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Confidentiality Advisory Group 

 

Minutes of the meeting of the Confidentiality Advisory Group 

 

9 January 2014 at 10:00 at Skipton House, SE1 6LH 

 

 

Present: 

Name Capacity  

Dr Mark Taylor (Chair) Lay 

Dr Charlotte Augst (present until 7b)  

Dr Christopher Wiltsher Lay 

Dr Kambiz Boomla  

Dr Murat Soncul  

Dr Patrick Coyle  

Dr Robert Carr  

Dr Tony Calland MBE (present until 8d)  

Dr Tricia Cresswell (Vice-Chair)  

Mr Anthony Kane Lay 

Mr C Marc Taylor  

Ms Clare Sanderson (present until 8b)  

Ms Gillian Wells Lay 

Ms Madeleine Colvin  

Professor Jennifer Kurinczuk  

Professor Julia Hippisley-Cox  

 

Also in attendance: 

Name Position (or reason for attending) 

Ms Natasha Dunkley Confidentiality Advice Manager, HRA 

Ms Claire Edgeworth Deputy Confidentiality Advice Manager, HRA 

Mr John Robinson Confidentiality Advisor, HRA 

Ms Rebecca 

Stanbrook 

Director of Confidential Advice – section 251, HRA 

Ms Joan Kirkbride Director of Operations, HRA  

Mr Stephen Robinson Corporate Secretary, HRA ( items 7a to 9) 

Mr Shaun Griffin Director of Communications, HRA (item 5) 

Mr David Evans Expert advisor – Data Protection, Information Commissioner’s Office 

Elizabeth Coates Research Governance Co-ordinator, Public Health England (observer) 

Mr Ray Avery NHS England (item 7a) 

Ms Kath Murphy NHS England (item 7a) 

Ms Karen Thomson NHS England (item 7a) 
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1. INTRODUCTION, APOLOGIES AND DECLARATIONS OF INTEREST 
 

Welcome 
 
The Chair welcomed Mr John Robinson who had recently joined the Confidentiality 
Advice Team (CAT) as the Confidentiality Advisor.  
 
The CAT had moved into the HRA Operations Directorate from 01 January 2014 under 
the remit of Ms Joan Kirkbride, Director of Operations, who was attending in this 
capacity, and Mr Stephen Robinson was attending in his capacity of approver for HRA 
research applications. The Group also extended a welcome to Ms Elizabeth Coates who 
was attending as an observer from PHE to understand further the considerations of the 
Group to inform advice provided locally.   
 
The Group congratulated Dr Tony Calland on being awarded the Member of the Order of 
the British Empire (MBE). 
 
Apologies 
 
Apologies were received from Mr Terence Wiseman. 
 
The Chair advised that he had received notification of two Member resignations since the 
last meeting. Due to other commitments, Mr Paul Charlton had resigned with immediate 
effect and Dr Charlotte Augst would leave the Group on 7 March 2014. Thanks were 
extended for the advice these members had provided during their time on the Group.  
 
Declaration of interests 
 
The following interests were declared:  
 

 Mr Marc C. Taylor declared a potentially competing interest in item 6a as noted at 
time of appointment and it was agreed that the nature of the interest did not prevent 
him from providing advice against the request.  

 Professor Julia Hippisley-Cox did not receive CPRD papers and left the room for 
items 6a in order to avoid any perception of a competing interest given her role with 
QResearch. 

 Professor Jennifer Kurinczuk declared an interest in item 6b as she was the applicant 
and was not present for the duration of the discussion or advice recommendation.                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                         

 Dr Murat Soncul declared an interest in item 8a as the Head of Information 
Governance at South London and Maudsley NHS Foundation Trust, and left the room 
for the duration of the discussion.            

 The Group noted that Ms Clare Sanderson was no longer employed at the Health and 
Social Care Information Centre (HSCIC). As Ms Sanderson had been recruited to the 
CAG based on her expertise rather than her role this was not considered to impact on 
her continuing membership. 

 
2. MINUTES OF THE MEETING HELD ON 28 NOVEMBER 2013 

 
The minutes were agreed as an accurate record, subject to two specific changes: the first 
on page 27 where the sentence was unfinished and revision of the discussion regarding 
the reporting of security incidents as reported against reference ECC 6-02(FT16)/2012 - 
CQC 2013 Maternity Survey CQC security breach item in the October 2013 meeting 
minutes. The Group were advised by the ICO representative that he was not aware if 
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they had been notified.  Members discussed the role of the CAG in relation to security 
breach notification and were informed that reporting was now via the IG Toolkit 
mechanism. Members advised that further clarity should be sought from the applicant in 
relation to why it did not appear to be reported to the ICO and members discussed 
indicating to the applicants that they were minded to ask why the incident had not been 
reported, and to invite comment on this.  
 
Action: CAT to ascertain whether reporting of security breaches was a condition of 
support in the outcome letter and to follow-up on applicant reporting aspect. 
 
The conditions of support for item 6b were also corrected. 

 
3. OFFICE REPORT AND MATTERS ARISING 

 
Operational and CAT advice updates 
 
Wales Information Sharing Workshop 
 
A meeting took place with NHS Wales Information Service and the Confidentiality Advice 
Team (CAT) on 02 December 2013; this followed on from the mutually expressed wish to 
share knowledge of Wales issues around potential applications and to develop 
understanding of how applications are assessed at the office level. This was also 
attended by Dr Patrick Coyle and Dr Chris Wiltsher, with Dr Mark Taylor attending by 
teleconference for a short period.  
 
Members of the CAT presented  

 an overview of the HRA, CAG’s place within HRA and current developments  

 an overview of the regulatory framework and CAG role 

 an overview of the application process from initial query to outcome and annual 
review, including proportionate review 

 exception handling and lessons learnt. 
 

Differences between England and Wales in the structures of health care, social care, 
information governance and research governance were noted and the possible effects of 
these on applications were discussed.  Cross-border data flows, for example around 
invoice validation, may raise issues in future. 
 
It was agreed that it would be useful to revise the CAT process for handling applications 
to include a check for significant involvement of Welsh applicants.  It was suggested that 
it would be helpful to have one or more Welsh colleagues present as observers at CAG 
meetings, to develop understanding and expertise. 
 
Welsh colleagues readily agreed to keep in touch with CAT about developments in 
Wales, and to explore possible effects of those developments. 

 
Applications considered via proportionate review 
 
CAG 9-03(PR1)/2013 - Retrospective case notes review of perinatal stroke 
 
This research application from Newcastle upon Tyne Hospitals NHS Foundation Trust set 
out the purpose of a study to obtain information about presentation, management and 
current care pathways in perinatal stroke.  This included the ways in which babies born at 
term and premature babies presented with perinatal stroke, the range in age at which a 
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diagnosis was made, variation in management including investigations and referrals for 
therapy and other specialist services, and outcome.  A particular focus was whether the 
infants developed cerebral palsy and whether term and preterm infants differed in their 
rates of developing hemiplegic cerebral palsy.   
 
A recommendation for class 1, 5 and 6 support was requested to cover access by one 
researcher to case notes of patients suffering from perinatal stroke within a 10 year 
period (2000-2009) at 4 hospitals in the Northern region with neonatal intensive care 
units.  Access was requested to name, hospital number and date of birth.  It was noted 
that only date of birth would be extracted. This application was considered via the 
proportionate review process under criteria 3 - Where applicants are accessing data on-
site to extract anonymised or effectively pseudonymised data.  This application was 
consider by Dr Mark Taylor (Chair), Ms Madeleine Colvin and Dr Christopher Wiltsher. 
 
Confidentiality Advisory Group advice  
 
Member agreed that the specified aims of this study examining perinatal stroke in infants 
were in the public interest. 
 
Practicable alternative 
 
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. 
 
In assessing whether consent would be feasible, Members noted that this would be 
demanding in terms of resources and address data recorded within the records would not 
be up to date. It was also noted that access to case notes would be required in order to 
screen and identify those patients eligible for inclusion in the study; thus consent would 
have to be sought from a disproportionate number of patients who might not be eligible, 
with the potential to cause distress. Based upon this, it was agreed that consent would 
not be feasible. 
 
In assessing whether pseudonymised or anonymised data would be sufficient, Members 
noted that full date of birth would be required, but would be reduced to year of birth only 
at the earliest opportunity.  
 
Data protection compliance 
 
It was a requirement of the Regulations that an application must not be inconsistent with 
the principles of the Data Protection Act 1998 (DPA). The first principle of the DPA 
requires reasonable efforts be made to inform data subjects of the use of their data.   In 
line with this, Members emphasised that reasonable attempts should be made to raise 
awareness of this study, particularly where patients were still in contact with the hospital. 
Members also queried the retention of data and noted that the hospital would generate a 
list of case notes copied, which could be used to re-identify individuals, and sought 
assurance that this list would be destroyed at the end of the study. 
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Research associate 
 
Members requested confirmation that the research associate mentioned in the 
application would not personally visit hospital sites to extract data, and that they would be 
subject to contractual obligations of confidence, with sanctions in place for any breach. 
 
Objections to processing of confidential data 
 
Members emphasised that data belonging to any patients who had expressed an 
objection to the processing of their data, or where appropriate whose parents had 
expressed an objection, should be excluded from the study. 
 
Confidentiality Advisory Group advice conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have been 
met, and therefore advised recommending provisional support to the Health Research 
Authority, subject to the following request for clarification and compliance with the 
specific and standard conditions of support as set out below.  
 
Request for clarification 

 
1. Confirmation that the research associate would be contractually bound to observe the 

same confidentiality rules as the researcher, with sanctions for any breach. 
 

2. Confirmation that the research associate would not visit hospital sites to extract data. 
 

3. Confirmation that the list of case notes copied would be destroyed at the end of the 
study. 

 
Specific conditions of support 

 
1. Favourable opinion from Research Ethics Committee. 

 
2. Confirmation of suitable security arrangements via IG Toolkit submission. 

 
3. Any objections by patients, or where appropriate patients’ parents, to processing of 

their data should be upheld. 
 

4. Reasonable attempts should be made to inform patients of the project, for example by 
displaying patient information in hospitals which could be referred to if the 
patient/parent was still in contact with the hospital.  

 
CAG 9-03(PR2)/2013 – The 100 Prescriptions study 
 
This research application from the University of Nottingham set out the purpose of a 
study to assess error rates in prescribing by GP registrars, following on from similar work 
on behalf of the General Medical Council.  A recommendation for class 1, 5 and 6 
support was requested to cover access by a CCG-employed pharmacist to access notes 
of 1,000 GP patients in the East Midlands, in order to assess the appropriateness of the 
most recent 100 prescriptions issued by each of 10 GP registrars recruited to the study. 
Access was requested to patient records on GP practice sites in order to extract 
anonymised data.  This application was considered via the proportionate review process 
under criteria 3 - Where applicants are accessing data on-site to extract anonymised or 
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effectively pseudonymised data. This application was reviewed by Dr Mark Taylor 
(Chair), Professor Jennifer Kurinczuk and Mr Terence Wiseman. 
 
Confidentiality Advisory Group advice  

 
Public interest 
 
Members agreed that there was a valid public interest in assessing the quality and safety 
of prescribing and identifying and rectifying any particular shortfalls by GP registrars. 
 
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. 

 
In assessing feasibility of consent members noted the assertions that seeking consent 
would not be practicable due to the potential effect that incomplete ascertainment could 
have on the validity of the study findings.  
  
In assessing whether processing of anonymised or pseudonymised data would be 
sufficient, it was noted that a researcher would require access to patient notes and that 
this would be time limited. Anonymised data only would be extracted for analysis 
purposes. 

 
Data protection compliance 

 
It was a requirement of the Regulations that an application must not be inconsistent with 
the principles of the Data Protection Act 1998 (DPA). The first principle of the DPA 
requires reasonable efforts be made to inform data subjects of the use of their data.   In 
line with this, Members emphasised that appropriate attempts should be made to raise 
awareness of this study, for example provision of an information poster and leaflet which 
could be displayed and distributed in participating GP practices. Any patient information 
should include details of how a patient could register an objection with the GP practice 
and ensure that their records were not accessed. 
 
Confidentiality Advisory Group advice conclusion 

 
The CAG agreed that the minimum criteria under the Regulations appeared to have been 
met, and therefore advised recommending provisional support to the Health Research 
Authority, subject to compliance with the standard conditions, and the specific condition 
of support as set out below.  

 
Specific conditions of support 

 
1. Favourable opinion from Research Ethics Committee. 

 
2. Confirmation of suitable security arrangements via IG Toolkit submission. 

 
3. Provision of patient information materials and confirmation that these would be 

distributed at a local level. 
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CAG 9-03(PR3)/2013 - Arrhythmia and systemic ventricular function in atrial switch 
for TGA 
 
This research application from Newcastle upon Tyne Hospitals NHS Foundation Trust set 
out the purpose of a study to assess local management of arrhythmia and systemic 
ventricular dysfunction, in patients who had undergone an atrial switch operation for 
transposition of the great arteries.  A recommendation for class 5 and 6 support was 
requested to cover access by one researcher, formerly a member of the local care team, 
to records of patients who were alive in 1985 and had undergone this procedure at the 
Freeman Hospital.  Access was requested to name, hospital number, date of birth, date 
of death and gender.  This application was considered via the proportionate review 
process under criteria 3 - Where applicants are accessing data on-site to extract 
anonymised or effectively pseudonymised data. This application was considered by Dr 
Mark Taylor (Chair), Dr Charlotte Augst and Mr Paul Charlton. 

 
Confidentiality Advisory Group advice  

 
Access to confidential patient data 

 
Members noted that data would be accessed by either by the patients’ clinical care 
team or a researcher who had previously been responsible for the care of patients. 
Members discussed that this appeared to be acceptable given the researcher’s 
previous relationship in caring for the patients. It was noted that the applicant 
considered this study to be an extension of service development. 

 
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. 
 
In assessing whether consent would be feasible, it was noted that the request for 
support was to allow a researcher who had previously been responsible for the care 
of patients to access the data. In line with comments above, members agreed that 
the applicant should consult patients or patient groups in order to evidence that this 
would be acceptable without consent from a patient perspective. 
 
Fair processing 

 
It is a requirement of the Regulations that an application cannot be inconsistent with the 
principles of the Data Protection Act 1998 (DPA). The first principle of the DPA requires 
that reasonable efforts are made to inform data subjects of the use of their data.   In 
line with this, Members emphasised that appropriate attempts should be made to raise 
awareness of this study, for example provision of an information poster and leaflet or 
displaying information on the Trust website. 

 
Patient and public involvement 

 
Members noted the assertion that public and patient involvement was not required in 
order to test the acceptability of accessing patient data without consent.  It was agreed 
that in order to evidence that consent would not be required, further efforts should be 
undertaken to consult patients or patient groups. 

 
Confidentiality Advisory Group advice conclusion 
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In line with the considerations above, the CAG agreed that the minimum criteria under 
the Regulations appeared to have been met, and therefore advised recommending 
provisional 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. Favourable opinion from Research Ethics Committee. 
 
2. Confirmation of suitable security arrangements via IG Toolkit submission. 
 
3. Confirmation that reasonable efforts would be made to inform data subjects of 

the uses of their data and provision of any patient information materials to be 
used.  

 
4. Consultation with patients to test the acceptability of accessing data without 

consent. 
 
CAG 9-03(PR4)/2013 - Analysing the cost of treating patients born with cleft lip and 
palate 
 
This research application from the University of Bristol set out the purpose of a study to 
calculate the cost to the NHS of providing care to patients with cleft lip and/or palate, and 
the cost incurred by patients and/or relatives/family in the course of accessing care.  The 
latter would be calculated from projected travel costs on the basis of postcode.  A 
recommendation for class 1, 2 and 6 support was requested to cover access by one 
researcher (an orthodontic registrar) to the notes of 100 patients, aged 0-20 at the time of 
treatment for cleft lip and/or palate, at Frenchay Hospital.  Access was requested to 
name, hospital number, date of birth and postcode.  This application was considered via 
the proportionate review process under criteria 3 - Where applicants are accessing data 
on-site to extract anonymised or effectively pseudonymised data. This was considered by 
Dr Mark Taylor (Chair), Dr Patrick Coyle and Dr Murat Soncul. 
 
Confidentiality Advisory Group advice  

 
Public interest 
 
Members agreed that the study to determine the cost of treatment for this patient group 
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. 

 
Members discussed whether consent would be feasible for the study, noting the small 
size of the patient cohort and highlighting that these patients would be in regular contact 
with the hospital for long-term follow-up over a number of years. As there was no clear 
evidence that consent would not be feasible, further clarification in relation to this aspect 
was requested. 

 
Data Protection compliance  



9 

 
It was a requirement of the Regulations that an application must not be inconsistent with 
the principles of the Data Protection Act 1998 (DPA). The first principle of the DPA 
required that reasonable efforts be made to inform data subjects of the use of their data.   
In line with this, Members emphasised that appropriate attempts should be made to raise 
awareness of this study, for example provision of an information poster and leaflet. 

 
Patient and public involvement 

 
Members highlighted that where patient information was to be used without explicit 
consent for purposes that were in the public interest, it was of particular importance to 
consult with patients to determine the acceptability of the activity and demonstrate that 
interest. Members noted that no public or patient involvement had been carried out in 
order to test the acceptability of accessing patient data without consent.  It was agreed 
that further efforts should be undertaken to consult patients, particularly as it had already 
been noted that this patient group were likely to be in regular contact with the hospital. 

 
Confidentiality Advisory Group advice conclusion 

 
The CAG agreed that the minimum criteria under the Regulations had not yet been 
demonstrated, and therefore advised recommending deferral to the Health Research 
Authority until the clarification around the feasibility of seeking consent had been 
satisfactorily responded to and further information had been provided in relation to fair 
processing and patient involvement.  
 
CAG 9-03(PR5)/2013 - Preventable Incidents, Survival and Mortality Study 2 
(PRISM2) 
 
This research application from the London School of Hygiene and Tropical Medicine set 
out the purpose of a Department of Health sponsored study to identify avoidable deaths 
in English hospitals and to compare these with each participating site’s Hospital 
Standardised Mortality Ratio (HSMR) score in order to assess the HSMR’s own reliability 
as an indicator of avoidable deaths.  This followed on from the national report on hospital 
mortality by Sir Bruce Keogh earlier in 2013.  It was noted that this was also a repeat and 
extension of a prior approved application, ECC 3-06(c)/2009.   
 
A recommendation for class 1, 5 and 6 support was requested to cover access by 
researchers to retrospective case notes of 100 deceased patients each at 24 NHS Trusts 
in England, in order to extract pseudonymised data.  Access was requested to NHS 
number, hospital number, date of birth, date of death, date of admission and date of 
discharge.  This application was considered via the proportionate review process under 
criteria 4 – Time limited access to undertake record linkage/validation and to 
pseudonymise the data, and also criteria 2 – Access to deceased patients’ data. This 
application was considered by Dr Mark Taylor (Chair) and Dr Kambiz Boomla. 
 
Confidentiality Advisory Group advice  

 
Public interest 
 
Members agreed that there was a valid public interest in assessing avoidable deaths in 
hospital. 
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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. 

 
In assessing whether consent would be feasible, it was noted that all patients in this 
study were deceased and there may be a risk of distress to relatives of patients by 
contacting them. It was therefore agreed that contacting family members would not be 
appropriate in this instance. 

 
It was identified that access to anonymised/pseudonymised data would not be sufficient 
as access to full case notes was sought in order to extract pseudonymised data.   
 
Informing patients 
 
Members emphasised that appropriate attempts should be made to raise awareness of 
this study, for example through information on the websites of participating hospital 
trusts. 
 
Data retention 
 
Members were unclear how long it was intended to retain identifiable data for and 
requested clarification in relation to this point.  
 
Points of clarification 
 
Members noted that the response to project filter question 2 included reference to data 
and human tissue samples and requested confirmation that human tissue samples would 
not be used in this study. 
 
It was noted that project filter question 4a and b specified that identifiable HES data 
would be requested but question 35 stated that this was not included. Members 
requested confirmation whether HES data would be included within the request. 
 
Project filter question 9 specified that the project was being undertaken as part of an 
educational project, however question A 3-1 was not completed. Members requested 
these details if relevant. 

 
Confidentiality Advisory Group advice conclusion 

 
Providing that the requests for clarification would be satisfactorily resolved, the CAG 
agreed that the minimum criteria under the Regulations appeared to have been met, and 
therefore advised recommending provisional support to the Health Research Authority. 
This would be subject to satisfactory clarification responses and compliance with the 
specific and standard conditions of support. 

 
Request for clarification 

 
1. Confirmation of how long it is necessary to retain identifiable data at each stage of the 

data extraction and analysis process. 
 

2. In terms of scope, further information to address the following points: 
 



11 

a. Confirmation that human tissue samples will not be used in this study. 
b. Confirmation whether HES data will be included within the request. 
c. Confirmation of the details of the educational project with question A3-1 if 

applicable. 
 

Specific conditions of support 
 

1. Favourable opinion from Research Ethics Committee. 
 

2. Confirmation of suitable security arrangements via IG Toolkit submission. 
 

3. Publication of information about the study on the websites of participating 
hospitals. 

 
CAG 9-03(PR6)/2013 - PROMs Data for Smith & Nephew Orthopaedic Ltd 
 
This service evaluation application from Smith & Nephew Orthopaedics Ltd set out the 
purpose of a study to assess outcomes in patients who had received specific Smith & 
Nephew devices (Birmingham Hip Resurfacing, Polar Stem, Legion Primary Knee or 
Journey Uni Knee) while undergoing hip and/or knee replacement procedures.  The 
patient cohort size was projected to be 23,000.  A recommendation for class 1, 4 and 6 
support was requested to cover access by the Health and Social Care Information Centre 
(HSCIC) to confidential patient data held by the Healthcare Quality Improvement 
Partnership (HQIP) in the National Joint Registry (NJR), in order for the HSCIC to link 
this data to Patient Reported Outcome Measures (PROMs) data already held and 
provide a pseudonymised linked dataset to the applicant.  It was noted that the applicant 
would not access any identifiable data.  Access was requested to patient name in order 
to link NJR data to PROMs within the HSCIC.  This application was considered via the 
proportionate review process under criteria 4 - Time limited access to undertake record 
linkage/validation and to pseudonymise the data. This application was considered by Dr 
Mark Taylor (Chair), Mr Anthony Kane and Ms Gillian Wells. 

 
Confidentiality Advisory Group advice  

 
Public interest 
 
Members agreed that there was a clear public interest in assessing the impact on patient 
outcomes of specific orthopaedic products. 
 
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. 

 
In assessing whether consent would be feasible, members considered that, whilst it 
might be feasible to seek consent from the patient cohort, but observed that this would 
require significantly greater use of confidential patient data and therefore agreed that it 
would be disproportionate to require this. 

 
In assessing whether the use of anonymised/pseudonymised data would be feasible, 
members noted that the applicant would receive only pseudonymised data following 
linkage by the HSCIC. 
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Patient and public involvement 
 

Members highlighted that where patient information was to be used without explicit 
consent for purposes that were in the public interest, it was of particular importance to 
consult with patients to determine the acceptability of the activity and demonstrate that 
interest. Members requested that some involvement work be undertaken with appropriate 
patient groups, potentially including charities such as Pain UK, to explore how patients 
might feel about access to and use of their data for the purpose of this study. 

 
Publication 

 
Members encouraged publication of the results of the study, in line with a general 
commitment by the Health Research Authority to transparency and queried whether the 
applicant intended to publish the results of the activity. 
 
Confirmation of support from HQIP 
 
Confirmation of support for the data linkage activity from HQIP, as data controllers for the 
NJR, was requested. 

 
Confidentiality Advisory Group advice conclusion 

 
The CAG agreed that the minimum criteria under the Regulations appeared to have been 
met, and therefore advised recommending provisional support to the Secretary of State 
for Health, subject to compliance with the specific and standard conditions of support and 
satisfactory responses to the clarifications as set out below.  
 
Request for clarification 

 
1. Whether the intention was to publish the results of the study, and if so, details of 

planned publication. 
 

Specific conditions of support 
 

1. Confirmation of suitable security arrangements via IG Toolkit submission. 
 

2. Confirmation of plans to consult further with patients in line with the comments above. 
 

3. Confirmation of approval from HQIP for the HSCIC to receive and link the NJR data.   
 

Amendments to approved applications 
 
ECC 7-04(k)/2010 – The Fenland Study 
 
This research application received support in March 2011 and detailed a population-
based cohort study investigating the interaction between genetic and lifestyle 
environmental factors in determining obesity, insulin sensitivity, hyperglycaemia and 
related metabolic disorders. Participants were recruited via GP surgeries in 
Cambridgeshire and the application sought a recommendation for class 3, 4, 5 and 6 
support to enable the researcher team to continue to transfer minimal contact details of 
those eligible from the GP surgery and invite them prior to gaining consent. In addition, to 
demonstrate population representativeness, the application also sought approval to hold 
non-identifiable information about the population who did not consent to being studied.   
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Identifiers requested were name, NHS number, date of birth, address, postcode and GP 
registration. 
 
An amendment request to this research study was received on 30 August 2013 to 
change the data controller for this research application from the Medical Research 
Council to the University of Cambridge, as a result of the wider transfer of the MRC 
Epidemiology Unit to the University of Cambridge.  It was confirmed that there were no 
changes to data sources or data flows and the same individuals were still accessing the 
data but were now under the authority of a different employer. 
 
The amendment requested was considered at office level by the Confidentiality Advice 
Team as there were no material changes to the application itself, only a change to the 
data controller for the application. On this basis, it was recommended to the Health 
Research Authority that the amendment be approved, subject to a satisfactory IG toolkit 
submission. 
 
ECC 5-07(b)/2009 – Prescription Event Monitoring 
 
This research application from the Drug Safety Research Unit (DSRU), approved in 
October 2009 detailed a surveillance monitoring system to detect, assess, prevent and 
manage the risks of adverse effects of recently marketed medicines. The DSRU 
conducts pharmacoepidemiological studies using the prescription event monitoring 
methodology. A recommendation for class 1, 5 and 6 support was requested to cover 
access to identifiable information by the DSRU in order to monitor the safety of newly 
licensed medicines on a national scale. Access was requested to name, age, sex, 
address, postcode, GP name, GP practice address and drug prescribed. 
 
An amendment request was received on 13 November 2013 proposing a change of 
methodology by which DSRU would receive scanned images of FP10 prescription forms 
from the NHS Business Services Authority (BSA).  This would replace the current 
methodology by which DSRU received prescription data that had been manually entered 
by BSA staff, and was intended to improve data quality.  As a result of the proposed 
change, DSRU would incidentally receive patient date of birth as this field was included 
on FP10 prescription forms.  No other additional identifiers would be received.  It was 
noted that DSRU would destroy image files as soon as possible following receipt.  
 
The amendment request was reviewed at an office level by the Confidentiality Advice 
Team, who noted that receipt of date of birth would not materially increase the overall 
identifiability of the dataset as DSRU were already in receipt of other identifiers including 
name, age, address and postcode.  A recommendation of support was therefore provided 
to the Secretary of State for Health, with the condition that DSRU destroy image files of 
FP10 prescription forms at the earliest opportunity. 
 
ECC 1-03(e)/2012 – National Lung Cancer Audit 
 
This audit application from the Health and Social Care Information Centre, originally 
approved in April 2012 set out the purpose of collecting data on head and neck cancer 
patients in order to assess the effectiveness and appropriateness of treatment received 
by this patient group from specialist services.  A recommendation for class 1, 4, 5 and 6 
support was requested. Access was requested to name, NHS number, date of birth, date 
of death and postcode. 
 
An amendment request was received within the annual review submission of 2 May 2013 
seeking support for the National Lung Cancer Audit (NCLA) data to be linked with the 
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Radiotherapy Dataset, in order to allow the NLCA to assess the completeness of the 
radiotherapy data provided by trusts as well as providing additional information on the 
treatment delivered to patients.  An anonymised linked dataset would be shared with a 
third party organisation contracted to provide analysis, governed by a formal data sharing 
agreement to be issued by HSCIC on behalf of the Healthcare Quality Improvement 
Partnership (HQIP) who remained responsible for commissioning the NCLA. 

 
Supporting information provided the following: 
 

 It was confirmed that the data items sought from the Radiotherapy Dataset would 
comprise NHS number, postcode and organisation code.  Only NHS number would 
be used to perform the linkage.  

 It was confirmed that name was never seen, accessed or extracted by HSCIC staff 
with regard to the NLCA dataset. 

 
The amendment request and additional information were forwarded to the Chair, who 
was supportive of the data linkage request, noting that only anonymised information 
would be disclosed to a third party and that no additional identifiable data would be 
accessed. 
 
The Chair agreed that the minimum criteria under the Regulations appeared to have 
been met for this amendment, and therefore advised recommending support to the 
Secretary of State for Health. 
 
CAG 2-05(b)/2013 - Pandemic Influenza Triage in the Emergency Department 
 
This research application from the University of Sheffield detailed a prospective 
observational cohort study of patients attending emergency departments with suspected 
pandemic influenza so as to evaluate existing triage methods, identify clinical predictors 
of adverse outcomes and develop new triage methods.   A recommendation for class 1, 
4, 5 and 6 support was requested to cover access to a standardised assessment form 
completed by emergency department staff for all patients presenting to a hospital 
registered with the study with suspected pandemic influenza. CLRN research nurses 
would then track patients until 30 days after initial emergency department attendance 
through a hospital record review. Cross checks for completeness of the dataset would be 
undertaken by comparing NHS numbers with the Intensive Care National Audit and 
Research Centre (ICNARC) database and missing mortality data would be requested 
from the Office of National Statistics (ONS).Access was requested to NHS number, 
hospital number, date of birth, date of death and gender. 

 
An amendment request was received on 18 November 2013, seeking access to cause of 
death in addition to the other identifiers listed above.  The request was considered at an 
office level by the Confidentiality Advice Team as there was no increase to the 
identifiability of the dataset. A recommendation of support was provided. 
 
Updates to existing applications 
 
ECC 4-03(d)/2012: Request for access to historical NSTS database to support 
National Cancer Registry Migration.  
 
This non-research application was originally reviewed by the NIGB Ethics and 
Confidentiality Committee and received support on 02 October 2012 under Regulation 5, 
rather than Regulation 2, as the National Strategic Tracing Service holds information 
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broader than cancer registration information. The previous data controller (NHS 
Connecting for Health) had previously expressed concerns over the approval and had 
been advised that the issues raised were local concerns and should be resolved between 
the applicant and data controller in the first instance before seeking further review.  It has 
been advised the application has not commenced due to the abolition of NHS Connecting 
for Health and integration of the applicant’s organisation into Public Health England. The 
practical impact on the application was that the security arrangements were reviewed via 
a system level security policy, which is no longer applicable and out of date, and the 
applicant is now required to complete an IG Toolkit submission. The applicant has been 
advised to contact PHE to progress the IGT arrangements and to provide an updated 
application reflecting the new organisational structures.  Until this is in place the 
application cannot proceed.  
 
ECC 5-04(l)2011: Using evidence to reduce risk of healthcare acquired infection 
following primary hip replacement’  
 
Notification has recently been received that the applicants erroneously missed this 
application off the list of novating applications to Public Health England; this was 
originally an application from the Health Protection Agency that had been approved 
under Regulation 5 as it was considered to involve elements broader than Regulation 3. 
A separate annual review has been provided and is pending completion of an IG toolkit 
submission in line with usual process.  
 
CAG 7-06(b)/2013 - Decision making for children with high risk brain tumours 
 
This research application from University College London set out the purpose of a project 
to explore decision making amongst clinicians, parents and children regarding care and 
treatment for children with high risk brain tumours, and involved a researcher being 
present at multidisciplinary neuro-oncology meetings to identify eligible participants, and 
then being present for the first clinical consultation with the family in order to seek 
consent.   At the 4 October 2013 meeting, CAG had recommended support for the 
researcher to attend multidisciplinary team meetings, and imposed a condition on the 
applicant to ensure that efforts were made to raise awareness of the study prior to 
attendance at the first clinical consultation to ensure that objections could be registered. 
CAG had indicated that provided this opportunity to object existed, support would not be 
required for the researcher to attend the first clinical consultation as consent would have 
been sought.  The applicant confirmed on 15 November 2013 that consultants or other 
appropriate local clinicians would inform parents of the researcher’s presence and 
provide an opportunity for objections to be raised prior to introduction to the researcher.  
This confirmation was forwarded to the Vice Chair, Dr Cresswell, who agreed that this 
was in keeping with the intentions of the CAG and with REC advice. 
 
ECC 5-05(a/2012 – Clinical Practice Research Datalink (CPRD) - Review of 
disclosures by the Independent Scientific Advisory Group (ISAC) 
 
An ongoing condition of approval for CPRD is for the applicant to provide a list to each 
CAG meeting over the next 12 months of all potential disclosures from CPRD considered 
by the MHRA’s Independent Scientific Advisory Group (ISAC). The purpose of this 
condition is to work with ISAC in establishing the boundaries as to when a dataset is 
considered to be identifiable and to support the ongoing work of ISAC while this is 
developed.  The most recent report is attached as Appendix 1 for information.   CPRD 
has been informed, following the November meeting, of the need to provide revised 
documentation covering the ISAC decision-making process. It has been verbally 
confirmed that this is in progress but there have been delays in completing this action.  It 
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is advised that CAG note this report only, with consideration of ISAC documentation 
taking place at the March 2014 meeting.  
 
*ECC 5-05 (a)/2012 CPRD addition of Experian dataset - WITHDRAWN 
 
Members were advised that CPRD withdrew a request to include the Experian Mosaic* 
Dataset on 19/12/2013. There was no evidence to confirm that this dataset constituted 
‘patient information’ or ‘confidential patient information’ as defined in section 251(10),(11) 
of the NHS Act 2006. It was advised that this dataset was likely to fall outside the scope 
of consideration.  
 
The HSCIC would need to process postcode from GP data to look up the corresponding 
Mosaic classification from a table of postcode and Mosaic Group/Mosaic Type.  CPRD 
have been advised to contact the HSCIC Data linkage team directly to ascertain whether 
the HSCIC require support under Regulation 5 to process postcode to achieve this 
linkage. This request has been withdrawn while this is discussed with the HSCIC. 
 
*(The Mosaic classification is a socio-economic classification rather than a health 
classification.  It does not contain patient identifiable data. It is a hierarchical classification 
that at the lower level has “Types” of household (of which there are 67 with the smallest 
representing 0.19% of the population and 0.17% of households) that are in turn grouped 
into “Groups” (of which there are 15 with the smallest representing about 3% of the 
population and 4% of households) [N.B. these figures have been drawn from information 
on the Experian website and are understood to represent proportions of the UK 
population, whereas CPRD would only be expecting to link English activity].  There is a 
lower level classification in the hierarchy - of types of people - of which it is understand 
there are 155, but this is not to be included. Experian Mosaic is one of a number of 
similar classifications and is a proprietary classification; the exact detail of which is not 
available. 
 
The principle is that areas of similar types of household have been defined by postcode 
by the originator of the classification (Experian).  These areas are not contiguous 
geographical areas, but are dispersed or fragmented, according to the perceived 
distribution of those types of household across the country.  The relationship is also 
multi-dimensional; in that the allocation of an area to Type may change over time (as the 
population and socio-economic status of that area evolves). The Type or Group is looked 
up by reference to the postcode, potentially qualified by a date, so there is a relationship 
between a classification and a set/group of postcodes.  At this stage CPRD were not 
proposing the use of an additional date in the matching identifier data set.    
 
CAG 6-07 (a)/2013 Enhanced quality assurance process of the provision of NHS-
funded care for people with a learning disability or autistic spectrum disorder 
 
This application received provisional approval, subject to clarification, in October 2013. It 
was agreed that these clarifications would be reviewed by the following members outside 
of the formal meeting schedule: Dr Tricia Cresswell, Dr Charlotte Augst, Dr Tony Calland 
and Ms Gillian Wells.  
 
NHS England submitted the following amendments at time of responding to the 
clarification requests: 
 
1. Frequency of reporting for the Triangulation activity will take place on a quarterly 

basis until August 2014 rather than the initial one-off event.  
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2. In the original application, it has been indicated that NHS Number would be used as 
the sole identifier for linkages. The applicant subsequently provided an update that 
since time of provisional approval further work had taken place to identify what 
identifiers would be required to prevent duplications and the specification in the 
document requested an amendment to enable access to NHS number, date of birth, 
gender, and postcode of home and last known address. A further updated data 
specification, titled ‘WVR Assuring Transformation data collection – pilot’ was 
provided on 16 December.  

 
Members agreed that the amendments appeared reasonable and recommended support. 
However, it was noted that amendments should not be provided at the time of providing 
clarifications to move a provisional approval to final approval, and these were therefore 
considered on an exceptional basis.  
 
In terms of the follow up to clarifications, members were satisfied with these responses 
however, it was noted that as NHS England would not have a final IG Toolkit submission 
in place until March 2014 bespoke ‘safe haven’ arrangements had been agreed with the 
HSCIC IG Delivery Team. Members noted that this did not set a precedent in relation to 
other applications.    
 
Satisfactory responses were provided and the members listed above recommended final 
support to the Secretary of State for Health with the conditions set out below.  
 
Conditions of support 

 
1. The support relates to the materials submitted (28 November and 16 December 

2013) on the basis that they are final versions. 
 

2. Support is provided to the amendment to enable quarterly data collection for the 
triangulation activity to August 2014 only. 
 

3. Support is provided to enable access to the additional identifiable data items listed in 
the document reviewed by the CAG titled ‘WVR Assuring Transformation data 
collection – pilot’ 
 

4. Any future changes, if necessary, should clearly set out these changes and be on the 
basis of final, organisationally approved documents prior to submission to CAG. 
Changes to security arrangements must be agreed with the HSCIC IG delivery team 
and CAG to receive such confirmation directly from the HSCIC along with copies of 
relevant documents. This was considered important in light of these exceptional 
bespoke arrangements.  
 

5. Documented confirmation from the HSCIC IG Delivery team that following their review 
in the New Year, the assurance arrangements in place are suitable to manage the 
confidentiality and security of the information to be processed.  

 
Matters Arising 
 
Risk Stratification (CAG 7-07(a-c)/2013) and Invoice Validation (CAG 7-04(a)/2013) 
 
Members were informed that support was not yet in effect as ongoing liaison around Data 
Protection considerations were still ongoing. Members asked to be informed when 
support was confirmed.  
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Member Recruitment 
 
The Group recognised that recruitment was still under review. The Group was advised 
that recruitment of members will be open to colleagues. The Involve networks will also be 
invited. 
 
The Group requested to be advised of the date of the recruitment advertisement be 
shared, so they can raise awareness with interested colleagues. 
 
Practicable alternative working Group Definitions Document 
 
The Group thanked Professor Julia Hippisley-Cox for her work on the Definitions 
document. This had been circulated to members via email for comment; once comments 
had been received and reviewed this would be used as an internal CAG reference tool. 
 
Members were informed that there is an intention for national guidance to be produced 
on key definitions, and that the existing document would be refined to take account of this 
when available.  
 
New Member Induction 
 
Ms Claire Edgeworth sought views from members for their suggestions for the new 
member induction. 

 
4. FUNCTION OF THE HRA [CAG 9-04/2013] 

 
Mr Shaun Griffin provided a presentation on the functions of the HRA as a follow-up to a 
previous meeting with the HRA Executive Board. Updates were provided on the potential 
new status of the Health Research Authority (HRA) when it would become a Non-
Departmental Pubic Body. It was noted that the HRA issued guidance as an NDPB those 
covered by its scope would have a duty to pay due regard to the guidance, and this 
would also extend to guidance developed by the CAG.   

 
5. THEMES FROM CAG AWAY DAY NOVEMBER 2013 [CAG 9-05/2013] 

 
The Group thanked Mr David Evans for his contribution to the CAG away day and a 
verbal update was provided on current status.  
 
Mr David Evans advised the Group of the knowledge databases used within the 
Information Commissioner’s Office, as a potential model to the capture of previously 
issued advice. 
 
It was requested that the Confidentiality Advisory Team (CAT) look to prioritise short-term 
goals by measuring the resource required as part of a staged approach to the agreed 
actions.  
 
The Group agreed that away days such be held on at least an annual basis and that 
during the year, members should continue to approach the Chair with any further ideas. 
 
The Group suggested the CAG standard conditions be changed to require that applicants 
publish applications and make a link available for inclusion on the Register. Ms Joan 
Kirkbride advised the Group that she was meeting with the CAT to identify areas for 
potential improvement and Ms Kirkbride agreed to review the ideas from the away day 
and to report back to the Group at the next meeting. 
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Action: Feedback on away day review to be provided at next meeting.  
 
It was agreed by the Group that when reviewing proportionate review applications, it 
would be helpful to record familiar and repeated types of application to inform member 
learning and to help develop further criteria potentially suitable for proportionate review. 
The Chair proposed that in future there would be two away days per year for members to 
review precedents and advice provision.  

 
6. ITEMS FOR CONSIDERATION  

 
a. CPRD – 2 additional datasets for linkage: Transcatheter Aortic Valve 
Implementation (TAVI) [ECC 5-05(a)/2012] 
 
In line with established procedure, this request from the Medicines and Healthcare 
products Regulatory Agency provided details of inclusion of the TAVI dataset into 
the overarching Clinical Practice Research Datalink service approval. It was 
intended for this dataset to be added to the list of approved datasets that can flow to 
the Health & Social Care Information Centre prior to linkage and provision of 
pseudonymised linked datasets to CPRD under the terms of the existing approval.  

It was agreed that the template the request was submitted on was suitable, subject 
to greater clarification of public interest benefits in future. Members noted that a 
number of similar cardiac audits are already included within the terms of the 
approval and, subject to the agreement of the relevant data controller, raised no 
material concerns around the inclusion of this dataset into the overarching approval. 
The dataset was confirmed as relating to confidential patient information derived 
only from England and should this audit data be collected on patients where the 
information has derived from treatment in Wales, further approval should be sought 
due to jurisdictional and approval requirements. The CAG agreed that the minimum 
criteria under the Regulations appeared to have been met and advised 
recommending support to the Health Research Authority.  

It was noted that the request to include the Experian dataset had been withdrawn 
prior to the meeting.  

b. MBRRACE-UK – Delivering the Maternal, Newborn and Infant Clinical Outcome 
Review Programme (MNI-CORP) – waiver of anonymisation requirement 
amendment [ECC 5-05(f)/2012] 
 
The original application from the National Perinatal Epidemiology Unit at the University of 
Oxford, approved in October 2012 and advised against by the NIGB Ethics and 
Confidentiality Committee (ECC), had set out details of a national programme which aims 
to assess quality and stimulate improvement in safety and effectiveness in maternal, 
new-born and infant healthcare by systematically enabling clinicians, managers and 
policy makers to learn from adverse events. Following a confidential enquiry 
methodology, the purpose of the Programme is to monitor, through population 
surveillance, the frequency of deaths and review clinical practice in relation to maternal, 
perinatal and infant mortality and morbidity and identify risks that can be attributed to 
sub-optimal clinical care. These activities are intended to be completed by 2015. ECC 
members had originally strongly supported the re-instigation of the enquiry component, 
considered this to be an essential activity and unanimously agreed there was a 
significant public interest in this going ahead.  
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The amendment set out three aspects however only the first condition warranted 
consideration at the full CAG meeting as it involved a change to an established 
methodology.  
 
The established methodology involved full anonymisation of case notes taking place at 
source by providers, before these anonymised notes were sent to the applicants. The 
amendment requested that this requirement be waived so that identifiable case notes 
would be sent to the applicants, under the appropriate security arrangements, until end 
March 2015, rather than seeking repeated amendments as the problem would be 
ongoing.  
 
Confidentiality Advisory Group advice 
 
Members acknowledged that confidential enquiries typically follow a specific and 
established methodology, and agreed that this methodology was usually appropriate as it 
was essential that access was provided to full case notes.  
 
It was noted that in April 2013 an amendment request had been received that had 
subsequently received a positive approval decision. This April amendment had requested 
that the anonymisation requirement for inbound data be waived to enable the backlog of 
400 cases to be rapidly resolved. Members had advised that there was a justifiable need 
to receive clinical notes, these were typically extensive, and there was no other 
practicable method identified by which to achieve the activity within timescales, and the 
public interest was significant in this amendment proceeding.  

 
1. Waiver of anonymisation requirement for perinatal confidential enquiries 

 
The letter supporting the current amendment request indicated the following rationale: 
 

1.1. The same issues experienced for the maternal mortality and morbidity enquiry 
amendment were cited, namely feedback had been received that the resource 
requirement to complete anonymisation at provider source involved several hours 
to photocopy one set of clinical notes plus an additional 10 hours to anonymise 
these before transferring to the applicant.  

 
1.2. Once affected pregnancies/births had been identified and notes requested, upon 

receipt of notes or staff discussion it had been identified that the pregnancy/baby 
had been looked after earlier at a different Unit in a different Trust. In order to 
obtain the whole pathway of care further requests would need to be made to that 
different Unit/Trust. Case notes were indicated to be extensive.  

 
1.3. Units had contacted the applicants to indicate they did not have the resource to 

complete these activities. Estimates were provided that indicated this issue was 
affecting approximately 41 Trusts which are a quarter of all Trusts with relevant 
services and within each Trust this related to approximately 60 different Units. 
Approximately 50% had indicated that the anonymisation requirement was not 
being carried out due to resource implications and only 9 sets of notes, related to 
66 pregnancies had been received, which represented a quarter of the overall 
total that could have been received.  

 
1.4. Due to this reason it was anticipated that some Unit notes would never be 

received and this would introduce an element of bias. 
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1.5. Members agreed that the most compelling argument was that continuing the 
current process with potential loss of access to notes would mean that those units 
that are ‘poorly performing’ may not send in notes, and it is these units where the 
greatest action and follow-up would be critical. 

 
1.6. For the situations where notes had been received the anonymisation process had 

been weakly carried out at provider level, and the applicants had been clearly able 
to identify mother, baby, the treating hospital and staff. 

 
1.7. The problems experienced were causing serious detrimental implications to 

completion of this aspect of the overall Programme as insufficient case notes had 
been received to hold a confidential enquiry panel. 

 
Members agreed that strong evidence had been provided to support this amendment 
request. It was known that case notes for these enquiries are particularly extensive and it 
would be time-consuming and technically difficult to anonymise full case notes properly. 
Members were of the view that seeking to carry out anonymisation at provider source 
had proved to be unworkable, in this instance, and this provided evidence that there was 
no other practicable alternative at this time.  
 
In reviewing the public interest in this amendment proceeding, members also agreed that 
epidemiologically it would be essential for these enquiries to take place and that the Trust 
and/or units that required the most scrutiny would be least likely to respond if the current 
methodology was pursued. In noting that full anonymisation would be carried out by the 
expert Leicester team, members agreed to recommend that support should be provided 
to this amendment. 
 
This recommendation was subject to the applicants making efforts to seek to improve 
e.g. through publication of information or escalation to the appropriate bodies, provider 
practice in anonymisation requirements so that recourse to seeking support under 
Regulation 5 would not be required. A report on steps taken to improve this practice 
would be provided. 
 
2. Processing of de-identified data set 
 
The letter dated 05 December 2013 indicated that the Leicester team would be carrying 
out analyses of de-identified data and sought approval for transfer of this dataset to a 
‘high secure area’ in Leicester. As the commitment was given that analyses would be 
carried out on de-identified data and not confidential patient information, it was agreed 
that a recommendation of support would not be required for this aspect. 
 
3. Change of data source – NN4B 
 
The original application had set out that gestational age and ethnicity would be obtained 
from the NN4B system and the Office of National Statistics (ONS) once they were linked 
to birth/stillbirth registration data. The importance of these key denominator variables for 
appropriate case-mix adjustment and identification of case mix outlier Units with high 
perinatal mortality rates was highlighted.  
 
The letter indicated that following discussion with ONS, it had been identified that this 
linkage only takes place when the analysis of infant mortality data is imminent. This was 
described as not being sufficiently timely for the enquiry purposes and the applicants had 
been advised to contact the HSCIC to obtain the data directly The HSCIC had requested 
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that approval be sought to enable this change of data source as the original application 
provided details of accessing this data from ONS rather than the HSCIC.  
 
Members agreed that as this did not involve a change to data items or purpose from the 
detail of the original application, that this was an administrative change and therefore 
recommended provision of support to this aspect. This was subject to the applicant 
identifying and obtaining approval from the relevant data controller responsible for this 
data source.  

 
CAG advice conclusion 
 
CAG agreed that the minimum criteria under the Regulations appeared to have been met 
(amendment requests 1 and 3), and therefore advised recommending support to the 
Secretary of State for Health, subject to compliance with the specific condition of support: 
 
1. Provision of report in 6 months setting out details of actions taken/ conclusions drawn 

to improve provider ability to carry out anonymisation of case notes at source. This 
should also provide justification for continuing reliance on Regulation 5 support.  

 
c. National Chronic Obstructive Pulmonary Disease (COPD) Audit Programme - 
inclusion of primary care audit to existing secondary care audit dataset [CAG 8-
06(b)/2013] 

 
This amendment from the Royal College of Physicians of London set out the 
purpose of collecting the primary care clinical audit dataset to inform the National 
COPD Audit.  This was an amendment to the main audit application which included 
collection of secondary care clinical audit data. 
 
The audit aims included: 

 
1. To enable the improvement of the quality of care for COPD delivered in primary 

care settings, through the provision of high quality longitudinal data. 
 

2. To enable providers of acute hospital care for COPD to improve the quality of 
care provided in these settings, through the provision of high quality time–limited 
data collections. 
 

3. To enable providers of pulmonary rehabilitation for COPD to improve the quality 
of care provided in these settings, through the provision of high quality time–
limited data collections. 
 

4. To enable COPD care providers to improve the integration and management of 
their COPD services, through the periodic provision of organisational data. 
 

5. To explore the potential for Patient Reported Experience Measures to be 
included in the national COPD audit programme in the future. 

 
The amendment requested a recommendation for class 1, 5 and 6 support in order 
for the Health and Social Care Information Centre (HSCIC) to access and extract 
audit data from GP practices in relation to all patients over 35 with a diagnosis of 
COPD on primary care registers.  
 
Access was requested to NHS number, postcode and date of birth. 
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Confidentiality Advisory Group advice  
 
Public interest 
 
Members agreed that the audit would have significant public benefit and were 
supportive of the application in principle. 
 
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. 
 
Members noted that consent would be difficult and noted the evidence cited within 
the application which determined that seeking consent may result in distorted data 
for analysis purposes. Members, whilst recognising that consent may not be 
feasible, advised that the applicant should continue to explore methods to inform 
patients and assess whether consent would be feasible at some stage in the future. 
 
Members discussed whether it would be feasible to pseudonymise primary care 
data prior to disclosure to the HSCIC within GP systems. The HSCIC could then 
pseudonymise secondary care data using the same algorithm to allow data linkage 
to take place. It was noted that whilst this was not identified as an alternative at the 
pilot stage, ongoing developments in GP software systems and pseudonymisation 
at source technology meant that it might now be possible to use a methodology 
whereby data was pseudonymised prior to being disclosed the HSCIC. 
 
Members agreed that due to the changing landscape, the feasibility of adopting a 
pseudonymised solution should be assessed. Further information should be 
provided to CAG in relation to whether the solution could be adopted immediately 
for some GP system suppliers or, if this was not possible immediately, how this 
could be adopted as a future exit strategy from the use of confidential patient 
information from GP practices without consent.  
 
Automated data extraction from GP practices 
 
Members noted that the application stated that the inclusion of data from GP 
practices where opt-out provisions were in place was pending advice from CAG. 
Members reiterated that further information was required from the HSCIC in relation 
to the issue and therefore, at the time of submission, CAG were waiting for further 
information from the HSCIC. Further information was received from the HSCIC on 
the 7 January 2014 and members agreed that a meeting should now be arranged to 
discuss the issue further. 
 
In line with previous outcomes, members confirmed that the aspect of the 
application which detailed the automated extraction from GP practices where opt 
out only was in place would not be included in the approval, pending resolution of 
the issue with the HSCIC. 
 
Patient information leaflet 
 
Members reviewed the patient information leaflet submitted and commented that it 
may be possible to refine this to ensure that the detail and language used ensured 
that the activity and proposed data collection was clear. Members suggested that 
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the leaflet could be simplified and include specific information in relation to what 
data was being collected, for what purpose and benefit and how objections could be 
registered.  
 
CAG advice conclusion 
 
In line with the considerations above, CAG recommended that the amendment be 
deferred pending further information being submitted in line with the request for 
clarification outlined below. 
 
Request for clarification 
 
1. Further information on whether a pseudonymisation solution could be adopted 

immediately for some GP system suppliers or, if this is not possible immediately, 
explain how this could be adopted as a future exit strategy from the use of 
confidential patient information from GP practices without consent. 

 
7. NEW APPLICATIONS – Non-research 

 
a. Effective patient case management for people referred to and receiving care 
from specialised mental health care services [CAG 9-07(a)/2014]  
 
This specialised commissioning application from NHS England set out the purpose of 
ensuring that it can fulfil its statutory responsibilities as a commissioner of specialised 
healthcare services. It was stated that the approval would assist in ensuring that services 
commissioned by NHS England are delivering high quality and safe care for individual 
patients, services are designed to cater for and meet individual needs, patients 
experience continuity of high quality, safe and appropriate care, and the service 
commissioned is appropriate and ensures that risk to the safety of others is minimised 
and effectively managed.  
 
Support was requested to cover all patients who are referred to and in receipt of 
specialised mental health care services commissioned by NHS England and with case 
management processes in place. This would cover secure services for people detained 
under the powers of the Mental Health Act 1983 and subsequent amendments (6000 
patients) and Child and Adolescent Mental Health in-patient services (1200 patients). 
Information covered by the scope of the request was to allow mental health case 
managers based in NHS England Area Teams to access and share information from 
providers of secure mental health care commissioned by NHS England; enable case 
managers employed by NHS England to be provided with access to the Secure Mental 
Health Database managed on behalf of NHS England by Cheshire and Mersey CSU, and 
to allow access to extracts from the child and adolescent mental health minimum data set 
described in section (i). 
 
Due to various issues over timing, it had been agreed that the application was not 
currently in a suitable state to enable a recommendation to be made, and this was an 
opportunity to develop mutual understanding of any issues and to respond to questions. 
Understanding of its priority nature was indicated and representatives from NHS England 
helpfully attended in person to discuss the application. A short overview of NHS England 
remit in relation to this activity was provided, along with an indication as to the nature of 
specialised commissioning.  
 
Significant discussion took place on the role of the case manager and whether the 
activities they carried out could be considered to constitute direct care. This was 
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important to resolve at an early stage as section 251 (6) of the NHS Act indicates that 
Regulations under subsection (1) may not make provision for requiring the processing of 
confidential patient information solely or principally for the purpose of determining the 
care and treatment to be given to particular individuals. Some of the detail, particularly 
around case managers, triggered this question as some aspects appeared to be around 
care determination.  Discussions helped to provide more clarity on this issue and it was 
advised that this should be refined within the application. Members advised that there 
should be clarity on whether there was already an existing statutory basis for this to take 
place, and to demonstrate that this was not direct care. Based upon this information, this 
would then provide evidence that there was currently no other practicable alternative and 
that the scope of the activity would fall within the scope of Regulation 5.  
 
Discussions highlighted that while the application indicated access to the majority of all 
information for the specified roles, it was subsequently clarified that each role had 
specific needs that would not necessarily require access to all information specified. The 
applicants were therefore advised to set out what the case manager needs to process, in 
a closed environment. The data flows required to sustain the database should be made 
explicit in the application and inconsistencies within section (m) should be revised in line 
with this advice. The applicants were also advised to specifically set out the access 
controls around the database and noting the current status of the NHS England 
Information Governance Toolkit development, members also indicated that they should 
be provided with detail on how access to the system would be audited and who would be 
carrying out this function, along with specific documented details of the security 
arrangements. The applicants were advised to make a segmented application for each 
the information needs of the team. It was advised that for each role, there should be 
explicit detail on the precise purposes, what it excludes, and the minimum dataset for 
each.  
 
Feedback was also provided on ensuring that capacity should be presumed unless 
shown otherwise, and the application should reflect the considerations and questions 
previously distributed around the mental capacity aspects.   
 
It was highlighted that due to the short timescales until the March meeting, members 
would provide early pre-advice to the applicants to help support the submission 
presentation and consideration of key areas. This suggestion was welcomed and Dr 
Tricia Cresswell, Professor Julia Hippisley-Cox, Ms Clare Sanderson, Ms Gillian Wells 
and Dr Chris Wiltsher volunteered to assist.   
 
b. 2014 Community Mental Health Survey [CAG 9-07(b)/2014] 
 
This application from the Care Quality Commission (CQC) set out the purpose of 
carrying out the community mental health survey, one of the surveys within the NHS 
national patient survey programme.  The survey data would be used by NHS trusts 
and Clinical Commissioning Groups (CCG’s) in local improvement activities. CQC 
would use data as part of its regulatory and surveillance activities and other relevant 
functions and data would also be shared with NHS England and the Department of 
Health. 
 
A recommendation for class 5 and 6 support was requested to cover access to 
confidential patient data from mental health trusts providing mental health services 
to one of four ‘approved’ contractors and to the central coordinator (Picker Europe), 
to enable contractors to send out questionnaires.  
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In addition, the application sought to seek agreement for inclusion of mental health 
care cluster for all future patient surveys and to retain and analyse results by GP 
practice. 

 
Confidential patient data requested 
 
Access was requested to name, address, year of birth, gender, ethnicity, date of last 
contact, CPA status, GP practice code and mental health care cluster code. 
 
Confidentiality Advisory Group advice  
 
Background 
 
It was noted that this application followed an identical methodology to previously 
submitted community mental health survey applications. As the application 
requested access to additional mental health care cluster data and the retention of 
GP practice code for analysis at practice level, the application was referred to a full 
CAG meeting. 
 
Public interest 
 
Members agreed that the survey would present significant public benefit and were 
supportive of the activity in principle. 
 
Consent 
 
Members considered whether a practicable alternative to the disclosure of patient 
identifiable data without consent exists, taking into account the cost and technology 
available in line with Section 251 (4) of the NHS Act 2006. 
 
Members noted that the methodology proposed for the survey was the same as 
previous submissions and recognised that evidence that consent would not be 
feasible had been presented and accepted in support of these applications.  
 
Inclusion of mental health care cluster data 
 
The addition of mental health care cluster data and the justification for this was 
discussed. It was noted that this was identified following consultation with 
stakeholders as a useful addition to the sample frame to be used in Payment by 
Results quality and outcome monitoring of patient experience by different groups of 
service users. The data would negate the requirement to carry out further data 
collections from trusts for these additional purposes. 
 
Members agreed that the addition of mental health care cluster would result in the 
dataset being particularly sensitive and increase the potential identifiability of the 
sample file, therefore the justification for the inclusion and requirement to supply this 
to survey contractors would need to reflect this. In particular, members noted that 
this appeared to be a change in purpose for and an extension of the main survey 
activity by carrying out further analysis using the sample file data. Members were of 
the opinion that further analysis of trust held data in relation to specific conditions 
should be done as a separate process by HSCIC.   Members were of the view that 
some of the purposes for which the addition of mental health care cluster data were 
being requested could be addressed using anonymised data. 
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If CQC wished to pursue addition of mental health care cluster data to the survey 
responses for analysis purposes, members recommended further discussions with 
HSCIC to ascertain if HSCIC could provide a pseudonymised linkage process. 

 
Retention of GP practice code 
 
Members discussed the request to retain GP practice code for analysis purposes at 
Practice level.  Members accepted the need for GP practice code for aggregation to 
CCG level or higher population level. Members raised concerns that retaining GP 
practice codes increased the risk of identifiability due to potential small numbers. In 
particular, concerns were raised that it may be possible for GP practices to identify 
that an individual had provided particular responses given the potential small 
numbers and resulting inspection that may take place. Members queried the 
number of responses the applicant expected per GP practice and how it would be 
ensured that individual patients could not be linked to survey responses, which was 
an assurance provided to patients within the survey information itself. 
 
Members requested further information in relation to with which organisations GP 
practice level code data would be shared and how the CQC would ensure that it 
would not be possible to associate a survey response with an individual patient. 
 
Disclosure of data to NHS England and Department of Health  
 
Members queried what data would be shared with NHS England and Department of 
Health and what controls were in place to govern this flow of data. 
 
Additional points 
 
It is a requirement of the Regulations that an application cannot be inconsistent with 
the principles of the Data Protection Act 1998 (DPA). Members requested a 
response reflecting how the eighth principle would be met as this did not appear to 
confirm whether personal data would be processed outside the EU. 
 
CAG advice conclusion 
 
Repeat of 2013 Community Mental Health Care Survey 
 
In line with the considerations above, the CAG agreed that the minimum criteria under 
the Regulations appeared to have been met, and therefore advised recommending 
provisional partial support to the Secretary of State for Health. This was in relation to 
the survey activity being repeated using the established methodology without the 
addition of mental health care cluster data or retention of GP practice code for analysis 
at practice level and subject to compliance with the specific and standard conditions of 
support and further clarifications set out below: 
 
Request for clarification 
 
1. Confirmation of what information will be shared with NHS England and Department 

of Health and the controls in place to govern this disclosure 
 
2. Confirmation that data will not be disclosed outside the EU. 
 
Inclusion of mental health care cluster data and retention of GP practice data 
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In line with the considerations above, the CAG agreed that further information would be 
required prior to providing a recommendation to the Secretary of State for Health in 
relation to the inclusion of mental health care cluster data and retention of GP practice 
data, members requested the following clarifications as set out below.  
 
Request for clarification 
 
1. Further justification for the addition of mental health cluster data to include: 

consideration of practicable alternatives, evidence of discussion with HSCIC. 
 
2. Further information in relation to with which organisations GP practice level data 

would be shared and how the CQC would ensure that it would not be possible to 
associate a survey response with an individual patient at practice level 

 
Specific conditions of support 

 
1. Confirmation of suitable security arrangements via IG Toolkit submission 

 
2. Confirmation of favourable opinion from a Research Ethics Committee. 
 
 

8. NEW APPLICATIONS – Research 
 
a. SLAM CAMHS CRIS linkage with DfE National Pupil Database [CAG 9-08(a)/2014] 
 
This application from Kings College London set out the purpose of linking and 
anonymising child and adolescent mental health (CAMHS) clinical data from the 
South London and Maudsley NHS Foundation Trust (SLAM) Biomedical Research 
Centre (BRC) Case Register Interactive Search (CRIS) system and educational 
performance data from Department of Education (DfE) National Pupil Database 
(NPD). 
 
All children aged between 5 and 17 who were referred to CAMHS services between 
January 2008 and December 2013, (approx 35,000) would be included in order to 
aid health and education policy makers by providing information on the frequency 
and characteristics of children referred to CAMHS. 

 
A recommendation for class 1, 4, 5 and 6 support was requested to cover DfE 
access to demographic data only from CAMHS.  

 
Confidential patient information requested 
 
Access was requested to first name, last name, date of birth and address. 
 
This application had previously been considered by the CAG predecessor, the 
Ethics and Confidentiality Committee (ECC 8-04 (a)/2013) and it was advised at 
that time that the application should not be supported. The following issues had 
been raised: 

 
1. The description of purpose section within the application form should be revised 

to ensure that this reflects both the medical purpose and public interest in the 
activity taking place. This should include examples of the medical research that 
will be undertaken using the data.  
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2. Consideration should be given to whether the HSCIC’s Data Linkage Service 
could undertake linkages.  

 
3. The patient information leaflet should be revised to reflect the disclosure of 

identifiable data to other organisations.  
 

4. Further information in relation to the governance controls within DfE, including 
justification for the disclosure of NHS number, should be provided.  

 
Further information in relation to all points listed above was addressed in the current 
application under consideration.  
 
Confidentiality Advisory Group advice  
 
Medical purpose and public interest 
 
Members noted the further information submitted from the applicant in relation to 
the medical purpose and public interest in the activity taking place and were of the 
view that this had now been demonstrated. 
 
Practicable alternatives 
 
Members are required to consider whether a practicable alternative to the 
disclosure of patient identifiable data without consent exists, taking into account the 
cost and technology available in line with Section 251 (4) of the NHS Act 2006. In 
line with this, the ECC had requested further information in relation to whether the 
HSCIC could carry out linkages. 
 
Members noted the applicant’s assertions that involving the HSCIC in linkages 
would result in a greater disclosure of personal data. In order to utilise this method 
data in relation to all pupils held on the NPD would need to be disclosed to the 
HSCIC in order to allow them to carry out linkages. 
 
Patient information leaflet 
 
Members reviewed the patient information leaflets provided. Members were 
sympathetic to the fact that it would be difficult to inform patients about the intended 
benefits and uses of the data until specific projects were clear. This information 
could be included at a later date on a website or via a different media. 
 
It was advised that the patient information sheet should be as clear as possible and 
that a separate information leaflet for children and young adults would be 
appropriate. Members advised that consultation with user groups around the 
language used in the leaflets would help ensure that these were understandable 
and queried whether any consultation had taken place. It was noted that the 
amended leaflets would require REC review and confirmation of this should be 
provided prior to any final approval. 
 
Governance controls within DfE 
 
Further information regarding the governance controls within DfE was submitted. It 
was noted that the security arrangements within DfE had been confirmed as 
satisfactory. Members requested further clarification in relation to the specific 
governance controls within DfE around the processing of CAMHS data. In particular 
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confirmation in relation to retention periods and whether it would be possible to 
restrict access to data within DfE to ensure that those processing CAMHS data 
would not be aware that those individuals had been treated by CAMHS. 
 
It was confirmed that NHS number would not be disclosed to DfE. 
 
Duty of confidentiality 
 
Members requested confirmation that those staff within DfE would owe an 
equivalent duty of confidentiality to that of a health professional and asked for 
further information in relation to what measures were in place to ensure that DfE 
staff were aware of their responsibilities.  
 
Confidentiality Advisory Group advice conclusion 
 
In line with the considerations above, the CAG agreed that the minimum criteria under 
the Regulations appeared to have been met, and therefore advised recommending 
provisional support to the Health Research Authority, subject to further information 
being submitted in line with the request for clarification and compliance with the specific 
and standard conditions of support as set out below.  
 
Request for clarification 
 
1. Further information was requested in relation to governance arrangements within 

DfE, including confirmation of retention period for CAMHS data and how access 
would be restricted within DfE. 

 
2. Confirmation of what confidentiality agreements are in place to ensure that DfE 

staff remain aware of their responsibilities when processing personal data. 
 

Specific conditions of support 
 

1. Favourable opinion from Research Ethics Committee, which should include 
amended patient information leaflets. 
 

2. Confirmation of satisfactory security arrangements at the Department for 
Education had been received from the Department of Health Security and Risk 
IG Policy lead. Arrangements had been confirmed as in line with government 
standards and equivalent to standards required for organisations processing 
patient data. 

 
b. Linkage of readmissions to birth data [CAG 9-08(b)/2014] 
 
This application from City University London set out the purpose of creating a 
research database which could be accessed by other researchers using the Office 
of National Statistics Virtual Microprocessor Laboratory (ONS VML). The database 
would be used for analyses relating to inequalities in the outcome of pregnancy and 
inform maternity service users about the outcome of midwifery, obstetric and 
neonatal care. 

 
A recommendation for class 4, 5 and 6 support was requested to cover access to 
birth and death registration data, HES maternity data, Patient Episode Database 
Wales (PEDW) data and Wales Child Health System data.  
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The application sought to amend an existing application, PIAG 2-10(g)/2005 
National Gestational Age Statistics, to include HES records of babies and mothers 
admitted or readmitted to hospitals in England in the first year following birth and 
PEDW records of babies admitted or readmitted in the first year following birth. 
Linkages would take place with the HSCIC and ONS. 
  
Access was requested to date of birth, date of death and postcode. 
 
Confidentiality Advisory Group advice  
 
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. 

 
It was noted that consent for the large number of patients included in the 
retrospective datasets would be impracticable and require further identifiable data to 
be disclosed to the applicant. 

 
Members noted that identifiable data would be required in order to carry out data 
linkage. 
 
Compliance with the Data Protection Act 1998 
 
It is a requirement of the Regulations that an application cannot be inconsistent with 
the principles of the Data Protection Act 1998 (DPA). The first principle of the DPA 
requires that reasonable efforts are made to inform data subjects of the use of their 
data. Members noted that information would be made available on the BirthChoice 
UK website and posters would be displayed within maternity units. Members 
advised that this should also include details in relation to how a patient could 
register their objection to the processing of their sensitive personal data. 
 
Members requested that the applicant submit copies of the patient information 
leaflet prior to any final approval.  
 
The fifth principle of the DPA specifies that personal data must not be kept for 
longer than is necessary. Members noted that data including date of birth and date 
of death would be retained within the ONS VML for future research use and 
requested further information in relation to how data retention periods would be 
reviewed. 
 
Clarification regarding data controller 
 
Members noted that the applicant had confirmed that ONS would act as data 
custodian for the dataset, however further clarification was requested in relation to 
who would be data controller. It was noted that the application form specified City 
University London as data controller; members were of the view that this should be 
ONS given that they would retain oversight of any future use and security of the 
data. 
 
Involvement of NCT and Rod Gibson Associates 
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Members noted that page 11 of the protocol specified that NCT and Rod Gibson 
associates would be involved in the research and queried whether these 
organisations would require access to identifiable data at any stage.  
 
Confidentiality Advisory Group advice conclusion 
 
In line with the considerations above, the CAG agreed that the activity appeared to be 
in the public interest and the minimum criteria under the Regulations appeared to have 
been met, and therefore advised the Health Research Authority to provide a 
recommendation of provisional support to the Secretary of State, subject to compliance 
with the specific and standard conditions of support and satisfactory resolution of the 
further clarifications as set out below.  
 
Request for clarification 

 
1. Confirmation of how data retention will be reviewed on an ongoing basis. 

 
2. Confirmation of who will act as data controller for the dataset. 
 
3. Confirmation whether NCT or Rod Gibson associates will require access to 

identifiable data at any stage. 
 

Specific conditions of support 
 

1. Favourable opinion from Research Ethics Committee. 
 

2. Confirmation of suitable security arrangements via IG Toolkit submission. 
 

3. Provision of patient information materials. 
 

Health Research Authority recommendation 
 
Following advice from the CAG, the Health Research Authority agreed to 
recommend provisional support to the Secretary of State for Health, in line with the 
conditions and clarifications highlighted by the CAG. 
 

 c. MesobanK Retrospective Sample Collection [CAG 9-08(c)/2014] 
 

This application from Papworth Hospital NHS Foundation Trust set out the purpose 
of carrying out a retrospective biospecimen collection to be undertaken to gather 
formalin fixed paraffin embedded samples from approximately 1000 patients with 
proven mesothelioma. Tissue samples would then be used to prepare tissue 
microarrays (TMAs) to provide a valuable resource for researchers working in the 
area of mesothelioma. 

 
A recommendation for class 1,4 and 6 support was requested to cover access to 
data in relation to samples of mesothelioma tumours from 10 Pathology 
departments throughout the UK (around 100 patients). Support was requested to 
allow the transfer of confidential patient information in relation to deceased patients 
to NHS staff at Papworth Hospital NHS Trust. This identifiable data would then be 
used to request data from the National Cancer Registration Service.  
 
Access was requested to name, NHS number, date of birth, date of death. 
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Confidentiality Advisory Group advice  
 
Public interest 
 
Members agreed that the study outcomes appeared to present significant public 
interest and were supportive of the activity in principle. 
 
Consent for use of data 
 
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. 

 
Members noted that consent would be obtained from those patients who were living 
but that it was anticipated that around 90% of patients would be deceased.  
 
Members highlighted that by seeking to consent those patients who were living, the 
applicant should be aware of the issues in relation to non-response to requests for 
consent and that it may not be lawful to process confidential patient information (in 
relation to the living) if a patient has been asked to give explicit consent to that 
processing and has not responded to that request. The applicant was therefore 
advised to ensure that consent would be feasible prior to pursuing this and that the 
study would not be affected by a high level of non-response. If this was the case, a 
further application for support to cover living patients could be made. This would be 
subject to clarification regarding use of tissue as specified below. The applicant was 
advised to contact the Confidentiality Advisory Team to discuss this issue further. 
 
Consent for use of tissue 
 
It was noted that consent may be required for use of samples as specified with the 
Human Tissue Act 2006. Members queried when the samples had been collected 
and whether consent was in place originally for the use of samples. It was noted 
that this was primarily a REC issue and that this information had not been included 
within the application. 
 
REC approval 
 
Members noted that the IRAS form referenced the application as a “study limited to 
working with human tissue samples and data” and were informed by the Director of 
Operations within the HRA that this would be considered a research tissue bank. 
The applicant would therefore need to return to the REC to ensure that the ethical 
opinion provided was valid. It was confirmed that the REC would contact the 
applicant separately to discuss this. 
 
As the application had not been submitted as a tissue bank, it was unclear whether 
the requirement for consent for use of samples had been reviewed by the REC and 
members requested further information in relation to the REC consideration of this 
aspect once reviewed. 
 
Queens University 
 
Members noted that data would be stored on a secure server at Queens University, 
Belfast and queried whether Queens University would be acting as data processors 
on behalf of Papworth and if the data processed would include confidential patient 



34 

information. If confidential patient information data was going to be processed 
members advised that confirmation of a satisfactory IG Toolkit submission would be 
required for Queens University and further justification should be provided. 

 
Confidentiality Advisory Group advice conclusion 
 
In line with the considerations above, the CAG agreed that the minimum criteria under 
the Regulations appeared to have been met, and therefore advised recommending 
provisional support to the Health Research Authority for access to deceased patient 
data, subject to compliance with the specific and standard conditions of support 
satisfactory resolution of the further clarifications as set out below.  
 
Request for clarification 

 
1. Confirmation as to whether confidential patient information will be processed at 

Queens University, and if so why this is necessary. 
 
Specific conditions of support 

 
1. Confirmation of a favourable opinion from a Research Ethics Committee 

following resubmission as a research tissue bank. Please submit a copy of all 
information provided to the REC in relation to the submission. 
 

2. Confirmation of suitable security arrangements via IG Toolkit submission. 
 

d. BioAID Version 1 [CAG 9-08(d)/2014] 
 
This application from University College London set out the purpose of establishing 
a registry of 10,000 episodes in unselected adult infectious diseases across the 
major biomedical research centres (emergency department or acute admissions 
unit) within the NHS. Confidential patient information would be linked with samples 
that would be used to investigate the patient’s genetic profile. 

 
A recommendation for class 3 and 6 support was requested to allow researchers 
access to confidential patient data in order to approach patients for consent across 
5 centres. Consent would be obtained whilst the patient was still in hospital. 

 
Confidential patient information requested 
 
Access was requested to name, address, date of birth, date of death, hospital 
number. 
 
Confidentiality Advisory Group advice  
 
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. 

 
Members noted that access to confidential patient information without consent was 
required in order to seek consent in emergency departments where it would not be 
feasible for clinical care teams to do so. 
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Retention of confidential patient data 
 
Members requested confirmation that confidential patient information would be 
destroyed if a patient had been approached and did not consent within the specified 
time period. 
 
Approach to next of kin 
 
Members noted that next of kin would be approached where the patient was too 
unwell or had died prior to providing consent. Members recommended that the 
approach to next of kin should be made by a member of the clinical care team but 
agreed that this was an ethical issue as the request to access confidential patient 
information did not extend to third party data. It was agreed that the REC should be 
approached for views in relation to this specific issue.  
 
Confidentiality Advisory Group advice conclusion 
 
In line with the considerations above, the CAG agreed that the activity appeared to be 
in the public interest and the minimum criteria under the Regulations appeared to have 
been met, and therefore advised recommending provisional support to the Health 
Research Authority, subject to compliance with the specific and standard conditions of 
support and further clarifications as set out below.  
 
Request for clarification 

 
1. Confirmation that confidential patient information will be destroyed if a patient 

has been approached and does not consent within the specified time period. 
 

Specific conditions of support 
 

1. Favourable opinion from Research Ethics Committee, including specific views in 
relation to the issue about approaching next of kin highlighted above. 

 
2. Confirmation of suitable security arrangements via IG Toolkit submission. 
 
e. The EPIC-Norfolk prospective population study [CAG 9-08(e)/2014] 

 
This application from the University of Cambridge detailed an existing cohort study 
of 25,639 patients aged between 40-79 in 1993-97 with cancer and/or chronic 
disease. Patients were originally recruited on a consented basis via GP practices. 
Support under the Regulations was requested for continued access to confidential 
patient information (HES data, GP data and death and cancer registration data) in 
order to follow up the cohort. Consent to collect follow up data was called into 
question following queries raised by a Caldicott Guardian who noted that the 
original consent materials suggested that the study would end in 2000.  
 
Confidential patient information requested 
 
Access was requested to name, NHS number, date of birth, postcode, gender and 
occupation. 
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Confidentiality Advisory Group advice  
 

Validity of original consent 
 
Members discussed whether the consent materials submitted could constitute valid 
consent and therefore whether an application under the Regulations would be 
required to access the requested follow up data. Members noted that there had 
been a considerable amount of information sent to patients throughout their 
involvement within the study and therefore the cohort were likely to be aware of the 
activity. It was noted that the primary concern was the statement within the patient 
information leaflet that: “The first results will become available in about 1997, while 
the main results from the study will be known in the year 2000”.  Members 
discussed whether participants may have interpreted this in line with the Caldicott 
Guardian comments and there were some differences in views in relation to what 
participants might expect.  
 
It was noted that some participants would have responded to follow up contacts but 
that some may have only provided consent at the time of enrolment into the study 
and may not have responded to further requests. It was also recognised that the 
study had developed since the initial consent and members were therefore cautious 
in presuming that consent would be in place for the entire cohort and agreed that 
support under the Regulations may be required to allow access to confidential 
patient information. 

 
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. 

 
Members discussed whether it would be feasible to write to the entire cohort in 
order to seek explicit consent for further use of data. It was noted that it was unlikely 
to be feasible to rely on further consent due to the potential number of patients who 
would not respond to the request.   

  
Informing participants 
 
Members noted that all participants would have provided consent at the initial 
enrolment into the study. However, for those patients who had not responded to 
recent correspondence, members agreed that further information in relation to the 
uses of their data should be sent to them prior to further data collection. This 
information should provide an opportunity for the patient to object to any further 
processing of their personal information. Patients who had responded to recent 
correspondence should be informed about the uses of their data at the next planned 
contact. This should also include clear information about how any objection could 
be registered. 
 
In order to ensure that there was the best possible opportunity that information 
would reach participants, members advised that updated address and mortality data 
should be requested from the Health and Social Care Information Centre (HSCIC).   
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Deceased patients 
 
Members agreed that a recommendation of support could be provided in relation to 
accessing further follow up data in relation to those patients who had died. 
 
Confidentiality Advisory Group advice conclusion 
 
In line with the considerations above, the CAG agreed that the minimum criteria under 
the Regulations appeared to have been met, and therefore advised recommending 
provisional 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. Favourable opinion from a Research Ethics Committee (including all patient 

information leaflets) 
 

2. Confirmation of suitable security arrangements via IG Toolkit submission. 
 

3. Those participants who have not responded to recent requests should be 
contacted and informed that their data is still being used and given the 
opportunity to object prior to further data collection from GP records, HES and 
in relation to cancer registration. 

 
4. Those participants who frequently respond should be informed and given an 

opportunity to object at the time of next contact. 
 

5. Updated address and mortality data should be requested from the HSCIC to 
ensure that there is the best possible opportunity that information will reach 
patients.   

 
9. ANY OTHER BUSINESS 

 
The Chair invited member’s ideas to raise at the Information Governance Oversight 
Panel. It was advised that future Panel dates will be circulated to the Group. 
 
The Group raised concern that applicants did not always understand the temporary 
nature of approval and that the outputs from the practicable alternative working group at 
annual review stage would be critical to achieving this understanding.   
 
The Chair thanked members for their contributions to the reviews and discussions. 


