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Minutes of the meeting of the Confidentiality 

Advisory Group 
 

05 September 2019 at HRA London, Skipton House 

 

Present: 

 

 

Name   Present    Notes   

Dr Patrick Coyle  Yes   CAG vice-chair 

Dr. Liliane Field  Yes   CAG member 

Dr Lorna Fraser  Yes   CAG member 

Dr. Simon Kolstoe  Yes   CAG member 

Professor Jennifer Kurinczuk  Yes   CAG member 

Dr Harvey Marcovitch  Yes   CAG member 

Mrs Diana Robbins  Yes   CAG member 

Ms Clare Sanderson  Yes   CAG member 

Mr Marc Taylor  Yes   CAG member 

 

  



2 

 

Also in attendance: 
 

Name   Position (or reason for attending)   

Ms Katy Cassidy  Confidentiality Advisor  

Ms Natasha Dunkley  Head of Confidentiality Advice Service  

Miss Kathryn Murray Senior Confidentiality Advisor  

Ms Karen Myers Observer – NHS Digital  

Ms Vickie Williams  Observer – NHS Digital  

Mr Dickie Langley  Observer – NHS Digital  

 

1. Introduction, apologies and declarations of interest  

 
The Chair welcomed Ms Myers, Ms Williams and Mr Langley, colleagues from NHS 
Digital, to the CAG meeting. It was noted that these individuals were in attendance to 
observe and gain understanding of the CAG review process.  

 

2. Support decisions  
 

Secretary of State for Health & Social Care Decisions 

 
The Department of Health & Social Care senior civil servant on behalf of the 
Secretary of State for Health & Social Care agreed with the advice provided by 
the CAG in relation to the 18 July 2019 meeting applications.  

 

Health Research Authority (HRA) Decisions 

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

relation to the 18 July 2019 meeting applications.  

 

The nominated decision-maker for the Health Research Authority had 

provided feedback to the Confidentiality Advice Team on the handling of 

application 19/CAG/0130, which considered at this meeting. The decision-

maker had suggested that further action could have been taken to support the 

applicant in relation to the feedback provided for the application. This 
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information was shared with the CAG for information purposes only as 

required action was at an operational level within the CAT.  

 

3. Consideration Items 
 

a. PIAG 03 (a)/2001 - National Cancer Registration and 

Analysis Service (NCRAS) – Applicant response to 

conditional annual review outcome of 2018 activity 
 

The CAG considered the applicant’s response to the request for further information 
detailed in the conditionally supported annual review outcome which had been issued 
following consideration of the submission at the CAG meeting held on 07 March 2019.  
 
Members considered the applicant’s response to the request for further information 
which was provided. However, it was agreed that the responses which had been 
provided were not satisfactory in all areas.  
 
The Group agreed that it would be beneficial to arrange a meeting with the applicant 

to discuss the outstanding queries, to ensure there was mutual understanding of the 

rationale behind the requests which had been made. It was agreed that the formal 

outcome from the review of the follow-up response was on hold pending discussion 

with the applicants. 

 

4. Amendments - Research 
 

a.  CAG 1-07(b)/2014 (Amendment Sub-Reference: 

19/CAG/0184): Yorkshire Specialist Register of Cancer in 

Children and Young People  

 

Background  
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The Yorkshire Specialist Register of Cancer in Children and Young People is 
operated by the University of Leeds and received a recommendation of support on 
13 August 2015. Historically, this specialist registry used to operate under the 
overarching support provided to the UK Association of Cancer Registries (UKACR) 
via Regulation 2 of the Health Service (Control of Patient Information) Regulations 
2002. Following organisational structure changes from April 2013, a number of the 
regional cancer registries were novated over to Public Health England (PHE) under 
application reference PIAG 03(a)/2001. It is understood that PHE undertook 
correspondence with wider registries which did not novate over back in 2013., which 
led to the submission of this separate application in respect of this specific registry. 
Following discussion between the applicant and Public Health England, support for 
the registry was recommended under Regulation 5 of the Health Service (Control of 
Patient Information) Regulations 2002. 
  

Amendment Request  

 
The amendment request set out a number of changes to the application. Data linkage 
with the Department for Education (DfE) was requested, in order to link to education 
records. This linkage will be facilitated by the Office of National Statistics (ONS). 
 
Linkage with the Department of Work and Pensions (DWP) will also be undertaken in 
order to ascertain whether patients in the patient cohort are in receipt of various 
benefits and to investigate their employment history, for the purposes of social welfare 
research.  
 
The applicants also intend to link to Public Health England (PHE) in order to 
undertake research around chemotherapy-related outcomes, via linkage with the 
Systemic Anticancer Treatment (SACT) Database.  
 
The patients’ full name, date of birth, sex and postcode will be shared with DfE, DWP 
and PHE in order to facilitate the above linkages.  
 
The amendment also sought support to include the linkage of all data sources, 
including primary and secondary care information, from the various data providers to 
create an individual-level patient record for each patient within the registry. The 
applicant is currently unable to facilitate this linkage due to limitations in the current 
data sharing agreement with NHS Digital. The update to the data sharing agreement 
with NHS Digital is dependent on the applicant receiving a recommendation of 
support under Section 251 for this patient-level record linkage 
 
The applicant had also refreshed the patient notification and opt-out mechanism. 
Updated information materials were submitted for review with this amendment. 
 
Support is currently in place to follow-up patients who were diagnosed with secondary 
malignant neoplasms (SMN) before the age of thirty. The amendment request sought 
support to amend this to follow-up patients diagnosed with SMN at any age. Patient 
information materials had been updated to reflect this change and a new poster 
created to explain these changes. 
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Confidentiality Advisory Group advice  

 
The following sets out the Confidentiality Advisory Group advice which formed the 
basis of the decision by the Health Research Authority. 
  

Public interest 

 
The applicants were seeking support to link to non-medical data related to children 
and had explained that this was to collect data on future outcome relating to 
educational attainment and social welfare. The applicants aimed to use this 
information to provide support to mitigate adverse outcomes.  
 
Members considered the linkages with wider non-clinical datasets. The linkage with 
DfE was undertaken in order to obtain information on educational attainment for the 
patient group. Control data was also requested, matched by age, sex, and school 
year. This would be provided in an aggregated, non-identifiable form.  It was 
recognised that children who suffer from cancer in early life may experience 
difficulties in school attendance and educational attainment. The CAG agreed that 
there was a clear public interest in exploring this further.  
 
The CAG noted that the linkages with DWP data would enable the applicants to 
assess the impact of childhood cancers on the patient’s ability to integrate fully into 
adult society. It was recognised that the social welfare research intended from the 
linkage with DWP data would enable the applicants to assess whether it was possible 
to identify risk factors.  
 
The Group noted the clear public interest in the further linkages proposed and agreed 
that this came under the purpose of medical research.  

 

Scope 

 
The Group noted that there was an established precedent in linking to DWP data. 
The applicants were seeking to link to data on benefits claimed by patients in order 
to undertake social welfare research. Members noted that applications collecting 
confidential patient information for social care purposes were within the CAG remit. 
 
The CAG considered whether support under Section 251 was needed for the linkage 
with the chemotherapy information held by PHE, as PHE will be linking to its own 
information held in the cancer registry. Members determined that support was 
required as the applicants would be sending items of confidential patient information 
for patients included in the register to PHE, and PHE may not have a record of these 
patients.  

 

Data linkages 
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The Group noted that the applicants were also seeking support to make changes to 
the data linkages of all data sources, so that the data was collated into one database 
in order to examine patients’ treatment and outcomes. Primary care data was 
obtained from ResearchOne and members considered whether support was needed 
for this linkage. Members asked that the flows of confidential patient information and 
pseudonymised information were clarified, in order to make it clear what support was 
required for.  
 
The applicants had existing support to capture data for individuals who developed 
secondary malignant neoplasm under thirty years of age and were seeking support 
to extend this to include patients diagnosed at any age. The Group raised no queries 
regarding this aspect of the amendment.  

 

Patient and public involvement and engagement 

 
The Group noted that the applicants were in the process of forming a focus group in 
order to undertake patient and public involvement and engagement. Members noted 
that feedback on the patient and public involvement undertaken would need to be 
provided within six months of the issuing of this letter.  

 

Patient notification and dissent 

 
The applicants had provided a revised poster and three Patient Information Leaflets. 
The poster provided contained a large amount of information, and the Group 
suggested that this was simplified. Members noted that there was little difference in 
the information provided in the Patient Information Leaflets. The leaflet for children 
aged under 13 also contained references to “my child.” The Group asked that the 
leaflets were revised to ensure that the language used was appropriate for the 
different groups involved.  
 
The CAG noted that an opt-out policy had been created and the opt-out mechanism 
had been updated and clarified. The poster and patient information leaflets provided 
did not provide clear information about how patients could opt-out, and members 
asked that these were amended to include this.  
 
The link included in the poster and information leaflets directed patients straight to 
the relevant page on the University of Leeds website. Members noted that the 
webpage was within the Leeds Institute of Cardiovascular and Metabolic Medicine 
section of the website, and queried why information on the cancer register was held 
there. The CAG also noted that patients searching the website, rather than following 
the link, would find it difficult to navigate to this page. Members asked that it was 
made easier to find the relevant information via a search of the website.  
 
The Group suggested that patient and public involvement was carried out on the 
above documents and website, and that the revised documents were provided for 
review within six months of the issuing of this letter.  

https://medicinehealth.leeds.ac.uk/leeds-institute-cardiovascular-metabolic-medicine
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Requirement for a refreshed application 

 
The Group agreed that, due to the expanded scope of the project, a refreshed 
application needed to be submitted at the time of the next annual review, which was 
due in August 2020. This application and annual review would be considered at a full 
CAG meeting upon submission.  

 

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 for the amendment to the Health Research 
Authority, subject to satisfactory responses to the request for clarification and 
compliance with the specific and standard conditions of support as set out below. 
 
 

Request for further information 

 
1. A revised data flow diagram, clarifying the flows of confidential patient information 

and pseudonymised information, needs to be provided.  
 

Specific conditions of support  
 
The following conditions of support were placed on the outcome of the amendment 
and feedback is required within six months from the date of this outcome. 
 
1. Feedback following the planned further patient and public involvement is to be 

submitted. 
 

2. The following changes to the poster need to be made; 
 

a. The information given about the study needs to be simplified. 
 

b. Clear information that patients can opt-out and how to do so needs to be 
provided.  

 
3. The three Patient Information leaflets need to be revised as follows; 

 
a. Age appropriate language needs to be used. 

 
b. The content of each document should to be tailored to ensure they are 

appropriate to the intended audience.  
 

c. Clear information that patients can opt-out and how to do so needs to be 
provided.  
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4. A simpler way of finding information on the cancer register on the University of 
Leeds website needs to be devised.  

 
The following specific conditions of support are placed on the outcome of the 
amendment. 

 
5. A refreshed application is be submitted at the time of the next annual review, 

which is scheduled for 13 August 2020. 
 

6. Confirmation of suitable security arrangements via Data Security and Protection 
Toolkit (DSPT) submission. (Confirmed: University of Leeds (by NHS Digital 
email 29 July 2019), Department of Education (NHS Digital DSPT Tracker 
checked 01 August 2019) and Department for Work and Pensions (NHS 
Digital DSPT Tracker checked 02 September 2019) have confirmed 
‘Standards Met’ grade on DSPT 2018/19).  

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

Confirmed – 24 September 2018. 
 

 

5. NEW APPLICATIONS – Non-Research 
 

a. 19/CAG/0152 Royal Free HIV Cohort Study (RFHCS)  

version 2  
 

Context 

 

Purpose of application 

 
This application from University College London set out the purpose of medical 
research to address critical questions regarding the natural history and prognosis of 
HIV through the ongoing retention and addition of data to the established research 
database. 
 
The Royal Free HIV Cohort Study (RFHCS) is an ongoing study of people with 
diagnosed HIV attending the Royal Free Hospital HIV clinic, also known as the Ian 
Charleson Day Unit. The RFHCS has been running since 1995 and information is 
currently held on patients until 31 January 2018. In this application support is sought 
for the ongoing retention of previous information collected to date, where public interest 
had been relied upon as the legal basis for processing. Support is also sought for the 
ongoing prospective collection of data in relation to newly diagnosed patients.  
Confidential patient information would be transferred from the Royal Free Hospital to 
the UCL Data Safe Haven in order to enable creation of a non-identifiable analysis 
dataset. The applicants are also seeking support to prospectively enrol all new patients 
who attend the HIV clinic.  
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The database includes all individuals who have ever attended the Ian Charleson Day 
Unit, unless they have opted out. Data relating to individuals that have since died or 
have stopped attending the clinic are included, up until the date of their last Royal Free 
clinic visit. The RFHCS only includes data from the individual’s Royal Free Hospital 
clinical record already collected as part of routine care, and data is not collected from 
other hospitals or other sources.  
 
A recommendation for class 1, 4 and 6 support was requested to cover access to the 
relevant unconsented activities as described in the application. 
 

Confidential patient information requested 

 
The following sets out a summary of the specified cohort, listed data sources and key 
identifiers. Where applicable, full datasets and data flows are provided in the 
application form and relevant supporting documentation as this letter represents only 
a summary of the full detail.  
 

Cohort 
 

All individuals who attended the Ian Charleson Day Centre 
between 01/01/1991 and 31/01/2018, unless they have 
opted out. This includes those individuals that have since 
died or have stopped attending the clinic.  
 
The number of patients included in the database is 6833. 

Data sources 
 

1. Royal Free HIV outpatient clinic (Ian Charleson Day 
Centre) 
 

Identifiers required 
for linkage 
purposes 
 

1. NHS Number 
2. Hospital ID Number 
3. Date of birth 
4. Postcode – unit level 
5. Soundex 

 

Identifiers required 
for analysis 
purposes 
 

1. Date of death 
2. Postcode – unit level 
3. Gender 
4. Ethnicity 

 

Additional 
information 
 

 

 
 

Confidentiality Advisory Group advice 

 
The following sets out the Confidentiality Advisory Group advice which formed the 
basis of the decision by the Health Research Authority.  
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Public interest 

 
The CAG noted that this activity fell within the definition of medical research and was 
therefore assured that the application described an appropriate medical purpose within 
the remit of the section 251 of the NHS Act 2006. 
 
The Group accepted that there was a clear public interest in the creating the research 
database and recognised the importance of retaining the data already collected. 
 
 

Scope  

 
The database had previously relied on public interest as the legal basis for processing 
data in relation to the common law duty of confidence. The applicants were now 
seeking Section 251 support to retain data already collected and to prospectively enrol 
all new patients attending the clinic. Members were clear that, should a 
recommendation of support be provided for the proposal, this could not be 
retrospectively applied to legitimise past practice. However, it was noted that support 
could be prospectively recommended to legitimise the ongoing retention of this 
established database. 
 
The database currently contained data on patients followed-up until 31 January 2018. 
The CAG requested clarification over whether data had continued to be collected 
between 31 January 2018 and the CAG discussion of the application in September 
2019.  
 
Members noted that support was required for the transfer of confidential patient 
information to the UCL Data Safe Haven, where it was pseudonymised, but it was not 
clear whether support was needed for the collection of data within the Royal Free 
London NHS Foundation Trust. The Group requested clarification on whether the data 
collection within the Royal Free London NHS Foundation Trust was undertaken by 
members of the direct care team, as the data flow and access were unclear.  

 

Practicable alternatives 

 
Members considered whether a practicable alternative to the disclosure of confidential 
patient information without consent existed in accordance with Section 251 (4) of the 
NHS Act 2006, taking into account the cost and technology available. 
 
 

• Feasibility of consent 
 
The applicants advised that consent was not feasible due to the difficulties in recruiting 
large numbers of patients into observational research studies. The applicant also noted 
that HIV disproportionately affected marginalised and socially disadvantaged people, 
who may be difficult to recruit. The purpose of the research was to study and improve 
the health outcomes of this patient group, and the applicant noted the importance that 
the database accurately reflected the health and outcomes of this population. 
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The CAG considered if the applicants could undertake the prospective data collection 
on a consented basis. Support under Section 251 would therefore only be needed to 
retain the data already collected. The information provided in the application suggested 
that all patients were informed of the database when attending their first clinic 
appointment and the CAG suggested that consent was sought at this point. The 
applicant was asked to confirm that all patients included in the database would have 
attended the clinic at least once and provide justification for not seeking consent during 
patients’ clinic appointments.  
 

• Use of anonymised/pseudonymised data 
 
The applicants advised that the confidential patient information collected was 
continually reviewed in order to ensure that the minimum required was collected. The 
data stored in the UCL Data Safe Haven was limited to Hospital Number, date of birth, 
NHS number and soundex, which was the minimum required for the data merging, 
management and cleaning processes required. The Group raised no queries in this 
area.  
 

‘Patient Notification’ and mechanism for managing dissent 

 
It is part of the CAG responsibility to support public confidence and transparency in the 
appropriate sharing and use of confidential patient information. Access to patient 
information without consent is a privilege and it is a general principle of support for 
reasonable measures to be taken to inform the relevant population of the activity and 
to provide a right to objection and mechanism to respect that objection, where 
appropriate. This is known as ‘patient notification’. This is separate to the local 
obligation to comply with the principles of the General Data Protection Regulation and 
Data Protection Act 2018.  
 
Information about the study would be displayed on the Royal Free HIV cohort study 
website. This information included a list of publications and conference presentations, 
and links to access this material. The website would also be updated with lay 
summaries of important findings from the research. Posters, with details of the study 
and a link to the website, would also be displayed in the outpatient clinic. A 
downloadable patient information document was also included on the RFHCS website, 
and this was highlighted on the front page of the website. The Group noted that the 
poster and website information had not been included in the application and asked that 
these were provided.  
 
Patients were informed about the database by their treating clinician when attending 
for their first clinic appointment and were given the opportunity to dissent. If a patient 
opted out, this was noted in their clinical notes and on the NHS live clinical database. 
Information on patients who had opted out was not included in RFHCS. 
 
Patients who had not attended their booked appointments at the clinic within the last 
year would be sent the patient information sheet, if they had consented to such letters 
being sent. The applicants would also engage with the community health nurses, 
whose role targeted the hard to reach population, to convey this information to patients. 
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The Group noted that the Patient Information Sheet gave brief information about the 
study and did not explain how patients could opt-out. Patients with queries were told 
to contact their doctor. If the applicant opted not to proceed with the prospective data 
collection on a consented basis, then more comprehensive information needed to be 
provided to patients about how they could opt-out.  

 

Patient and Public Involvement and Engagement 

 
Meaningful engagement with patients, service users and the public is considered to be 
an important factor for the CAG in terms of contributing to public interest considerations 
as to whether the unconsented activity should go ahead.  
 
The Royal Free HIV Cohort Study Steering Committee met every 6-12 months. This 
Committee provided feedback into study policies and procedures, the research 
agenda, patient perspective and dissemination of results. One patient representative 
was currently included, and the applicants were in the process of recruiting at least two 
community representatives to the RFHCS Steering Committee. At least one patient 
representative needed to attend a meeting for the Committee to be quorate.  
 
The Chief Investigator attended the HIV Clinic Patient User Group (PUG) meeting in 
2014, to explain the purpose and procedures of the RFHCS, including data security. 
Seven patients attended, who were not asked for their demographic characteristics. 
No concerns regarding the RFHCS or the procedures in place had been raised. The 
applicant noted that participants had raised a number of research ideas, which were 
then incorporated into the research agenda. The minutes for this meeting had been 
provided with the application. 
 
The applicants aimed to attend the PUG every five years, and planned to visit before 
the end of 2019, where they will re-discuss and review the study procedures, including; 
the confidentiality procedures in place, the acceptability of the opt-out approach, the 
best way to communicate study findings and the real-life issues of living with HIV in 
this patient group, which will help to inform the RFHCS research agenda. They also 
planned to increase the frequency of visits to every three years. The applicant advised 
that no patient and public involvement had been undertaken more recently. The activity 
previously undertaken had involved explicit explanation of the collection of clinical data 
without individual consent.  
 
The CAG requested that further information about the PUG was provided, including 
details of the membership of the group. Members asked if the transfer of data from the 
Royal Free to the Data Safe Haven at UCL had been discussed at these meetings. 
The CAG also asked if the applicants could attend these meetings more regularly and 
suggested that this could be annually.  
 
The applicants also planned to arrange a further meeting before the end of 2019 in 
order to discuss HIV research taking place at the Royal Free. The lead HIV clinicians 
at the Royal Free will be invited attend this, alongside clinical research staff, the 
applicant and other members of the RFHCS team from UCL. This will also be 
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advertised and open to all clinic patients. As part of the meeting, the applicants will 
give a presentation on the RFHCS. Views on the research topic and the acceptability 
of using confidential patient information without consent will be sought.  
 
The Group agreed that further effort needed to be made to increase the patient and 
public involvement carried out in line with the above recommendations. The applicants 
needed to discuss how information about the database is collected and what is done 
with the information with a patient and public involvement group. Feedback from this 
activity should be provided as part of the revised submission to evidence that there is 
support from this patient group for the use of confidential patient information without 
consent for the application activities. A number of patient groups existed for those with 
HIV, and the CAG suggested that the applicants also made contact with these. 
 

Exit Strategy 

 
The applicant explained that a number of exit strategies for the RFHCS had been 
considered. The proposed exit strategy was to use a source pseudonymisation 
process within the NHS system, so that data transferred from the Royal Free London 
NHS Foundation Trust to the UCL Data Safe Haven only included non-identifiable 
information. A five-year timescale had been set for developing and implementing this 
process. 
 
Members noted that this technology was already in use in primary care, but not widely 
used in tertiary care, and queried whether it was possible to start using this technology 
sooner than the five years anticipated.  The Group asked that further information about 
this proposed exit strategy was provided.  

 

Governance and access arrangements for the database  

 
The CAG noted that further information would be required from the applicant to explain 
the ongoing governance arrangements for the research database. This should include 
an overview of planned uses for the data, the governance arrangements together with 
details of the application process and access arrangements for researchers wishing to 
use the database. Documentation to support these processes should also be provided 
for consideration.  

 

Confidentiality Advisory Group advice conclusion 

 
In line with the considerations above, the CAG agreed that, whilst supportive in 
principle of the proposal, further information would be required from the applicant in 
order for a recommendation under the Regulations to be provided.  
 

Further information required 

 
The following information should be provided to allow the CAG to continue their 
consideration of the application: 
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1. Consider whether the prospective data collection can be conducted on a 
consented basis. Also, provide clarification on whether all patients included in 
the data base will have attended at least one clinic appointment.  

 
If consent was to be sought for the prospective data collection, then a revised 
application will need to be submitted, specifying that support is only being requested 
for the retention of data collected up until 31 January 2018. 
 
 
The following additional points would also need to be addressed in the revised 
application:  
 

2. Clarification needs to be provided on whether the data collection and collation 
at the Royal Free London NHS Foundation Trust is undertaken by members of 
the direct care team. 

 
3. Clarify whether data continued to be collected between 31 January 2018 and 

September 2019. 
 

4. Further details need to be provided about the continued holding of the data, 
including the planned uses of the data, governance arrangements, how 
researchers will access the data and how access will be managed. 

 
5. Further consideration should be given to the planned exit strategy of applying a 

pseudonymisation at source technology, to clarify how soon it could be 
implemented.  
 

6. The patient information sheet needs to be revised to contain more information 
on how patients can opt-out of inclusion in the database.  
 

7. The posters and text of the website information about the study need to be 
submitted for review.  
 

8. Further patient and public involvement and engagement needs to be carried out 
prior to resubmission of the revised application to provide assurance that this 
patient group is supportive of the use of confidential patient information without 
consent for the application purposes. The following wider points should also be 
addressed:  

 
a. Members of the research team should attend meetings of the Patient 

User Group on a more frequent basis than every five years.  
 

b. Further information on the composition of membership of the Patient 
User Group needs to be provided. 

 
c. Provide information on the topics discussed with the Patient User Group, 

including whether the transfer to confidential patient information to the 
UCL safe haven was discussed.  
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b. 19/CAG/0150 T1D vascular complications 

 
 

Context 

 

Purpose of application 

 
This application from the University of Cambridge set out set out the purpose of 
medical research that seeks to determine the prevalence of diabetic nephropathy, 
retinopathy, neuropathy and cardiovascular events, as well as mortality rates in adults 
with childhood-onset Type 1 diabetes (T1D). The overall aim of this project is to obtain 
data on complication outcomes in young adults with T1D, who were previously 
recruited to two cohort studies and extensively studied during childhood and 
adolescence. 
 
Type 1 diabetes is associated with an increased risk of developing long-term micro- 
and macro-vascular complications, affecting the kidneys, eyes and cardiovascular 
system. Risk of these complications is higher in people who develop T1D before the 
age of 16 years, compared to people who develop the disease during adult life. There 
is little data on the prevalence of these complications during adult life in people with 
an early diagnosis of T1D and limited knowledge as to which are the main risk factors 
during childhood and adolescence influencing the long-term risk for developing 
complications.  
 
The main applicant previously ran the Oxford Regional Prospective Study (ORPS), 
Nephropathy Family Study (NFS) and the UK Genetic Resource Investigating 
Diabetes (GRID) studies, which took place between 1986 and 2005. Patients in these 
studies gave consent for the collection, storage and use of their data, including blood, 
urine and DNA samples, for the purpose of studying diabetes and its complications. 
Following discussion with NHS Digital and HQIP regarding linkages to the National 
Diabetes Audit (NDA) and National Paediatrics Diabetes Audit (NPDA), HES and 
ONS data, it was determined that the consent given for the original studies was not 
valid for the proposed data linkages. Support under the Regulations was sought to 
legitimise this processing.  
 
A recommendation for class 4 and 6 support was requested to cover access to the 
relevant unconsented activities as described in the application. 
 

Confidential patient information requested 

 
The following sets out a summary of the specified cohort, listed data sources and key 
identifiers. Where applicable, full datasets and data flows are provided in the 
application form and relevant supporting documentation as this letter represents only 
a summary of the full detail.  
 

Cohort 
 

Patients aged 16 years and over who were recruited into 
the Oxford Regional Prospective Study, Nephropathy 
Family Study and the UK Genetic Resource 
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Investigating Diabetes. Recruitment took place between 
1986 and 2005. 
 
10647 patients will be included. 
 

Data sources 
 

1. Study databases for the Oxford Regional Prospective 
Study (ORPS), Nephropathy Family Study (NFS) and 
UK Genetic Resource Investigating Diabetes (GRID), 
held at University of Cambridge 

2. The National Diabetes Audit held by NHS Digital 
3. National Paediatric Diabetes Audit held by HQIP 
4. HES and ONS datasets held by NHS Digital 
 
 

Identifiers 
required for 
linkage purposes 
 

1. NHS Number 
2. Date of Birth 
3. Study specific ID 

 

Identifiers 
required for 
analysis purposes 
 

1. Date of birth 
2. Date of death 
3. Postcode – unit level 
4. Gender 
5. Ethnicity 

 

Additional 
information 
 

 

 
 

Confidentiality Advisory Group advice 

 
The following sets out the Confidentiality Advisory Group advice which formed the 
basis of the decision by the Health Research Authority.  
 

Public interest 

 
The CAG noted that this activity fell within the definition of medical research and was 
therefore assured that the application described an appropriate medical purpose 
within the remit of the section 251 of the NHS Act 2006. 
 
The Group noted the clear public interest in this project.  

 

Scope 

 
The application referred to data from the National Diabetes Audit (NDA) being 
obtained from HQIP and NHS Digital. Data from the NDA was controlled by NHS 
Digital and the National Paediatric Diabetes Audit (NPDA) was controlled by the 
Healthcare Quality Improvements Partnership (HQIP). HQIP and NHS Digital had a 
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data sharing agreement between them in order to undertake linkage for the National 
Diabetes Transition Audit. NHS Digital and HQIP had suggested that it would be 
easier to add the applicant to the existing data sharing agreement and to transfer 
linked data directly to the applicant.  
 
It was understood that HQIP did not directly hold confidential patient information for 
the NPDA and would not be included as a data source within the application. As the 
applicants intended to use data obtained from a National Audit Programme, a letter 
of support from HQIP was required.  
 
The Group noted that this was not adequately explained in the dataflow and the flows 
between the different institutions involved were unclear. It was also unclear what 
support was being sought for, as some of the information transferred was 
pseudonymised. Members asked that the data flow diagram was revised to make the 
linkages clearer and to specify where confidential patient information was transferred, 
between which organisations and where pseudonymised information was transferred.  
 
The applicant was also asked to clarify how long they intended to retain confidential 
patient information for.  
 
Members also noted that there was discrepancy within the application around the 
number of audit cycles with which the patient cohort would be linked. The applicant 
would be asked to clarify this to determine the scope of support required.  

 

Practicable alternatives 

 
Members considered whether a practicable alternative to the disclosure of 
confidential patient information without consent existed in accordance with Section 
251 (4) of the NHS Act 2006, taking into account the cost and technology available. 
 

• Feasibility of consent 
 
The applicants explained that the original studies ran between 1986 and 2005. 
Contact details for patients in the original studies may no longer be up to date and 
some patients may have died.  
 
Previous studies had demonstrated that positive response rates to re-contact after 
prolonged periods was around 30%. The applicants aimed to include as many 
patients from the original cohorts as possible in order to sufficiently power the analysis 
and reduce the potential bias of only including patients who had consented into this 
follow-up study. The Group agreed that consent was not feasible.  
 

• Use of anonymised/pseudonymised data 
 
Confidential patient information was required in order to link data from the datasets 
previously created by University of Cambridge to the NDA, HES and ONS data held 
by NHS Digital and NPDA data controlled by HQIP, which cannot be undertaken any 
other way. The Group raised no queries in this area.  
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‘Patient Notification’ and mechanism for managing dissent 

 
It is part of the CAG responsibility to support public confidence and transparency in 
the appropriate sharing and use of confidential patient information. Access to patient 
information without consent is a privilege and it is a general principle of support for 
reasonable measures to be taken to inform the relevant population of the activity and 
to provide a right to objection and mechanism to respect that objection, where 
appropriate. This is known as ‘patient notification’. This is separate to the local 
obligation to comply with the principles of the General Data Protection Regulation and 
Data Protection Act 2018.  
 
The applicants will make information about the study available on the website of the 
relevant department at University of Cambridge. Charity websites, social media and 
printed media will also be used to publicise the research and provide information on 
how participants could opt out. The website information, magazine article and poster 
had been provided for review. Information on how patients can dissent from the study 
was included in the website information, magazine article and poster provided. 
 
A contact telephone number had not been provided with the information on how 
patients can opt-out, and the Group asked the applicants to include this.  

 

Patient and Public Involvement and Engagement 

 
Meaningful engagement with patients, service users and the public is considered to 
be an important factor for the CAG in terms of contributing to public interest 
considerations as to whether the unconsented activity should go ahead.  
 
The Cambridge University Hospitals PPI group and the Juvenile Diabetes Research 
Foundation PPI group (JDRF UK Research Insight Group), were involved in the 
design of this study and had provided feedback on the final proposal. The groups 
were provided with an outline of the proposal and specifically asked to comment on 
whether the rationale was clear, whether the use of confidential patient information 
as described was acceptable, and if patient protection was sufficient.  
 
The National Children's Bureau Young Persons’ Advisory Group were also asked to 
give their opinion on the study. 
 
The Group noted that the patient and public involvement undertaken was reasonable, 
that children had been involved and that appropriate questions had been asked.  

 

Confidentiality Advisory Group advice conclusion 

 
The CAG agreed that there was a public interest in this activity, were supportive in 
principle of this activity proceeding, and therefore recommended to the Health 
Research Authority that the activity be provisionally supported.  However, further 
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information and actions would be required prior to confirming that the minimum 
criteria and established principles of support have been adequately addressed.  
 
In order to complete the processing of this application, please respond back to all of 
the request for further information, and actions required to meet the specific 
conditions of support where indicated, within one month.  
 

Request for further information 

 
1. Confirm how many cycles of audit data the patient cohort would be linked with, 

specifying the relevant years. 
 

2. The data flow diagram needs to be revised as follows; 
 

a. The data flows between the different organisations involved need to be 
made clear. 
 

b. It needs to be clearly specified where confidential patient information is 
transferred and where the information is pseudonymised.  

 
3. A letter of support for the project from HQIP is required.  

 
4. Clarify how long confidential patient information will be retained. 

 
5. A contact telephone number needs to be included in the dissent information 

on the poster, website text and magazine advertisement. Provide revised 
documentation for review.  

 

Specific conditions of support (Provisional) 

 
The following sets out the provisional specific conditions of support. These may 
change in the final outcome letter depending on the responses to queries.  

 
1. Favourable opinion from a Research Ethics Committee. Pending 
 
2. Confirmation provided from the IG Delivery Team at NHS Digital to the CAG that 

the relevant Data Security and Protection Toolkit (DSPT) submission(s) has 
achieved the ‘Standards Met’ threshold. See section below titled ‘security 
assurance requirements’ for further information. (Confirmed – University of 
Cambridge – School of Clinical Medicine (by NHS Digital e-mail 09 June 
2019) has a confirmed ‘Standards Met’ grade on DSPT submission 2018/19. 
NHS Digital has a confirmed ‘Standards Met’ grade on DSPT submission 
2018/19. Confirmation of the source of NPDA data - Pending) 

 

c. 19/CAG/0151 Recurrence of Synovial Sarcoma 
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Context 

 

Purpose of application 

 
This application from the University of Northampton set out the purpose of medical 
research which seeks to investigate factors associated with the likelihood of relapse 
in individuals diagnosed with non-metastatic synovial sarcoma. 
 
Soft tissue sarcomas are a rare group of malignant tumours of the connective tissue. 
Synovial sarcoma (SS) is a rare sub-type of a soft tissue sarcoma, usually diagnosed 
as a localised disease. The National Institute of Health and Clinical Excellence (NICE) 
has recommended that all soft tissue sarcomas should be managed and treated as 
one disease. Currently there is no specific treatment recommended in the case of 
synovial sarcoma and little research has been done into this specific disease, 
regarding relevant treatments or which patients are most at risk. 
 
The application proposed a retrospective, observational study of patients with non-
metastatic limb and trunk wall synovial sarcoma, using retrospective data from the 
East Midlands Sarcoma Service (EMSS). Patients would be identified from the EMSS 
pathology database and then data obtained from medical records at the hospital sites 
of the University Hospitals of Leicester and Nottingham University Hospital. Each 
patient would be assigned a unique research identification number associated with 
their NHS number, which would be used to identify patients. A pseudonymised 
dataset will be extracted for use in study analysis.  
 
A recommendation for class 1 and 6 support was requested to cover access to the 
relevant unconsented activities as described in the application. 
 
 

Confidential patient information requested 

 
The following sets out a summary of the specified cohort, listed data sources and key 
identifiers. Where applicable, full datasets and data flows are provided in the 
application form and relevant supporting documentation as this letter represents only 
a summary of the full detail. 
  

Cohort 
 

200 patients, aged 13 years and over, diagnosed with 
non-metastatic synovial sarcoma recorded at the East 
Midlands Sarcoma Service between 01/01/2000 – 
31/01/2017. 
 

Data sources 
 

5. East Midlands Sarcoma Service electronic records 
6. Nottingham University Hospitals NHS Trust 

electronic and physical medical records 
7. University Hospitals of Leicester NHS Trust 

electronic and physical medical records   
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Identifiers 
required for 
linkage purposes 
 

2. NHS Number 
3. Date of birth 

Identifiers 
required for 
analysis purposes 
 

1. Age in years  
2. Gender 

Additional 
information 
 

 

 
 

Confidentiality Advisory Group advice 

 
The following sets out the Confidentiality Advisory Group advice which formed the 
basis of the decision by the Health Research Authority.  

 

Public interest 

 
The CAG noted that this activity fell within the definition of medical research and was 
therefore assured that the application described an appropriate medical purpose 
within the remit of the section 251 of the NHS Act 2006. 
 
The Group recognised the clear public interest in investigating this rare condition, for 
which the optimal treatment is yet to be determined.  

 

Identification of patients 

 
Patients were to be identified from the pathology database of the East Midlands 
Sarcoma Service. Members asked the applicant to clarify if they would access patient 
records in order to identify suitable patients, or if patients were to be identified another 
way. 
 
 

Data security and storage 

 
The CAG queried whether the records were to be obtained electronically or if the 
applicant would travel to the hospitals to access the records. The researcher planned 
to store the study data on an encrypted memory stick, which was kept in a locked 
office. The Group asked the applicant to clarify if the memory stick would be 
transported between sites, noting that the data was secure if the memory stick was 
lost as it was encrypted, but that the applicant was at risk of losing the data collected. 
If the memory stick was to be transported between sites, further information about 
security and arrangements to back up the data needed to be provided.  
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The Group noted a discrepancy in the timeframe given for data storage and asked 
the applicant to clarify how long pseudonymised data would be stored for, five years 
or ten years.  

 

Practicable alternatives 

 
Members considered whether a practicable alternative to the disclosure of 
confidential patient information without consent existed in accordance with Section 
251 (4) of the NHS Act 2006, taking into account the cost and technology available. 
 

• Feasibility of consent 
 
The applicant explained that this was a retrospective study. Due to the nature of the 
condition some patients may be deceased and the applicant noted that, if the study 
were limited to those alive and able to give consent, then the results would be biased 
towards those least at risk of relapse. 
 
Members were content to support access to confidential patient information for 
deceased patients and considered whether it would be feasible for the applicant to 
consent living patients. The Group noted that support would still be required for the 
applicant to access confidential patient information to assess whether patients were 
suitable and whether they were still alive. Members asked the applicant to consider 
contacting living patients to request consent. If it was determined that this could not 
be done, the reasons for deciding against this approach needed to be explained.  
 

• Use of anonymised/pseudonymised data 
 
Pseudonymised information would be extracted from the records and no confidential 
patient information will be used in the analysis dataset. The Group raised no queries 
in this area. 
 
 

Justification of identifiers 

 
Patients’ date of death was not listed as an identifier, but the applicant would need to 
collect this information in order to know whether patients were deceased and to inform 
calculations on life expectancy. Members asked the applicant to clarify if this data 
item would be collected or if an alternative was used, such as age at death or time 
from diagnosis to death.  

 

‘Patient Notification’ and mechanism for managing dissent 

 
It is part of the CAG responsibility to support public confidence and transparency in 
the appropriate sharing and use of confidential patient information. Access to patient 
information without consent is a privilege and it is a general principle of support for 
reasonable measures to be taken to inform the relevant population of the activity and 
to provide a right to objection and mechanism to respect that objection, where 
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appropriate. This is known as ‘patient notification’. This is separate to the local 
obligation to comply with the principles of the General Data Protection Regulation and 
Data Protection Act 2018.  
 
The applicant had advised that posters would be displayed in clinical areas. The 
posters would contain information about the study and contact details for the research 
team, to be used if patients wanted further information or to discuss the study.  
 
The applicant also intended to place information on the websites of the sites involved 
and make information available to groups that patients may attend during their 
treatment.  
 
The Group noted that the East Midlands Sarcoma service website did not contain a 
Privacy Notice, explaining that data may be collected and shared for research 
purposes, or information about this research project in particular. Members asked 
that the text to be used on the website for the Sarcoma Service and the other Trusts 
involved was submitted for review. The posters and other patient notification materials 
referred to also need to be provided for review.  
 
If consent will not be sought from living patients, then a mechanism for dissent also 
needs to be created and details provided to CAG. These patient notification materials 
will also need to contain clear information on how patients can dissent. 
 
 

Patient and Public Involvement and Engagement 

 
Meaningful engagement with patients, service users and the public is considered to 
be an important factor for the CAG in terms of contributing to public interest 
considerations as to whether the unconsented activity should go ahead.  
 
The applicant was a member of the direct care team of the East Midlands Sarcoma 
Service. Patient and public involvement had been undertaken by speaking to patients 
and colleagues to inform them of the research. Patients and colleagues consulted 
had given positive comments about the importance and significance of the research. 
 
Little information had been given about the patient and public involvement activities 
carried out. Members asked that the applicant carry out patient and public 
involvement and feedback the findings of this to the CAG. Details should be provided 
around the format of the activity, the demographics of those involved and the 
information which was provided, together with an overview of the feedback which was 
provided. The Group suggested that the applicant contact the Sarcoma UK charity, 
or other relevant patient group, in order to carry out this.  

 

Data Protection Compliance  

 
Confirmation was required from the applicant around the legal basis, in relation to the 
current data protection legislation, which was being relied upon for processing of data 
within the study. 
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Confidentiality Advisory Group advice conclusion 

 
The CAG agreed that there was a public interest in this activity, were supportive in 
principle of this activity proceeding, and therefore recommended to the Health 
Research Authority that the activity be provisionally supported.  However, further 
information and actions would be required prior to confirming that the minimum 
criteria and established principles of support have been adequately addressed.  

 

Request for further information 

 
1. Clarify whether patient records would be accessed by the applicant following 

identification in the East Midlands Sarcoma Service pathology database, in 
order to identify suitable patients for inclusion. If an alternative mechanism 
would be operated, please provide an overview of how this would be 
undertaken.  

 
2. Consider whether it is feasible to seek consent from living patients. If it is 

determined that this cannot be done, the reasons for not using this approach 
need to be given. 
 

3. Clarify whether the applicant will obtain patient records from the Trusts 
involved electronically, or if the records will be accessed onsite.  

 
4. Clarify whether the applicant will access patient records in order to identify 

suitable patients or if patients will be identified another way.  
 

5. If the memory stick is to be transported between sites, further information 
about security and arrangements to back up the data needs to be provided.  
 

6. Patient and public involvement and engagements needs to be carried out and 
feedback provided to the CAG.  
 

7. The patient notification materials, such as posters, leaflets and website text, 
need to be submitted for review.  
 

8. If living patients will not be consented, a dissent mechanism needs to be 
created and the patient notification materials will need to contain clear 
information on how patients can dissent.  
 

9. Clarify if patients’ date of death will be collected, or if an alternative, such as 
age at death or time from diagnosis to death will be used. 
 

10. Clarify whether pseudonymised data will be stored for five or ten years.  
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11. Confirm that the legal basis being relied upon for data processing, under 
current data protection legislation, is public interest (GDPR Article 6(1)(e)) and 
special category data is research purposes (GDPR Article 9(1)(j)).  
 

Specific conditions of support (Provisional) 
 
The following sets out the provisional specific conditions of support. These may 
change in the final outcome letter depending on the responses to queries.  
 
1. Favourable opinion from a Research Ethics Committee. Pending 
 
Confirmation provided from the IG Delivery Team at NHS Digital to the CAG that the 

relevant Data Security and Protection Toolkit (DSPT) submission(s) has achieved 

the ‘Standards Met’ threshold. See section below titled ‘security assurance 

requirements’ for further information. (Confirmed – University Hospitals of 

Leicester NHS Trust (by NHS Digital e-mail 20 August 2019) organisation has a 

confirmed ‘Standards Met’ grade on DSPT submission 2018/19. DSPT pending 

for Nottingham University Hospitals NHS Trust) 

 

d. 19/CAG/0154 Differential diagnosis in the acute care 

setting 

 

Context 

 

Purpose of application 

 
This application from the University of Cambridge set out the purpose of medical 
research that seeks to determine whether the making, communicating and recording 
of a medical (differential) diagnosis in the acute care setting can be improved through 
institutional, legal and ethical drivers. 
 
Good processes to achieve diagnosis are essential for healthcare, but are challenging 
due to the complex interplay of practical, social, legal, and ethical issues involved. 
This application is seeking to examine the process of making, communicating and 
recording a differential diagnosis in the acute care setting. The project also aimed to 
investigate the institutional and legal influences on making diagnoses, and the ethical 
and philosophical influences on making and communicating diagnoses.  
 
The study proposed five workstreams, of which only two require consideration by the 
CAG.  
 
Workstream two is a qualitative study of differential diagnosis. Support under Section 
251 is sought to conduct observations of the diagnostic process in three acute care 
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settings. Interviews will also be carried out, but support is not required for this aspect 
of the workstream. 
 
Workstream four is a medical record review feasibility study. Support under Section 
251 is sought to allow a quantitative note review to be conducted to examine the reach 
and permanence of diagnostic labels assigned in acute care settings. 
 
The wider workstreams in the project, which do not require support, involved an ethical 
and philosophical literature review (WS1) and a legal analysis of diagnostic practices 
(WS3) which do not involve the processing of confidential patient information and are 
out of scope for this application. The final workstream (five) intended to develop an 
ethical and legally grounded framework for making, communicating and recording 
diagnosis based on analysis from the earlier workstreams.  
 
A recommendation for class 1, 4 and 6 support was requested to cover access to the 
relevant unconsented activities as described in the application. 
 

Confidential patient information requested 

 
The following sets out a summary of the specified cohort, listed data sources and key 
identifiers. Where applicable, full datasets and data flows are provided in the 
application form and relevant supporting documentation as this letter represents only 
a summary of the full detail.  
 

Cohort 
 

It was anticipated that 250 patients would be involved in 
the observations. 
 
The records of 120 patients would be accessed at each 
site, in order to allow for 20 opt-outs at each site. The 
applicants aimed to include 200 records at each site. 
 

Data sources 
 

1. Medical records held at University Hospitals 
Cambridge NHS Foundation Trust 

2. Medical records held at GP practices 
 

Identifiers required 
for linkage 
purposes 
 

1. Name  
2. NHS Number 
3. Hospital ID Number 
4. GP registration 

 

Identifiers required 
for analysis 
purposes 
 

1. Name 
2. Date of birth 
 

Additional 
information 
 

No confidential patient information will be collected from 
the patient observations. 
Confidential patient information without consent will only 
be collected for patients included in the medical records 
review for Work Package 4 
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Confidentiality Advisory Group advice 

 
The following sets out the Confidentiality Advisory Group advice which formed the 
basis of the decision by the Health Research Authority.  
 

Public interest 

 
The CAG noted that this activity fell within the definition of medical research and was 
therefore assured that the application described an appropriate medical purpose 
within the remit of the section 251 of the NHS Act 2006. 
 
Members were assured that the application was within the public interest through the 
investigation of differential diagnostic practices.  

 

Practicable alternatives 

 
Members considered whether a practicable alternative to the disclosure of confidential 
patient information without consent existed in accordance with Section 251 (4) of the 
NHS Act 2006, taking into account the cost and technology available. 
 

• Feasibility of consent 
 
The applicant explained that it would not be practicable to obtain written consent for 
the observations undertaken during Workstream 2 in all of the situations they will be 
observing. They explained that seeking consent for observations may make patients 
uncomfortable and alter behaviour, as well as potentially disrupting the clinical work 
taking place. The applicants explained that, when a researcher shadowed the 
interactions, they would inform patients that they were observing the clinical process 
and seek permission for the researcher to remain. If the patient or family refused, then 
the researcher would leave. The CAG agreed that consent was not feasible for 
patients in Workstream 2 
 
Regarding Workstream 4, the applicants intended to recruit a consecutive sample of 
patients and noted that it would be difficult to identify and consent patients in an acute 
care setting. Patients would be identified by the medical registrar, who would then 
pass the list of patients onto the research team. Depending on the hospital, it may 
take 48- 72 hours for 120 patients to be admitted and no one individual will have seen 
all patients.  Postal contact would be made with each individual patient to inform them 
about the study and provide an opportunity to dissent.  
 
The Group was unsure whether the applicants had provided sufficient justification for 
not seeking consent from patients in Workstream 4.  The applicants had advised that 
consecutive cases were required, but had not provided a strong rationale to support 
this methodology. It was also noted that, as patients were to be given the opportunity 
to opt-out, this may impact on the consecutive recruitment methodology.  Members 
were uncertain over the necessity of obtaining consecutive records and noted that the 
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applicants could contact patients until the required number of records had been 
accessed.  
 
The applicants were asked to consider consenting patients into Workstream 4. If it 
was determined that consent was not feasible, then a stronger justification for 
requiring consecutive records needed to be provided.  
 

• Use of anonymised/pseudonymised data 
 
The researchers were exposed to confidential patient information during observations 
of clinical discussions with patients, which cannot be undertaken any other way. 
 
The applicants required confidential patient information in order to link patients’ 
hospital and GP records, which cannot be undertaken any other way. The CAG raised 
no queries in this area.  

 

‘Patient Notification’ and mechanism for managing dissent 

 
It is part of the CAG responsibility to support public confidence and transparency in 
the appropriate sharing and use of confidential patient information. Access to patient 
information without consent is a privilege and it is a general principle of support for 
reasonable measures to be taken to inform the relevant population of the activity and 
to provide a right to objection and mechanism to respect that objection, where 
appropriate. This is known as ‘patient notification’. This is separate to the local 
obligation to comply with the principles of the General Data Protection Regulation and 
Data Protection Act 2018.  
 
The applicants planned to approach patients who they wish to observe to introduce 
themselves and request permission to remain. Information sheets and posters would 
be provided for staff and patients in the clinical areas in which the observations were 
taking place. The Group noted that patients in Workstream 2 were given several 
opportunities to dissent and sufficient patient notification. 
 
Patients in workstream 4 would be written to and informed that their notes had been 
selected for inclusion in the study.  Patients would be provided with a three-week 
window to raise dissent before their records were released to the applicants. The 
Group noted that this was an opportunity to seek consent from patients and, as noted 
above, asked the applicant to consider consenting patients, rather than requesting 
dissent.  
 
It was noted that some patients to be included in workstream 4 may lack capacity to 
decide whether to take part in the research. The Group acknowledged that section 
251 support could not be recommended in order to bypass wider regulatory 
requirements, for example, the Mental Capacity Act 2005. Members queried what 
checks the applicant would put in place to ensure that patients lacking capacity were 
not contacted about the proposal.  
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Patients within this cohort may also have died since attending the acute care unit and 
members queried whether the applicants would check that patients were still living 
before sending the letters.  
 
Posters and leaflets had not been created for Workstream 4. Members asked if 
posters could be created, to be displayed in the clinic areas that patients would attend 
to inform them that their records may be selected for the study and how they could 
register dissent prior to an invitation letter being sent.  

 

Patient and Public Involvement and Engagement 

 
Meaningful engagement with patients, service users and the public is considered to 
be an important factor for the CAG in terms of contributing to public interest 
considerations as to whether the unconsented activity should go ahead.  
 
The applicant explained that a patient and public involvement group had been involved 
in designing the study. The group had been organised in collaboration with the team 
at Cambridge University Hospitals and was comprised of 6 men and women aged 45-
75.  
 
The meeting had taken place prior to the application being written. The group had 
provided comments on the patient information leaflet, protocol and guides for the 
semi-structured interview. The applicants intended to meet with the group regularly 
during the research project. The group made several substantive suggestions as to 
the research plans, including strongly supporting and developing the idea of the follow-
up phone call for the interviews, and the kind of information that should be sought 
during Workstream 4. Changes had been implemented to wording and format of the 
study documentation following feedback from the patient group.  
 
The applicants had discussed the use of confidential patient information with the 
group, who were supportive of the approach adopted for the overarching project.  
 
The CAG noted that the patient and public involvement group had met for two hours 
in 2018. Members asked that feedback on the responses given at this event were 
provided.  
 
The Group asked that applicants hold a further meeting with the group and provide 
feedback from this event when submitting their annual review.  

 

Confidentiality Advisory Group advice conclusion 

 
The CAG agreed that there was a public interest in this activity, were supportive in 
principle of this activity proceeding, and therefore recommended to the Health 
Research Authority that the activity be provisionally supported.  However, further 
information and actions would be required prior to confirming that the minimum criteria 
and established principles of support have been adequately addressed.  
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Request for further information 

 
1. Consider whether consent can be sought for patients recruited into Workstream 

4. If it is determined that consent was not feasible, then a stronger justification 
for requiring consecutive records needs to be provided.  

 
2. If consent for Workstream 4 is deemed not feasible, then posters need to be 

created, for display in the clinics that patients will attend.  
 

3. Further feedback on the patient and public involvement group meeting held in 
2018 is required.  
 

4. Further patient and public involvement needs to be undertaken and feedback 
provided to the CAG when the annual review is submitted.  
 

5. Clarify if any checks will be undertaken to determine if patients selected for 
Workstream 4 had the capacity to decide whether to take part in research prior 
to being written to.  
 

6. Clarify if checks will be undertaken to determine whether patients are still living 
prior to sending the letters for Workstream 4.  
 

Specific conditions of support (Provisional) 
 
The following sets out the provisional specific conditions of support. These may 
change in the final outcome letter depending on the responses to queries.  
 
1. Favourable opinion from a Research Ethics Committee. Pending 
 
2. Confirmation provided from the IG Delivery Team at NHS Digital to the CAG that 

the relevant Data Security and Protection Toolkit (DSPT) submission(s) has 
achieved the ‘Standards Met’ threshold. See section below titled ‘security 
assurance requirements’ for further information. Pending for Cambridge 
University Hospitals NHS Foundation Trust 

 

 

6. MINUTES OF THE MEETING HELD ON 18 JULY 2019 
 

The minutes were received and accepted as a true and accurate record of proceedings 
and required no revisions.  
 

7. Any other business  
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No other business was raised.  
 
The Chair thanked Members for their attendance and the meeting was closed.  
 


