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Minutes of the meeting of the Confidentiality 

Advisory Group 
 

07 April 2022 – held via Zoom 

 

Present: 

 

 
Name    

Dr Tony Calland MBE  CAG Chair 

Dr Martin Andrew CAG member 

Ms Sophie Brannan CAG member 

Dr Sandra Duggan CAG member 

Professor Lorna Fraser  CAG member 

Mr Andrew Melville  CAG member 

Ms Diana Robbins CAG member 

Dr Murat Soncul CAG Alternate Vice Chair 

 

Also in attendance: 
 

Name   Position (or reason for attending)   

Ms Katy Cassidy  HRA Confidentiality Advisor  
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Ms Natasha Dunkley  HRA Head of Confidentiality Advice 

Service  

Dr Paul Mills HRA Confidentiality Advice Service 

Manager 

Ms Mia Crispin HRA Approvals Administrator (Observer) 

Ms Emma Davies HRA Information Governance Support 

Officer (Observer) 

Professor Jenny Kurinczuk – item 3a 

– discussion of 15/CAG/0119 only 

MBRRACE-UK – attended the meeting briefly 
to respond to the CAGs queries relating to 
the notification strategy  

 

1. Introduction, apologies and declarations of interest  

 
Dr Pauline Lyseight-Jones gave apologies. 

2. Support decisions  
 

Secretary of State for Health & Social Care Decisions 

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

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

relation to the 10 March 2022 meeting applications.   

 

Health Research Authority (HRA) Decisions 

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

to the 10 March 2022 meeting applications. 

 

3. Consideration items 
 

a.  15/CAG/0119 MBRRACE-UK - request for National Data 

Opt-Out exemption 

 
MMBRACE-UK is part of the Maternal, Newborn and Infant Clinical Outcome Review 

Programme (MNI-CORP), and is commissioned by The Healthcare Quality 

Improvement Partnership (HQIP). It undertakes perinatal and maternal mortality 
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surveillance across the UK. Support under the Regulations was given to cover 

access to confidential patient information from ONS, HES and Birth Notification 

information from the Personal Demographics Service (PDS) at NHS Digital, and NHS 

Trusts and Health Boards. 

The National Data Opt-Out (NDO) enables patients to opt-out from the use of their 

confidential patient information for research and planning purposes where the data 

flows rely upon Regulation 5 of the Health Service (Control of Patient Information) 

Regulations 2002.  

It is a standard condition of support under Regulation 5 of the COPI Regulations 

2002 that patient wishes are respected.  In line with the National Data Opt-Out 

Operational Policy Guidance document (v4.0), the Confidentiality Advisory Group 

(CAG) may exceptionally advise the decision-maker that the NDO should not apply 

to a specific data flow supported under Regulation 5 of the COPI Regulations 2002.  

CAG originally considered a request to defer the NDO for the activities under this 

application at the 20 August 2020 CAG meeting.  Whilst members at the time were 

supportive of the request, based on thorough supporting evidence, it was felt that the 

request could not be supported as the issue should be handled at the policy level 

rather than via CAG consideration. However, and in line with the National Data Opt-

Out Operational Policy Guidance document (v4.0), the request has been resubmitted 

for further CAG consideration. 

 

Confidentiality Advisory Group advice 

 

1. Deferral rationale: Introduction of bias 

 

A supporting paper was provided by the applicants which set out the potential risks 

of application of the NDO on the information provided by trusts and NHS Digital. It 

states that, as of January 2022, 8% of women giving birth applied the NDO. The data 

MBRRACE-UK receives include information about both the mother and the baby, so 

the NDO will be applied to both when women have chosen to opt out. Further this 

8% does not accurately represent the wide variation across the population. It gave 

examples of some general practices which have no recorded opt-outs up to one 

general practice where 88% of patients had opted out. There were also clusters of 

out-opts in geographical areas with some CCGs having up to 10% of their population 

opted out. Due to the nature and potential extent of missing data for all births if the 

NDO is applied MMBRACE-UK would not be able to apply statistical methods to 

account for the missing data 

Members reflected on this non-random application of the NDO which has the 

potential to introduce bias to the outcomes. Given performance is published down to 

Trust level application of the NDO has the potential to cause significant impacts to 

the reported performance of all Trusts to the detriment of the patients and Trusts. In 
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turn this could interfere with patient safety and reduce public trust in maternity 

services, particularly given recent media interest. 

 

2. Deferral rationale: patient safety 

 

The paper set out the important role MMBRACE-UK plays in patient safety, for 

mothers and babies. If the data for “missing” deaths is not available, MBRRACE-UK 

will not be able to accurately calculate the perinatal mortality rates for trusts, 

especially those with a substantial proportion of missing deaths. The CAG noted that 

one of the primary concerns when considering the request was the public interest in 

balancing two good ethical principles, those of respecting patients’ personal 

autonomy in respect of their registration with the National Data Opt-Out and the wider 

public interest of patient safety. The pregnant women included in MBRRACE are 

considered a vulnerable group, with a condition that may cause significant harm or 

death, and it is in the wider public interest to minimise this risk as much as possible. 

The CAG therefore agreed that in this specific case, the public interest in conducting 

a national surveillance of maternal and perinatal death outweighed the right to 

anonymity of patient information and outcome.  

The paper cited the example of one Trust which was the subject of a police 

investigation into the number of neonatal deaths which occurred in 2015-16. If, in 

2016-18, 10% of patient deaths at the hospital had been missing due to the NDO, 

the hospital’s mortality rate would have been reduced by 10%, resulting in the 

downgrade of their RAG rating from red to amber which would have negatively 

impacted patent safety.  

Members strongly felt that the paper clearly set out the impacts that the NDO will 

have on patient safety. It will impact the ability to promptly identify poor performance 

of a trust which will have significant patient safety repercussions for expectant 

mothers. The importance of being able to identify poor performance to subsequently 

allow corrective measures to be introduced to ensure the safety of mothers and 

babies was the primary reason CAG advise the NDO should be deferred for this 

activity.  

CAG also noted missing data may also incorrectly identify a Trust as performing 

poorly which will similarly have impact of Trusts and clinician incorrectly being held 

to account and the significant damage this may cause. 

 

3. Deferral rationale: public interest 

 

Due to unusual circumstance in that the applicant has access to comparator data 

from two sources, it allowed for a strong paper to be provided that documented with 

clear evidence the impact that application of the NDO causes.  
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The documentation also set out the importance of the activity. Maternal and perinatal 

mortality rates in England compare relatively poorly against many European 

countries. Evidence from confidential enquiries conducted have concluded that 

maternal and perinatal deaths could have been prevented if different care had been 

provided. This includes recently published investigations into a poor performing 

Trust, which exposed sub-standard care.  

The paper also set out the consultations that had taken place with charities and 

patient groups around the request for NDO exemption, which included bereaved 

parents. This consultation showed strong support in the MMBRACE-UK activity. 

Whilst the consultations were supportive of the National Data Opt-Out not applying 

to MMBRACE-UK, they also highlighted the need for proper transparency to the 

cohort, as well as ensuring a local dissent mechanism remained, as discussed 

below. 

Members were in agreement that the position set out by the applicant contained a 

strong public interest in deferring the NDO to ensure that the dataset provided to 

MBRRACE-UK was as complete as possible, due to its important role in collecting 

and analysing information about maternity care. It was also recognised that those 

who had experienced a loss related to maternity care would receive an individual 

benefit in feeling that their experiences had been recorded and used to inform and 

or improve maternity care.  

Members agreed that the public would likely expect the NHS to carry out continuous 

monitoring of the safety of maternity services and that this activity was likely to differ 

from the publics perception of research. In the supporting paper, the applicants noted 

that more patients contacted the MBRRACE team to ensure that their data was 

included than to register their dissent.  

 

Informing the patient population 

 

In order to ensure that the relevant patient population are informed that the NDO 

would not be applied the CAG agreed that it would be critical, as a general principle, 

for clear communication methods around the deferral to be established. CAG noted 

that a notification and local dissent mechanism is already in place for those patients 

whose data is processed under Regulation 5 support, and it is expected that this will 

continue. 

A patient notification strategy was provided, which detailed the short term activities 

(updated to posters, website and privacy notices) and longer term activities (work 

with bereavement support organisations, encourage information in maternity 

notes/apps, work with NHS Digital) to inform the population that the NDO will not be 

applied to MMBRACE-UK.  

Members considered whether the breadth of the notification strategy was strong 

enough, and what more could be done to ensure the population was aware of this 
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activity and were able to use the local dissent mechanism. It was suggested that the 

applicant could explore the use of social media to complement existing methods, as 

well as broader use of charities and the Royal College of Midwives. The CAG 

recognised that putting clear information in maternity notes/app would capture a 

significant majority of expectant mothers, but thought this could be complemented 

by other activities to ensure as far as possible that minority groups who may not book 

in, and may be more at risk, are made aware. 

It was also noted that the applicant had not provided any updated patient notification 

materials. Members agreed that as a condition of support that materials of the poster 

and website text should be provided within one month of this outcome letter, with an 

update on longer term activities, information in maternity notes/app, working with 

charities and Royal College of Midwives, to be provided within three months. The 

CAG noted that they did not expect the longer-term activities to be completed within 

three months, but an update on progress needed to be provided at this point.  

 

Confidentiality Advisory Group advice conclusion 

 

Following thorough review of the request rationales, members agreed that the 

rationale on patient safety and public interest were particularly strong provided 

appropriate reasons for advising why the NDO should not be applied to this activity. 

Whilst a patient notification strategy was provided, the CAG felt that the applicant 

could enhance this through use of other avenues such as social media, charities and 

the Royal College of Midwives. This may help capture some hard to reach groups 

which do not book into maternity services. As well, it was recognised that updated 

patient notification materials have yet to be provided and CAG should have oversight 

of these within one month. 

Given that the applicants provided a notification strategy, and the fact that some 

trusts are starting to apply the NDO which is already causing impacts for MMBRACE 

CAG therefore recommended, in this specific instance, to the Secretary of State for 

Health and Social Care that the National Data Opt-Out deferral request be 

conditionally approved. 

 

Specific conditions of support 

 

1. Provide updated posters and website text within one month of this outcome 
letter. 
 

2. Provide an update to the inclusion of information in maternity notes/app, to use 
of charities and the Royal College of Midwives, as well as consideration of the 
use of social media within six months of this outcome letter. 
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3. The National Data Opt-Out is not to be applied to patients included in the 

activities specified in 15/CAG/0119.  

4. A local patient objection mechanism must continue to be used 
 

 

4. New applications 
 

a. 22/CAG/0054 - The Royal College of Ophthalmologists 

National Ophthalmology Database (RCOphth NOD) Audit 

 

Context 

 

Purpose of application 

 

This non-research application from The Royal College of Ophthalmologists (RCOphth) 

set out the purpose of creating an audit database to be used to assess standards of 

care for cataract surgery and allow surgeons to view their results in the context of their 

peers.  

Cataract surgery is the most frequently performed surgical procedure in the UK with 

approximately 452,000 cataract operations undertaken in England and 20,000 in Wales 

during 2018-2019. The RCOphth was commissioned in 2014 by the Healthcare Quality 

Improvement Partnership (HQIP) and funded by NHS England and the Welsh 

Government to build on the work of the National Ophthalmology Database (NOD) and 

deliver a national cataract audit programme for Ophthalmology. The audit was initially 

funded for three years from 01 September 2014 to 31 August 2017 and extended for a 

further two years from 01 September 2017 to 31 August 2019.  The audit formed part 

of the National Clinical Audit and Patient Outcomes Programme (NCAPOP). The HQIP 

commissioned audit concentrated on NHS cataract surgery in England and Wales, with 

the primary purpose to update benchmarks for standards of care for cataract surgery 

and to allow surgeons to view their results in the context of their peers. The HQIP 

contract with the RCOphth to deliver the National Ophthalmology Audit has come to an 

end and the RCOphth continues to deliver the audit under its own control and 

resources. The RCOphth is therefore submitting a new s251 (for non-research 

purposes) to enable any future processing of identifiable confidential patient data.  

The NOD project is designed to use data collected as part of routine clinical practice 

and recorded at the point of care on an electronic medical record (EMR) and aims to 

drive improvements in quality by identifying variations in access to, and outcomes of, 
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cataract surgery. Participating trusts will enter confidential patient information into 

electronic records as part of routine care. This data will be submitted to Gloucestershire 

Hospitals NHS Foundation Trust and then on to NHS Digital and Digital Health and 

Care Wales for linkage to HES and PEDW data, respectively. The linked dataset will 

be returned to Gloucestershire Hospitals NHS Foundation Trust and pseudonymised. 

Anonymised and aggregated data will then be used for analysis.  

A recommendation for class 4, 5 and 6 support was requested to cover access to the 

relevant unconsented activities as described in the application. 

 

Confidential patient information requested 

 

Cohort 

 

All adult patients in England and Wales undergoing 

cataract surgery between 01 April 2021 to 31 March 

2022.  

 

Data sources 

 

1. Electronic patient records at participating trusts in 
England and Wales.  

2. HES data, held by NHS Digital 
3. PEDW data, held by Digital Health and Care Wales 

Identifiers required 

for linkage 

purposes 

 

1. NHS number 
2. Date of birth 
3. Gender/sex 
4. Ethnicity 
5. Postcode 

 

Identifiers required 

for analysis 

purposes 

 

1. NHS number 
2. Date of birth 
3. Gender/sex 
4. Ethnicity 
5. Postcode 

 

 

Confidentiality Advisory Group advice 

 

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

of the decision by the Health Research Authority.  

Public interest 
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The CAG noted that this activity fell within the definition of 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. 

The CAG agreed that the application had a medical purpose and was in the public 

interest. However, members noted concerns with the current design and 

implementation of the audit, which are set out below.  

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 

 

Participating NHS trusts would enter confidential patient information for eligible patients 

into electronic patient records as part of routine care. This information would then be 

disclosed to Gloucestershire Hospitals NHS Foundation Trust, who would then disclose 

the confidential patient information to NHS Digital for linkage.  

Two data flows were involved in this process, one for patients identified by participating 

trusts and another for patients identified by NHS Digital. For the latter group, NHS 

Digital would have applied the National Data Opt-Out before sending to Gloucestershire 

Hospitals NHS Foundation Trust. However, for patients identified by trusts, their 

confidential patient information will be disclosed to Gloucestershire Hospitals NHS 

Foundation Trust before the data will be disclosed to NHS Digital. Therefore patient 

information will be processed for those who have opted-out before NHS Digital can 

apply the National Data Opt-Out. 

The CAG agreed that the second flow was acceptable, but the disclosure of confidential 

patient information to Gloucestershire Hospitals NHS Foundation Trust for patients who 

may have registered an Opt-Out could not be supported. Alternative data flows needed 

to be explored to avoid disclosures of confidential patient information for patients who 

had registered with the National Data Opt-Out.  

 

• Feasibility of consent 

 

The applicants advised that consent was not feasible due to the size of the cohort. The 

CAG considered whether prospective consent could be sought from patients. A large 

cohort was involved; however patients would attend for a pre-operation assessment, 
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which presented an opportunity for patients to be given information about the audit and 

for consent to be sought.  

The applicants were also seeking to collect patient report outcome measures (PROMS), 

which would require the applicants to contact patients in the audit, presenting another 

opportunity for consent to be sought. Further details were required on how the collection 

of PROMS data would be carried out, including how patients would be contacted and 

whether data collected for the audit would be used to make contact. The CAG asked 

whether the data collected for patients who were contacted about the PROMS data and 

did not consent would be deleted from the audit database. The CAG queried whether 

a pilot had been conducted into collection of PROMS data, as the application made in 

2018 had referred to this as being planned.   

The CAG determined that the feasibility of whether consent could be sought from 

patients, either before the cataract surgery or when approached for PROMS, needed 

to be explored before the application could be resubmitted for CAG review. If neither of 

these alternatives could be implemented, the reasons why not needed to be explained 

in the resubmitted application.  

• Use of anonymised/pseudonymised data 

 

Confidential patient information is required for NHS Digital and PEDW to conduct the 

required data linkages. The CAG agreed that confidential patient information was 

required to undertake the data linkages.  

 

‘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 application form references that leaflets in clinics will be used to promote the study. 

A Patient Information Leaflet was provided. The National Data Opt-Out will be applied 

by NHS Digital.  

The Patient Information Leaflet directed patients to inform their nurse/surgeon, who will 

add a note to the patient records to advise that their data must not be used in the audit. 
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The CAG noted that it may not be convenient for patients to request opt-out at this time. 

Members queried whether patients could be given the leaflet at their pre-operation 

assessment and a telephone or email contact be given, should they want to opt-out.  

Patients were also informed that they could contact the National Ophthalmology 

Database (NOD) audit team directly via email, for more information about opting out. 

However, the CAG noted that the NOD audit team would not be able to opt patients out 

at a trust level.  

The patient notification materials also required updating. The information needed to 

fully explain the data that would be collected, including the collection of medication data.  

 

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 consulted with the Royal College of Ophthalmologists Lay Advisory 

Group. A letter of support was provided. 

A patient representative was included on the steering committee and full discussion of 

the use of confidential patient information, and the pro’s and potential con’s for 

unconsented data linkage were held. The applicants advised that this was a free 

conversation and there was no specific format for the discussion or interview question 

template employed. The applicants noted that further PPI focus groups could be held, 

if needed.  

The CAG agreed that further patient and public involvement needed to be conducted, 

to explore the use of confidential patient information for the audit and the PROMS 

collection. Details would need to be provided on how many participants had been 

involved in the patient and public involvement. The CAG also recommended that a 

patient group was created to contribute to ongoing patient and public involvement.  

Involvement of commercial partners 

 

The CAG requested that further details were provided on any commercial partners 

involved in the audit. If commercial partners are involved, details on any data that will 

be passed to the commercial partners needed to be provided.  
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Exit strategy 

 

The applicants advised that the data extraction will take place in May each year. It is 

anticipated that the confidential patient information will be deleted by the end of 

February the following year. The CAG queried whether the applicants anticipated that 

the audit would be repeated.  

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 Secretary of State for Health and Social Care 

recommended that the application was deferred. 

 

Further information required 

 

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

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

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

made to the revised CAG application.  

1. The CAG was not convinced that consent could not be sought from patients, 
either prior to the operation or when making contact with patients for PROMS 
data. The feasibility of consenting patients needs to be explored.  

 

If consent cannot be sought from patients, the application may need to be resubmitted 

to the CAG. If so, the below will need to be addressed; 

1. If consent could not be sought, the reasons why not needed to be explained in 
the resubmitted application. 
 

2. Alternative data flows need to be explored, so that confidential patient 
information for patients who have registered with the National Data Opt-Out is 
not disclosed to the Gloucestershire Hospitals NHS Foundation Trust. 
 

3. The Patient Information Leaflet needs to be revised to fully explain the data that 
would be collected, including the collection of medication data. 
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4. Further patient and public involvement needs to be conducted to explore the use 
of confidential patient information without consent for the purposes of the audit 
and the collection of PROMS data. Details would need to be provided on how 
many participants had been involved in the patient and public involvement.  
 

5. The CAG also recommended that a patient group was created to contribute to 
ongoing patient and public involvement. 
 

6. Further details need to be provided on any commercial partners involved in the 
audit. If commercial partners are involved, details on any data that will be passed 
to the commercial partners needs to be provided. 
 

7. It will need to be clarified whether it is anticipated that the audit will be repeated.  
 

 

 

b. 22/CAG/0055 - Near Fatal Asthma in Children and Young 

People 

 

Context 

 

Purpose of application 

 

This application from the University of Edinburgh set out the purpose of medical 

research that seeks to understand how often children aged 5-15 years in the UK and 

Republic of Ireland experience a near fatal asthma attack.  

Near fatal asthma is the most severe form of asthma attack and the UK has the highest 

rate of asthma death for children in developed healthcare. Children who experience 

severe asthma attacks are more likely to subsequently die from asthma. Until recently, 

there was no agreed definition of near fatal asthma and the prevalence could not be 

estimated. The applicants recently created a definition using an international group of 

experts so that it is now possible to measure how frequently it occurs in our population. 

The closest estimate for the prevalence of near fatal asthma attacks is 200-250 children 

per year in the UK, based on admissions to paediatric intensive care with acute asthma. 

However, not all children who experience near fatal asthma will be admitted to intensive 

care and some intensive care admissions would not fit this definition.  

The applicants will conduct a prospective epidemiological survey of clinicians in the UK 

and Republic of Ireland (ROI) using the British Paediatric Surveillance Unit (BPSU) 

Orange eCard system. This will be undertaken over 18 consecutive months with a 

https://www.harp.org.uk/CAG/Member/applications/edit/2340
https://www.harp.org.uk/CAG/Member/applications/edit/2340
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follow-up phase at 1 and 2 years of age.  The BPSU 'Orange e-Card' has a list of rare 

disorders under active surveillance which is sent electronically every month to over 

4,000 British and Irish consultant paediatricians and other specialities. Clinicians will 

return the Orange e-Card to the BPSU, notifying any cases seen or ‘nothing to report’. 

The clinicians name and contact details will be passed to the study team and the 

reporting clinician will be directed to the study online questionnaire, which will request 

details on the presentation of near fatal asthma, demographic details, investigation and 

management. A further outcome questionnaire will be sent at one and two years 

following the near fatal asthma attack. The questionnaires will be run through the 

University of Dundee HIC safe haven server. If clinicians are unable to use the online 

system, questionnaires will be sent out in an electronic document format to the reporting 

clinicians via the investigator's secure nhs.net email account. As a last resort, a paper 

questionnaire form will be sent by registered mail. It will be marked confidential and 

double enveloped for data collection with self-addressed envelope to be returned to the 

chief investigator’s office in the University of Edinburgh. Limited confidential patient 

information will be included so that duplicate cases can be identified. These items of 

confidential patient information will be removed as soon as possible and held separately 

to the anonymised dataset used for analysis.  

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

the relevant unconsented activities as described in the application. 

Confidential patient information requested 

 

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

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

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

of the full detail.  

Cohort 

 

Patients aged 5-15 years considered to have experienced 

an episode of near fatal asthma and who meeting any one 

of the following: 

 

• Survived an acute episode of asthma, with the 
following features: 

o Pulse oxygen saturation below 92% 
despite maximal oxygen therapy (i.e. 10-
15l/min oxygen flow via non rebreath 
mask) during acute presentation 

o pH <= 7.2 and/or pCO2 >=60mmHg or 
8kPa 

o Escalation to use of intravenous 
bronchodilator infusion 
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• Survived an acute episode of asthma and who had 
a respiratory arrest and/or required 
cardiopulmonary resuscitation as part of their 
presentation 

• Survived an acute episode of asthma for which 
they were invasively ventilated 

 

The applicants anticipate that 375 patients in the UK will 

be recruited and that the majority of cases will be 

recruited from England.  

 

Data sources 

 

1. Questionnaires completed by reporting clinicians 
working in emergency departments within the 
PERUKI network (Paediatric Emergency 
Research UK and Ireland) 

 

Identifiers required 

for linkage 

purposes 

 

6. NHS number 
7. Hospital ID number 
8. Date of birth 
9. Date of death 
10. Postcode – unit level 

Identifiers required 

for analysis 

purposes 

 

6. Postcode – unit level 
7. Gender 
8. 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 application 

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

 

Members considered whether a practicable alternative to the disclosure of confidential 

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

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

 

• Feasibility of consent 

 

The applicants advised that they were concerned that seeking individual consent from 

patients may bias the sample. All cases needed to be reported so that the frequency of 

near fatal asthma can be accurately estimated. The CAG agreed that consent was not 

feasible.  

• Use of anonymised/pseudonymised data 

 

Confidential patient information is required so that reports of duplicate cases can be 

identified and linked. Only anonymised information is used for analysis. The CAG 

agreed that the application activity could not be carried out 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 patient information leaflet will be available via the BPSU website. This leaflet will 

be available to all clinicians reporting cases in the study, who can provide this to 

patients. The leaflet includes information about the study and the data collected. 

Patients who do not want to be included, or parents who do not want their child to be 

included, are advised to inform their hospital. The leaflet also contains information about 

the National Data Opt-Out. The leaflet also provided contact details for the research 

team, should they have any questions or concerns.  
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All current studies will be listed on the BPSU website. Relevant study information and 

the public information leaflet will be available to view on this website for both clinicians 

and families of patients. Details of how to opt out of the study will be available on the 

public information leaflet. 

Members agreed that the information leaflet required revision to explain the study and 

processing of confidential patient information involved more clearly and concisely. It 

also needed to be made clearer that patients can opt-out. The leaflet should also 

provide a simple explanation of the way in which patients can opt-out, giving address, 

email and telephone contact details. 

 

Patient and Public Involvement and Engagement 

 

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

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

as to whether the unconsented activity should go ahead.  

The applicants have discussed the project with the Asthma UK Centre for Applied 

Research Patient and Public Involvement Team and with Asthma UK. Both are 

supportive of the project and have provided input into the design of the study. A letter 

of support from Asthma UK and the British Lung Foundation was provided (21-04-30 

NFACYP Asthma UK and BLF Support). 

Asthma UK has been consulted about the study proposal including the collection of 

minimal identifiable data without consent. Asthma UK has confirmed their willingness 

to support the study. The study proposal and documents have also been peer-reviewed 

by the BPSU scientific committee which includes lay representatives. Both Asthma UK 

and lay representative in the BPSU scientific committee recognise that seeking consent 

in the surveillance of rare condition carries a risk of bias in case ascertainment. 

The CAG agreed that the patient and public involvement carried out was broadly 

proportionate to the scale of the application, although more detail about the numbers 

and kinds of people taking part would have been helpful. The CAG would like to see 

this level of detail in reports of the patient and public involvement which is planned. 

 

Exit strategy 

 

These items of confidential patient information will be removed as soon as possible and 

held separately to the anonymised dataset used for analysis. 
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The applicants advised that hospital number, date of case notification and hospital 

name to identify duplicate cases. HIC Dundee will hold all data and will also provide 

reporting for any potential duplicate cases they can identify from the full dataset. Both 

approaches will enable researchers to approach the clinicians locally to determine and 

resolve any duplication.  

Limited items of confidential patient information will be obtained for study validity 

reasons to identify duplicate cases and track follow up. The minimum confidential 

patient information will be removed as soon as it is practically possible and kept 

separate from the rest of the anonymised clinical data linked by unique BPSU identifier 

number.  Confidential patient information used for duplicate reports will be deleted from 

NHS Lothian computers once the full study report has been published. HIC study data 

will be deleted as described. 

The applicants have clarified that support is also required to cover confidential patient 

information on questionnaires returned from reporting clinicians via email or post to the 

chief investigator at the University of Edinburgh. 

The CAG agreed that there was a lack of clarity over when the confidential patient 

information was deleted. Members requested confirmation that the confidential patient 

information would be deleted after two years.  

The applicants sought support to retain the NHS numbers of patients who objected. 

The CAG recognised that this was to avoid re-contacting these patients, but that 

retention of NHS numbers was not reasonable if patients had asked for their details to 

be removed. Members asked that alternative means of detecting duplicate reports were 

explored. If no alternative was available, an explanation on why this was needed to be 

provided.  

 

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.  
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Request for further information 

 

1. The patient information leaflet requires revision to ensure that the study is 
explained as clearly and concisely as possible. Further details on how patients 
can opt-out also need to be included.   

 

2. Provide confirmation that the confidential patient information collected will be 
deleted after two years.  

 

3. Alternative means of detecting duplicate reports need to be explored. If no 
alternative is available, an explanation on why no alternatives can be used needs 
to be provided.   

 

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 2020/21 DSPT reviews for the University of Edinburgh and the 

University of Dundee are pending. 

 

5. Minutes of the meeting held on 10 March 2022 
  

The minutes of the meeting held on 10 March 2022 were not reviewed as an 

outcome is pending.  

 

 

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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Minutes signed off as accurate by correspondence from:-      
Signed – Officers of CAG    Date  
Dr Murat Soncul, CAG Alternate Vice Chair    13 May 2022  
      
Signed – Confidentiality Advice Team    Date  
Ms Laura Gordon, Confidentiality Advisory Group Assistant   06 May 2022  
 


