

2013 iteration of the survey, the applicant was piloting the proposed survey tool 

through focus groups organised by Healthwatch and neighbourhood groups. 

Feedback and suggestions from the consultation exercise would inform a review of 

the questionnaire design and methodology. The CAG agreed that sight of the final 

survey document, following this wider user involvement, was required. 

It was also explained that Warrington’s Health & Wellbeing Strategy 2018-2020, set 

out the intention to conduct a health and wellbeing survey explaining the need to 

gather intelligence on population behaviours and lifestyles in order to inform 

targeting and deliver prevention and health services.   

It was explained that following engagement with patient and community forums to 

pilot the survey content and methodology, their interest in outcomes from the 2013 

survey was highlighted. Findings were subsequently presented at public events 

organised through Warrington council and Trust patient and community engagement 

teams.  The applicant confirmed that this approach to consulting and reporting would 
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also be a feature of the communication plan for the 2019 survey. Members were 

assured that the activity which had been undertaken and planned in this area was 

appropriate and proportionate to the survey and raised no further queries.  

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 Secretary of 

State for Health and Social Care 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. Explore whether NHS Digital was able to undertake sample stratification prior 

to disclosure of confidential patient information, in order to limit the scope of 

support required under the Regulations. Response in this area should be 

supported by a clear rationale and copies of any correspondence with NHS 

Digital.  

2. Clarify how many patients would be included within the cohort disclosed by 

NHS Digital in order to confirm the scope of support required.  

3. Confirm which organisation would be acting as the third-party contractor to 

distribute the survey. Appropriate security assurances checks would need to 

be undertaken when this organisation is confirmed.   

4. Devise a mechanism to promote the survey in the public arena in order to 

inform patients how their data will be used and to promote a means to raise 
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an objection. A clear overview of how this would be operated should be 

provided together with copies of any documentation to support this.  

5. Provide a copy of the final 2019 health and wellbeing survey for information 

purposes following the completion of patient and public engagement and 

planning.  

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. 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: Warrington Borough 
Council to be confirmed. Details for third-party contractor would be 
checked upon confirmation.  

 

   

   

   

   

Signed – Officers of CAG  Date 
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Signed – Confidentiality Advice Team  Date 
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