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Minutes of the meeting of the Confidentiality Advisory Group 
 

12 January 2017, 10am at Skipton House  
 

 
Present: 
 

Name Capacity  

Dr Martin Andrew  

Dr  Kambiz Boomla  

Dr Malcolm Booth  

Ms Hannah Chambers Lay  

Professor Jennifer Kurinczuk (From Agenda Item 5.a)  

Mrs Diana Robbins Lay 

Ms Clare Sanderson  

Dr Murat Soncul Alternate Vice Chair 

Mr Marc Taylor  

Dr Mark Taylor Chair 

Ms Gillian Wells Lay  

 
Also in attendance: 
 

Name Position (or reason for attending) 

Ms Natasha Dunkley Head of Confidentiality Advice Service, HRA 

Ms Kathryn Murray Senior Confidentiality Advisor, HRA 

Ms Zuleka Alawi  REC Assistant, HRA  

Dr Nicola Perrin (Agenda Item 3 Only) Head of Policy, Wellcome Trust  

 
 

1. INTRODUCTION, APOLOGIES AND DECLARATIONS OF INTEREST 
 

Apologies 
 
No apologies were received for this meeting. 
 
Declarations of Interest 
 
Members of the CAT team noted a conflict of interest for Professor Jennifer Kurinczuk in relation to 
the paper which would be discussed under agenda item 4.a. To ensure the CAG deliberations could 
be undertaken, arrangements were made ahead of the meeting to coordinate Professor Kurinczuk’s 
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late attendance to the meeting, so she was not present for the discussions. Professor Kurinczuk did 
not receive any papers in relation to the agenda item.   
 

2. APPROVAL DECISIONS 
 
The following was shared with the CAG for information. 
 
Secretary of State for Health 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 01 December 2016 meeting applications. 
 
The Approver declared an interest in the UK Renal Registry application as she knows of the 
applicant. This was noted and no further action was required.    
 
HRA Approval Decisions 
 
The HRA agreed with the advice provided by the CAG in relation to the 01 December 2016 meeting 
applications.   
 

3. EDUCATION ITEM  
 
The CAG welcomed Dr Nicola Perrin, Head of Policy at the Wellcome Trust to the Committee 
meeting. Dr Perrin provided Members with an update on existing work she had been undertaking 
with the public, patients and stakeholders around language used in research. Members thanked Dr 
Perrin for her attendance and she left the meeting at this point.  
 

4. ITEMS FOR CONSIDERATION 
 

a) Section 251 and Duty of Candour’ paper submitted by the Perinatal Institute  
 
A paper was received that had been authored by the Perinatal Institute. The paper set out their 
organisational view on the appropriateness of an exemption from the obligation to obtain patient 
consent when reviewing adverse outcomes within maternity care. This paper had not been 
requested but had been proactively submitted. The issue was indicated to be pertinent to the CAG 
on the basis of recent Government efforts to implement standardised perinatal mortality reviews 
across all NHS maternity units, and the Duty of Candour guidelines which came into force in 2015.   
 
The paper had been submitted following the requestor making direct contact with the CAG Chair via 
his separate University role, where he had been appropriately directed back to the Advice Team. 
Initial queries related to a CAG away day where an invited presenter had discussed the applicability 
of the duty of candour in relation to CAG considerations. The minute from that away day had 
previously been published in the 31 October 2016 minutes under any other business. The requestor 
had subsequently queried whether there was any further information documented from that 
discussion and it was confirmed there was no other information available as away days are different 
from the CAG statutory role to provide advice against the COPI Regulations. The paper was 
provided to the CAG for noting and any other comment. 
 
The paper confirmed the Perinatal Institute has an interest in this area because they have 
developed software and associated training for standardised clinical outcome reviews of adverse 
outcomes, which involves informing parents of the review, encourages input of perspective on 
events, and helps clinicians to formulate feedback to parents of immediate concern, as well as of 
relevance for future pregnancies. It also facilitates recording of consent for secondary use of data 
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for analysis and reporting, and for independent peer review or mutual external reviews by 
participating units within clinical networks. 

 
The author indicated they had received a view that it is not necessary or practicable to rely on 
consent, as it may be difficult to obtain or may not be given, and instead exemption should be 
sought to process confidential patient information through an appropriate regulation of the Health 
Service (Control of Patient Information) Regulations 2002. The specific origin of this view was not 
provided but it appeared to be in relation to an external procurement and tendering exercise 
undertaken to commission an activity.  It was clear to members that it would be highly inappropriate 
for the CAG to be drawn into any external and separate issues outside of its established remit. It 
was stated that there are plans from external bodies to commission a national system of perinatal 
reviews, on the assumption that CAG will provide a positive recommendation. The author indicated 
that such an approach would be inconsistent with current Regulations as well as with CAG’s own 
guidelines, and the paper sought CAG clarification and confirmation of this view. 
 
An addendum to the paper was provided and, on an exceptional basis, was tabled at the meeting as 
it had been provided significantly after submission deadlines. This paper referred to the minute 
extract from 31 October 2016 and clarified that the author agreed it was not the CAG responsibility 
to assess organisational adherence to the Duty of Candour. The addendum however stated that the 
author expected the advice provided by the CAG to emphasise the implication of Regulation 20 as 
part of the CAG’s role in safeguarding patients and as an advisory body. In essence, the addendum 
indicated that the local legal obligation for specified bodies to comply with the duty of candour meant 
that there would be appropriate opportunities to seek consent, and this would be a practicable 
alternative to seeking support under the COPI Regulations.  
 
Members clearly indicated that the Group would not pre-emptively provide specific advice against 
an application that had not been received, and that when and if the relevant application was 
received that it would be processed in accordance with the CAG standard operating procedures. It 
was agreed that the paper submitted by the Perinatal Institute would be taken into account by 
members at the appropriate time of that application consideration as to whether there would be a 
reasonably practicable alternative to seeking support.  
 
The points raised by the paper appeared to indicate that there was a broader issue, outside of the 
specific future application that was referred to, and made reference to the ‘Principles of Advice’ 
document published on the HRA website. Members were informed that as part of a separate review 
of guidance published on the website, the ‘Principles of Advice’ document referred to had been 
authored in 2012 under the auspices of the NIGB Ethics and Confidentiality Committee. The CAG 
as a function has developed since this time and it was agreed prior to this meeting that this 
document would be reviewed as part of the broader business improvement the CAG is currently 
developing for the next financial year. No timescale was yet in place for this review as planning was 
ongoing so all review activity would be managed to ensure business needs were met and 
appropriate resources were in place, in light of the newly appointed Advice Team.  Members 
therefore agreed that it would not be appropriate to provide confirmation and/or clarification of the 
issues raised by the paper at the current time, as it would fall outside of standard process and could 
only be assessed within the proper context at the proper time to ensure that the Cag 
recommendation was informed.  
 
The CAG noted that its advisory recommendations to the relevant decision-makers under the Health 
Service (Control of Patient Information) Regulations 2002 only lifted the common law duty of 
confidentiality, was permissive rather than mandated disclosure, and was not intended and did not 
remove the obligation on local data controllers to ensure their compliance with other legal and 
regulatory provisions.  
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The original correspondence from the author also sought clarification on the timing as to when a 
representation can be made to the HRA in relation to an application considered under Regulation 5 
of the Health Service (Control of Patient Information) Regulations 2002. Members noted that the 
HRA operated a published representation process for research purposes. Any non-research 
representation would effectively be made against the Secretary of State for Health and would be 
expected to be managed directly by the Department of Health. 
 
Issues around representation would initially be considered directly by the HRA in accordance with 
the process and advice had been sought where the following was confirmed.  
 
The relevant extract from the HRA representation process was: 
 
6.3.3. If applicants or third parties are dissatisfied with the outcome of the HRA decision-making 
process, they can request, within 14 calendar days of the decision being issued, that the HRA 
reviews its decision. The request should set out the grounds for review and present any other 
relevant information.  
 
The HRA confirmed that within 14 days from the decision being “issued” means, for the applicant, 
14 days from the date of the decision letter and, for third parties, 14 days from the date of 
publication of the minutes of the relevant CAG meeting. Meeting minutes are ratified at the next 
relevant meeting (based on where an item was considered) and published five days after 
ratification. 

 
b) Public and Patient Involvement Event – 22 February 2016  

 
A discussion took place around the planning and development of the Public and Patient 
Involvement event, which was scheduled to take place in February 2017. Members discussed the 
proposed agenda for the two sessions to be held on the day and suggestions were put forward 
which it was agreed the Chair would follow-up with officials and other Members as necessary.  

 
c) NHS Digital – A New Approach to Working with NHS Digital  

 
Members reflected on the discussions which had been documented in the minutes of the last CAG 
meeting, which was held on 01 December 2016 and it was noted that no further response had been 
received from Dr Severs in relation to the Chair’s letter of 03 November 2016.  
 
The CAG reviewed the proposed way forward and it was agreed that the Chair was still able to 
accept informal discussions via preliminary step one identified in the proposed way forward; 
however, it was agreed that these should be reported to the CAG via the Chair’s report in order to 
formalise the discussion. It was agreed that anything discussed via route one, would be brought to 
the next main CAG meeting for ratification by the Members present on behalf of the Group.  
 
The CAG agreed that a letter should be drafted to Dr Severs to confirm that this approach had been 
agreed. The letter would be shared with the HRA as Sponsor of the CAG for information. 

 
5. RESUBMITTED APPLICATIONS  
 
a) 17CAG0012 (Previously 16CAG0051) – Cancer Survival Trends in the United Kingdom 

 
Purpose of application 
 
This application from London School of Hygiene & Tropical Medicine set out the purpose of medical 
research which was to estimate survival up to five years after diagnosis for patients diagnosed with 
a first, primary, invasive cancer in Wales and to investigate the pattern of survival for each of the 
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main types of cancer by age, sex and calendar period. These estimates will be incorporated into a 
set of survival estimates for all four UK nations combined, to be submitted by the Department of 
Health in London to the Organisation for Economic Co-operation and Development for its biennial 
publication Health at a Glance.  
 
The research is directly commissioned by the Department of Health on behalf of the Secretary of 
State. The London School of Hygiene and Tropical Medicine has been under contract with DH for 
eight years to undertake work of this nature, which feeds directly into policy and enables the UK to 
have directly comparable cancer survival statistics for all four UK nations and combined every year. 
Through the work carried out by the Cancer Survival Group at the London School of Hygiene and 
Tropical Medicine, the regional socio-economic and international inequalities in survival in the UK 
were identified in 1999, and have been tracked since, have been the basis for each of the national 
cancer plans in England in 2000, 2007, 2011 and 2015. The applicants will use the data in the study 
to estimate the pattern of survival by age, sex and time since diagnosis.  
 
A recommendation for support under the Health Service (Control of Patient Information) Regulations 
2002 for public health or cancer registry purposes was requested to cover activities as specified 
within the application. 
 
 
 
Confidential Patient Information Requested 
 
Cohort 
 
The cohort intended to cover is all adults (men/women) between the ages of 15 and 99 years who 
were diagnosed with cancer during 1971 and 2013 and followed up to 31/12/2014 for each cancer 
separately and each age group, who were registered by the Welsh Cancer Intelligence and 
Surveillance Unit (WCISU). The data request refers to invasive, malignant cancers, but also other 
types of cancer, including in-situ (malignant but not yet invasive) and benign tumours and the small 
number for which this characteristic is uncertain. These data will be deployed to estimate five-year 
survival using a sub-cohort of patients diagnosed between 1995 and 2013 (18 year period) for 
whom vital status (alive, dead, emigrated or lost to follow-up) is known as at 31 December 2014. It 
is estimated that approximately 150,000 patients from Wales will be included.  
 
Access was requested to the following items of confidential patient information for validation and 
analysis: 
 

 NHS number – quality control at WCISU (not for analysis), 

 Date of Birth – required for date at diagnosis and death, 

 Date of Death – required for survival calculations, 

 Postcode – at unit level for geographical analysis,  

 Gender.  
 
Confidentiality Advisory Group Advice 
 
The CAG noted that the application was a resubmission of a study which was previously reviewed 
under reference 16CAG0051. The previous submission was issued with a no recommendation on 
the basis that it did not appear to meet the minimum requirements of the Regulations as a 
practicable alternative was considered to exist. The resubmitted application consisted of the 
previously reviewed documentation, together with additional representations from the applicant.  
 
Public Interest 
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The CAG received the additional information provided by the applicant and agreed that the 
additional information demonstrated why the activity described was in the public interest and had a 
strong medical purpose.  
 
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 Committee agreed that due to the size of the cohort to be included in the study; consent was 
not practical in this instance. The applicants had referenced the previously approved CONCORD-2 
study in the response, which Members agreed supported this consideration.  
 
• Use of anonymised/pseudonymised data 
 
The CAG reviewed the response provided by the applicants in response to queries raised in this 
area in the previous submission. It was agreed that the identifiers requested would be required to 
undertake linkage, together with the other functions, as detailed in the application.  
 
Members queried whether there was scope for the applicant to reduce the identifiability of the data 
held, by translating the date of diagnosis and death into age at events, and removing date of birth 
once the calculations had been undertaken. It was agreed that the applicant would be asked to 
explore this scope and provide a response or further rationale to support the continued holding of 
identifiers. 
 
Through the course of the previous review, it had been identified that there appeared to be a 
practical alternative to support under the Regulations, as a similar programme of work was to be 
undertaken by the Secure Anonymised Information Linkage Databank (SAIL) for Wales. In 
response, the applicant advised that he had received confirmation from Dr Dyfed Huws, Medical 
Director of Welsh Cancer Information and Surveillance Unit, that SAIL would not be undertaking this 
work. This response was received by the CAG.  
 
Justification of Identifiers 
 
The CAG agreed that the justification provided for the identifiers was appropriate for the activities 
described within the project. However, it was noted at questions 48 and 49 of the IRAS application, 
that the data to be collated is described as non-clinical and anonymous, which was not accurate. 
The CAG noted that whilst the information is being provided to the applicants via the Welsh Cancer 
Intelligence and Surveillance Unit, this would still be classified as clinical information as it pertains to 
patient’s medical history. It was further stated that the data requested were potentially identifiable 
and therefore were not anonymous.  
 
Patient Notification and Objection 
 
It is a general principle of the CAG, when recommending support under Regulation 5, 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 CAG received the response provided by the applicants and it was noted that whilst cancer 
patients are informed that their data will be transferred to cancer registries; this notification did not 
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cover the purpose of this research application. Members agreed that the applicant should explore 
proportionate and practical opportunities to inform the relevant patient cohort about the research 
programme and allow arrangements for specific dissent to be recorded.  
 
It was agreed, in the first instance, that information about the project should be included on both the 
Welsh Cancer Registry and Cancer Survival Group, or London School of Hygiene and Tropical 
Medicine, websites. 
 
Patient and Public Involvement 
 
Members received the response and agreed that whilst there was strong evidence of patient and 
public involvement and support for the programme, it would be helpful to undertake specific 
engagement with a contemporary and geographically similar cohort of patients to inform how to 
improve communications around this specific programme of work as it was noted that the evidence 
provided did not highlight engagement with Welsh patients. The CAG suggested that patient and 
public engagement may also inform effective and accessible means of patient notification and 
objection, as described above.  
 
The CAG further noted that a specific condition had been attached to the previously approved 
CONCORD-2 project around increased patient engagement.  
 
 
 
 
Exit Strategy 
 
The CAG commented that it appeared that the proposal requested support to hold identifiers for 10 
years for which the rationale was unclear. Members queried whether it would be possible for the 
identifiers to be destroyed once the relevant calculations had been made and agreed that further 
information was required for the applicant around this point. It was further queried whether there 
was any scope for future collaboration with SAIL to improve the exit strategy for the project and it 
was agreed that the applicant would be asked to explore this possibility.  
 
It was noted that approval for the NHS Information Governance Toolkit was supplied by NHS 
Digital, rather than the CAG.  
 
Confirmation of the Legal Basis of the Activity across the UK 
 
The CAG considered the response provided by the applicant at point seven of the representation 
document and it was agreed that whilst clarification had been provided around the legal basis for 
this activity within Scotland and Northern Ireland, it remained unclear how this activity was being 
undertaken within England currently. It was agreed that clarification of this point was required as it 
was understood that the projects were intended to be identical and as such it was important to 
understand the existing legal basis for the activity within England. This was relevant to CAG 
members’ understanding of the availability of practical alternative to reliance upon the Regulations.  
 
Wales Cancer Intelligence and Surveillance Unit  
 
It was acknowledged that the Welsh Cancer Intelligence Unit (WCISU) would be providing the 
relevant data for this project, and as such, the security assurance for this project was reliant upon 
the necessary assurance being in place for WCISU, as the data processor.  
 
The CAG has been made aware of significant external delays in reaching a position regarding 
equivalent security assurance arrangements for relevant entities where processing is to take place 
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in Wales, as the English Information Governance Toolkit is not applicable within Wales. It is 
understood that it has been agreed with the Department of Health that the NHS Wales Information 
Service (NWIS) will review relevant Caldicott Principles into Practice (CPiP) Assessments and 
provide an independent security assurance arrangement, similar to that of NHS Digital in England, 
to the CAG.  
 
At the time of writing, the outcome of an amendment in relation to the WCISU application of support, 
which included the review of the recently received CPiP assurance report, is with the decision-
maker for approval. It was acknowledged that the amendment outcome for the WCISU application 
had a number of conditions attached to it in relation to security assurance. It was identified that 
there was a potential impact on this application from these specified conditions, as it relied upon 
WCISU as data provider. It was agreed that these conditions would be relayed to the applicant in a 
future outcome document once approved by the decision-maker, for information purposes, as the 
applicants processing arrangement was dependent upon ongoing support remaining in place for the 
WCISU application.   
 
Additional Points 
 
It was noted from the application that historically, the applicants had received the required data on 
unencrypted CD-ROM’s delivered by special courier or in person from the Welsh Cancer 
Surveillance and Intelligence Unit, which the applicants advised remained an option moving forward. 
The CAG recommended that the applicants confirmed that this process remained in line with 
nationally recognised standards as it was the CAG understanding that the transfer of identifiable 
information on a portable device should always be encrypted in the event of subsequent loss of the 
device in transit.  
 
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.  
 
In order to complete the processing of this application, please respond back to the following request 
for further information in the form of a covering letter, together with any additional evidence, within 
one month:  
 
Request for Further Information 
 
a. Clarify the current legal basis for the processing of data in relation to the England focussed part 

of the overall UK Cancer Survival trends project. 
b. Exit Strategy –  

a. Consider the potential scope for reduction of identifiers held through the translation of 
dates of diagnosis and death into ages at event, and removal of date of birth once the 
calculations had been. Provide response around this point – if this is not deemed possible; 
provide strong rationale to support the continued retention of these data items.  

b. Explore the potential for collaboration with SAIL to improve the exit strategy for the project.  
c. Patient notification – information around the research programme should be displayed on 

relevant associated websites, including the Welsh Cancer Registry website and the Cancer 
Survival Group (or London School of Hygiene and Tropical Medicine, as appropriate).  

d. The CAG was unclear of the rationale to support the retention of the primary data for the 
project for 10 years (IRAS Question 54) – provide further rationale to support this.  

 
Recommendation 
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1. It is recommended that the applicant seek clarification around whether the receipt of 

confidential patient information from the Welsh Cancer Intelligence and Surveillance Unit, via 
personally/special courier delivered, unencrypted CD-ROM’s remained in line with nationally 
recognised standards.  

 
Once received, the information will be 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 
 

1. Explore proportionate and practical opportunities for patient notification in relation to this specific 
project and identify a system to manage patient objection and dissent. A report and evidence will 
be required at the time of first annual review of the progress made against this condition. 

2. Explore and improve patient and public engagement opportunities specifically around this project 
with an appropriate cohort, particularly with a Welsh focus, in line with the project. A report and 
evidence will be required at the time of first annual review of the progress made against this 
condition. 

3. It was acknowledged that the security assurance for this application was heavily dependent upon 
that which is in place for the Welsh Cancer Intelligence and Surveillance Unit (Application: CAG 
6-06(a)/2014). Correspondence between the applicants and WCISU ahead of annual review is 
strongly recommended. It is highlighted that if there are any issues with the WCISU CPiP 
assurance at the time of their next annual review, this may impact on the status of this 
application.  

4. Favourable opinion from a Research Ethics Committee. (Received – approval issued 17 March 
2016) 

5. Confirmation from the IGT Team at the Health and Social Care Information NHS Digital 
Governance Toolkit (IGT) submission. (Confirmed - Cancer Survival Group (hosted by 
London School Of Hygiene And Tropical Medicine) – Version 13 (2015-16) reported a 
reviewed grade of satisfactory at 66%).  

 
6. NEW APPLICATIONS – Non-Research  

 
a. 17CAG0006 – Hypertension in Pregnancy  

 
Purpose of application 
 
This application from Bradford Teaching Hospitals set out the purpose which will gather information 
related to indicators of adherence to the UK National Institute for Health and Clinical Excellence's 
Hypertension in Pregnancy guideline. Information including: aspirin prescription for high risk women, 
measurement of blood pressure and proteinuria at each antenatal visit and recognition of deviations 
from normal with referral to specialist services and enhanced monitoring will be obtained. 
 
Research teams working within each maternity unit taking part in this study will obtain the medical 
records of women who had given birth at their unit either before or after the publication of the most 
recent NICE hypertension in pregnancy guideline. The information will allow the applicants to see if 
there had been changes to the consistency and quality of care following the publication of the 
national guideline and if this varied across maternity units. This will also allow assessment of how 
well doctors and midwives follow care recommendations and this will then be used to inform 
education programmes to improve adherence to guidance and in doing so improve the consistency 
and quality of care for all future pregnant women.   
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A recommendation for class 1, 5 and 6 support was requested to cover activities detailed in the 
application.  
 
Confidential Patient Information Requested 
 
Cohort 
 
The patient cohort is defined as women delivering in the study maternity units, after 24 weeks 
gestation, during the years 2009-2010 and 2012-2013, to provide contemporary data but excluding 
the year the revised NICE guidance was released. The infant’s date of birth is being utilised to 
calculate a random sample of patient records of woman delivering children to be included within the 
study. The applicants requested support to collate information in relation to 8000 patients across 10 
maternity units within the England.  
 
The applicants requested access to the following items of confidential patient identifiable information 
in order to identify potential participants: 
 

 Mother’s date of birth – for validation with source information when audit checking extraction,  

 Hospital number – validation with source data when audit checking extraction,  

 Infant’s date of birth – to obtain a random sample and validation with source data when audit 
checking extraction. 

 
The applicants will not be extracting confidential patient identifiable information from the medical 
records, only the following information will be extracted: 
 

 Whether blood pressure and proteinuria was recorded at each antenatal visit, 

 Whether aspirin had been prescribed to high-risk women, 

 Whether antihypertensive therapy was provided to women with blood pressure exceeding 
thresholds.  

 
The applicants state that only infant’s date of birth will be held for analysis as this will determine 
whether the child was born pre or post NICE guidance issue. 
 
Confidentiality Advisory Group Advice 
 
Cohort 
 
The CAG noted that the application and advice form from the applicants identified different time 
periods for the study and clarification was required around the years on which the study focussed.  
 
Public Interest 
 
The Committee agreed that the application had a medical purpose and was in the public interest as 
it was important to understand and analyse the impact and uptake of NICE guidance.  
 
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 
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The Committee agreed that that there was likely to be high levels of relocation amongst women 
living in this area and as such, it was unlikely that any directed mailshots to the women to be 
included in the trial would reach the intended recipient. As such, Members were persuaded that 
consent was not practical in this instance.  
 
• Use of anonymised/pseudonymised data 
 
The CAG discussed the data required for the study and whilst it was acknowledged that the only 
item of confidential patient information which was extracted from records was the infant’s date of 
birth, Members were not convinced that the objectives of the audit were unachievable through the 
extraction of month and year of child’s birth. Further rationale to support the extraction of the full 
identifier was required and clarification around the level of precision required in this project.  
 
Justification of Identifiers 
 
The Committee acknowledged the limited data extraction which would be undertaken as part of the 
project; however, it was agreed that confirmation was required around the data items to be included 
on the research record at site as there appeared to be contradiction within the study documentation.  
 
Public and Patient Involvement 
 
Members commented that the applicant had drawn upon the experiences of women involved in the 
wider Born in Bradford programme. It was noted that this overarching programme of research 
consented women for follow-up of their child throughout their lifespan. The CAG noted that whilst 
the engagement was not specific to this project, it was relevant to this application and was at a 
much larger scale than anything which would have been expected as part of this individual service 
evaluation.  
 
Patient Notification  
 
It is a general principle of the CAG, when recommending support under Regulation 5, 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 Committee commented that the applicant had suggested it would be possible to display posters 
within local maternity units and provide information on their appointing website around the project 
and provide opt-out details. Members agreed that these steps were appropriate and would fulfil the 
patient notification and objection requirements; however, it was suggested that the posters were 
more appropriate for display in baby clinics, due to the retrospective nature of the data collection. 
Sight of the relevant documentation was required for consideration together with details of how the 
opt-out process would be managed.   
 
Clarification of Application 
 
The Committee considered the application and agreed that support was requested to cover 
research staff access of patient records. It was further noted that the applicant would be undertaking 
quality control checking at source, to ensure the validity of the data collected for which support 
under the Regulations would also need to be extended. Members stated that the audit provisions 
which the Chief Investigator had built into the application were appropriate and acknowledged that 
this would improve the overall quality of the project.  
 
Additional Points 
 



 

12 

 

Members commented that further information was required around the storage arrangements for 
study data at the various research sites as it appeared from the application that the linkage 
information would be held within the Trusts; however, there was no indication of the security 
arrangements for this data and who would be able to access this at site.   
 
The CAG also commented that confirmation of the applicant’s CRN funding would be required and it 
was agreed that an update could be provided at annual review around this point.  
 
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.  
 
In order to complete the processing of this application, please respond back to the following request 
for further information, in the form of a covering letter to the Committee, within one month:  
 
Request for Further Information 
 
1. The Committee recommended that the child’s date of birth was extracted in month and year of 

birth. Provide agreement to this term, or if this is not appropriate for the project, provide a 
stronger rationale to support the extraction and retention of the date of birth in the complete 
form.  

2. Clarify the focus years for the study, before and after the NICE guidance. 
3. Confirm the items of confidential patient information which will be recorded on the research 

forms within the Trusts.  
4. Patient notification and objection – posters should be drafted for display in baby clinics, 

together with an advert to be displayed on the Institution website to provide details of the 
project and opt-out arrangements. Submit copies of the documentation for consideration 
together with an explanation of how the opt-out system will be managed.  

5. Provide clarification of the security arrangements for study linkage data which will be stored at 
the relevant Trust sites, including details of how and where it will be stored and who will be able 
to access this information.  

 
Once received, the information will be 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 
 
1. Patient Notification and Objections – posters and advertisements, as detailed above, need to be 

displayed in the appropriate areas to facilitate notification and allow patient dissent.  
2. Provide an update on the progress made securing CRN funding for the project – this should be 

included at first annual review.  
3. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via 

Information Governance Toolkit (IGT) submission. (Pending - Bradford Teaching Hospitals 
NHS Foundation Trust, Version 13 2015-16, states a self-assessed satisfactory score – 
reviewed grade not yet published). 

 
7. NEW APPLICATIONS –Research  
 
a. 17CAG0001 – Infective Endocarditis After Valve Replacement 
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Purpose of application 
 
This application from Guy’s and St Thomas’ NHS Foundation Trust set out the purpose of this 
research proposal into Infective Endocarditis (IE), which is a life-threatening condition caused by 
infection within the heart, most commonly on a heart valve. Infective Endocarditis is much more 
common in people who have undergone a heart valve replacement. Since 2007 a new keyhole 
method of heart valve replacement – transcatheter valve implantation (TVI) – has been available, 
which avoids the need for open heart surgery. TVI is mainly used for patients who are too frail to 
undergo open heart surgery. 
 
The applicants want to understand how many patients develop Infective Endocarditis, which 
patients are affected, together with survival rates. The applicants also plan to compare the risk of 
Infective Endocarditis after TVI with the risk of Infective Endocarditis after conventional open heart 
surgery. The applicants will also look at whether the number of heart valve replacement patients 
who develop Infective Endocarditis has changed over time. Specifically, they will study the numbers 
of patients with Infective Endocarditis before and after 2008, when UK guidelines from NICE 
advised stopping antibiotic prescriptions for prevention of Infective Endocarditis. 
 
The study design is a retrospective cohort analysis. Patients who had undergone TVI will be 
identified from datasets held by the National Institute for Cardiovascular Outcomes Research 
(NICOR) - the UK TAVI registry (for transcatheter aortic valve intervention), the National Congenital 
Heart Disease Audit (for transcatheter pulmonary valve intervention), and the Adult Cardiac Surgery 
Audit (for surgical valve replacement). These NICOR datasets will then be linked to Hospital 
Episode Statistics to identify patients who have subsequently developed Infective Endocarditis. 
Linkage will be conducted by NHS Digital. To obtain information about the diagnosis and 
management of prosthetic valve Infective Endocarditis, the research team will contact the consultant 
who performed the TVI procedure and request further specific information from the patient's record. 
 
A recommendation for class 1, 5 and 6 support was requested to cover activities detailed within the 
application.  
 
 
 
 
 
Confidential Patient Information Requested 
 
Cohort  
 
The patient cohorts were described as follows: 
 

 Patients undergoing aortic or pulmonary transcatheter valve implantation (TVI) in England 
between 2007 and 2015. This cohort will be linked to the Hospital Episode Statistics (Admitted 
Patient Care) to identify patients developing Infective Endocarditis (IE) following TVI (TVI-IE). 

 Patients undergoing surgical valve replacement (SVR) in England between 2000 and 2015. 
This cohort will be linked to the Hospital Episode Statistics (Admitted Patient Care) to identify 
patients developing Infective Endocarditis (IE) following SVR (SVR-IE). 

 Patients with prosthetic valve endocarditis (affecting any surgically implanted mechanical or 
biological prosthesis, but not those with isolated valve repair) before (Pre NICE-PVE) and after 
(Post NICE-PVE) March 2008. These cohorts will be identified from linkage of the NICOR 
National Audit of Adult Cardiac Surgery to Hospital Episode Statistics (Admitted Patient Care). 
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The applicants anticipated that there would be approximately 70-140 patients within the TVI-IE 
cohort.  
 
Access was requested to the following items of confidential patient information for the stated 
purposes:  
 

 NHS Number - Required for downstream identification of patient to their operating consultant 
cardiologist, 

 Date of birth - Required to calculate age at time of procedure and age at diagnosis of Infective 
Endocarditis, 

 Date of death - Required to calculate survival post-procedure.  
 
Confidentiality Advisory Group Advice 
 
Cohort 
 
Members commented that the applicant had not provided guidance around the anticipated sample 
size for patients within the surgical valve replacement cohort and confirmation of an approximate 
sample size was required.  
 
Public Interest 
 
The Committee agreed that the application described a clear medical purpose into an understudied 
condition which had a high mortality rate and was in the public interest.  
 
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 
 
Members agreed that consent was not feasible for this project as it was likely that, due to the high 
mortality rate connected with Infective Endocarditis, a considerable number of the patients would be 
deceased. It was also acknowledged that, for the living patients, access would be required to a 
larger dataset of confidential information to enable consenting procedures to be undertaken. The 
CAG was satisfied with the rationale provided.  
 
• Use of anonymised/pseudonymised data 
 
The Committee acknowledged that the applicants would only receive an identifiable dataset in 
relation to the patient cohort who underwent the transcatheter valve implantation and subsequently 
developed Infective Endocarditis, to enable the patients to be linked back to their treating clinician to 
enable further data collection. Members were satisfied that use of confidential patient information 
was appropriate in this instance and the required linkage could not be undertaken with an 
anonymised or pseudonymised dataset.  
 
Justification of Identifiers 
 
It was noted at question 37 of the CAG application form that the applicant had specified that date of 
death was required to calculate the patient’s age at the time of Infective Endocarditis diagnosis. It 
was assumed that this was a typographical error and Members agreed that it was likely that the 
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patient’s date of birth would be utilised to make this calculation; however, it was agreed that 
clarification was required.  
 
Exit Strategy 
 
The CAG discussed the opportunities to reduce the identifiability of the data held by the applicants 
and it was suggested that patient date of birth and death could be replaced with either month/year 
or age, as appropriate, once the disease event calculations had been undertaken. Members agreed 
that the applicants would be required to agree to this revision or provide a stronger rationale to 
support the retention of these items of confidential patient information.  
 
The Committee also stressed that support was only recommended for the duration of the project 
and could not be extended to cover the retention of confidential patient information following the 
close of the study for potential follow-up. It was stated that confidential patient information should be 
destroyed once the study has closed; however, it was acknowledged that during the course of the 
project and analysis, there was potential for new information to arise which may support the onward 
retention of this data. The CAG stressed that the onus was on the applicants in this instance, to 
return to the Committee with an amendment to the existing application, or new submission as 
appropriate, before support ended on this proposal. 
 
Public and Patient Involvement  
 
Members discussed the level of public and patient involvement in the application and it was 
acknowledged that whilst the engagement described was minimal, this had led to a revision in the 
data the applicants will be requesting from patient records.  
 
Patient Notification 
 
It is a general principle of the CAG, when recommending support under Regulation 5, 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 CAG considered the additional information provided by the applicants following queries raised 
by the Confidentiality Advice Team (CAT) and it was agreed that the study should be advertised on 
the British Heart Valve Society’s website, including provision of a patient opt-out procedure. Sight of 
the advertisement would be required together with details of how the patient opt-out procedure 
would be managed.  
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Additional Points 
 
Members noted from the application that it was the intention to store the study data on encrypted 
external hard drives and it was recommended that the applicants clarify that this process was 
compliant with their local Information Governance procedures around storage of confidential patient 
information. 
 
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.  
 
In order to complete the processing of this application, please respond back to the following request 
for further information within a covering letter, together with any supporting documentation required, 
within one month:  
 
Request for Further Information 
 
1. Provide confirmation of the anticipated size of the surgical valve replacement cohort. 
2. Provide clarification that the patient’s date of birth, rather than date of death will be used to 

calculate age at the time of Infective Endocarditis diagnosis.  
3. Confirm that the date of birth and date of death for patient’s will be translated into month/year or 

age at event, once disease event calculations have been undertaken, in order to reduce the 
identifiability of the data stored here. Provide a stronger rationale to support the retention of 
these identifiers if this is not practical. 

4. Submit a copy of the advertisement to be placed on the British Heart Valve Society’s website 
for consideration, together with an overview of how the patient opt-out procedure will be 
managed.  

 
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. Only at this point, if considered satisfactory, will a 
final approval outcome be issued and our Register of Approved Applications updated.  
 
Specific Conditions of Support 
 
1. Advertisement of the study on the British Heart Valve Society’s website, as previously detailed, 

to facilitate patient notification and objection. Confirmation to be provided once the 
advertisement has gone live and any further updates to be given as part of the standard annual 
review procedure.  

2. All patient objections to be respected and any individual whom expressed dissent to be 
removed from the study.  

3. Support is only extended for the duration of the study, at which point, confidential patient 
information in relation to the deceased cohort should be destroyed. Should new information 
arise during the course of the study which would justify the onward retention of identifiable 
information, the applicants should return to the Committee with an amendment/new submission, 
as appropriate, for further consideration prior to the expiration of this application.  

4. Favourable opinion from a Research Ethics Committee. (Confirmed – Substantial 
Amendment 1 dated 12/12/2016, London Bromley REC) 
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5. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via 
Information Governance Toolkit (IGT) submission. (Guy's & St. Thomas' NHS Foundation 
Trust – Version 13 (2015-16) published score of 74% a reviewed satisfactory grade).  

 

b. 17CAG0003 – Hepatology Database South East England 
 
Purpose of Application 
 
This application from Royal Surrey County Hospital set out the purpose of the establishment of a 
hepatology database for the South East of England region in order to provide a better understanding 
of the impact of liver disease in the area. Currently, the information is fragmented as it is held in 
different hospitals and GP surgeries as there is currently no established hepatology database for 
this region. Adults (living and deceased) with a history of liver disease will be eligible for inclusion on 
the database. Data will be collected from GP surgeries, hospitals, clinical laboratories, 
histopathology departments and the liver transplant registry. The database will be used to improve 
the perception of the burden of liver disease in the South East England region, provide an in-depth 
understanding of regional liver disease epidemiology and identify any disease clustering. 
 
A recommendation for class 1, 2, 4 and 6 support was requested to cover activities described in the 
application.  
 
Confidential Patient Information Requested 
 
Cohort 
 
The applicant is unable to estimate the number of participants to be included in the database; 
however, it is stated that any adult (living or deceased) who has encountered liver disease (has/have 
had) will be eligible for inclusion. The applicants clarified that they would like to include records back 
to 2009, together with the prospective collection of information moving forward.  
 
The following items of confidential patient identifiable information are requested for the stated 
purposes: 
 

 NHS Number – to identify patient and perform linkage, 

 Hospital ID – to enable linkage between a particular patient and the treating hospital where 
records of their liver disease are kept, 

 Date of birth – to calculate age at diagnosis, progression free survival and age at death, 

 Date of death – to calculate survival statistics including progression free and overall survival, 

 Postcode (Sector Level) – to identify geographical clustering,  

 Gender – ascertain disease preponderance in either sex, 

 Ethnicity – ascertain disease prevalence in ethnic groups.  
 
Confidentiality Advisory Group Advice 
 
Scope of the Support Request 
 
Members considered the information provided within the application and it was commented that it 
was not clear what activities the applicant was requesting support to cover. It appeared from the 
application that the applicant would be data-mining on the various research sites which would feed 
into the database; however, the Committee was unclear why the various sites were unable to extract 
the necessary data following an IC10 code search within their records. The CAG agreed that a 
clearer understanding was required around the methodology of data collection to be employed for 
the project, in order to clarify what the application is requesting support to cover.  
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Scope of Data Sources 
 
The Committee noted that primary care data would be provided by extraction from the Royal College 
of GPs database, which the applicants stated held data on 1.2 million patients nationally and had 
subscription from 22 GP surgeries within the target geographical area. Members raised concerns 
around the use of this data source as the sole resource for primary care data as it appeared the 
RCGP database only held data in relation to a fraction of the current population. It was also noted 
that the number of GP practices subscribed to the Royal College of GPs database appeared 
relatively low in relation to the size of geographical area to be covered. As such, it was unclear 
whether the sample identified from the Royal College of GPs database would be adequate in size for 
the project’s purpose and whether the objectives would be achievable on this limited dataset.  
 
Database Content 
 
Members were unclear whether the database was only intended to include the records of those 
patients who were successfully linked between primary and secondary care sources, or whether the 
intention was to include all records. The Committee agreed that a clearer explanation was required 
around the content of the database.  
 
Public Interest 
 
The Committee discussed the information presented within the application and supporting 
documentation and it was noted that whilst the public benefit of the proposal can be interpreted, this 
could have been better articulated by the applicants. Members requested further information around 
the anticipated outputs from the database and clarification of what the database will yield in relation 
to the local population, in order to more clearly understand the public benefit of the proposal.  
 
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 CAG supported the rationale that it was inappropriate to invite patients back to clinic for 
research consent purposes only; however, it was suggested that the living population in this patient 
cohort were likely to be quite unwell and as such attending regular follow-up appointments at which 
they could be approached.  
 
Members discussed the ongoing prospective nature of the database and it was identified that the 
applicants had not provided any information around the consenting arrangements for future patients 
who would be included within the database at the point of diagnosis. The CAG agreed that consent 
was possible for a prospective cohort and further consideration was required by the applicants in this 
area.  
 
It was agreed that further clarification was required from the applicant in respect of the feasibility of 
consent as the Committee was not satisfied that this had been fully explored by the applicants and it 
was stressed that limited funding to facilitate consent was a disappointing explanation.  
 
• Use of anonymised/pseudonymised data 
 
The CAG acknowledged that the proposed data linkages could not be undertaken through use of an 
anonymised dataset. It was acknowledged that the data provided by the Royal College of GP’s 
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would be provided in a pseudonymised format and the applicants would be provided with the 
pseudonymisation algorithm, to enable the same process to be applied to records from secondary 
care to enable matching and data linkage. Clarification was sought around who would have access 
to the pseudonymisation algorithm.  
 
 
 
 
Justification of Identifiers 
 
The Committee were satisfied with the justification provided by the applicant for the items of 
confidential patient information required for the project.  
 
Exit Strategy 
 
The Committee identified that there was no defined exit strategy for the database as this was 
prospective and ongoing; however, it was agreed that steps should be taken to reduce the 
identifiability of the data held within the database. In response to earlier queries, the applicants had 
suggested that it was possible to convert date of birth and death into month and year, once the 
relevant calculations had been undertaken. The applicants had also suggested that the age at each 
stage of disease could be recorded, rather than dates. Members received the recommendation and 
agreed that these were appropriate and proportionate suggestions in order to reduce the 
identifiability of the data held within the database and would need to be undertaken.  
 
Patient and Public Involvement 
 
The Committee noted that there had been no patient or public engagement in the application 
process and it was stressed that whilst patients were not actively involved in the research, it was 
usual that a relevant patient cohort would be consulted about the research purposes and tested 
around the acceptability of utilising confidential patient data without consent in this manner.  
 
Members noted that the applicant had support via the British Liver Trust and it was suggested that 
patient and public involvement could easily be facilitated via the Trust’s advertised patient groups 
within the relevant locality.  
 
The CAG agreed that evidence of the engagement with a relevant patient or public group was 
required to support the application process.  
 
Patient Notification and Objection 
 
It is a general principle of the CAG, when recommending support under Regulation 5, 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 acknowledged that the applicants had identified existing systems which were in place in 
both primary and secondary care to record patient dissent which they intended to respect. Whilst it 
was clear within primary care that information from a patient who had expressed an objection would 
not be transferred to the Royal College of GPs database, it was unclear how the similar system was 
managed within the various secondary care institutions to be included within the project and what 
process the applicants had in place to ensure that all objections were respected and further 
clarification was required. 
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The CAG discussed the opportunity for further patient notification and it was suggested that 
information about the project could be displayed within GP surgeries, liver clinics and by advertising 
on liver disease charity websites, to extend the potential reach of the notification and open up the 
opportunity of project-specific objection from patients. The Committee confirmed that further 
consideration within this area was required by the applicants.  
 
Other Points 
 
Members were unclear around who was responsible for the proposed database as it was noted that 
the application was linked to a specific research project, which was being undertaken by the same 
applicant as part of their MD qualification under appropriate academic supervision; however, the 
establishment of the overarching research database in this proposal, which it was acknowledged 
was a larger scale project, was identified as the responsibility of the same applicant. Clarification 
was sought around the management and facilitation arrangements for the proposed database.  
 
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 
 
The following information should be provided to allow the CAG to continue their consideration of the 
application. The information should be provided as a resubmission of the application, updating the 
IRAS application form where relevant, and providing response to the below points in a covering 
letter: 
 
1. Provide a clearer description of the proposed data collection methodology for the project in 

order to provide a better understanding of what the application for support concerns.  
2. Further consider the limitations of the Royal College of GP’s database and the potential impact 

this may have on the project. Provide response and further rationale to support how the overall 
objectives of the project can be achieved from the limited dataset. 

3. Provide clarification around whether it is the intention to include all records within the database, 
or only those where linkage between primary and secondary care datasets has been possible.  

4. Further information is required to support the public interest in the project – provide more detail 
around how the anticipated outcomes of the project will benefit the local population.  

5. Further consideration is required around the feasibility of consent – provide a response to the 
following points: 
a. It was suggested that the population living with liver disease would be under regular follow-up 

and could potentially be consented at a follow-up appointment – consider this point and 
provide response, or stronger rationale to support why consent is not feasible for this group, 

b. Prospective entries – it was noted that the database is prospective and ongoing collection 
would be undertaken. It is unclear why those future patients who will receive a liver disease 
diagnosis cannot be consented. Provide further comment and a stronger rationale to support 
not seeking consent from a prospective patient cohort if appropriate.  

6. Reduction in identifiability of identifiers – it was agreed that date of birth and death should be 
converted into month and year once the relevant calculations have been undertaken. It was 
further agreed that disease diagnosis and events should be recorded in age at the time of the 
event. Confirm agreement to this point and revise the application and supporting documentation 
accordingly. 

7. Appropriate patient and public engagement should be undertaken to support the public interest 
in the project. It was noted that the patient groups advertised on the National Liver Trust website 
would be a useful resource and can be located to the relevant geographical area of focus. 
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Acceptability should be tested around the use of confidential patient information for this purpose 
without consent.  

8. Patient Notification and objection – provide further consideration and response to the following 
points: 
a. Provide further information around the patient objection systems which are in place within the 

secondary care sites, how these systems are managed and provide confirmation of how 
objections will be identified and managed for the purposes of this project. 

b. Consider opportunities to undertake patient notification specific to this project, accounting for 
the advertisement on appropriate websites, utilising connections with associated charities, 
liver clinics and GP surgeries and establishing a project specific objection process. Provide a 
response on what activities have been identified, provide copies of any adverts/materials for 
consideration and confirm how the dissent process will be managed and respected. 

9. Confirm who will hold and access the pseudonymisation algorithm supplied by the Royal 
College of GP’s. 

10. Provide further clarification around the facilitation and management arrangements for the 
research database, detailing areas of responsibility and who is accountable for these.  

 
c. 17CAG0004 – PBC Patient Pathways  

 
Purpose of application 
 
This application from University of Surrey set out the purpose of a feasibility study into Primary 
biliary cholangitis (PBC) (ICD-19 K74.3), an important rare liver disease and which is described as a 
model autoimmune condition. Studying rare liver diseases is challenging and case-finding is limited 
due to the low prevalence of the disease. There is paucity of real-world data on PBC mainly due to 
lack of awareness around this disease as well as due to fragmentation of data on patients with this 
rare condition. Currently, the availability of this information is held in different hospitals, GP 
surgeries and clinical laboratories. The applicants hypothesise that triangulating information from 
primary care, clinical laboratories and secondary care will provide an accurate real-world picture of 
the burden of PBC in South East England and overcome the limitations recognised in the data 
collected by the UK-PBC consortium.  
 
A recommendation for class 1, 2, 4 and 6 support was requested to cover activities as detailed in 
the application.  
 
Confidential Patient Information Requested 
 
Cohort 
 
The applicants have estimated a cohort of between 40 and 100 patients within the geographical 
region to be studied; however, a much larger dataset will need to be studied in order to identify 
patients with this rare condition. The specified cohort will be identified from the hepatology database 
which had been considered by the CAG under application 17CAG0003.   
 
Access was requested to the following items of confidential patient information for the purposes as 
specified: 
 

 NHS Number – to identify patient and perform linkage, 

 Hospital ID – to enable linkage between a particular patient and the treating hospital where 
records of their liver disease are kept, 

 Date of birth – to calculate age at diagnosis, progression free survival and age at death, 

 Date of death – to calculate survival statistics including progression free and overall survival, 

 Postcode (Sector Level) – to identify geographical clustering,  

 Gender – ascertain disease preponderance in either sex, 
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 Ethnicity – ascertain disease prevalence in ethnic groups.  
 
Confidentiality Advisory Group Advice 
 
Scope of the Application 
 
The Committee acknowledged that as this proposal would be undertaken on a dataset embedded 
within the generic liver disease database which will be established by the same team under project 
17CAG0003. Members identified that the validity of this project was reliant on the quality and extent 
of the data included within the generic database and it was recognised that the issues which had 
been identified with that project required resolution before consideration of this application could be 
undertaken. 
 
Members stated that the project appeared to rely on the applicants being able to track all PBC 
patient pathways; however, the CAG was unclear whether this could be achieved due to the 
limitations of the data sources feeding into the generic database, with particular reference to the 
number of GP surgeries involved. Further reassurance was required from the applicants that the 
stated outcomes for this specific project would be achievable.  
 
Public Interest 
 
The CAG agreed that the application defined a medical purpose; however, a stronger rationale was 
required to explain how the proposed outcomes of the study were of public benefit.  
 
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 Committee acknowledged that the project focussed on a rare liver disease and some of the 
patients to be included were deceased and as such consent was not feasible for this cohort. The 
applicants had also advised that the location of PBC patients was unknown as their treatment could 
be managed in various healthcare sectors.  
 
• Use of anonymised/pseudonymised data 
 
Members acknowledged from the applicant’s response to previous queries that the use of 
depersonalised data was not appropriate in this instance as the detailed identifiers were required to 
undertake the relevant data linkage to map the patient pathways. However, it was queried how the 
applicants intended to undertake this mapping as it was noted from the review of the generic 
database application, from which study data would be extracted, that it was unlikely that the 
applicants would be able to complete linkage between primary and secondary care for many 
patients. It was agreed that further clarification around the viability of the project was required. 
 
The CAG also identified that, due to the small patient population to be studied there was potential 
that depersonalised data could still be identifiable due to the rare disease and restricted 
geographical focus of the project. Members advised that the applicants would need to be mindful 
around the publication of findings to account for this and further confirmation would be requested 
around how this would be managed.  
 
Justification of identifiers 
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The Committee acknowledged the justifications provided for the specified identifiers.  
 
Exit Strategy 
 
Members noted that the applicants intended to remove confidential patient identifiers from the 
project-specific dataset once data linkage had been completed and disease event calculations had 
been undertaken. It was noted that the applicant intended to retain research/personal data for five 
years after the study had ended and clarification was required that this did not include confidential 
patient identifiable data.  
 
Patient and Public Involvement 
 
The Committee noted that there had been no patient or public engagement in the application 
process and it was stressed that whilst patients were not actively involved in the research, it was 
usual that a relevant patient cohort would be consulted about the research purposes and tested 
around the acceptability of utilising confidential patient data without consent in this manner.  
 
Members noted that the applicant had support via the British Liver Trust and it was suggested that 
patient and public involvement could easily be facilitated via the Trust’s advertised patient groups 
within the relevant locality.  
 
The CAG agreed that evidence of the engagement with a relevant patient or public group was 
required to support the application process. It was noted that consultation with a generic liver 
disease patient group would fulfil the criteria as it was acknowledged that the study concerned a rare 
liver disease which may not have an established patient engagement network.  
 
Patient Notification and Objection 
 
It is a general principle of the CAG, when recommending support under Regulation 5, 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 acknowledged that the applicants had identified existing systems which were in place in 
both primary and secondary care to record patient dissent which would be respected when entering 
patients into the generic liver database. It was recognised that specific queries in relation to this 
process had been raised in connection with the generic liver disease application and would require 
further clarification.  
 
The CAG discussed the opportunity for further patient notification, particularly in relation to the 
narrow focus of this project. Members suggested that project specific advertising could be displayed 
within GP surgeries and liver clinics throughout the region and also by advertising on liver disease 
charity websites, to extend the reach of notification and open up the opportunity of project-specific 
objection from patients. The Committee confirmed that further consideration within this area was 
required by the applicants.  
 
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 
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The following information should be provided to allow the CAG to continue their consideration of the 
application. The information should be provided as a resubmission of the application, updating the 
IRAS application form where relevant, and providing response to the below points in a covering 
letter: 
 
1. The Committee acknowledged the dependence of this application upon the outcome of the 

generic liver disease database which was submitted under CAG reference 17CAG0003 – this 
database application required resolution before consideration could be given to this related 
project-specific application.  

2. Provide further reassurance that the project outcomes would be achievable on an extraction from 
the 17CAG0003 database, acknowledging the limitations identified with the data sources 
compiling the database. Further information is required around how mapping of patient pathways 
will be managed when it had been identified that linking between primary and secondary care 
was not likely to be widely possible (as identified in the review of 17CAG0003).  

3. Provide more detailed information to explain how the intended outcomes for the project will 
improve the care of PBC patients within the specified locality, to strengthen the public interest in 
the application.  

4. Provide further information around how you intend to publish findings to ensure patients cannot 
be identified, acknowledging the small and geographically restricted patient cohort to be studied. 

5. Confirm that the research/personal data which will be retained for five years after the study has 
ended will not include confidential patient identifiable data. 

6. Appropriate patient and public engagement should be undertaken to support the public interest in 
the project. It was noted that the patient groups advertised on the National Liver Trust website 
would be a useful resource and can be located to the relevant geographical area of focus. It was 
noted that a generic liver disease patient group could be approached.  

7. Patient Notification and Objection – Consider opportunities to undertake patient notification 
specific to this project, accounting for the advertisement on appropriate websites, utilising 
connections with associated charities, liver clinics and GP surgeries and establishing a project 
specific objection process. Provide a response on what activities have been identified, provide 
copies of any adverts/materials for consideration and confirm how the dissent process will be 
managed and respected.  

 
d. 17CAG0011 – Genetic Polyposis of the Bowel  

 
Purpose of application 
 
This application from Cardiff University set out the purpose of medical research into colorectal 
cancer (CRC), which is one of the most common cancers worldwide, with over one million new 
cases diagnosed each year. There is a considerable heritable component which is important for 
correct diagnosis on the basis of a family pedigree or through molecular characterisation. This study 
will employ 'next generation' sequencing methodologies to identify mutations that may clarify the 
genetic mechanisms involved in polyposis of the bowel. The study involves both living and deceased 
patients - the application for support only relates to the deceased patient cohort, the living 
patients will be consented.  
 
The submission had been made to CAG for consideration of arrangements in relation to the 
deceased patient cohort. From original approval of the research project in 2012, the applicants were 
accessing the data of deceased patients with consent from the next of kin. The project had received 
the relevant ethical and R&D approvals on this basis. It was brought to light in January 2016; the 
Access to Health Records Act 1990 does not provide a legal basis for next of kin to consent to the 
review of medical information of deceased patients. Upon receipt of this confirmation, the applicants 
halted recruitment of deceased patients in order to make amendments to the procedures for 
accessing this information. A substantial amendment was submitted to the REC to establish legal 
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basis to access the deceased patient’s information, which was approved. The application to CAG 
followed this REC approval.   
 
A recommendation for classes 3 and 6 support was requested to cover activities as specified in the 
application. 
 
Confidential Patient Information Requested 
 
Cohort 
 
The study cohort included patients, male or females, alive or deceased, with a clinical diagnosis of 
polyposis of the bowel (10 or more separate colorectal polyps). Support is only requested in 
relation to deceased patients. It is estimated that around 300 participants will be recruited to the 
trial, of which there would be maximum of 20 deceased patients. 
 
Access was requested to the following items of confidential patient information for the detailed 
purposes: 

 
 Name – to identify clinical records, validation and linkage, 

 Date of birth – to identify clinical records, validation and linkage,  

 Date of death – validation and linkage. 
 
The above identifiers together with gender will be retained for analysis purposes.  
 
Confidentiality Advisory Group Advice 
 
Public Interest 
 
The Committee agreed that the application presented a strong medical purpose and was in the 
public interest as it may provide information which could lead to prevention and treatment strategies 
for colorectal cancer.  
 
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 
 
Members confirmed that as the application was in relation to deceased patients, consent was not 
possible.  
 
• Use of anonymised/pseudonymised data 
 
The Committee agreed that the required data linkages described in the application could not be 
undertaken without access to confidential patient identifiable information.  
 
Justification of Identifiers 
 
The CAG agreed that the identifiers which the applicants had requested were justified and 
proportionate to enable the undertaking of the proposal.  
 
Exit Strategy 
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Ahead of the Committee meeting, Members had requested further rationale from the applicants 
around the retention of confidential patient information in respect of the deceased patient cohort after 
the data and tissue linkages had been undertaken. It was noted that the application requested 
support to retain this information for five years following the closure of the study, for potential future 
linkages. Dr Iris Egner, Key Collaborator on the project, responded by email (11/01/2017) and 
provided further information around this point. It was noted that retention of the data was required for 
a number of purposes; however, the Committee agreed that the prevention of duplicated patient 
entries being created within the data set which would bias the results was an appropriate justification 
for the retention of the data for the duration of the project. 
 
Dr Egner proposed within correspondence that the confidential patient information in relation to the 
deceased cohort could be destroyed at the end of the study. The Committee agreed that this was 
appropriate based on current information which had been presented. However, it was acknowledged 
that during the course of the project and analysis, there was potential for new information to arise 
which may support the onward retention of this data. The CAG stressed that the onus was on the 
applicants in this instance, to return to the Committee with an amendment to the existing application, 
or new submission as appropriate, before support ended on this proposal.  
 
Patient Engagement 
 
Members discussed the contact the applicants proposed with the next of kin of deceased patients. It 
was agreed that the information materials which had been prepared for this group were to a good 
standard and the CAG commended the applicants for the proposed process seeking the views of the 
next of kin in relation to the project and the level of contact they would like to receive around this. 
The Committee also agreed that the next of kin engagement, together with the patient engagement 
undertaken via the consented cohort of living patients was sufficient for this proposal.  
 
Patient Notification and Objection 
 
It is a general principle of the CAG, when recommending support under Regulation 5, 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 Committee acknowledged that the process of dissent which the applicants had extended to the 
deceased cohort’s next of kin and agreed that this was a commendable additional step. Members 
acknowledged that there were specific requirements in relation to the provision of information for 
patients and service users in Welsh centres, which was governed by the Welsh Language Act 
(1993) and it was recommended that the applicants made reference to this to adherence to 
guidance. No further issues were raised in this area.  
 
Historic Study Process and Data Processing 
 
Members acknowledged that the submission to CAG had come following identification of 
inappropriate procedure in relation to the accessing and processing of deceased patients records. 
The CAT had requested a report from the applicants providing an overview of the historic process, 
how and when it was identified that this process did not define a legal basis for processing 
confidential deceased patient information and what steps the team had taken since this point. The 
Committee considered the report which had been submitted and it was agreed that the applicants 
had acted appropriately since this issue was brought to their attention and had taken the relevant 
steps to establish a legal basis for the data processing. 
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It was highlighted that it was not possible to backdate a recommendation of support under the 
Regulations and as such historic data relating to deceased individuals gathered prior to this letter 
was not covered. There were no further issues raised in this area.  
 
Confidentiality Advisory Group Advice Conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have been met and 
that there was a public interest in projects of this nature being conducted, and therefore advised 
recommending support to the Health Research Authority, subject to compliance with the specific and 
standard conditions of support as set out below. 
 
Specific Conditions of Support 
 

1. Support is only extended for the duration of the study, at which point, confidential patient information 
in relation to the deceased cohort should be destroyed. Should new information arise during the 
course of the study which would justify the onward retention of identifiable information, the 
applicants should return to the Committee with an amendment/new submission, as appropriate, for 
further consideration prior to the expiration of this application.  

2. Support to process confidential patient information without consent cannot be backdated and is only 
effective from the date of this letter.  

3. Support can only be extended to England and Wales.  
4. Favourable opinion from a Research Ethics Committee. (Confirmed – Substantial Amendment 5, 

14 October 2016 – Wales REC 3). 
Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 
Governance Toolkit (IGT) submission. (Confirmed - Cardiff University (8WG65), Reviewed grade 
of satisfactory at 94%, Version 13, 2015-16). 
 

8. MINUTES OF THE MEETING HELD ON 01 DECEMBER 2016 
 

The minutes of the meeting held on 01 December 2016 were received and signed as an accurate 
record of proceedings.  

 
9. CAG CHAIR REPORT 

 
Members received and noted the Chair’s report.   

 
10. ANY OTHER BUSINESS  

 
No additional was raised. 

 
 
The meeting was closed.  
 
 


