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Minutes of the meeting of the Confidentiality Advisory Group 

 

27 April 2017, Meeting Room 2, HRA Manchester, Barlow House  

 

Present: 

Name   Present    Notes   

Dr Martin Andrew  Yes     

Dr Malcolm Booth  Yes     

Ms Sophie Brannan  Yes     

Dr Lorna Fraser  Yes     

Ms Clare Sanderson  Yes  Alternate Vice Chair  

Mr David Smallacombe  Yes     

Dr Mark Taylor  Yes  Chair 

  

In Attendance:  

Name   Present    Notes   

Miss Kathryn Murray   In Attendance  Senior Confidentiality Advisor  

Professor Iain Hutchinson In Attendance  Applicant – 17CAG0073 (Item 3b only)  

 

 

1. INTRODUCTION, APOLOGIES AND DECLARATIONS OF INTEREST 

 

a. Agenda Item 4a) 17CAG0055 

 

CAG acknowledged that the applicant was based within the South London and Maudsley NHS 

Foundation Trust, which was the employing organisation of Dr Murat Soncul, Alternative Vice-Chair 

for CAG. Dr Soncul was not present at the meeting; however, it was agreed that this link should be 

acknowledged within the minutes for information purposes. 
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2. APPROVAL DECISIONS 

 

Secretary of State for Health Approval Decisions 
 

The DH senior civil servant on behalf of the Secretary of State for Health (SofS) agreed with 
the advice provided by the CAG in relation to the 23 March 2017 meeting applications.   

 
HRA Approval Decisions 

 
The HRA agreed with the advice provided by the CAG in relation to the 23 March 2017 

meeting applications. 

  

3. NEW APPLICATIONS – Non-research 

 

a. 17CAG0062 - What are the trends in the assessment of girls for autism in Berkshire? 
 
Context 
 
Purpose of application 
 
This application from the University of Reading set out the purpose of a service evaluation around 
autism trends in girls in the Berkshire area. There is growing awareness in the UK that many autistic 
girls are ‘flying under the radar’.  They are typically mis-diagnosed or diagnosed later than boys, if at 
all, and often only after the diagnosis of a secondary mental health issue.  This has implications for 
their health and educational outcomes. 
 
This project seeks to understand whether this is an issue in Berkshire. The aim is to evaluate whether 
there are differences in the referral process and outcomes of girls assessed for autism, compared to 
boys, and to consider what factors may contribute to any variations.   
 
The project will require accessing Berkshire Healthcare NHS data from the Children and Young Adults 
Mental Health Service (CAMHS) autism pathway, from 2011-2016.  No participant involvement is 
required for the analysis. The results of the analysis will be used to provide a comprehensive picture of 
the assessment of girls for autism in Berkshire, and to identify any points in the process where changes 
could be made to improve the service provided to girls on the autism pathway in Berkshire. 
 
This is part of a wider study into the experiences of autistic girls in mainstream secondary schools, and 
the findings will inform the (non-NHS) qualitative research that follows this initial analysis of secondary 
data. 
 
A recommendation for class 1 and 6 support was requested to cover activities as described in the 
application.  
 
Confidential Patient Information Requested 
 
Cohort 
 
Data from 200 patient records held by the CAMHS Service in Berkshire in relation to children assessed 
for autism via the CAMHS autism pathway between 2011 and 2016. 
 
Access to the entire patient record, including free text, was requested. The applicant has been 
appointed with an honorary contract with the CAMHS service in Berkshire and will be undertaking the 
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record review personally. However, no confidential patient identifiable information was to be extracted 
from the records. The following items were required for analysis: 
 

 Gender,  

 Geographical area,  

 Month/year assessed,  

 Outcome of assessment,  

 Age at diagnosis,  

 First or subsequent referral,  

 Internal/external referral,  

 ADOS score,  

 Referrer. 
 
Confidentiality Advisory Group Advice 
 
Scope of Support Requested 
 
The CAG had been asked to consider one aspect of the wider programme, which focussed on access 
to 200 patient records by the applicant, who was outside of the direct care. It was noted from the from 
CAG application that the applicant would be personally be accessing the records within the RiO 
system and extracting anonymised data for use in analysis; however, in an email response to 
additional queries raised ahead of the CAG meeting, contradictory information had been supplied. 
Within the additional correspondence, the applicant had indicated that the CAMHS Service would be 
supplying information from the 200 patient records which had already been anonymised at source, 
from which it would be impossible to identify an individual. The applicant had also indicated that she 
would not have direct access to patient records within the RiO system. This further correspondence 
also contradicted the information provided in the letter of project support from the CAMHS service 
which was submitted as part of the application. 
 
Members agreed that clarification around this point was required as the project design described within 
the later correspondence would not require support under the Regulations as there was no breach of 
confidentiality. It was agreed that considerations of the project as described within the initial application 
form would proceed, to enable a recommendation in principle to be provided to the decision-maker, 
pending confirmation from the applicant. 
 
The Group confirmed that the second phase of the project, which involved detailed analysis of 10 
patient records, was outside the request for support under the Regulations, as this part of the project 
was fully consented, prior to the applicant receiving access to confidential patient information.   
 
Public Interest 
 
The CAG agreed that the application was medical in purpose as the analysis aimed to provide an 
evaluation of assessment of autism in girls, with the intention of identifying improvements in the 
service. It was agreed that the proposal was within the public interest through aiming to address any 
gender inequality between the autism assessment processes.  
 
Practicable Alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient identifiable data 
without consent existed, taking into account the cost and technology available in line with Section 251 
(4) of the NHS Act 2006. 
 
• Feasibility of consent 
 
Members were satisfied that consent was not feasible for the project due to the time lapse from the 
autism assessments being undertaken and the extraction of the required data. 
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• Use of anonymised/pseudonymised data 
 
The Group acknowledged that the project had been designed in a way that the required analysis was 
undertaken on anonymous data; however, it was understood that the access to patient records was 
initially required to enable the information to be extracted. Clarification remained outstanding around 
who was accessing the records to undertake the necessary extraction.   
 
Justification of Identifiers 
 
No items of confidential patient information were required for the project; however, the Group were 
satisfied that the information that would be extracted from records was relevant for analysis.  
 
Patient and Public Involvement and Engagement 
 
The Group acknowledged that patient engagement and involvement activities which had been 
undertaken ahead of the submission and whilst this had limitations, it was agreed that the applicant 
had engaged with appropriate individuals including adolescent girls with an autism diagnosis and 
parents of this patient cohort, around issues pertinent to the project. Members acknowledged the 
applicant’s experience working with this patient group.  
 
Patient Notifications and Dissent 
 
It is a general principle of the CAG, when recommending support under Regulation 5, for reasonable 
measures to be taken to inform the relevant population of the activity and to provide a right and 
mechanism to respect objection, where appropriate.  This is known as patient notification. This is 
separate to the local obligation to comply with the principles of the Data Protection Act 1998.  
 
Members discussed the content of the proposed website notification and it was agreed that the 
language was not patient-friendly and required revision into lay language. It was further noted that the 
document stated that the applicant would not have access to confidential patient identifiable 
information, which would require revision if this was not the case. 
 
The CAG suggested that wider patient notifications were possible for the project and suggested that 
posters about the project could be displayed within the CAMHS service. It was acknowledged that 
some of the patients to be included in the project would now be adults and as such, notifications would 
also be appropriate within adult autism clinics.  
 
An opt-out mechanism had been provided; however, the Group was unclear how this would be 
operated in practice when extracted data was anonymised at source. It was agreed that patient 
notifications would need to be displayed three weeks in advance of data extraction commencing to 
enable facilitation of a meaningful opt-out system. Members also agreed that the notification materials 
would require revision to include an agreed cut-off data for any dissent to be raised.  
 
Data Retention 
 
The applicant stated that study data would be retained until the resulting doctoral thesis had been 
examined, which was expected to be by December 2020. The Group acknowledged that the project 
analysis would be undertaken on an anonymised dataset and confirmed that the retention was 
appropriate on this basis.  
 
Data Storage 
 
The CAG was unclear why study data was being held on a laptop as it commented that transfer to a 
University server via the LAN connection was more secure. It was recommended that the applicant 
confirm that this proposal was compliant with the local IG policies.  
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Additional Points 
 
Members recommended that the applicant discuss the implications of undertaking this non-research 
proposal as part of a research-based doctorate with the Academic Supervisors involved with the 
programme.  
 
Confidentiality Advisory Group Advice Conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have been met, 
however, further information would be required and therefore advised recommending provisional 
support to the Secretary of State, subject to satisfactory responses to the request for clarification and 
compliance with the specific and standard conditions of support as set out below.  
 
In order to complete the processing of this application, please respond back to the following request 
for further information within one month:  
 
Request for Further Information 
 
1. Provide confirmation around who will be accessing the 200 patient records to undertake the data 

extraction. Clear response to this question is required to determine whether the project requires 
support under the Regulations to proceed.  

2. Patient Notifications and Dissent: 
a. Revise the website text to make the language and content more accessible to a lay person, 
b. Revise the detail provided in the document around the applicant’s access to confidential patient 

identifiable information (if appropriate, determined by the response provided to question one above), 
c. Revise the information around opt-out within the document, providing a specific date by which time 

objections are required to enable these to be respected prior to the anonymous data extraction,  
d. Design a notification poster to be displayed in CAMHS and adult autism clinics, 
e. Confirm a schedule for patient notifications to ensure that information is displayed at least three 

weeks before the proposed data extraction commences, to facilitate the opt-out period.  
 
Recommendations 
 
The following points are recommendations made by the Confidentiality Advisory Group for 
consideration by the applicant; however, the outcome would not impact on any recommendation of 
support. 
 

1. Confirm that storage of project data on a laptop was in line with local Information Governance 
Policies.  

2. Discuss the implications of the undertaking of this non-research proposal with the Academic 
Supervisor supporting the research-based doctoral programme.  

 
Provisional Specific Conditions of Support 
 
1. Support would only extend to the review and extraction of anonymous information from 200 patient 

records.  
2. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission. (Remains Outstanding). 
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b. 17CAG0073 - Application to hold patient identifiable data within the National Head and Neck 

Cancer Audit (HANA) 

 

Context 
 
Purpose of Application 
 
This application from Saving Faces and Dendrite sets out the purpose of the continuation of the Head 
and Neck Cancer Audit. The HANA database was commissioned by HQIP to assess and improve the 
quality of services and the outcomes achieved by head and neck cancer treatments across the NHS 
and to provide comparative information to patients, commissioners and regulators of healthcare 
professionals.  
 
On 1st July 2015, Saving Faces – The Facial Surgery Research Foundation (SF) was commissioned 
by the Healthcare Quality Improvement Partnership (HQIP) on behalf of NHS England and the Welsh 
Government to deliver the National Head and Neck Cancer Audit. The audit had previously been 
delivered for many years by NHS Digital (NHSD) who held the first head and neck database, DAHNO, 
collecting and storing data from 2004-2014 relating to more than 54,000 patient records. HQIP 
supported the flow of this historic audit data including patient confidential data from NHSD to SF as 
these data were required to deliver the audit moving forwards. This was reviewed and approved under 
the historic CAG reference 15/CAG/0170.  
 
In February 2017, SF published a Clinical Outcomes Publication (COP) on NHS Choices and My NHS 
based on the historical 2012-14 data. More than 23,000 head and neck cancer records relating to 
diagnoses from November 2014 to date, have already been uploaded directly to Dendrite Clinical 
Systems who are the informatics provider and data processor for this contract. This was reviewed and 
approved under historic CAG reference 15/CAG/0197.  
 
In the spring of 2017, the commissioning arrangements for HANA will change and HANA will cease to 
be part of the National Clinical Audit and Patient Outcomes Programme (NCAPOP). SF’s contract with 
HQIP will end once a new legal basis for holding the data has been established. SF will then take over 
as the data controller and funder of HANA, delegating Dendrite Clinical Systems Ltd as data processor. 
HANA will continue as part of HQIP's Clinical Outcomes Publication Programme and SF are currently 
working on the next COP, which will be based on the 2014-16 data. The audit will therefore be retained 
on the 2017/18 Quality Accounts list. 
 
This application relates to the ongoing retention and processing of both the historical data that have 
been transferred to Dendrite on behalf of Saving Faces and the data that HANA is currently collecting 
and will continue to collect. SF seeks support to continue the application for the same purpose as 
previously approved under the HQIP commissioned audit programme. Dendrite will hold data securely 
and will provide Saving Faces with aggregate or anonymised data for use in the analysis of the 
following areas:  
 

 Hospital performance – facilities and their timely availability, pastoral aspects of care,  

 Clinician performance - surgical skills of surgeons measured to BAHNO standards and the current, 
surgeon-level reporting fields; and for the first time oncologist performance in terms of disease 
control and complications,  

 Long-term treatment outcomes – complications of treatment, disease control and survival,  

 Longitudinal studies tracking treatment and care over many years.  
 
Building on the historic data from 2004, HANA wish to continue to monitor service provision and 
facilitate processes and outcome improvements covering the whole ‘patient pathway’. The dataset will 
be updated approximately once a year to track key processes and outcome measures in line with the 
latest NHS guidelines and clinical group suggestions (e.g. fields that are consistently poorly completed 
will be assessed for removal, whilst new fields such as robotic surgery may be added). SF are working 
in close collaboration with the British Association of Head and Neck Oncologists (BAHNO) to ensure 
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appropriate clinical leadership and governance. HANA will collect data on pre-operative health status 
and co-morbidity, details of the treatments provided and the principal healthcare professionals 
responsible, and the development of any recognised complications following surgical and non-surgical 
treatments delivered in NHS hospitals. 
 
A recommendation for class 1, 4, 5 and 6 support was requested to cover activities as described within 
the application. 
 
Confidential Patient Information Requested 
 
Cohort  
 
The cohort is all patients with a diagnosis of head and neck cancer in England and Wales. The historic 
HANA database which will transfer under this application if supported contains records for over 75,000 
patients.  
 
The following data items are requested for the purposes stated:  
 

 NHS number - used for data linkage to ONS mortality records and to allow patient tracking within 
and across units,  

 Date of birth – to allow data to be risk-adjusted by the age of patients when comparing units/trusts. 
To ensure that the correct patient can be identified and information can be correctly linked. For 
epidemiological analysis locally & nationally,  

 Postcode - to allow data to be risk-adjusted by deprivation when comparing units/trusts and for 
geographical comparisons,  

 Date of treatment – for the assessment of complications including return to theatre within 30 days 
and for survival analysis,  

 Date of death – to be used in survival analyses and clinical outcomes reporting,  

 Cause of death - to be used in survival analyses,  

 First name and surname – to be used to verify patient identification in cases where NHS numbers 
are inaccurate. To aid clinicians who are entering patient data via the Direct Data Entry (DDE) 
system during follow-up appointments. To aid clinicians who wish to view, check and correct their 
patients’ records via the DDE.  

 
Data will be uploaded direct from local clinical MDT teams.  
 
Confidentiality Advisory Group Advice 
 
The Chair welcomed the main applicant, Professor Iain Hutchinson, to the meeting who was in 
attendance to answer any queries identified during the course of the application review.  
 
Public Interest 
 
The Group was satisfied that the application defined a medical purpose. It was acknowledged that the 
audit had been decommissioned by HQIP from the national audit programme and whilst it was noted 
that many factors were likely to have led to this decision, Members required assurance that the audit 
remained in the public interest.  
 
The CAG requested confirmation around the proportion of cases of head and neck cancer which had 
been registered with the audit programme; however, a clear response was not provided. It was 
acknowledged that 23,000 cases had been entered into the audit but these were tumours, rather than 
individual patients and there was possible duplication and relapse entries relating to the same patient.  
 
Members agreed that the value of the established database was unclear without understanding how 
representative of the whole sample of head and neck cancer patients this was. It was also unclear 
whether clinicians were mandated to submit to the audit programme. The applicant described extensive 
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networking which had been undertaken to raise the profile of the audit within the centres that were 
making submissions which it was hoped would increase data capture.  
 
It was agreed that support would be recommended for the continued retention of the existing dataset by 
Dendrite and the continued prospective data collection on the same terms as the existing approval, 
further information was required from the applicant, by no later than the first annual review, to clearly 
define the ongoing public interest and benefit of the audit work.  
 
Practicable Alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient identifiable data 
without consent existed, taking into account the cost and technology available in line with Section 251 
(4) of the NHS Act 2006. 
 
• Feasibility of Consent 
 
The applicants had provided information within the application around a consenting pilot which had 
been undertaken together with a proposal to move a fully consented model for the audit programme by 
2019. It was understood from discussion at the CAG meeting that work was still ongoing here and the 
CAG agreed that a further report around the progress of moving towards this model was required at 
first annual review, together with any further outcomes from the pilot consent programme.  
 
• Use of Anonymised/Pseudonymised Data 
 
The Group acknowledged that the applicants were undertaking the analysis on an anonymous dataset; 
however, it was agreed that the processing and retention of confidential patient identifiable information 
was required to enable the production of this dataset and to facilitate the long-term follow-up of 
patients.  
 
Retention of Data 
 
Members were unclear around which confidential data items would be retained by Dendrite in relation 
to patients who were living and those who subsequently died. In discussion, it was clarified that for 
living patients, name, date of birth, ethnicity and NHS number would be retained. It was acknowledged 
that whilst postcode was initially collated, this was translated into a deprivation score and the actual 
postcode deleted. For deceased patients, it was acknowledged that the retention of cause of death was 
required to enable anonymous aggregate reporting to be undertaken around this information. It was 
agreed that name and NHS number were no longer required for patient groups as there was no further 
data collated; however, it was agreed that date of death should be removed from the database and 
replaced with a calculated survival length to reduce the identifiability of the dataset.  
 
The CAG queried the accuracy of information on the audit website around the destruction of data held 
by Dendrite, which stated that identifiable data items would be removed one per year by Dendrite. It 
was clarified that this information was incorrect and required revision. The Group agreed that 
publications required accuracy checks to ensure the publically available information was correct.  
 
Data Flows 
 
The Group discussed the additional data flows which proposed linkage with HES and ONS as well as 
linking with information in relation to radiotherapy and chemotherapy treatments, which would be 
supplied following augmentation of existing data with NCRAS. Clarification had been sought around 
how these additional data linkages would be managed; however, a clear response was not provided. 
Members agreed that the inclusion of the supplementary clinical fields which could be provided by 
NCRAS appeared appropriate: however, satisfactory clarification was required from the applicants to 
define these data flows before support could be recommended for this additional data collection. It was 
agreed that an amendment to cover this additional data linkage would be accepted at this time.  
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The CAG stated that proposed linkage with HES and ONS records held by NHS Digital had not been 
clearly defined in terms of the purpose and proposed outcomes of the additional data linkage within the 
application or in discussion at the meeting. Members agreed that this proposal was outside of scope at 
the present time and it was noted that an amendment to consider this additional linkage would not be 
considered within the coming 12 months of support. The CAG indicated that strong rationale to support 
the ongoing public interest and value of the existing dataset was required before an amendment to 
consider this additional data linkage would be considered.  
 
Extension of Purpose 
 
The CAG acknowledged the correspondence which had taken place ahead of the meeting around the 
potential extension of scope for the project to include research purposes. The Group stated that any 
extension to the purposes of the application outside the existing audit cover remained outside of scope. 
Members reiterated that the value of the established database would need to be assured prior to any 
submission requesting extension of scope.  
 
The applicants were also reminded that an extension to include research purposes within the database 
would also require a submission to an NHS Research Ethics Committee for review. The Group 
recommended that the applicants consider establishing a link with an academic research partner to 
assist with this area of the project.   
 
Patient Notification and Dissent 
 
It is a general principle of the CAG, when recommending support under Regulation 5, for reasonable 
measures to be taken to inform the relevant population of the activity and to provide a right and 
mechanism to respect objection, where appropriate.  This is known as patient notification. This is 
separate to the local obligation to comply with the principles of the Data Protection Act 1998.  
 
The Group considered the information supplied around patient opt-out and it was commented that this 
suggested that only the HANA fields would be deleted should a patient raise an objection around the 
inclusion of their data. It was agreed that the wording of the information required revision to clearly state 
that an objection would lead to the removal of all of a patient’s data from the audit dataset.  
 
Members also acknowledged the additional patient notification plans the applicants which included 
updating information displayed on the website to include the opt-out information and displaying 
information on the British Association of Head and Neck Oncologists (BAHNO) website.  
 
Additional Points 
 
The CAG considered the proposal made by the applicants around returning data to clinicians around 
their own patients, as an incentive to promote the uptake submission of entries for the audit. It was 
noted that this request was outside the request for support as clinicians had legitimate access to the 
confidential information relating to their own patients for direct care purposes.    
 
The Chair thanked the applicant for his attendance and he left the Committee meeting.  
 
Confidentiality Advisory Group Advice Conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have been met and that 
there was a public interest in projects of this nature being conducted, and therefore advised 
recommending support to the Secretary of State, subject to compliance with the specific and standard 
conditions of support as set out below.  
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Specific Conditions of Support 
 

1. Support is extended to the continued retention of the existing audit database by Dendrite, as data 
processors, to support the ongoing audit programme, which will now be led by Saving Faces, as data 
controller. Support remains in place for the continued prospective data collection for the audit 
programme by the existing data flows only. Any proposed data flow outside those which have existing 
approval was considered out of scope and has not been supported.  

2. The extension of support to cover data linkage with NCRAS to augment chemotherapy and 
radiotherapy information is out of scope of this approval; however, the CAG was open to the future 
submission of an amendment to cover this. 

3. The extension of support to cover additional data linkage with ONS and HES data is out of scope of 
this approval. The CAG required assurance of the value of the existing data source at first annual 
review before an amendment submission to cover this additional linkage would be accepted. 

4. An extension to the purpose of the project to include research was out of scope of this approval. The 
CAG required assurance of the value of the existing data source at first annual review before an 
amendment submission to cover any extension to purpose would be accepted. 

5. Further information is required to provide assurance in the ongoing value of the audit programme and 
current established dataset. This should be submitted no later than four weeks in advance of the 
submission of the first annual review, to allow sufficient time for consideration by the CAG.  This should 
include: 
a. Confirmation of the proportion of head and neck cancers cases submitted for the audit against the 

actual number of cases recorded. Historical information should be provided together with figures for 
the previous year, to understand the improvements which have been made following engagement 
with sites, 

b. Clarification of whether clinicians are mandated to submit data for the audits. 
6. Work should continue on moving the audit programme to a fully consented model and the trial of DDE2 

data entry system. A report on progress towards achieving this by 2019 as indicated, together with 
additional outcomes from the pilot, should be provided at first annual review for consideration by the 
CAG.  

7. With regards data retained on deceased patient, date of death should be translated into a survival time 
calculation, with the date identifier being removed from the database.  

8. Patient Notifications and Dissent – undertake the following updates providing a report back at first 
annual review that these had been undertaken: 

a. Published information required proofreading for accuracy to ensure that information around the 
retention of data is accurately reported. Revisions should be made where necessary, 

b. Revise the information around the opt-out process to clearly state that all patient information would 
be removed from the audit should a patient lodge an objection, 

c. Update the relevant website sections around the opt-out process for the project, 
d. Include patient notification on the British Association of Head and Neck Oncologists (BAHNO) 

website. (Confirmed – Dendrite shows a reported reviewed grade at 66% satisfactory on 
Version 13 (2015/16). 

9. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 
Governance Toolkit (IGT) submission.  
 
Recommendation  
 
The following point was raised as a recommendation only for consideration by the applicants:  
 

1. Consider establishing a link with an academic research partner to assist moving forward with the 
proposed extension of project purpose to include research.  
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4. NEW APPLICATIONS – Research 

 

a. 17CAG0055 – Clinical Records Interactive Search (CRIS) System with the Department for Work 

and Pensions (DWP) Employment and Benefits Data 

 

Context 
 
Purpose of Application 
 
This application from the South London and Maudsley NHS Foundation Trust (SLaM) set out the purpose 
of medical research through the establishment of a research database. The application seeks approval to 
link records from the South London and Maudsley NHS Foundation Trust (SLaM) with the Department for 
Work and Pensions (DWP) Customer Information System (CIS) and DWP benefits data, to enable the 
provision of an anonymised data resource for research purposes using the Clinical Records Interactive 
Search (CRIS) system. The applicants propose to link and fully anonymise mental health clinical data on a 
historical cohort of approximately 280,000 adults of working age from the SLaM Biomedical Research 
Centre (BRC) CRIS system with DWP data on benefits. The cohort will be all patients seen by SLaM 
services between 01/01/2007 and 31/12/2016.  
 
The NHS Clinical Dataset: 
 
SLaM is a large mental health Trust covering a geographic catchment of four London boroughs (Lambeth, 
Southwark, Lewisham, and Croydon) and a population of around 1.2 million residents. It is a near-
monopoly provider of comprehensive adult mental health care. SLaM also provides a range of national 
specialist services accessed across England. SLaM developed a bespoke single electronic health records 
system, the electronic Patient Journey System (ePJS), which was adopted by all Trust services in 2006. All 
clinical services became paper free during implementation. Some services used a number of electronic 
record systems prior to ePJS implementation. These legacy systems were migrated to ePJS. The legacy 
paper records in health records libraries were digitised and integrated in the single electronic health record 
system. 
 
The CRIS system forms the basis for the SLaM Biomedical Research Centre (BRC) Case Register and is a 
program which structures and de-identifies information from the electronic mental health record (ePJS) for 
research use. CRIS was established in 2007 with NIHR funding and received a five-year Research Ethics 
Committee (REC) approval in 2008 which was renewed in July 2013 for an additional five years. 
 
The DWP Benefits Dataset:  
 
The DWP Customer Information System (DWP-CIS) is the DWP’s central records spine. The National 
Benefits Database (NBD) is a central repository of individual-level data (one line per spell) for key benefits, 
collected reliably since 1999, for Great Britain. CRIS will initially be matched to CIS. Correct matches will 
then be linked to a range of DWP benefits data sources, primarily the NBD. Benefits data which is not 
included in the NBD (e.g. personal independence payments (PIP) and Universal Credit (UC) will be linked 
separately. 
 
A recommendation for class 4 and 6 support was requested to cover activities as described within the 
application.  
 
Confidential Patient Information Requested 
 
Cohort 
 
The cohort will be all patients seen by SLaM services between 01/01/2007 and 31/12/2016. This historical 
cohort consists of approximately 280,000 adults of working age. 
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The following items of confidential patient identifiable information have been requested for the purposes 
defined: 
 

 Name – linkage, 

 Date of birth – linkage and retained in MM/YY format for analysis, 

 Unit level postcode – linkage and retained as deprivation score for analysis 

 Gender – for linkage and analysis, 

 Date of death – for analysis – query  

 Ethnicity – for analysis.  
 
The patient identifiable data will be extracted from the established CRIS database and linked with DWP 
National Benefits Database by staff at the DWP. This proposal covers a one-off data linkage and extraction.   
 
Additionally, the DWP will provide fully anonymised aggregate data (non-linked) to determine age, sex and 
locality-standardised annual rate of benefit-specific receipt.  
 
Confidentiality Advisory Group Advice 
 
Public Interest 
 
The CAG agreed that the application defined a medical purpose which was to examine the effect of welfare 
reforms and current assessment policies on mental health recovery and relapse. It was agreed that a 
strong public interest in the application had been established, which was supported by the service users 
who had been consulted with throughout the design of the project.  
 
Practicable Alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient identifiable data without 
consent existed, taking into account the cost and technology available in line with Section 251 (4) of the 
NHS Act 2006. 
 
• Feasibility of Consent 
 
The Group considered the arguments put forward by the applicants around why consent was not feasible 
for the project which included the size of the historic sample, potential for contact information to be 
outdated and requirement for the linked dataset to be representative across the cohort. It was agreed that 
consent was not a practicable alternative and support under the Regulations was appropriate in this 
instance.  
 
• Use of Anonymised/Pseudonymised Data 
 
The CAG acknowledged that once linkage had been undertaken, the established research database would 
be anonymised given the controls in place; however, access to confidential patient identifiable information 
was required to enable the linkage to be undertaken.  
 
Justification of identifiers 
 
Members agreed that the proposed identifiers were justified to undertake the required linkage described 
within the application.  
 
Retention of Identifiers 
 
The applicants had clarified within the submission that the expected timeframe for data linkage was three 
months, at which stage the DWP would delete the file containing identifiers. The applicants had stated that 
they would return to CAG to request an extension to the retention of this linkage file should the activity not 
be completed within the timeframe. The CAG acknowledged this proposal and recommended that approval 
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be given for the retention of identifiers by the DWP for a three month period in the first instance, pending an 
amendment request from the applicants as appropriate.  
 
Patient and Public Involvement and Engagement 
 
The Group commented that the public and patient involvement and engagement which had been 
undertaken in the project design phase was very strong and provided reassurance for the project. It was 
acknowledged that the SLaM Trust has an established advisory group, Biomedical Research Centre Data 
Linkage Service User and Carer Advisory Group. The group comprised of people with lived experience of 
mental illness that have an interest in mental health research involving data linkage. Members 
acknowledged that this group had been consulted in the design phase of the project and would continue to 
be engaged with as the project progressed, which was commended.  
 
Patient Notification and Dissent  
 
It is a general principle of the CAG, when recommending support under Regulation 5, for reasonable 
measures to be taken to inform the relevant population of the activity and to provide a right and mechanism 
to respect objection, where appropriate.  This is known as patient notification. This is separate to the local 
obligation to comply with the principles of the Data Protection Act 1998.  
 
The CAG considered the patient notifications which had been submitted together with the application and it 
was acknowledged that the generic CRIS information leaflet provided clear information around this 
database together with a generic opt-out mechanism. A study-specific website notification had also been 
supplied which provided detail around the specific linkage which would be undertaken for the project and 
offered a mechanism of dissent for these purposes only. 
 
The applicants had also provided information from DWP which described their processes around informing 
members of the public of how this organisation processed data in relation to research purposes. This 
included information available via the DWP website and a description of information which is supplied at 
Job Centres to members of the public.  
 
The Group was satisfied that the patient notifications and dissent mechanisms offered were appropriate 
and adequate for the project.  
 
Data Security 
 
Members noted the confirmation which had been supplied within the application pack that an IG Toolkit 
assessment had been undertaken by NHS Digital in relation to the project which was confirmed as 
satisfactory for the Department for Works and Pensions, specifically in relation to this project.  
 
Additional Points 
 
The CAG recommended a condition was added to the recommendation of support to confirm that the data 
supplied to the DWP for the data linkage activities described in the application and should not be used for 
any additional purpose.  
 
Confidentiality Advisory Group Advice Conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have been met, however, 
further information would be required and therefore advised recommending provisional support to the 
Health Research Authority, subject to satisfactory responses to the request for clarification and compliance 
with the specific and standard conditions of support as set out below. 
 
In order to complete the processing of this application, please respond back to the following request for 
further information within one month:  
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Request for Further Information 
 
1. Favourable Opinion from a Research Ethics Committee.  
 
Specific Conditions of Support 
 
1. Support is extended to England and Wales only. 
2. Support is extended to the linkage activities described within the application only and the data should 

not be used for any additional purposes.  
3. Favourable opinion from a Research Ethics Committee. (Pending) 
4. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission. (Confirmed - SLaM have a published reviewed grade at 
satisfactory at 89% on version 13 (2015/16). DWP have a confirmed project-specific IG toolkit 
which has been reviewed as satisfactory on 08 December 2016 by the External IG Delivery 
Manager at NHS Digital). 

 

b. 17CAG0056 – Receipt of Welfare Benefits Before and After Renal Transplantation 

 

 Context 
 
Purpose of Application 
 
The application from University College London sets out the purpose of medical research which aims to 
determine the change in benefits and employment in the period after, compared with and before, renal 
transplantation. The applicants state that this is a proof of concept study that uses data from the NHS Blood 
and Transplant renal transplant dataset (NHSBT) and the UK Renal Registry (UKRR) linked to benefits and 
employment data held by the Dept. of Work and Pensions (DWP) for individuals who have ever received 
welfare benefits (except child benefits).  
 
Evidence from this study will inform future research to improve understanding of how healthcare 
interventions impact on receipt of benefits and participation in the workforce. Renal transplantation is the 
focus of this study for several reasons. Firstly, from a policy perspective, renal transplantation is a life-
saving and highly cost-effective intervention, but the limited number of donor kidneys restricts the number 
of transplants that can take place. In the UK, Wales has introduced opt-out consent for organ donation in 
an effort to increase the number of donor kidneys that can be used after death. In England, organs can only 
be donated after death if there is explicit opt-in consent. Evidence of the wider societal benefits of renal 
transplantation, including demonstration that transplantation increased the likelihood of returning to work 
could influence public perceptions and policy regarding opt-out consent for organ donation. Secondly, renal 
transplantation often affects adults of working age. We can therefore study participation in the workforce 
and uptake of benefits before and after transplantation. Thirdly, there are excellent registry databases that 
routinely capture data on patients who undergo transplantation, their co-morbidities and health outcomes. 
These registry databases have well-completed identifiers (such as names and postcodes), which are 
needed for linkage to DWP data and are widely used for research. One of the key objectives for the project 
is to test the feasibility of the data linkage between NHS data sources and DWP databases as it is 
understood there is potential difficulties due to the inclusion of differing data items.  
 
A recommendation for class 4, 5 and 6 support was requested to cover activities as describe within the 
application. 
 
Confidential Patient Information Requested 
 
Cohort 

 
The cohort for inclusion will be all patients over the age of 18 years who have undergone renal transplant 
from 2002 through to 2016.  
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The following items of confidential patient identifiable data are required for the purposes as defined below: 
 

 Name – data linkage, 

 Date of birth – data linkage, 

 Unit level postcode – data linkage and retained for geographical analysis, 

 Sex – data linkage and analysis, 

 Ethnicity – for analysis. 
 
The applicants estimate that there will be between 20,000 and 30,000 renal patient’s data linked during the 
project.  
Confidentiality Advisory Group Advice 
 
Public Interest 
 
The CAG considered the information supplied within the application around the proposed medical purpose 
of the project, which the applicant stated was to determine whether renal transplantation improved patient 
function and affected benefit uptake and enabled return to employment. The applicants had also identified 
an indirect medical purpose which was to generate evidence relevant to consent policies for organ 
donation, through determining whether there were wider public benefits of renal transplantation, enabled 
through the impact on uptake of benefits and employment. 
 
Members were unclear how a review of benefit uptake both pre and post any medical intervention was able 
to provide any information around improvements in patient function. It was stated that an attempt to 
measure improvements in patient function solely on the individual’s need to claim state benefits or their 
ability to return to work was a crude measure which neglected any consideration of comorbidities and wider 
clinical implications which were more likely to have an impact on patient function. 
 
The Group was also not convinced that any circumstantial evidence from the project was likely to impact 
the Government-led policies in connection with organ donation.  
 
The CAG was also unclear around the potential public benefit from the application and it was commented 
that including consideration of the supplementary information supplied by the applicant ahead of the 
meeting, it was difficult to identify any benefits which weren’t financially based in the reduction of benefits.  
  
Members agreed that application did not set out a medical purpose, which was a clear requirement of the 
Regulations, and as such, support was not recommended.  
 
Practicable Alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient identifiable data without 
consent existed, taking into account the cost and technology available in line with Section 251 (4) of the 
NHS Act 2006. 
 
• Feasibility of consent 
 
The Group was reasonably assured by the rationale put forward by the applicants to explain why consent 
was not a feasible option for the programme; however, it was agreed that as the application did not define a 
medical purpose, further consideration was not required here.  
 
• Use of anonymised/pseudonymised data 
 
Members acknowledged that the proposal as described could not be undertaken utilising an anonymised or 
pseudonymised dataset as processing of confidential patient identifiable information was required to enable 
the required data linkage.  
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Public and Patient Involvement and Engagement 
 
The CAG received information around the wider public and patient engagement proposals which the 
applicant had planned subsequent to the initial application submission. Whilst it was acknowledged that the 
proposed plans were a positive step for the overall project, Members stated that evidence of engagement 
and involvement within the application process was required to assist with the establishment of a public 
interest in the project. It was further commented that the acceptability of using patient information without 
consent in the manner described would need to be tested in order to evidence whether patients and the 
public would be supportive of this type of data linkage.  
 
Patient Notification and Dissent  
 
It is a general principle of the CAG, when recommending support under Regulation 5, for reasonable 
measures to be taken to inform the relevant population of the activity and to provide a right and mechanism 
to respect objection, where appropriate.  This is known as patient notification. This is separate to the local 
obligation to comply with the principles of the Data Protection Act 1998.  
 
The Group acknowledged the supplementary information which had been received ahead of the CAG 
meeting, which advised that the project would be advertised on the NHSBT and UKRR websites and 
supplied draft text for this.  
 
Members considered the sensitive nature of the data sets involved within the study and it was commented 
that any patient notifications would need to be carefully managed to ensure information was transparent 
and clearly explained the project, but were clear that this was not an investigation into benefit claims. It was 
further noted that patient notifications were more difficult for this project as it did not have a defined medical 
purpose.  
 
Confidentiality Advisory Group Advice Conclusion 
 
In line with the considerations above, the CAG agreed that the minimum criteria under the Regulations did 
not appear to have been met, and therefore advised that the application was not supported.  

 

c. 17CAG0060 – ReSPECT Evaluation 

 

Context 
 
Purpose of Application 
 
This application from the University of Warwick sets out the purpose of medical research into the 
Recommended Summary Plan for Emergency Care and Treatment (ReSPECT) Process. The ReSPECT 
process aims to respect patient preferences and respect clinical judgement through shared conversations 
between a person and their healthcare professionals. The ReSPECT process is new for the NHS and 
needs to be evaluated because it is designed for use with all patients in all healthcare settings. It is 
designed to replace the Do Not Attempt Cardiopulmonary Resuscitation (DNACPR) system and address 
issues with that system by placing a decision about whether a patient should or should not be for 
cardiopulmonary resuscitation within an overall care and treatment plan for emergency situation. An 
evaluation with sites that adopt ReSPECT early will enable an assessment of whether the process is used 
successfully to address such concerns and to identify whether any changes to the process are needed.  
 
One of its principal aims is to make sure people understand the care and treatment options that may be 
available to them and that may work in a medical emergency and allow them to make healthcare 
professionals aware of their preferences. Past experience (e.g. Liverpool Care Pathway) has highlighted 
the importance of testing any changes to the way things are done. This project plans to study how, when 
and why these emergency treatment plans are made and the effects they have on patient care. It will use a 
mixture of methods for collecting information to achieve this aim.  
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The project involves a number of work packages; however, only work packages WP1B and WP3 are within 
the CAG considerations. The research requires the research team to access the following information from 
the patients’ clinical records: 
 

 Information recorded on the ReSPECT form, 

 Clinical justification for a ReSPECT recommendation, 

 General information about the patient (e.g. demographic information, severity of illness measures, 
laboratory results). 

 
This information will be linked by hospital based research staff to hospital held information on: 
 

 NHS Safety Thermometer data for each individual patient 

 Overall outcome for each individual patient (length of hospital stay, survival to discharge, discharge 
location type).  

 
The data extraction will be undertaken by research nurses within the six acute NHS hospital sites for WP1 
and WP3 in England.  A diverse range of university affiliated and district general hospitals will be selected. 
The hospitals will also serve a diverse population consisting of different ethnicities in rural and urban areas. 
 
A recommendation for class 1, 2, 4, 5 and 6 support was requested to cover activities as defined in the 
application.  
 
Confidential Patient Information Requested 
 
Cohort 
 
The cohorts for each work package were described as follows:  
 
Work Package 1B – will involve the data extraction from approximately 20 patients per site involved in the 
project, which will be purposively sampled from the patient records used within WP3. In the first 
participating Trust, the applicants will initially select up to 20 records to pilot the evaluation tool in the 
context of the ReSPECT process. At this stage, if it is found that the tool needed to be refined, a further 
sample up to 20 records would be selected for analysis. Analysis of these records will inform further 
sampling at the next Trust with analysis and sampling continuing in an iterative process across all six 
participating Trusts until there are no new changes in the pattern of consistency, transparency, and ethical 
reasoning. It is anticipated that there will be a total sample size of approximately 140 records, including 
those used in the pilot, accessed within this part of the project.  
 
Work Package 3 – will involve all adult inpatients meeting the inclusion criteria on the specified date of data 
collection for the NHS Safety Thermometer audit data collection. The applicants anticipate that this will be 
approximately 500 patients per site, totalling at least 3000 patients.  
 
The following items of confidential patient identifiable data are requested for the following purposes: 
 

 Name – data linkage and to facilitate opt-out, 

 NHS Number – data linkage and to facilitate opt-out, 

 Hospital ID – data linkage and to facilitate opt-out, 

 Date of birth – data linkage and to facilitate opt-out and truncated to age for analysis, 

 District-level Postcode – for deprivation scoring in analysis, 

 Gender – for analysis, 

 Ethnicity – for analysis, 

 Wider clinical information – for analysis.  
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Data will be extracted from patient records by research staff that will undertake the data linkage and return 
a pseudonymised dataset to the research team at the University of Warwick. Research staff at the hospital 
will retain a pseudonymisation linkage record. 
 
Confidentiality Advisory Group Advice 
 
Public Interest 
 
The CAG agreed that the application defined a medical purpose which was in the public interest as the 
project proposed the trial and evaluation of a new system to manage emergency care. The Group 
acknowledged the failings of historic and current systems which managed care in these situations and it 
was agreed that the introduction of a positive patient-led system was important.  
 
Practicable Alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient identifiable data without 
consent existed, taking into account the cost and technology available in line with Section 251 (4) of the 
NHS Act 2006. 
 
• Feasibility of Consent 
 
The Group considered the rationale which had been put forward by the applicants to support the project 
being undertaken without formal consent from participants. Members acknowledged that in order to 
undertake a thorough evaluation of the RESPECT system, the applicants required inclusion of the broadest 
spectrum of patients making important life choices within the study. The project pilot work which had been 
undertaken highlighted the difficulties which were encountered when trying to recruit to the project via a 
consented model, identifying significant patient groups which would be excluded. As such, the CAG agreed 
that consent was not appropriate for this project.  
 
• Use of Anonymised/Pseudonymised Data 
 
Members acknowledged that processing of confidential patient information was required to enable the 
project to progress; however, it was noted that the project analysis would be undertaken on a 
pseudonymised dataset. The Group commented that the risk of re-identification from the analysis dataset 
was limited as participants were grouped by morbidity score, which coarsened the results.  
 
The CAG discussed the linkage files which would be held by research teams at each of the study sites for 
the duration of the project. As the individuals responsible for the retention of these records were not 
considered to be part of the direct care team, support would be required to legitimise the holding of this 
information. Members queried whether there was scope to reduce the identifiability of the information held 
in this linkage file and it was suggested that the data held could be stripped down to study specific-ID and 
one other identifier, such as the NHS Number or the Provider Identifier. The CAG agreed that clarification 
from the applicants was required around this point.  
 
Justification of Identifiers 
 
The Group confirmed that the identifiers requested were appropriate to undertake the activities described in 
the project.  
 
Patient and Public Involvement and Engagement 
 
Members recognised the level of public and patient involvement and engagement activity which had been 
undertaken in the project design phases, noting that overall proposal was the outcome of an engagement 
event. The CAG was satisfied with plans for ongoing activity in this area which had been laid out within the 
application and no further recommendation was made. 
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Patient Notification and Dissent 
 
It is a general principle of the CAG, when recommending support under Regulation 5, for reasonable 
measures to be taken to inform the relevant population of the activity and to provide a right and mechanism 
to respect objection, where appropriate.  This is known as patient notification. This is separate to the local 
obligation to comply with the principles of the Data Protection Act 1998.  
 
The Group discussed the patient notification and objection model which had been established for the 
project and it was agreed the mechanism was appropriate to the project. Members acknowledged that 
through the retention of the linkage file by research staff at each study site, objections would still be 
respected after the point of data extraction, which enabled patients and family members to raise an 
objection to the use of their data up to the analysis stage.  
 
Retention of Study Data 
 
The CAG noted that there was some discrepancy across the project documentation around how long study 
data would be retained. Members agreed that confirmation was required around how long the linkage files 
would be retained at each study site together with the anonymised data set held by the University of 
Warwick for analysis.  
 
Additional Points 
 
The Group recognised that site recruitment was not yet complete and it was advised that the remit of the 
CAG extended to England and Wales only, should any site recruitment be undertaken more widely across 
the UK, alternative arrangements would need to be made for the processing of confidential patient 
information within these nations.  
 
Confidentiality Advisory Group Advice Conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have been met, however, 
further information would be required and therefore advised recommending provisional support to the 
Health Research Authority, subject to satisfactory responses to the request for clarification and compliance 
with the specific and standard conditions of support as set out below.  
 
In order to complete the processing of this application, please respond back to the following request for 
further information within one month:  
 
Request for Further Information 
 
1. Consider whether the identifiers held within the linkage file at each research site can be reduced to 

specific study ID, together with one further identifier, such as the NHS Number or the Provider 
Identifier, to reduce the identifiability of this data set. Provide confirmation or rationale to support why 
this would not be possible. 

2. Confirm the retention periods in relation to study data. 
 
(Provisional) Specific Conditions of Support 
 
1. Support extends to England and Wales only.  
2. Favourable opinion from a Research Ethics Committee. (Pending) 
3. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission. (Confirmed – University of Warwick – reported reviewed 
grade at 97% satisfactory on Version 13, 2015/16. Heart of England NHS Foundation Trust – 
reported reviewed grade at 71% satisfactory on Version 13, 2015/16. University Hospitals 
Coventry and Warwickshire – reported reviewed grade at 91% satisfactory on Version 13, 
2015/16. University Hospitals Birmingham – reported reviewed grade at 72% satisfactory on 
Version 13, 2015/16). 
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5. MINUTES OF THE MEETING HELD ON 23 MARCH 2017 

 

The minutes were received and agreed as an accurate record of proceedings with no revisions.  

 

6. CAG CHAIR REPORT 

 

A report from the Chair was received and noted.  

 

7. ANY OTHER BUSINESS 

 

The Chair advised that a request had been received from NHS Digital to attend a forthcoming CAG 

meeting to discuss anonymisation with the Group together with wider HRA Members. It was noted that 

attendance was being arranged via the CAT further information would follow in due course. 

 

No further business was raised. The Chair thanked the Members for their attendance and consideration 

and the meeting was closed.  

 

 


