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Minutes of the meeting of the Confidentiality Advisory Group 

 

07 December 2017 at Skipton House, SE1 6LH 

 

Group Members:  
 

Name   Present    Notes   

Dr Martin Andrew  Yes     

Dr William Bernal  Yes     

Dr  Kambiz Boomla  
(Up to Agenda Item 5.b. only) 

Yes   

Dr Malcolm Booth  Yes     

Dr  Tony  Calland  Yes  Vice Chair  

Ms Hannah Chambers  Yes  Lay 

Mrs Diana Robbins  Yes  Lay 

Ms Clare Sanderson  Yes   

Dr Murat Soncul  Yes  Alternate Vice Chair   

Mr Marc Taylor  Yes     

Dr Mark Taylor  Yes     

Ms Gillian Wells  Yes  Lay  

  

Also in attendance:  

Name   Position (or reason for attending)   

Ms Natasha  Dunkley Head of Confidentiality Advice Service 

Miss Kathryn  Murray  Senior Confidentiality Advisor  

Mr Stephen Robinson  HRA Corporate Secretary  

Dr Arjun Dhillon  
(Up to agenda item 5.b. only) 

Observer – NHS Digital  
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1. INTRODUCTION, APOLOGIES AND DECLARATIONS OF INTEREST 

 

Introduction 

 

The Chair welcomed Dr Arjun Dhillon, Clinical Director and Deputy Caldicott Guardian at NSH Digital to the 

meeting. It was explained that Dr Dhillon was present to observe the CAG to gain an understanding of the 

considerations which made when making recommendations under the Regulations.   

 

Apologies for Absence  

 

No apologies for absence were received for the meeting.  

 

Declarations of Interest 

 

Application 17/CAG/0204 (Agenda Item 5.e.) – Dr William Bernal acknowledged that the application 

involved Kings College London. Dr Bernal explained that he was Caldicott Guardian for King College 

Hospital and the two institutions were part of an Academic Health Science Committee, together with other 

organisations. Dr Bernal explained that whilst he had no involvement with the application which had been 

presented, there was potential for a conflict of interest to be perceived. The Group agreed that Dr Bernal 

could remain present during deliberations; however, could not be involved within the discussions and 

subsequent recommendation.  

 

2. APPROVAL DECISIONS 

 
The following was shared with the CAG for information. 
 
Secretary of State Approval Decisions 
 
The DH senior civil servant on behalf of the Secretary of State for Health (SofS) agreed with the advice 
provided by the CAG in relation to the 09 November 2017 meeting applications. 
 
HRA Approval Decisions 
 
The HRA agreed with the advice provided by the CAG in relation to the 09 November 2017 meeting 

applications. 

  
3. CONSIDERATION ITEMS  

 

a. Annual Review – Process Review (Verbal Update) 

 

An update was provided by the Head of the Confidentiality Advice Service for information purposes around 

a future project to update the CAG annual review form. It was noted that a paper would be brought to the 

Group once the project had been instigated, setting out the scope of the project.  
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4. NEW APPLICATIONS – Non-Research  

 

a. 17/CAG/0196 – Understanding local Heart Failure Pathways of Care 

 

Context 
 
Purpose of Application 
 
This application from Blackpool Teaching Hospitals NHS Foundation Trust set out the purpose of service 
evaluation to perform an in-depth diagnostic of Heart Failure care delivery by the provider and associated 
care settings across the Health Economy. This diagnostic will describe and quantify all aspects of the 
pathway and provide vital data to inform the transformational programme of delivering seamless systems of 
care for HF patients on the Fylde Coast. 
 
The service evaluation has the following aims and objectives:  
 

 To define current practice in triage of patients at the point of hospital discharge, to varying intensity and 
methods of condition surveillance. In order to support consistent delivery of care in the future.  

 To characterise and cost the current provision of HF care and surveillance across the Fylde Coast 
Health Economy in order to inform new financial and contractual models.  

 
This application will allow the applicants to collect vital baseline data from across primary, community and 
acute care setting that will inform the analytics aspects of the transformational project. It is necessary to 
integrate some patient-level data in order to understand the individual Heart Failure patient pathway 
accurately, delivery effective pathway redesign and confirm impact of the changes made. 
 
A recommendation for class 1, 4, 5 and 6 support was requested to cover activities as described within the 
application.  
 
Confidential Patient Information Requested 
 
Cohort 
 
The population of the Fylde Coast health economy (covering Blackpool CCG and Fylde & Wyre CCG) of 
patients who have been diagnosed with stage C or early stage D (NYHA class II – early IV) Heart Failure 
either with a primary or secondary Heart Failure diagnosis. This is estimated at 4,732 patients 
 
The following items of confidential patient information will be released by Blackpool Teaching Hospitals 
Acute Informatics Team to the Community Informatics Team and the Midlands and Lancashire CSU for the 
purposes as described:  
 

 NHS number – validation and linkage,  

 Hospital number – validation and linkage,   

 Date of birth – for analysis,  

 Date of death – for analysis, 

 Gender – for analysis, 

 Postcode – for analysis.  
 
Confidentiality Advisory Group Advice 
 
Public Interest 
 
The CAG agreed that the application defined a medical purpose through the management of health and 
social care services. It was agreed that the activity was in the public interest as, by gaining understanding 
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of the care pathways for heart failure patients, the project outcomes could inform improvements in care for 
this patient population.  
 
Practicable Alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient identifiable data without 
consent existed, taking into account the cost and technology available in line with Section 251 (4) of the 
NHS Act 2006. 
 
• Feasibility of consent 
 
The Group was assured by the applicant’s rationale that the resources and costs required to facilitate 
consent from the proposed patient cohort were excessive for the project and agreed that this was not 
feasible in this instance.  
 
• Use of anonymised/pseudonymised data 
 
The CAG recognised that the project was being carried out at a local level and it was queried whether the 
applicants had considered a pseudonymisation at source methodology as an alternative to seeking support 
under the Regulations. It was agreed that this would be raised with the applicants for consideration.  
 
Data Flows 
 
Members were unclear around the data flows within the application as there appeared to be a discrepancy 
between the information within the advice form and that within the data flowchart, around when 
pseudonymisation was occurring. It was agreed that clarification around this point was required to ensure 
that a recommendation of support was extended to all required data flows.  
 
Justification of Identifiers 
 
Applicants should justify the necessity of each identifiable data item in the context of how each is essential 
to achieve the aims, and as part of this justification consider whether less identifiable variants of each item 
would be sufficient e.g. month and year instead of full date of birth. The CAG was assured that the items of 
confidential patient information requested for the project were proportionate and appropriate to facilitate the 
application activity.  
 
It was acknowledged that linkage between the three datasets would be undertaken by NHS Number alone 
and Members queried whether this could be achieved due to potential issues in accuracy of recording of 
NHS Numbers within patient files. The applicants would be asked to consider this point and provide 
response, clarifying any additional patient identifiers that would be required to facilitate successful linkage 
as necessary. 
 
It was unclear from the detail within the application whether postcode would be retained in its complete 
format for analysis. The Group queried whether Lower Super Output Area (LSOA) would be sufficient for 
the analysis which was proposed. It was agreed that clarification would be sought from the applicants in 
relation to this point.  
 
Exit Strategy 
 
It is generally a principle that steps should be taken to move away from this potential support; such as 
through the seeking of consent or removing identifiable information once completed. The Group 
acknowledged that confidential patient information would be deleted within 48 hours of linkage and was 
assured by the established exit strategy.  
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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 an unconsented activity 
should go ahead. The CAG considered the outcomes of the patient survey which had been undertaken and 
it was agreed that this appeared relevant and sufficient to the proposed activity. No further action was 
required in this area.  
 
Patient Notification and Dissent 
 
It is a general principle of the CAG, when recommending support, for reasonable measures to be taken to 
inform the relevant population of the activity and to provide a right and mechanism to respect objection, 
where appropriate.  This is known as patient notification. This is separate to the local obligation to comply 
with the principles of the Data Protection Act 1998.  
 
Members considered the patient notification poster and it was agreed that this would require further revision 
as the language was quite complex. It was further commented that use of abbreviations was not 
appropriate. It was suggested that the information materials could be improved by involving patients and 
the public in the revision process.  
 
The Group noted that details around how an individual could raise an objection to the use of their data were 
not included within the document. It was agreed that an opt-out mechanism for the project would need to be 
established together with an explanation of how this would managed. Contact information would need to be 
included within the poster to facilitate any objection. The CAG agreed that sight of the revised 
documentation and clarification around how the objection mechanism would be operated were required 
before any recommendation of support could be made for the project.  
 
Confidentiality Advisory Group Advice Conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have been met, however, 
further information would be required and therefore advised recommending provisional support to the 
Secretary of State, subject to satisfactory responses to the request for clarification and compliance with the 
specific and standard conditions of support as set out below.  
 
Request for Further Information 
 
1. Practicable Alternatives – consider whether a pseudonymisation at source methodology could be 

established for the project as an alternative to seeking support under the Regulations. Provide 
response with supporting justification if this is not deemed feasible for the proposal. 

2. Provide further information around the proposed data flows within the project and clarify where 
confidential patient information is being transferred. It was also unclear at what stage of the project 
the study data would be pseudonymised which should be clarified in the data flows. 

3. Consider whether the proposed data linkage can be facilitated on NHS Number alone – confirm that 
this can be achieved, or advise any additional identifiers which would be required to facilitate linkage. 

4. Consider whether postcode could be translated into Lower Super Output Area (LSOA) for analysis – 
provide confirmation that this would be actioned or provide further justification to support why this is 
required in its complete format. 

5. Patient Notification and Dissent – the poster which will be utilised to promote the proposed activity 
within the public domain and inform patients how their data would be used requires revision to 
address the following points: 
a. The language used within the document requires revision to make the content of the document 

more accessible to the general public, 
b. Abbreviations should not be used within the text, 
c. A system to enable patient objection to the use of their data needs to be established for the 

project – an overview of how this will be operated should be provided for consideration, 
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d. Information around the right to object should be included within the poster, including contact 
details, e.g. email, telephone, 

e. Patients or the public should be involved in the revision of the documentation to assist with 
making this more accessible. 

 
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, the SofS will 
confirm approval.  
 
Specific Conditions of Support (Provisional)  
 
1. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission. (Confirmed - Blackpool Teaching Hospitals NHS Foundation 
Trust, reviewed satisfactory grade of 80% on Version 14, 2016/17. Midlands and Lancashire CSU, 
reviewed satisfactory grade of 80% on Version 14, 2016/17). 

 

 
5. NEW APPLICATIONS – Research 

 
a. 17/CAG/0199 – Artificial nutrition and hydration in stroke at the end of life 

 

Context 
 
Purpose of Application 

 
This application from the Lancashire Teaching Hospitals NHS Foundation Trust set out the purpose of 
medical research into the use of artificial nutrition and hydration (ANH) at end of life care for patients who 
have suffered an acute stroke. The applicants have stated that more information is needed about the 
decisions made about the use of artificial nutrition and hydration at the end of life for patients with acute 
stroke and whether this affects how many patients experience common symptoms, such as pain, 
breathlessness or chest secretions. This feasibility study aims to determine whether these questions can 
be answered from the medical records of patients who have died following a stroke, and how many patient 
records would provide enough information to potentially detect a meaningful difference between how often 
patients who did and did not receive artificial nutrition and hydration experienced symptoms.  
 
A recommendation for class 1, 4 5 and 6 support was requested to cover activities as described in the 
application.  
 
Confidential Patient Information Requested 

 
Cohort 
 
Patients aged 18 years and over, admitted to Lancashire Teaching Hospitals NHS Foundation Trust having 
suffered an acute stroke (either acute intracerebral infarction (blood clot) or acute intracerebral 
haemorrhage (bleed), which subsequently died during their admission. 40 patients will be recruited 
retrospectively from the previous six months admission.  
 
The following items of confidential patient information are required for the purposes stated:  
 

 NHS number – to allow record retrieval,   

 Date of birth – to allow record retrieval and calculation of age for analysis,   

 Date of death – to allow required calculations to be undertaken for analysis,  

 Gender – for analysis,  
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Wider clinical information will be extracted from the patient medical records for analysis.  
 
Confidentiality Advisory Group Advice 
 
Public Interest 
 
The CAG was assured that the application defined a medical purpose through medical research which was 
within the public interest as the study aimed to test the proposed methodology in this feasibility study to 
understand whether it was possible to gather the required information from patient records in a 
retrospective manner. Members discussed the small sample size which was proposed for the project and it 
was agreed that it was appropriate to test the methodology on a smaller cohort in the first instance.  
 
Practicable Alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient identifiable data without 
consent existed, taking into account the cost and technology available in line with Section 251 (4) of the 
NHS Act 2006. 
 
• Feasibility of consent 
 
The Group recognised that consent was not feasible for the project as the patient cohort to be included 
were deceased. Consideration had been given to making contact with the patient’s family to seek consent 
for the use of data; however, the applicants had explained that it was difficult to identify the appropriate 
next of kin from which to seek consent and there was also the potential for this approach to cause distress 
amongst family members. The CAG was assured by the rationale that approaching next of kin for consent 
for the use of patient data was not feasible for these reasons. The applicants had also explained that a 
prospective randomised controlled trial operating on a consented model was not a feasible option in this 
area due to the considerable ethical issues involved with the use of artificial nutrition and hydration.  
 
• Use of anonymised/pseudonymised data 
 
Members acknowledged the steps which had been taken to limit the access to confidential patient 
information outside the direct care team. It was noted that the initial search and assessment for eligibility 
would be undertaken by a member of the direct care team, to limit access to the records of patients who did 
not meet the inclusion criteria. Evidence had been provided from the Trust stating that it was not possible 
for the complete data extraction required for the study to be undertaken by a member of the direct care or 
for confidential patient information to be redacted from patient records. The Group was assured by the 
rationale supplied and recognised that the main applicant would have limited access to medical records in 
order to extract a pseudonymised dataset for analysis. Members were content to provide a 
recommendation of support to this activity.  
 
Scope of Support 
 
Members acknowledged that initial patient identification would be undertaken by the direct care team and it 
was the intention to establish a sample size of 40 patients to be included in the study. Whilst the Group was 
supportive of the project, it was agreed that clarification would be required from the applicant around the 
scope of the support which was required under the Regulations. It was unclear from the documentation 
whether the applicant would only require access to 40 medical records in total under the scope of 
Regulation support, or whether there was potential that access to further records would be required to 
establish the final 40 patients to be included. The CAG agreed that confirmation was required from the 
applicant prior to any recommendation of support being made for the application activity, to ensure that this 
was extended to the accurate scope.  
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Justification of Identifiers 
 
Applicants should justify the necessity of each identifiable data item in the context of how each is essential 
to achieve the aims, and as part of this justification consider whether less identifiable variants of each item 
would be sufficient e.g. month and year instead of full date of birth. The CAG was satisfied that the items of 
confidential patient information requested were appropriate and proportionate to facilitate the project.  
 
Exit Strategy 
 
It is generally a principle that steps should be taken to move away from this potential support; such as 
through the seeking of consent or removing identifiable information once completed. The applicants had 
stated that the anticipated data collection period was one month, which would be the duration for which 
support would be required under the Regulations, once all regulatory approvals were in place. It was further 
noted that the applicant would only have access to one patient record at any time and data would be 
translated into a less identifiable, pseudonymised format at the point of extraction. The CAG was assured 
by the steps put in place to limit the access to and retention period of confidential patient information and 
raised no further queries in this area.  
 
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 an unconsented activity 
should go ahead. Members acknowledged that the applicants had engaged a local stroke support group 
and the Trust’s Research and Design Group for input on the project. It was reported that both groups were 
supportive of the proposal and its design and arrangements had been made to feedback results from the 
study to both groups. The CAG was satisfied that the level of patient and public engagement activity which 
had been undertaken was proportionate and relevant to the proposal and no further queries were raised in 
this area.  
 
Patient Notification and Dissent 
 
It is a general principle of the CAG, when recommending support, for reasonable measures to be taken to 
inform the relevant population of the activity and to provide a right and mechanism to respect objection, 
where appropriate.  This is known as patient notification. This is separate to the local obligation to comply 
with the principles of the Data Protection Act 1998.  
 
Members considered the content of the website notification material which would be displayed within the 
dedicated research section of the Trust website. It was agreed that this had been well-worded and was 
appropriate to raise the profile of the research which was being undertaken. The Group also acknowledged 
that the direct care team would be checking patient records for evidence of historic dissent for research 
purposes and excluding any individuals within this category. It was recognised that the text did not include 
any reference to patient opt-out, which Members agreed was appropriate in this instance; however, it was 
commented that it was good practice to refer readers on to further information around use of data in 
research by the Trust and how to raise an objection to this. It was agreed that this point would be added as 
a recommendation to the outcome.  
 
Security Assurance 
It is the policy position of the Department of Health that all approved applications seeking support under 
these Regulations must evidence satisfactory Information Governance toolkit compliance. It was noted that 
a self-assessed score for Lancashire Teaching Hospitals NHS Foundation Trust had been published in 
respect of version 14 (2016/17) of the toolkit; however, these self-assessments had not yet been reviewed 
by NHS Digital.  In order to complete this element, the CAG must receive confirmation of satisfactory 
security arrangements directly from NHS Digital, or via population of the ‘reviewed grade’ field on the IGT 
website. This would need to be addressed by the applicant. 
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Research Ethics Committee Favourable Opinion 
 
It is a requirement under the Health Service (Control of Patient Information) Regulations 2002 that those 
processing confidential patient information without consent can do so once approved by the Health 
Research Authority (following advice from the CAG), and providing a favourable ethical opinion is in place. 
Evidence of the favourable ethical opinion for the project was required from the applicant.  
 
Confidentiality Advisory Group Advice Conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have been met, however, 
further information would be required and therefore advised recommending provisional support to the 
Health Research Authority, subject to satisfactory responses to the request for clarification and compliance 
with the specific and standard conditions of support as set out below.  
 
Request for Further Information 
 
1. Scope of Support – clarify whether support under the Regulations is required to extend to access to 

40 medical records only, or whether there may be a requirement for access to a larger number of 
records to establish the final cohort for inclusion in the study.  

 
Recommendation: 
 
1. Patient Notification Material – it is recommended that the website text is updated to include a link to 

direct readers to further information around how the Trust uses patient data in research and how an 
individual can register a dissent against this.  

 
Once received, the information will be reviewed by the Confidentiality Advice Team 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, the HRA will 
confirm approval.  
 
Specific Conditions of Support (Provisional) 
 
1. Favourable opinion from a Research Ethics Committee. (Pending) 
2. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission. (Pending – please see security review requirement section 
of the HRA website: https://www.hra.nhs.uk/about-us/committees-and-services/confidentiality-
advisory-group/guidance-confidentiality-advisory-group-applicants/  and contact 
enquiries@nhsdigital.net with any queries). 

 

 

b. 17/CAG/0201 – Yorkshire Lung Screening Trial 

 

Context 
 
Purpose of Application 
 
This application from the Leeds Teaching Hospitals NHS Trust set out the purpose of medical research 
which aims to test targeted Low Dose Computed Tomography (LDCT) scans screening in community 
settings concentrating on deprived areas of Leeds. The intention is to randomise 55-80 year old smokers or 
ex-smokers to intervention or usual care groups prior to approach. The intervention group will be invited to 
assessment for a Lung Health Check (including LDCT screening for high-risk people) framed as a pilot 
health service.  
 
The applicants intend to compare outcomes between the invited group and a usual care group, which won’t 
be invited to take part or know that they are in a research study. By comparing outcomes with a control 

https://www.hra.nhs.uk/about-us/committees-and-services/confidentiality-advisory-group/guidance-confidentiality-advisory-group-applicants/
https://www.hra.nhs.uk/about-us/committees-and-services/confidentiality-advisory-group/guidance-confidentiality-advisory-group-applicants/
mailto:enquiries@nhsdigital.net
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population, the true benefits (of reducing number of late stage cancers, and therefore lives saved) and 
possible harms (of over-diagnosis) of introducing screening in the UK will be assessed.  
 
A recommendation for class 2, 3, 4, 5 and 6 support was requested to cover activities as described within 
the application.  
 
Confidential Patient Information Requested 
 
Cohort 
 
Smokers or ex-smokers, aged between 55-80 years old, who are judged to be at increased risk of lung 
cancer as estimated by three criteria within the Leeds CCG area. There a wider range of clinical 
inclusion/exclusion criteria which would need to be satisfied before a patient would be invited to participate.  
 
The cohort will consist of 62,980 people randomised, of which the following is anticipated:  

 31,490 people allocated to the intervention arm to receive an invitation to a Lung Health Check LDCT 
screening (including LDCT screening for people at high risk of lung cancer) 

 31,490 people allocated to the control arm who will not be approached but are necessary to follow study 
outcomes 

 6,892 people attending for lung health check and undergoing LDCT screening 
 
The following items of confidential patient information are required for the purposes as set out: 
 

 Name – to invite participants  

 NHS number– validation of sample, identification and linkage and long-term follow-up, 

 GP Registration (practice and named GP) – intervention arm only – to allow invitation materials to be 
sent in GP name, retained for all patients to allow long-term follow-up,  

 Date of birth – linkage and analysis and retained for long-term follow-up,  

 Date of Death – analysis – clarification was sought around what format but this has not been supplied,  

 Cause of Death – received in ONS coded format,   

 Full Address – intervention arm – invitation,  

 Postcode – analysis (Deprivation score) and intervention arm (facilitate invitation) and retained for all to 
facilitate long-term follow-up, 

 Gender – analysis and retained for long-term follow-up,  

 GP Name and address – intervention group – analysis.  
 
Confidentiality Advisory Group Advice 
 
Public Interest 
 
The CAG was assured that the application defined a medical purpose through medical research. Members 
discussed the public interest in the overall proposal and it was recognised that as lung cancer was one of 
the largest killers of younger people, any improvements in detection and diagnosis would be within the 
wider public interest, particularly as this often involved a high-risk difficult to reach patient group. However, 
the Group acknowledged from detail within the application and the publicised findings of a similar 
programme in the Manchester area, that the benefits of the low dose CT in identifying those at risk of and 
early-stage lung cancer were already known. Members agreed that, in light of this knowledge, it was 
unclear how the proposed trial was within the public interest as there would be individuals participating in 
the trial, without their knowledge, who would not receive the intervention which apparently had established 
benefit. It was further commented that there had recently been an announcement from NHS England which 
stated that the low dose CT scanning for lung cancer was to be rolled out as part of a national screening 
programme. Members were unclear of the context of the proposed randomised controlled trial in relation to 
the proposed national screening policy and further information was required to explain this. It was agreed 
that the applicants would be required to provide further stronger rationale to support how the trial was in the 
public interest prior to any recommendation of support being considered.  
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Practicable Alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient identifiable data without 
consent existed, taking into account the cost and technology available in line with Section 251 (4) of the 
NHS Act 2006. 
 
• Feasibility of consent 
 
The applicants had stated that consent was not feasible for three interlinking reasons – the first being that 
access to confidential patient information was required in order to the establish the eligible patient for 
inclusion in the trial initially. The second argument provided was the requirement to compare the 
intervention results against a control cohort and finally the applicants stated that there was the requirement 
to follow-up clinical outcomes for those not attending the appointments.  
 
In considering the rationale put forward by the applicants as to why consent was not feasible for the study, 
the CAG commented that there were four sub-cohorts of patients within the study, of which only one will be 
informed that the overarching purpose of the lung health check was research-related, and be consented to 
the study. From the detail included within the application, it was identified that approximately 6,892 patients 
would attend the lung screening appointment and formally consent into the trial from the overall inclusion of 
nearly 62,000 patients, the remainder of which would not be informed about the research study or provided 
with the opportunity to consent to the use of their data for the purposes of follow-up. It was recognised that, 
in running a trial of this type, the feasibility of seeking consent from such a significant cohort was not 
feasible; however, Members were not assured that the proposed communications strategy was sufficient to 
support a project which was so heavily reliant on use of confidential patient data without consent to support 
the overall outcomes. It was commented that further work should be undertaken on the information 
materials which support the project – further consideration has been provided to this within the section 
entitled ‘Patient Notification and Dissent’.    
 
The Group was unclear whether a patient who attended the lung health check appointment to undergo the 
scan but was not willing to provide consent to participate in the study would still be able to receive the CT 
scan. It was also unclear how the applicants intended to handle enquiries from individuals wanting to 
participate in the trial in order to receive a CT scan, who may have been informed about the lung health 
check by a participant within the intervention group. It was agreed that clarification around these points was 
required.  
 
• Use of anonymised/pseudonymised data 
 
The Group accepted that the trial could not proceed without access to confidential patient information 
without consent, as this was required to establish the cohort.  
 
Justification of Identifiers 
 
Applicants should justify the necessity of each identifiable data item in the context of how each is essential 
to achieve the aims, and as part of this justification consider whether less identifiable variants of each item 
would be sufficient e.g. month and year instead of full date of birth. The CAG agreed that the patient 
identifiers requested appeared appropriate and proportionate to the proposal.  
 
Data Linkage – 10 Year Follow-Up 
 
It was proposed that patients included within the trial would be followed up for a 10 year period following 
the trial completion, via NHS Digital and the National Cancer Registries held by Public Health England. 
Members were unclear from the information within the application how the longitudinal follow-up would be 
facilitated, by whom and what items of confidential patient information was required to facilitate this. It was 
agreed that a clearer articulation of this process was required as part of the resubmission, to ensure that 
the flow of confidential patient information required to facilitate this was clearly explained. It was identified 
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that the applicants were awaiting feedback from NHS Digital in relation to this linkage which should inform 
the process described.  
 
Exit Strategy 
 
It is generally a principle that steps should be taken to move away from this potential support; such as 
through the seeking of consent or removing identifiable information once completed. Queries had been 
raised in advance of the meeting by the Confidentiality Advice Team around the duration of support which 
was required under the Regulations and the steps which had been put in place to more away from 
processing confidential patient information without consent under Regulation support; however, the 
responses provided by the applicants were unclear. It was understood that the exit strategy for a sub-cohort 
of patients was fully informed consent; however, for the wider participating group, confirmation was 
required around the duration of support required under the Regulations and any steps which had been put 
in place to move away from Regulation support or to reduce the identifiability of the data which is retained 
for these patients.  
 
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 an unconsented activity 
should go ahead. The CAG considered the patient and public engagement and involvement activity which 
had been undertaken to date and it was agreed that this was appropriate and proportionate to the 
proposed trial. Members commented that the feedback from the sessions with the cancer patient forum and 
cancer patient support was supportive of the proposed trial design. The Group recognised that a patient 
and public involvement group had been established for the trial and it was agreed, if a recommendation of 
support was extended to the study upon resubmission, ongoing feedback from this group would be 
required as the trial progressed, to understand its involvement and to confirm ongoing support for the trial 
methodology. If the responses given were negative, the CAG would take this into account when 
considering whether support should continue, or whether further actions are necessary. 
 
Patient Notification and Dissent 
 
It is a general principle of the CAG, when recommending support, for reasonable measures to be taken to 
inform the relevant population of the activity and to provide a right and mechanism to respect objection, 
where appropriate.  This is known as patient notification. This is separate to the local obligation to comply 
with the principles of the Data Protection Act 1998.  
 
The Group acknowledged the applicant’s intention to respect all previously registered type 2 objections 
within patient medical records; however, it was noted that type 1 objections had not been referenced within 
the documentation. Members agreed that confirmation was required that type 1 objections would also be 
respected when data is extracted from GP practices to establish the cohort.  
 
The CAG considered the patient notification strategy for the project and whilst it was acknowledged that 
information will be displayed within the participating GP practices with a month lead in time ahead of data 
extraction to enable patient dissent to be raised. Members commented that the document mentioned a 
research team and objection to the use of data within the study; it did not clearly explain that the purpose of 
the screening trial was research. It was agreed that that the document required revision to make the 
research purpose clearer. It was further commented that the inclusion of a control group should be made 
more prominent, together with detail of the 10 year follow-up. The Group was also in agreement that it 
should be clear to readers that any objection raised was in relation to the study only, not national screening 
programmes. It was further commented that a means of raising an online objection, via email as example, 
should be included within the materials.  
 
Members considered the information materials which facilitated patient invitation to participate in the trial 
and it was commented that the project was not framed as research within this documentation either. It was 
stated that the documentation required revision to make it clear to patients in receipt of the invitation 
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materials that there is a requirement to actively object, if they do not wish their data to be used within the 
trial. It was further commented that information around the 10 year follow-up should be provided within the 
information materials.   
 
The Group recognised that it was within the remit of the REC to consider and approve the research design 
and methodology, which extended to the inclusion of the control cohort, without these individuals being 
informed of their involvement with the trial or provided with a direct opportunity to provide consent to this 
follow-up. Members were in agreement that further work would be required by the applicants to develop the 
communications strategy for the project and extend the patient notification mechanism, to enable those 
individuals who had been included within the control cohort to recognise themselves as so from the 
information materials and raise an objection to this as they see fit. It would be expected that the 
communications strategy is widened to promote the project in the public domain.  
 
The CAG agreed that an overview of the revised plan for patient notifications together with copies of 
revised supporting documentation would need to be provided for consideration prior to any 
recommendation of support being considered for the proposal. It was further recommended that the 
applicants consider revising the language within the information materials as it suggested that the content 
may not be accessible to all readers.  
 
Research Ethics Committee Favourable Opinion 
 
It is a requirement under the Health Service (Control of Patient Information) Regulations 2002 that those 
processing confidential patient information without consent can do so once approved by the Health 
Research Authority (following advice from the CAG), and providing a favourable ethical opinion is in place. 
The CAG acknowledged that the applicants had not yet submitted the application for ethical review. 
Members discussed the proposed trial design and raised concerns around the proposed Zelen 
methodology which was intended for the trial design. Whilst it was understood that one of the features of 
Zelen’s design was to randomise patients prior to seeking their consent for participation; however, the 
concealment of research purposes from the study invitations was linked to previous experience that this led 
to a higher uptake of the lung screening appointment, rather than a specification of the Zelen methodology. 
The Group raised concerns around this covert recruitment methodology; however, it was recognised that 
consideration of the trial methodology was an element which fell within remit of the REC as part of the 
ethical review. The Group agreed that sight the REC deliberations and approval would be required prior to 
any recommendation of support being considered by the CAG as the ethical queries relating to the trial 
design were so complex that assurance of their suitability would be required.  
 
Confidentiality Advisory Group Advice Conclusion 
 
In line with the considerations above, the CAG agreed that further information would be required from the 
applicant in order for a recommendation under the Regulations to be provided.  
 
Further Information Required (Summary)  
 
The following information should be provided to allow the CAG to continue their consideration of the 
application: 
 
1. Public Interest – further rationale is required to define the public interest in the proposed trial. The 

following points should be considered in the response: 
a. It was identified that the positive impact of the low dose CT scan as a screening tool for lung 

cancer was already known – further information is required to explain the public interest in the 
proposed trial, which would see individuals randomised to a control group, without their 
knowledge, to receive a standard of care pathway which is less effective, 

b. Explain how the proposed trial fits into the national screening programme, which plans to include 
low dose CT scanning as a lung cancer screening tool. 
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2. Research Ethics Committee Review – evidence of the review from the REC is required for 
consideration by the CAG, to provide assurance that the proposed trial design has received a 
favourable ethical opinion. 

3. Further information is required around the proposed 10 year follow-up – including details of how this 
would be facilitated, by whom  and what items of confidential patient information would be required to 
support this. 

4. Exit Strategy – further clarification is required in this are to address the following points: 
a. Clarify the duration of support which is required under the Regulations to support the application 

activity, 
b. Provide details of any measures put in place to reduce the identifiability of the dataset retained 

under Regulation support, or steps which have been put in place to move away from the 
requirement of support under the Regulations. 

5. Confirm whether an individual who attends a lung screening check, but declines to provide formal 
consent to participate in the study, would still be able to receive the CT scan. 

6. Explain how an individual that makes contact with the research team to request a lung health check 
appointment would be managed, if this individual had not been selected for inclusion, or was currently 
enrolled in the control cohort of the study. 

7. Patient Notifications and Dissent – further work is required to improve the communications strategy 
which has been established to raise the profile of the project within the public domain, and enable a 
meaningful opt-out system to be operated to patients. the following points should be addressed: 
a. GP Practice Poster – this document requires revision to address the following points: 
i. Clearly explain that the purpose of the programme is research, 
ii. Clearly state that a control group will be included, without being approached for consent, 
iii. The proposed 10 year follow-up should be clear to inform patients of the longitudinal nature of the 

trial, 
iv. Explain that any objections registered would be against the trial only, not wider NHS screening 

initiatives, 
v. An online means of objection, i.e. email, should be added to the document. 
b. Provide confirmation that both type 1 and 2 objections registered in patient records will be applied 

when extracting potential participants from GP practice systems. 
c. Further work is required to establish a more focussed communications strategy targeting those 

patients which will be included in the trial’s control cohort. The following points should be 
addressed: 

i. An overview of the intended patient notification mechanism specifically relating to the control 
cohort is required, 

ii. Consideration should be given to how the project can be promoted in the wider public domain in 
the specific locality to be included in the trial. This should take account of different media which 
can be used to promote the trial and the information which is provided that will enable an 
individual to identify themselves as someone who may have been included within the control 
cohort, 

iii. Explanation of how the dissenting mechanism will be operated for this cohort is required, together 
with confirmation that all objections will be respected, 

iv. Copies of any materials developed will be required for consideration by the CAG.  
8. Patient Information Materials – the following revisions to the documentation are required: 

a. Patient Invitation Letter – this document requires revision to address the following points: 
i. Clearly explain that there are research purposes linked with the lung health programme, 
ii. Advise that active dissent is required should an individual not wish to be included in the trial, 
iii. Provide an overview of the proposed 10 year follow-up, to enable patients to make an 

informed decision around participation or registration of an active dissent.  
b. It was recommended that the language throughout the documentation suite intended as patient 

information materials is revised to ensure that this is accessible to all readers and appropriate to 
the study.  

 
Once received, the information will be reviewed at the next available CAG meeting. 
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c. 17/CAG/0202 – Environmental Determinants of IVF Treatment 

 

Context 
 
Purpose of Application 
 
This application from the University of Edinburgh sets out the purpose of medical research focusing on 
gaining understanding of how the environment and environmental factors may affect conception. Previous 
research has shown that air pollution and other environmental characteristics such as exposure to solar 
ultraviolet radiation (UVR) may be associated with reproductive outcomes (including birthweight and the 
risk of a premature birth) and this study seeks to extend this, to consider how these factors may be 
associated with conception and fertility in the population undergoing assisted reproduction treatment (ART). 
 
The study will seek permission from the Human Fertilisation and Embryology Authority (HFEA) to use 
confidential patient information within the assisted reproduction treatment (ART) treatment register in order 
establish the cohort sample which will be linked with Scottish maternity record data and air pollution data in 
order to analysis the impact of environmental effects on the success of the assisted reproduction 
treatments.  
 
The focus of the application is around Scottish patients; however, as the HFEA do not record any 
information in relation to the individual patient’s residential location within the research records, the 
applicants are requesting disclosure in relation to patients within Scotland and England, in order for the 
Scottish patient cohort to be identified when linked with a corresponding record in the Scottish Health data 
system that also has a Scottish residential postcode. After which point, all records which were not 
successfully matched will be deleted. It has been estimated that this process should take around one 
month to complete. The applicant has already sought conditional approval from the Patient Benefit and 
Privacy Panel for Health and Social Care in order to process confidential patient information in relation to 
Scottish patients. 
 
Confidentiality Advisory Group Advice 
 
The Group considered the application and it was identified that the confidential patient information which 
would be released from the HFEA Research Register would be done so under the authority of the Human 
Fertilisation and Embryology Act 1990 (amended) and the Human Fertilisation and Embryology (Disclosure 
of Information for Research Purposes) Regulations 2010. 
 
The Health Research Authority, via the CAG, has a memorandum of understanding in place where the CAG 
provides advice to the HFEA in relation to disclosure and use of information derived from the HFEA 
Research Register. The CAG commented that in line with the MoU, guidance would be provided directly to 
the HFEA, in relation to whether access should be granted to the Research Register for the purposes set 
out in the project. As data controller of the Register, the HFEA will take a final decision on access to the 
register based upon this CAG recommendation, and then if disclosure is permitted will work with the 
applicant to enable use of the appropriate dataset for the specified purposes. 
 
It was acknowledged that the further data linkages proposed were in relation to Scottish patients and with 
data generated within Scotland, which was outside of the remit of the Confidentiality Advisory Group. It was 
identified that, as the application did not propose the disclosure or onward processing of confidential patient 
information within the scope of Section 251 of the NHS Act 2006 and the Health Service (Control of Patient 
Information) Regulations 2002, there was no requirement for the CAG to make a recommendation. 
 
Confidentiality Advisory Group Advice Conclusion 
 
The CAG recommended that support under the Regulations did not appear to be required as the proposed 
activity did not involve any data sources or processing which would fall within the remit of the Health Service 
(Control of Patient Information) Regulations 2002.  
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Scope of Advice to the Human Fertilisation and Embryology Authority  
 
In terms of the advice provided to the HFEA regarding the application, members considered  
 

1. Can and should CAG advice be sought under the MoU where further data linkages relevant to the 
HFEA are out of scope of the England and Wales-specific Health Service (Control of Patient 
Information) Regulations 2002. 

 
It was noted that The Human Fertilisation and Embryology Act 1990 (amended) and HFE (Disclosure of 
Information for Research Purposes) Regulations 2010 are each UK wide in scope. The current MoU in 
place between the HRA and HFEA is silent on this precise issue.  
 
In its consideration, the CAG made reference to the Explanatory Memorandum to the Human Fertilisation 
and Embryology (Disclosure of Information for Research Purposes) Regulations 2010.  When 
arrangements were put in place between the HFEA and NIGB, this explicitly extended the remit of the 
NIGB (through its Ethics and Confidentiality Committee) from England and Wales to advise the HFEA on a 
UK–wide basis, noting this was solely in relation to information collected on the HFEA Register under 
section 31(2) of the 1990 Act.  
 
The CAG therefore agreed that it would be reasonable to assume that the intention was for the CAG 
advisory function to HFEA to continue in substantively similar terms to that of the NIGB. This does not 
appear to have been explicitly spelt out in the current iteration of the MoU, however the CAG agreed that 
they would be happy to follow this approach while any changes are developed in future.   
 
It is understood that a new Director of Policy will be joining the HRA in the New Year, and that broader 
activities have been taking place between the HFEA and HRA regarding broader memoranda of 
understanding development. It is advised that it may be beneficial, pending the new appointment, to review 
the current MoU in due course to ensure it captures key information or changes, and is aligned with the 
broader work to facilitate and streamline researcher pathways.  
 
Prominence of patient objection communication 
 
Members agreed that the application detail and methodology appeared appropriate, and raised no 
substantive concerns regarding the detail. Members did question how a patient could choose to opt-out if 
they wished, and it was noted that the HFEA provided information on how to achieve this via its website. It 
was however noted, that the location on the website could only be found if it was known what was being 
sought, and members advised that the HFEA may wish to make this right of patient objection more 
prominent in order to support greater public confidence in the appropriate handling of information. 
 
Confidentiality Advisory Group Advice to the HFEA Conclusion 
 
In conclusion, the CAG recommended to the HFEA that the application should proceed, subject to HFEA 
agreement, and with the recommendation that the ability to enable patient objection is made more 
prominent via the website.  
 

 

d. 17/CAG/0203 – Does IVF improve pregnancy rates in unexplained infertile couples? 

 

Context 
 
Purpose of Application 
 
This application from the University of Aberdeen has been submitted for consideration as it requests the 
use of a dataset extracted from the Human Embryology and Fertilisation Authority’s (HFEA) artificial 
reproduction research register (ART). The applicant already has access to the dataset intended for use for 
the project – this was considered by the CAG’s predecessor the ECC under reference ECC 6-05(g)/2012. 
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At this time a recommendation was provided to the HFEA that the dataset should be issued to the 
applicants, which was accepted and approved by the HFEA.  
 
This previous recommendation was given only in relation to the release of data from the HFEA register as it 
was noted that there were no further disclosures within the application and as such, it did not require a 
recommendation of support under the Health Service (Control of Patient Information) Regulations 2002. 
 
The purpose of this application is to seek a recommendation around whether the previously disclosed, now 
de-identified, dataset can be used by the applicant for a different research purpose.  
 
The additional datasets the applicant will use within the project are outside of scope as these relate to data 
generated within Scotland and the Netherlands.  
 
Confidentiality Advisory Group Advice 
 
The CAG noted that for this specific application, the applicant had previously made an application to the 
predecessor body to the CAG, the NIGB Ethics and Confidentiality Committee, and had received 
confirmation under outcome letter reference ECC 6-05 (g)/2012 that the ECC had recommended to the 
HFEA that access should be granted to the Research Registers for the specified purposes; this was 
subsequently accepted and approved by the HFEA.  
 
It was noted that the previous disclosure did not involve interaction with the Health Service (Control of 
Patient Information) Regulations 2002, and therefore the new application did not engage Regulation 6 of 
the Human Fertilisation and Embryology (Disclosure of Information for Research Purposes) Regulations 
2010.  
 
The application details confirmed that the new application involved no further disclosure of information from 
the HFEA Research Register, and instead involved a change of purpose using the previously disclosed, 
now de-identified, information. There were no additional data sources involved in the proposed activity that 
required support under the Health Service (Control of Patient Information) Regulations 2002. 
 
The Group commented that guidance would be provided directly to the Human Fertilisation and Embryology 
Authority, in relation to whether the previously released dataset which is currently held by the applicants 
should be permitted for use for the wider research purposes. Consideration of the application was 
undertaken in light of this; however, feedback from this review would be provided directly to the Human 
Fertilisation and Embryology Authority.  
 
Members identified that, as the application did not propose the disclosure or onward processing of 
confidential patient information within the scope of Section 251 of the NHS Act 2006 and the Health Service 
(Control of Patient Information) Regulations 2002, there was no requirement for the CAG to make a 
recommendation. 
 
Confidentiality Advisory Group Advice Conclusion 
 
The CAG recommended that support under the Regulations did not appear to be required as the proposed 
activity did not involve any data sources or processing which would fall within the remit of the Health Service 
(Control of Patient Information) Regulations 2002.  
 

Scope of Advice to the Human Fertilisation and Embryology Authority  
 

It was noted that the previous disclosure did not involve interaction with the Health Service (Control of 
Patient Information) Regulations 2002, and therefore the new application did not engage Regulation 6 of 
the Human Fertilisation and Embryology (Disclosure of Information for Research Purposes) Regulations 
2010.  
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The application details confirmed that the new application involved no further disclosure of information from 
the HFEA Research Register, and instead involved a change of purpose using the previously disclosed, 
now de-identified, information. There were no additional data sources involved in the proposed activity that 
required support under the Health Service (Control of Patient Information) Regulations 2002, and the 
applicant will be written to separately to confirm that support under the Health Service (Control of Patient 
Information) Regulations 2002 is not required, and they now should liaise directly with the HFEA.    
 
The issue considered by the CAG was as follows: 
 

1. Where a previously supported application wishes to use previously legitimately obtained Research 
Register information for a new purpose, should advice from the CAG be sought? 

 
The Group considered whether this had been presented to the CAG by the HFEA under Regulation 3 of the 
Human Fertilisation and Embryology (Disclosure of Information for Research Purposes) Regulations 2010, 
and whether it was a new application or amendment. It appeared to the CAG that as this applicant was 
seeking to implement a change of purpose, that this appeared to fall under Regulation 8(1)(a) which states 
that the disclosable protected information must be used only in accordance with the purposes 
set out in the authorisation, however members were unclear as to the precise nature of the pathway 
submission to the CAG. 
 
In considering the change in purpose, members advised that there was a public interest in the activity, that 
the purpose appeared reasonable and the methodology appropriate, and agreed to provide a positive 
recommendation to the HFEA that the information should be processed for the specified new purposes.  
 

2. Can and should CAG advice be sought under the MoU where further data linkages relevant to the 
HFEA are out of scope of the England and Wales Health Service (Control of Patient Information) 
Regulations 2002. 

 
It was noted that The Human Fertilisation and Embryology Act 1990 (amended) and HFE (Disclosure of 
Information for Research Purposes) Regulations 2010 are each UK wide in scope. The current MoU in 
place between the HRA and HFEA is silent on this precise issue.  
 
In its consideration, the CAG made reference to the Explanatory Memorandum to the Human Fertilisation 
and Embryology (Disclosure of Information for Research Purposes) Regulations 2010.  When 
arrangements were put in place between the HFEA and NIGB, this explicitly extended the remit of the 
NIGB (through its Ethics and Confidentiality Committee) from England and Wales to advise the HFEA on a 
UK–wide basis, noting this was solely in relation to information collected on the HFEA Register under 
section 31(2) of the 1990 Act.  
 
The CAG therefore agreed that it would be reasonable to assume that the intention was for the CAG 
advisory function to HFEA to continue in substantively similar terms to that of the NIGB. This does not 
appear to have been explicitly spelt out in the current iteration of the MoU, however the CAG agreed that 
they would be happy to follow this approach while any changes are developed in future.   
 
It is understood that a new Director of Policy will be joining the HRA in the New Year, and that broader 
activities have been taking place between the HFEA and HRA regarding broader memoranda of 
understanding development. It is advised that it may be beneficial; pending the new appointment, to review 
the current MoU in due course to ensure it captures key information or changes, and is aligned with the 
broader work to facilitate and streamline researcher pathways.  
 

 

e. 17/CAG/0204 – CRIS Linkage with the Office for National Statistics (ONS) Census Data 

 

Context 
 
Purpose of Application 
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This application from Office for National Statistics (submitted by King’s College London) sets out the 
purpose of medical research through the establishment of a research database linking mental health 
records from the South London and Maudsley NHS Foundation Trust (SLaM) with UK Census data, held by 
the Office for National Statistics (ONS), to enable provision of an anonymised data resource for research 
purposes.  
 
A cohort of people with relevant clinical diagnoses and clinical information will be linked to their data from 
the UK census from 2001 and 2011. SLaM is a large mental health trust covering a geographic catchment 
of four London boroughs (Lambeth, Southwark, Lewisham, and Croydon) and a population of around 1.2 
million residents. SLaM also provides a range of national specialist services accessed across England. The 
ONS census runs every ten years and surveys all residents in England and Wales. The census asks after 
individual-level and household-level circumstances and includes questions around employment/ occupation 
and worklessness, education, tenure/ type of property, access to household vehicles and heating, number 
of persons resident in the household, carers, self-rated health and disability, migration, citizenship and 
ethnicity, language, and religion.  
 
The resulting anonymised database will be used as a research tool to further explore the wider inequalities 
of patients with a mental health diagnosis. A control cohort will also be established within the database of 
people who are not known to SLaM services but who were resident within one of the four boroughs covered 
by SLaM at the time of the census which the applicant has confirmed is out of scope.  
 
A recommendation for class 1, 4 and 6 support was requested to cover activities as described within the 
application.  
 
Confidential Patient Information Requested 
 
Cohort 
 
The patient cohort is all patients registered in the SLaM CRIS database, which covers approximately 
350,000 individuals.  
 
Confidential patient information as detailed below will be provided by SLaM for the purposes outlined. This 
will be linked to wider sensitive data from the census dataset for analysis.  
 

 Name – linkage,  

 Date of birth – linkage and calculation of age for analysis dataset,  

 Gender – linkage and analysis,  

 Postcode – linkage and translated to borough/LSOA/MOSA for analysis 

 Ethnicity – analysis.  
 
Confidentiality Advisory Group Advice 
 
Public Interest 
 
The CAG was assured that the application defined a medical purpose through medical research. It was 
acknowledged that the resulting database would be a valuable data source on mental health inequalities 
which could be used to inform service planning and policy initiatives, which demonstrated a public interest 
in the activity.  
 
The Group recognised that the resulting database would include sensitive information which could be of 
interest to a wider range of researchers and organisations, outside of mental health care. Members 
considered the details of the seven research proposals which had already been designed around the 
database and it was agreed that there was clear public interest in all of these projects. Due to the nature of 
the resulting database, the CAG agreed that further information would be required to explain how the three 
organisations involved in approving access would consider applications to use the database. It was 
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acknowledged at question 16 of the application form that the high-level aims of the database were to 
conduct population research mainly relating to mental health. The Group recognised the longstanding 
shortage of resources for mental health patients and were strongly supportive of the use of the database as 
a mechanism to increase resources into mental healthcare and consequently have an overall positive 
impact on mental health patient services. 
 
Practicable Alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient identifiable data without 
consent existed, taking into account the cost and technology available in line with Section 251 (4) of the 
NHS Act 2006. 
 
• Feasibility of consent 
 
The applicants had provided a strong rationale to support why consent was not feasible for this project, 
including the cohort size and a greater disclosure of confidential patient information being required to 
facilitate operation of a consented model. It was further noted that introduction of a consented model had 
the potential to bias the sample included in the project. The Group was assured by the rationale provided 
and agreed that consent was not feasible for this proposal.  
 
• Use of anonymised/pseudonymised data 
 
The CAG recognised that access to confidential patient information was required in order to facilitate 
linkage between the two datasets, which could not be achieved using pseudonymised or anonymised data.  
 
Justification of Identifiers 
 
Applicants should justify the necessity of each identifiable data item in the context of how each is essential 
to achieve the aims, and as part of this justification consider whether less identifiable variants of each item 
would be sufficient e.g. month and year instead of full date of birth. The CAG was assured that the patient 
identifiers requested were appropriate and proportionate to the project.  
 
Proposed Data Linkage 
 
The Group was unclear whether the intention was to link information from the CRIS database with only the 
census data held by the ONS, or whether it was intended to link to mortality information also. It was 
identified that mortality outcomes had been cited a number of times throughout the application form and it 
was unclear whether information around the date and cause of death would be supplied from the CRIS 
database or from linkage with wider datasets held by ONS. Members agreed that clarification would be 
required in this area, to ensure all proposed data linkages had been clearly described within the application 
activity.  
 
Exit Strategy 
 
It is generally a principle that steps should be taken to move away from this potential support; such as 
through the seeking of consent or removing identifiable information once completed. The applicants had 
confirmed that patient identifiers would be deleted by ONS following the completion of the data linkage. 
Clarification around the duration of support required under the Regulations had been requested; however, 
the response provided was unclear. Members agreed that confirmation of the overall duration of support 
being requested would be required.  
 
Data Storage Arrangements 
 
Members were unclear why the resulting anonymised dataset would be retained by the ONS, rather than 
being returned to the NHS environment. The database oversight arrangements had been set in such a 
manner that approval was required from all three organisations involved with the project, prior to data 
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access being granted. In light of this, the Group confirmed that further rationale was required to explain why 
the database was to be retained by the ONS. 
 
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 an unconsented activity 
should go ahead. The CAG recognised that extensive and appropriate patient and public engagement 
activity which had been undertaken during the project design. It was further noted that there was lay 
representation within the review panels which would consider projects and approve access to the 
database. Members were assured by this ongoing engagement and raised no further queries in this area.  
 
Patient Notification and Dissent 
 
It is a general principle of the CAG, when recommending support, for reasonable measures to be taken to 
inform the relevant population of the activity and to provide a right and mechanism to respect objection, 
where appropriate.  This is known as patient notification. This is separate to the local obligation to comply 
with the principles of the Data Protection Act 1998. The Group considered the project-specific notification 
materials, together with the wider generic leaflets which were used as standard by South London and 
Maudsley NHS Foundation Trust to promote the CRIS database. It was noted that a system of patient 
objection was operated as standard for patients around inclusion in the CRIS database and to date only 
four objections had been raised. It was noted information was also available via the ONS website around 
how census data was used. Members agreed that the proposed patient notification and dissent mechanism 
was appropriate to the application activity.  
 
Research Ethics Committee Favourable Opinion 
 
It is a requirement under the Health Service (Control of Patient Information) Regulations 2002 that those 
processing confidential patient information without consent can do so once approved by the Health 
Research Authority (following advice from the CAG), and providing a favourable ethical opinion is in place. 
The applicant would be required to provide evidence of the favourable ethical opinion for the study when 
received.  
 
Data Protection Act 1998 Compliance 
 
It is a requirement within the Regulations that any approved activity cannot be inconsistent with the Data 
Protection Act (DPA) 1998. Applicants must therefore demonstrate thorough the application that it is 
consistent with the DPA. Queries had been raised in advance of the meeting around the data controllership 
arrangements for the project. The applicant had clarified that ONS were acting as the data controller for the 
application activity, as they would be undertaking the data linkage and storage of the resulting dataset.  
 
The Data Protection Act 1998 provides the definition of the data controller as ‘a person who (either alone or 
jointly or in common with other persons) determines the purposes for which and the manner in which any 
personal data are, or are to be processed’ and the data processor as ‘any person (other than an employee 
of the data controller) who processes data on behalf of the data controller’ (Section 1(1)). In consideration 
of the application activity, Members were unclear whether ONS was the data controller for the activity and it 
was agreed that clarification was required around the role of each organisation involved in the activity.   
 
Confidentiality Advisory Group Advice Conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have been met, however, 
further information would be required and therefore advised recommending provisional support to the 
Health Research Authority, subject to satisfactory responses to the request for clarification and compliance 
with the specific and standard conditions of support as set out below. 
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Request for Further Information 
 
1. Public Interest – further information is required to provide assurance of the public interest in the wider 

future uses of the database – the following points should be addressed: 
a. Provide further information around how applications to use the resulting database will be considered 

and what criteria will be used when providing approval, 
b. Provide assurance that any applications to use the database would have, as an overarching aim, an 

improvement in the situation of and outcomes for people with mental health problems. 
2. It is unclear why the resulting anonymised dataset will be retained by the ONS. Provide further 

rationale to support these proposed data retention arrangements, or provide confirmation that this can 
be returned to SLaM for the ongoing retention within the NHS environment. 

3. Provide confirmation that the patient data from the CRIS database would only be linked to census data 
by ONS. If it is the intention to link to wider datasets, to collate mortality information and date of death, 
further information would be required around this proposed linkage.  

4. Confirm the duration of support which is being requested under the Regulations to cover the 
application activity. 

5. Clarification is required around the roles (data controller/processor) which each organisation involved 
in the project is responsible for.  

 
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, the HRA will 
confirm approval.  
 
Specific Conditions of Support (Provisional) 
 
1. Favourable opinion from a Research Ethics Committee. (Pending).  
2. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission. (Confirmed – ONS – 70% satisfactory on Version 14, 2016/17 
and South London and Maudsley – 91% satisfactory on Version 14, 2016/17).  

 

 

6. MINUTES OF THE MEETING HELD ON 07 NOVEMBER 2017 

 

The minutes were agreed as an accurate record of proceedings, with no amendments raised.  

 

 

7. CAG CHAIR REPORT  

 

The Chair’s Report was not available for consideration at the meeting.  

 

 

8. ANY OTHER BUSINESS 

 

The Group discussed possible future educational items which would be recorded by the Confidentiality 

Advice Team for further investigation.  

 

The Group extended thanks and good wishes to Dr Mark Taylor, as he stepped down from his position as 

CAG Chair, as he relocated overseas.  

 

The Chair thanked Members for their time and consideration and the meeting was concluded.  
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