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Minutes of the meeting of the Confidentiality 

Advisory Group 
 

05 December 2019 at HRA Manchester, Barlow House 

 

Present: 

 

Name   Position (or reason for attending) 

Dr Tony Calland MBE  CAG Chair 

Dr William Bernal CAG alternative vice-chair 

Dr Malcolm Booth CAG member 

Ms Sophie Brannan CAG member 

Dr Patrick Coyle  CAG vice-chair 

Mr David Evans CAG member 

Dr Liliane Field  CAG member 

Mr. Myer Glickman  CAG member 

Dr Simon Kolstoe  CAG member 

Ms Diana Robbins CAG member 

Ms Gillian Wells CAG member 



2 

 

 

 
 

Also in attendance: 
 

Name   Position (or reason for attending)   

Ms Natasha Dunkley  Head of Confidentiality Advice Service  

Miss Kathryn Murray Senior Confidentiality Advisor  

Ms Linsdey Peggs External Observer  

 

 

1. Introduction, apologies and declarations of interest  

 
The Chair welcomed Miss Lindsey Peggs, external observer, to the meeting. Miss 
Peggs was in attendance to observe and gain an understanding of the CAG 
practices.  
 
A conflict of interest had been identified in advance of circulation of meeting papers 
for Dr Malcolm Booth in respect of application 19/CAG0224 (agenda item 4.a.). Dr 
Booth did not receive any documentation for the application and took leave of the 
meeting during consideration of the item.  
 

2. Support decisions  
 

Secretary of State for Health & Social Care Decisions 
 
The Department for Health and Social Care senior civil servant on behalf of 
the Secretary of State for Health and Social Care agreed with the advice 
provided by the CAG in relation to the 07 November 2019 meeting 
applications.   

 

Health Research Authority (HRA) Decisions 
 
The HRA agreed with the advice provided by the CAG in relation to the 07 
November 2019 meeting applications. 
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3. Resubmitted applications – Research  
 

a. 19/CAG/0219 (Previously 19/CAG/0081) - Epidemiology 

of Pancreatic Cancer Using Longitudinal Electronic 

Health Record Data 

 

Context 

 

Purpose of application 
 
This application from Queen Mary University of London set out the purpose of 
medical research which aims to study risk factors related to pancreatic cancer on the 
diverse patient population based in East London. The study primarily aims to 
discover and evaluate novel and known risk factors associated with pancreatic 
cancer, and lay the foundation for potential integration with molecular data for further 
stratification of pancreatic cancer patients.  
 
The study will link health care records across primary, secondary and tertiary care 
data of patients diagnosed or reported with pancreatic or biliary diseases within 
Barts Health NHS Trust since 2007. A case-control study will be conducted, based 
on the retrospective data, between pancreatic cancer diagnosed and other patients, 
matched by the appropriate demographics, focusing on various epidemiological 
factors and clinical data. The study will collate information from HES, commissioning 
datasets and GP records. 
 
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 
 

The following patient cohorts will be included in the 
study from the Barts Health NHS Trust who were treated 
from 01/01/2007 to 31/12/2021:   

• Patients, aged over 18 years, diagnosed with 
pancreatic cancer,  

• Control group one – patients with cancer in small 
intestine, duodenum, liver, gallbladder and bile duct,  

• Control group two - Patients with hernia and other 
diseases of pancreas, liver, gallbladder, biliary tract 
and spleen.  
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It is estimated that there will be 3,750 patients in each 
cohort.  
 

 

Data sources 

 

1. Patient identification list, Barts Health NHS Trust 
(Cerner Millennium System Business Intelligence 
tool), 

2. Coded Commissioning Data Sets within Barts Health 
NHS Trust (Cerner Millennium System Business 
Intelligence tool), 

3. Free text within Barts Health NHS Trust (Cerner 
Millennium System Business Intelligence tool), 

4. GP data, NHS Discovery East London Programme 
 

Identifiers required 

for linkage 

purposes 

 

1. NHS Number 

2. Date of birth  

 

Identifiers required 

for analysis 

purposes 

 

1. Date of birth – calculation of analysis information 

2. Date of death – calculation of analysis information  

3. Gender 

4. Ethnicity. 
 

Additional 

information 

 

The application set out a consented arm; this is not within 

the scope of the proposed support.  

 

 

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.  
 
Members recognised that this application was a resubmission of the proposal which 
was considered under reference 19/CAG/0081, for which the recommendation was 
deferred following review in May 2019.  
 
The applicant provided a response to the request for further information detailed in 
the deferred outcome for review by the CAG. This was initially considered by a sub-
committee of the original reviewing members in correspondence in line with the 
review pathway set out in the original deferred outcome letter. The Sub-Committee 
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agreed that, due to the richness of the dataset, the further consideration and 
recommendation would be more appropriately handled via a full CAG meeting.  

 
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 recognised that the public interest in the proposed activity had been 
accepted at the time of the initial review and did not consider this point further. It had 
also been accepted in the initial review that there were no practicable alternatives 
available for the project. 
 
The Group agreed to consider the applicant’s response to the queries which had 
been raised as part of the initial review in turn, to ensure a satisfactory response had 
been provided to all points.  
 

1. Clarify whether the project would be more appropriately categorised as 
a research database. If so, the project categorisation in the IRAS system 
would need to be amended and wider supporting governance 
documentation relating to a research database would need to be 
provided.  

 
The applicant clarified that the principal objective of the study was to discover and 
evaluate novel and known risk factors associated with pancreatic cancer in a multi-
ethnic population. All secondary objectives are related to the achievement of this 
principal objective. As such the applicant confirmed that the project had been 
correctly categorised as a specific research study, rather than a research database.  
 
The applicant also explained that this research project was submitted as a part of 
the research proposal to the Medical Research Council titled “A Molecular 
Pathological Epidemiology Approach Towards Pancreatic Cancer”. That proposal 
had two key objectives, the first of which embodies this research project focusing on 
a detailed EHR-based epidemiology study of pancreatic cancer using data from 
Barts Health NHS Trust patients. The second objective revolves around integrating 
clinical history and molecular data of a select group of patients from PCRF Tissue 
Bank to achieve a deeper characterisation of pancreatic cancer. The aim of 
establishing a population-based molecular epidemiology database falls under the 
second objective, which the applicant confirmed was not a part of this CAG 
application. 
 
The Group was assured by the applicant’s rationale that the project had been 
appropriately classified.  
 
 

2. Provide a clear overview of the data sources to be included in the study, 
confirming which organisations would be providing data and facilitating 
linkage.  
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The applicant clarified that patients would be initially be identified from the Barts 
Health NHS Trust and coded commissioning datasets and free text information 
would be provided for use in analysis. This data would then be linked with GP data 
by NHS Discovery East London Programme, which provide GP practice software 
services on behalf of CCGs in East London.  
 
At the point of the Sub-Committee review, further information was requested from 
the applicant in relation to the free text data which would be provided to ensure that 
this would not contain any patient identifiers. The applicant explained that this would 
contain information from several free text documentation, including hospital letters, 
inpatient notes, discharge information summaries and laboratory and test results.  
 
It was explained that the free text documents would only be viewed via the Cerner 
Millennium System tool to manually extract the relevant information into an excel file 
against the participant’s identification number. It was confirmed that the free text 
documents would never be downloaded or locally stored.  
 
The CAG recognised the importance of the free text to the overarching study aims; 
however, it was agreed that further assurance was required from the applicant that 
there would be no access to wider patient identifiers, such as name and address, via 
the free text documents which would be made available.  
 
Further assurance was requested that the manual extraction process described in 
relation to the free text documentation could feasibly be achieved.  
 

3. This information should be supported by a clear data flow diagram 
which follows the flow of data for the purposes of the application 
activity. The document should identify data sources, what items of 
confidential patient information are flowing between organisations 
and who would have access at each stage and confirming where 
linkage would be undertaken. 

 
The applicant provided the requested data flow chart which addressed the queries 
previously raised by the CAG.  
 

4. Assurance should be provided that the chosen data sources and linkage 
methodology was appropriate and proportionate to achieve the study 
aims.  

 
The applicant explained that since the original submission of the CAG application, 
the feasibility of using Cerner Millennium System Business Intelligence (CMS BI) tool 
at Barts Health NHS Trust had been tested for data collection purpose. It was 
explained that the tool had been tested for the purposes of identifying the study 
participants and extracting the specified structured & coded clinical data set 
(Commissioning Data Sets) for those participants.  
 
It was further explained that the study cohort could be established from the CMS BI 
tool with simple queries based on ICD-10 disease codes and date range. NHS 
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Discovery East London Programme will apply any known opt-outs to the established 
cohort when shared for linkage purposes.  
 
The specified unstructured data from free text can also be collected via the Cerner 
Millennium System PowerChart tool which has dedicated sections to access various 
reports (e.g. histology report, discharge information summary). The main applicant 
has the facility to access this information under their honorary contract with the Barts 
Health NHS Trust.  
 
NHS Discovery East London Programme will extract and provide coded GP data set 
for this restricted study cohort, using the participant list identified from Barts. 
Discovery would be able to provide healthcare data only for those participants who 
have previously been registered for the signatory GP practices in East London. If a 
patient is not found within NHS Discovery database or found with having historic 
dissent against research in the form of type 1, the corresponding GP healthcare data 
will not be disclosed to the research team.  
 
The CAG was assured by the supplementary information which had been provided 
and accepted that the data sources and linkage methodology were appropriate the 
study design and aims.  
 
 

5. Confirm what items of confidential patient information are required 
for the purposes of the study, providing a clear justification for 
each item.  

 
It was confirmed that the linkage process would be facilitated on NHS Number and 
date of birth only. Date of birth and death would also be utilised for survival 
calculations and wider analysis points. Gender and ethnicity were required for 
analysis purposes. The applicant also provided a detailed overview of the wider 
clinical items which would be included in the analysis dataset. 
 
The CAG was assured that the items of confidential patient information specified 
were justified.  
 

6. Clarify under what legal basis, in relation to the common law duty 
of confidentiality, confidential patient information is held by NHS 
Discovery East London. Confirmation is also required around 
which organisation(s) acts as controller for the information held by 
NHS Discovery.  

 
The applicant confirmed that the legal bases under which NHS Discovery East 
London holds and shares confidential patient information were as follows: 
 
A) Article 6 condition - The sharing of Personal Data is permitted under Article 6 
paragraph (c) (processing for legal obligation); paragraph (d) (processing for vital 
interests of data subject); and/or paragraph (e) (public interest or in the exercise of 
official authority). 
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B) Article 9 condition - The sharing of Sensitive Personal Data or Special Category 
Data is permitted under Article 9 (h) (processing for medical purposes); and/or 
paragraph (i) 
(public interest in the area of public health). For the vast majority of sharing, 
Discovery relies on article (h) with an implied consent model for direct individual 
care. In certain instances, however, it also relies on paragraph (a) (explicit consent) 
or paragraph (c) (vital interests) but these will be specified in any sharing 
agreements or data processing 
contracts related to those special cases. 
 
It was explained that NHS Discovery East London follows a collaborative information 
governance model agreed between several hundred practices and a number of NHS 
Trusts. In this model, Discovery Data Service East London acts as a data processor 
for the information held on patients within the publisher GP practices and NHS 
Trusts, who remain the controllers of the data. It works on a publisher-subscriber 
model with subscribers receiving data when authorized to do so by the data 
controller publishers.  Once data is passed to the project as the subscriber, QMUL 
becomes the data controller of the resulting dataset.  
 
The CAG received was assured that the appropriate arrangements were in place for 
the processing undertaken by NHS Discovery.  
 
 

7. Provide assurance that the patient cohort to be included in the 
study would be appropriately restricted in terms of geography, to 
enable onward linkage with primary care data to be undertaken by 
NHS Discovery. 

 
The applicant explained that NHS Discovery would only provide linked data in 
relation to the patient cohort which is registered with a GP practice in the East 
London area. However, the patient cohort will be derived from those who have been 
treated at Barts Health NHS Trust, as this covers a larger geographical cohort than 
NHS Discovery. This will mean that the resulting study database will include 
secondary care data in relation to all eligible patients treated by Barts with a sub-
cohort linked to primary care data, where they are registered within the NHS 
Discovery East London Programme patch.  
 
The applicant explained that it was not impossible to adopt the suggested restrictions 
using CMS BI tool, there were practical drawbacks to do so at the participant 
identification stage. Selecting participants in terms of geographical restriction (i.e., 
patient’s home address postcode, GP postcode/practice code/CCG code) from the 
secondary care data would lead to inadvertent loss of eligible patients, who were not 
residing in East London during the particular hospital visits but were part of the 
community before or afterwards. Ensuring the geographical restriction would also 
meant there was a requirement to access more confidential information that is not 
integral to risk factor analysis. 
 
Members received the rationale to support the inclusion of the larger geographical 
cohort and were assured that this was appropriate. It was noted that there was a 
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discrepancy between some of the application documents in relation to the start date 
for the patient cohort. In places, this had been detailed as commencing from 2005 
and 2007 respectively. The CAG agreed that clarification was required from the 
applicant in connection to this point.  
 
 

8. Provide further information around the specific risk factors 
associated with pancreatic cancer which would be explored within 
the scope of the project. 

 
The applicant provided a detailed overview of the risk factors which were considered 
to be associated with pancreatic cancer which would be explored during the scope of 
the project. 
 
The CAG accepted the wider information and was assured by the established scope 
of the project.  
 

 
9. A detailed overview is required around what information would be 

included in the analysis dataset.  
 
This information was provided and accepted by the CAG.  
 
 

10. Confirm if it is intended to link information collected within this 
study to data held by the reference Pancreatic Cancer research 
Tissue Bank.  

 
The applicant confirmed that this research project is independent of the PCRF 
Tissue Bank and its activities. It is not intended to link information collected and 
produced from this research project with the data held within the Pancreatic Cancer 
Research Fund Tissue Bank. Whilst the applicant acknowledged that there was a fair 
probability of overlapping patients present between this project and the Barts site of 
PCRF Tissue Bank, no attempt would be made to link or complement information 
between the projects.  
 
It was further explained that it is intended that the completely anonymised clinical 
dataset generated from this project would become an independent access-controlled 
resource through PCRF Tissue Bank. A separate data sharing/ownership transfer 
agreement will be signed up as necessary. Future health researchers can apply to 
PCRF Tissue Bank to access the anonymised data. This will enable the full research 
and public interest potential of the rich clinical dataset to be achieved. 
 
Member accepted the response provided and were assured that there would be no 
linkage between the two resources.  
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11. Provide a clear timeline for the project, including details of funding and 
anticipated end date in order to clarify when the exit strategy from 
support under the Regulations is expected to be achieved.  

 
It was confirmed that this project had been submitted as a part of the research 
proposal to the MRC for obtaining one of the Health Data Research (HDR) UK 
fellowships at the Queen Mary University of London center. The funding is secured 
until February 2021. In the meantime, the study team will apply for further 
opportunities, in particular, the Cancer Research UK Early Detection Project Award, 
to fund a PhD studentship. 
 
The anticipated end date for the overall data collection is set at 30/06/2022, after 
which the support under the Regulations will not be required. Automated data 
extraction from the two major data sources (CMS BI tool and NHS Discovery East 
London Programme) will be done approximately every five months from November 
2019 until December 2021, resulting in six extractions within the automated data 
collection period. Data linkage, data validation (random verification) and 
completeness (manual extraction of unstructured data) activities will be undertaken 
each time as extraction of new data for the existing participants in expected as well 
as the inclusion of new participants within the study cohort. An additional six-month 
period until June 2022 is envisaged to complete the final manual validation and 
completeness procedure.  
 
The planned exit strategy is to destroy the single electronic copy of the mapping 
table between patient identifiers (NHS number, date of birth) and study-specific 
participant ID (e.g., C01P0015). By that time, all patient identifiable information 
would be removed from the final linked research dataset. This also involves 
removing all the dates associated with particular events (e.g., dates of birth, death, 
diagnosis, procedures, tests) of a patient, and replacing them with values 
representing the days from the patient’s date of birth. 
 
The CAG was assured by the described processes and planned exit from the 
requirement for support under the Regulations.  
 
 

12. Provide copies of the wider study documentation which was 
considered by the NHS Discovery Programme Board for 
consideration.  

 
This documentation was provided and received by the CAG.  
 

 
13. Provide feedback from project-specific patient and public 

involvement and engagement activity. This should account for 
views from an appropriate patient population and the public, to 
represent the patient and control cohorts to be included in the 
study. An overview of the activity undertaken, the demographics of 
those present together with feedback around the project would be 
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required. This should specifically focus on the use of confidential 
patient information without consent.  

 
The applicant provided an overview of the user involvement activity which had been 
carried out in relation to the project. It was explained that several platforms had been 
utilised to gather opinion from members of the public, including patients, family 
members of patient, and healthy volunteers, on this study and its use of electronic 
health records without patient consent. These included the following:  
 

1. Cancer Research UK (CRUK): Patient Involvement Opportunities 
2. Pancreatic Cancer UK (PCUK): Research Involvement Network 
3. NIHR Involve: People in Research (PiR) 
4. Pancreatic Cancer Research Fund (PCRF) 

 
It was explained that the opportunity to share opinions on this study was advertised 
in the relevant sections of the CRUK, PCUK and PiR websites over a month 
between September and October 2019. The opportunity was also advertised in the 
CRUK Newsletters emailed to its registered subscribers on three dates within this 
time period. Respondents contacted the main applicant and were provided with a lay 
summary of the proposed activity and a survey up on which to provide their views, 
which had been drafted in consultation with key collaborators on the study, including 
the PCRF.   
 
The proposed research was also presented in front of a small focus group during the 
PPI Research Advisory Group meeting at the CRUK Barts Centre (BCC) on 24th 
September 2019. The focus group consisted of 2 members of the public and 2 
internal academics. 
 
Following this activity, the applicant received responses from 16 individuals in total, 
representing patient (3), family members of patient (7) and public (6) groups from the 
viewpoint of this study. Specific demographics around the respondents were 
provided for the CAG information together with an overview of the feedback which 
had provided. The applicant had stated that further activity would be undertaken on 
an ad-hoc basis.  
 
Members received the information and commented that the detail provided around 
the activity and the feedback which was provided was thorough which was helpful in 
assessing the scope of the activity which had been carried out. However, a number 
of respondents had expressed concerns about the proposal and the security of the 
resulting dataset which did not appear to have been addressed.  
 
The CAG noted that the feedback from patient and public involvement activity was 
key to supporting the public interest in an activity proceeding on an unconsented 
basis as it supported that those who may potentially be included in the cohort, were 
supportive of their data being used as described. Where the feedback from a user 
involvement activity identified concerns, it was important that these were addressed. 
Members suggested that the applicants should produce a frequently asked questions 
document, to be displayed on its website, which addressed the outstanding concerns 
raised by the respondents. 

https://www.peopleinresearch.org/opportunity/share-thoughts-use-electronic-health-records-pancreatic-cancer-research/
https://www.peopleinresearch.org/opportunity/share-thoughts-use-electronic-health-records-pancreatic-cancer-research/
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On the basis that feedback which had been provided from the activity had not been 
wholly supportive, the applicant would be asked to undertake further work in this 
area to seek views from a wider patient cohort. This should also try to capture the 
views of two control patient cohorts which would also be included in the study, as it 
was noted that those with a current cancer diagnosis may have a differing 
perspective on how patient data is used to support research. This should seek views 
on the use of confidential patient information without consent as described in the 
application but also follow-up any concerns which are raised in response to this to 
see how they could be allayed by the applicant.  
 
Members agreed that a specific condition around undertaking further engagement 
activities would be added to the outcome to be reported back at an interim six-month 
period. The should provide details of the wider activities which had been undertaken, 
together with the feedback provided and would be considered by a sub-committee of 
reviewing members.  
 
The CAG also commented that the project would benefit from including lay 
representation its project board. It was suggested that including one former/current 
cancer patient and one wider patient would support the views of all patients which 
would be included in the project. The applicant would be asked to provide agreement 
to this requirement prior to any final recommendation of support coming into effect. 
The appointment of these individuals could then be reported back at the interim 
report.  
 

14. Details of the project-specific communications strategy and 
dissenting mechanism would be required. This should address the 
patient and control cohorts. An overview of the strategy would be 
required together with copies of any documentation used to 
support this for review.  
 

15. The poster document requires specific revision to offer a means of 
project-specific dissent.  

 
The applicant provided a details overview of the notifications mechanisms which had 
been established to promote the study amongst patients and the public. This 
included text on various associated websites, posters in appropriate clinics and 
supporting leaflets. The referenced dissent was also updated to make clear that 
patients could raise an objection to the use of their data in this project.  
 
The CAG received the overview and supporting materials and whilst it was 
commented that the patient-facing documentation remained quite complex, this had 
been accepted by the patients and family members consulted, together with the 
REC, so no further revisions would be requested. It was suggested that the applicant 
may wish to seek wider views on these documents as part of the additional user 
involvement activity. 
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It was noted that only email and website contacts had been provided to support the 
dissenting mechanism. Members agreed that a telephone number should also be 
added as an alternative contact means.  
 
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.    
 
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. Provide further assurance that manual data extraction process described in 
relation to accessing free text documentation can feasibly be undertaken.  
  

2. Clarify the start date for the inclusion of eligible patients into the study.  
 

3. A ‘Frequently Asked Questions’ document should be prepared to address the 
queries/concerns raised by respondents to the user involvement activity, to be 
displayed on the study website. Provide a copy of this document for review. 
 

4. Provide assurance that two patient representatives will be appointed to the 
project board – one cancer patient and one non-cancer patient. Confirmation 
of appointment is to be provided at the interim report.  
 

5. A telephone number should be added to all patient-facing materials to 
facilitate dissent. Provide copied of the revised information materials.  

 
Once received, the information will be reviewed by a sub-committee of all attending 
members in the first instance and a recommendation and decision issued as soon as 
possible. At this stage it may be necessary to request further information or refer to 
the next available CAG meeting. If the response is satisfactory and the outstanding 
actions listed in the specific conditions of support are met, a final support outcome 
will be issued.  
 
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. Further patient and public involvement and engagement activity should be 

carried out to explore the views of using confidential patient information without 
consent as described in the study and what steps can be taken to address any 
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concerns which are raised around this. An interim report should be provided 
within six-months of the final outcome letter for consideration by a sub-committee 
of reviewing members. This should provide an overview of the activity, the 
feedback provided and how this has been acted upon. Confirmation of the 
appointed patient representatives should also be provided.  
 

2. Favourable opinion from a Research Ethics Committee. Confirmed 17 May 2019  
 
3. 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: 

 

• Barts Cancer Centre (Queen Mary University of London) has a 
confirmed ‘Standards Met’ grade on DSPT 2018/19 by NHS Digital email 
04 August 2019, 

• NHS Discovery East London – DSPT remains pending.  
 
 

a. 19/CAG/0199 (Previously ECC 6-02(FT2)/2011) – 

Falklands mortality study V1 

 

Context 

 

Purpose of application 

 
This application from the Ministry of Defence set out the purpose of medical research 
that seeks to determine whether the death rate for veterans of the 1982 Falklands 
campaign is higher than that of the general UK population. 
 
In 2002, around the 20th anniversary of the 1982 Falklands campaign, reports in the 
press and online had indicated that a greater number of veterans had committed 
suicide since the South Atlantic conflict ended than had been killed during the 
campaign. In this application, the applicants are seeking to calculate rates of suicide 
and other causes of deaths of Falklands veterans, and compare this data to 
comparable groups in the Armed Forces and the UK general population, in order to 
refute or support these claims.  
 
Support is sought for the disclosure of confidential patient information from the 
Ministry of Defence to NHS Digital to facilitate linkage with ONS records to ascertain 
the date and cause of death of patients. Linked data will be returned to the applicant 
at the Ministry of Defence for analysis.  
 



15 

 

The project has operated with support under the Regulations since 17 August 2011 
under the historic reference ECC 6-02(FT2)/2011. The last annual review was 
submitted under this reference in December 2015. The applicant contacted the 
Confidentiality Advice Team in May 2019 to seek guidance around updating the 
historic application; however, was advised that a new application should be 
submitted due to the time elapsed since initial support was recommended and the 
submission of the last annual review. The applicant has confirmed that no data has 
transferred since 2015, so there has been no processing whilst the status of the 
historic application was under question.  
 
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 UK Armed Forces personnel who were deployed to 

the Falklands campaign and received the medal for 

active service on the operation. This covers 25,022 

individuals for which name and date of birth are known. 

This application concerns patients within England and 

Wales only.  

 

Data sources 

 

1. Ministry of Defence personnel files 
2. ONS mortality dataset, NHS Digital 
3. GP registrations, NHS Digital  

Identifiers required 

for linkage 

purposes 

 

1. Name 
2. Date of birth 

Identifiers required 

for analysis 

purposes 

 

1. Date of birth 
2. Date of death 
3. Cause of death 
4. Sex 
5. Ethnicity  
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Additional 

information 

 

The CAG application extended to veterans in England 

and Wales only. Separate applications are being made 

to the appropriate bodies in Scotland and Norther 

Ireland.  

 

 

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 recognised the strong public interest in the proposed activity, which aimed 
to ascertain whether there was a higher risk of suicide amongst Falklands veterans. 
The application activity had previously been supported and the Group was assured 
that this support should continue.  
 
The Group acknowledged the publication plans for the updated findings; however, it 
was unclear how these would be acted upon to improve outcomes in the future. It 
was agreed further information would be requested from the applicant to ensure that 
there was a commitment to act on the findings of the study.  
 

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, due to the time lapse, the MOD records were no longer 
considered reliable in terms of contact information for the cohort involved in this 
study. Due to the size of the cohort, the applicant states that it would not be feasible 
to seek consent for the linkage process.  
 
Members recognised that this activity has previously operated with support and were 
content to provide a recommendation for this continue in line with this established 
precedent. It was further noted that as the primary purpose of the application was to 
understand cause of death within the cohort, many individuals would already be 
deceased.   
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• Use of anonymised/pseudonymised data 
 
Confidential patient information was required to facilitate the linkage process and 
inform the study analysis which could not be otherwise achieved.  
 
Justification of identifiers 
 
The Group was assured that the items of confidential patient information which had 
been specified within the CAG application were appropriate and proportionate to the 
proposed activity. These extended to name, date of birth and death, cause of death, 
sex and ethnicity.  
 
Members queried the additional information which was provided within the data flow 
chart, which included a list of the information which would be provided by NHS 
Digital following linkage (referenced as annex A). Detailed here was a substantial list 
of data items which had not been included in the CAG application form as necessary 
for analysis. As the items were not detailed in the application form, no justification 
had been provided for the necessity of these items, some of which would fall within 
the definition of confidential patient information.  
 
The Group agreed that the applicant would be asked to review the list of data items 
requested from NHS Digital and confirm those which were necessary for the 
described analysis. A strong justification for each data item would be required prior 
to any final recommendation of support.  
 
Data flows and sources 
 

The applicant had specified within the application form that NHS Digital would be 
linking the patient cohort with GP registrations data. However, it was unclear 
whether this was accurate as the Group suggested it may be the Patient 
Demographics Service dataset. Clarification would be sought from the applicant 
around this point.  
 
Members were also unclear why NHS Digital would be returning the data in an 
identifiable format and who would be responsible for pseudonymising the data prior 
to analysis. The applicant would be asked to consider whether the study ID could be 
added to the data disclosed to NHS Digital in order for the linked file which is 
returned to be stripped of identifiers. The applicant would be asked to consider this 
point and clarify the data flows for the study.  
 
 

‘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 described a number of communications mechanisms which would be 
utilised to promote the study. The key mechanism being promotion via the Veterans 
Gateway, which will also promote objection via the National Opt-Out programme. 
Members noted within the applicant’s response that this would be implemented by 
March 2020; however, it was stated for information purposes that NHS Digital was 
already operating the national opt-out model, so there was no requirement to put a 
time delay on this. Drafted text was not provided for review – the Group agreed that 
sight of the patient-facing information materials would be requested prior to support 
coming into effect.  
 
The project would also be promoted via the Confederation of Service Charities 
research profile and an announcement will be made when the study is up and 
running to promote via this channel. A project-specific privacy notice will be 
displayed on gov.uk website and drafted text was provided for review.  
 

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 the MOD had been put under considerable pressure from 
military charities and associations to understand the scale of veteran deaths, 
particularly from suicide. The CAG acknowledged that this application was being 
driven by these veteran groups.  
 
The applicants have engaged with key charities around the study and how data would 
be compiled. The applicants are also engaging with relevant groups to make sure 
there is an awareness amongst veterans of the work which is being undertaken and 
to promote the outputs via the gov.uk website.  
 
Members noted that whilst there did not appear to be any evidence of direct 
engagement with veterans around the use of data for the study purposes, the 
application was supported by the Confederation of Service Charities and the Royal 
British Legion, which has provided a letter of support. The CAG accepted the activity 
in this area and agreed that, as the project was being driven by these veteran focussed 
entities, this was appropriate in this instance.  
 
Research Ethics Committee Favourable Opinion 
 
It is a requirement under the Health Service (Control of Patient Information) 
Regulations 2002 that those processing confidential patient information without 
consent can do so once approved by the Health Research Authority (following 
advice from the CAG), and providing a favourable ethical opinion is in place. 
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The applicant had provided evidence of the historical ethical opinion for the study, 
together with an email trail from the ‘NRES Queries Line’ dated 09 August 2011. The 
queries line email specified that the MODREC ethical opinion endured when patients 
transferred into the NHS environment, but did provide evidence that this particular 
ethical opinion remained current. The CAG agreed that evidence would be required 
from MODREC that it still considered the application to be active and clarify whether 
it required submission of an amendment in connection to the refreshed section 251 
application.  
 
 

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 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, within one month.  
 
Request for further information 
 

1. Provide further assurance around how the findings of the study would be 
acted upon to improve outcomes for future veterans.  
  

2. Review the information provided in Annex A of the data flow chart and assess 
each data item for necessity. Confirm which data items would be requested 
from NHS Digital and provide a justification to support why each item is 
required for the purposes of analysis.  

 
3. Confirm which datasets NHS Digital would be linking with the patient cohort. 

 
4. Consider whether it would be feasible to add a study ID to the identifiable 

dataset disclosed to NHS Digital, to enable linked data which is returned to be 
stripped of identifiers. Provide assurance to this point or a strong justification 
to support why this is not feasible.  
 

5. Clarify who will be undertaking linkage and pseudonymisation within the MOD 
prior to analysis being carried out.  
 

6. Provide written correspondence from MODREC to confirm that the historic 
ethical opinion endures for the project.  

 
Once received, the information will be reviewed by a sub-committee of members in 
the first instance and a recommendation and decision issued as soon as possible. At 
this stage it may be necessary to request further information or refer to the next 
available CAG meeting. If the response is satisfactory and the outstanding actions 
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listed in the specific conditions of support are met, a final support outcome will be 
issued.  
 
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 – see 

above query 
 

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. It was confirmed that the 
relevant DSPT submission related only to NHS Digital. 

 
  

c. 19/CAG/0220 (Resubmission PIAG 2-08(e)/2002) - Linked 

de-identified research database for congenital anomaly 

outcomes (BINOCAR)  

 

Context 

 

Purpose of application 
 
This application from St George’s University of London set out the purpose of 
medical research through the creation of a research database into the outcome of 
children affected by congenital abnormalities registered in the UK prior to 01 April 
2015. The application has existing support under application reference PIAG 2-
08(e)/2002; however, a refreshed application became necessary due to a change in 
controller for the proposal.  
 
The application support to enable the BINOCAR regional registers to transfer 
specified legacy data to St George’s University of London to enable linkage with 
health, mortality and educational data with a view to creating a congenital anomaly 
outcomes research database to facilitate research into the outcomes of children 
affected by congenital anomalies. Support is also requested to enable the disclosure 
of complete BINOCAR legacy datasets relating to the Northern Congenital 
Abnormality Survey (NoCAS) and the South West Congenital Anomaly Register 
(SwCAR) from Public Health England. Ongoing linkages are proposed with 
administrative health datasets, mortality data and educational outcomes. The 
applicant is seeking support for the ongoing processing and retention of confidential 
patient information for the complete BINOCAR legacy dataset until June 2021. The 
database will only contain legacy information registered prior to 01 April 2015; no 
newly registered congenital anomalies will be included.  
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A recommendation for class 1, 2, 4, 5 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 registered in the following regional congenital 

anomaly registers will be transferred into the database: 

 

1. Congenital Anomaly Register for Oxfordshire, 
Berkshire and Buckinghamshire (CAROBB) - births 
from 1991 to 31 March 2015; 

2. East Midlands and South Yorkshire Congenital 
Anomaly Register (EMSYCAR) - births from 1997 to 
31 March 2015; 

3. South West Congenital Anomaly Register (SWCAR) 
– births from 2002 to 31 March 2015; 

4. Northern Congenital Abnormality Survey (NorCAS) – 
births from 1985 to 31 March 2015; 

5. Wessex Antenatally Detected Anomalies Register 
(WANDA) – births from 1994 to 31 March 2015. 
 

Data sources 

 

1. Hospital Episodes Statistics (HES), NHS Digital 
2. ONS mortality data, NHS Digital 
3. National Pupil Database, Department for Education 

 

Identifiers required 

for linkage 

purposes 

 

4. Name 
5. NHS Number 
6. Hospital ID 
7. Date of birth 
8. Date of death 
9. Postcode (Unit level) 
10. Ethnicity 

Identifiers required 

for analysis 

purposes 

 

1. Date of birth 
2. Date of death 
3. Postcode (Unit level) 
4. Sex 
5. Ethnicity 
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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.  
 
Members recognised that this application was a resubmission of the proposal which 
was considered under reference 19/CAG/0142, for which the recommendation was 
deferred following review in September 2019  
 
The applicant provided a response to the request for further information detailed in 
the deferred outcome for review by the CAG. 
 
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 recognised that the public interest in the proposed activity had been 
accepted at the time of the initial review and did not consider this point further. It had 
also been accepted in the initial review that there were no practicable alternatives 
available for the project. 
 
The Group agreed to consider the applicant’s response to the queries which had 
been raised as part of the initial review in turn, to ensure a satisfactory response had 
been provided to all points.  
 

1. Further information is required around the control cohort which was 
referenced within the revised data flow chart. This should clarify who 
these individuals are, how they will be identified and by whom and 
whether their inclusion would involve processing of confidential patient 
information without consent. The application form and study protocol 
would need to be updated to reflect the inclusion of this group. 

 
The applicant had initially clarified that they will not be receiving confidential patient 
information in relation to the control cohort. These groups would have been matched 
by NHS Digital and the Department for Education respectively based on month/year 
of birth, sex and geographical region. For every patient case, 10 control cases were 
intended to be included in the study. The NHS Digital generated cohort was not 
intended to be linked to the Department for Education control cohort.  
 
On receipt of this initial response, the Confidentiality Advice Team further prompted 
the applicant on the requirement to seek a favourable ethical opinion for the inclusion 
of a control cohort, as it had been stated that this was not required.  
 
In the response to these subsequent queries, the applicant has confirmed that this 
control cohort would not be requested from NHS Digital or the Department for 
Education, due to the limited timeframe remaining on the study. An amendment 
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would be requested in future should it be determined that a comparator cohort is 
necessary to interpret the BINOCAR study findings.  
 
Additionally, the applicant confirmed that they would no longer be pursuing linkage to 
GP prescriptions data held by CPRD, as it had provided an estimated linkage 
completion date of June 2021, which is beyond the pre-set cut-off date for data 
inclusion and analysis in this study. 
 
The CAG received this information and recognised that it had been the outstanding 
queries in relation to the inclusion of the control cohort which had led to the 
recommendation being deferred for the refreshed submission. Members recognised 
that the applicant may wish to include this comparator arm in future and an 
amendment would be provided at such time as this was deemed necessary.   
 
Members were unclear from the refreshed application detail whether the applicant 
was still proposing to link the patient cohort with CPRD data held by NHS Digital. It 
was agreed that this point would be clarified with the applicant.  
 
 

2. Confirmation would be required that the favourable ethical opinion for 
the study extends to the control cohort. This may require the 
submission of a substantial amendment to the REC. 

 
The applicant confirmed that the comparator cohort will no longer be included in the 
study design. As such, this query was no longer relevant.  
 
 

3. The revised application would need to provide specific justification for 
the processing of confidential patient information without consent for 
the control cohort, if applicable. 

 
The applicant confirmed that the comparator cohort will no longer be included in the 
study design. As such, this query was no longer relevant.  
 
 
 

4. The BINOCAR study website should be reviewed for suitability for a 
patient and public audience to ensure the published information is 
appropriate for these readers. An additional contact mechanism should 
be provided to support the email address which was currently available. 

 
The applicant advised that the website will be updated once all relevant approvals 
are in place. A telephone number for the main applicant has been added to the 
website. 
 
Members acknowledged the steps taken by the applicant and agreed that the 
revised website text should be provided within three months of support coming into 
effect under this revised application for consideration by a sub-committee.   
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5. Specific consideration should be given to how study information can be 

made available to the control cohort, including details of how these 
individuals can dissent to the use of their data. Copies of any revised or 
supplementary materials should be provided for review. 

 
The applicant confirmed that the comparator cohort will no longer be included in the 
study design. As such, this query was no longer relevant.  
 
 

6. Wider patient and public involvement and engagement activity should 
be carried out in relation to the control cohort. Feedback around the 
activity undertaken should be provided together with the views given on 
the use of confidential patient information without consent, as 
appropriate, in relation to this group. 

 
The applicant confirmed that the comparator cohort will no longer be included in the 
study design. As such, this query was no longer relevant.  
 

7. Provide further information around the data flows for the proposed 
activity. A revised data flow chart should be provided which follows the 
flow of data within the study. This should also explain any data flows in 
relation to the control cohort. 

 
The applicant provided an updated data flow chart which removed references to the 
inclusion of the control cohort. 
 
The document was received by the CAG which acknowledged that this accurately 
reflected the data flows in the study.  
 
 

8. Confirm that the data linkage between the study cohort and educational 
data would be undertaken directly by the Department for Education. 
Provide copies of any correspondence which confirms this for 
assurance purposes. 

 
The applicant provided a copy of correspondence with the Department for Education 
which confirmed that it would facilitate the linkage of the dataset, which will then be 
made available in the ONS environment for analysis purposes.  
 
The CAG received the clarification and recognised that DfE would be facilitating 
linkage.  
 
 

9. Clarify whether a linkage file will be retained by any of the entities 
involved in the study, following the deidentification of the study 
database. 
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The applicant has confirmed that once the transfer and linkage process had been 
completed the wider sites will be informed to delete the source data.  
 
Members received the response and recognised that the wider entities would be 
destroying the provided datasets. The Group was unclear whether Public Health 
England would be retaining a linkage file and if so, under what legal basis this was 
being retained. It was agreed that clarification would be sought from the applicant in 
connection to this point.  
 
 
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 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, within one month.  
 
Request for further information 
 

1. Confirm whether there is any intention to link with the CPRD dataset in the 
future.  
 

2. Confirm whether Public Health England would be retaining a linkage file when 
the study dataset has been anonymised. If so, please clarify under what legal 
basis this would be retained.  

 
Once received, the information will be reviewed by a sub-committee of members in 
the first instance and a recommendation and decision issued as soon as possible. At 
this stage it may be necessary to request further information or refer to the next 
available CAG meeting. If the response is satisfactory a final support outcome will be 
issued.  
 
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. Provide an updated copy of the website text for review within three months of the 

date of the final outcome letter.  
 

2. Favourable opinion from a Research Ethics Committee. Confirmed 04 February 
2019  

 
3. 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 
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achieved the ‘Standards Met’ threshold. See section below titled ‘security 
assurance requirements’ for further information. Confirmed: NHS Digital and St 
George’s Medical School have confirmed ‘Standards Met’ grades on DSPT 
2018/19 (NHS Digital email 11 September 2019). Department for Education 
has confirmed assurance (NHS Digital email 11 September 2019).  

 

4. New applications – Research  
 

a.  19/CAG/0224 – Health Pathfinder: An evaluation of health-

based domestic abuse interventions 

 

Context 

 

Purpose of application 
 

This application from SafeLives set out the purpose of medical research which aims 
to undertake an evaluation of the Health Pathfinder project which is operated by 
Cardiff University. The aims of the evaluation are to recommend comprehensive 
health practice and a model health response in relation to domestic abuse and wider 
issues related to Violence Against Women & Girls. This research, funded by the 
Pathfinder Project, will assess the effectiveness of the interventions by evaluating 
overall change created. It will also assess the overall systemic change in referral 
pathways. 
 
SafeLives have a very specific role in the evaluation; to collect and analyse 
quantitative data which will feed into Cardiff University’s external evaluation. This 
data will be derived and analysed from patient medical records. This data will allow 
the evaluation to consider the impact that Pathfinder has made to the number of 
patients who are asked about domestic abuse in the health setting, the number of 
patients who disclose domestic abuse in a health setting and the number of patients 
who are referred to specialist services. 
 
The applicants are seeking to access patient medical records on site at the trusts 
participating in the Pathfinder project to evaluate the efficacy of the programme. A 
minimum of two days (where patients are admitted or treated by the health setting) 
will be selected. The first date will be selected from the six-month period prior to the 
start of the Pathfinder project and the second date will be from after the Pathfinder 
project has been implemented (between 6 and 12 months, depending on how long 
Pathfinder has been active in the site). Once the dates have been selected, all male 
patients and patients under the age of 16 would be removed from the medical 
records to confirm the study sample. A minimum of 50 cases will be researched in 
each health setting (a minimum of 25 on the date before the start of Pathfinder and 
25 on the date after). If there are fewer than 25 patients in the sample on the date 
chosen, an additional day will be picked, and the days amalgamated. 
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Whilst sites are being advised to redact confidential patient information from the 
records which are being made available to researchers, this will not be possible at all 
sites. It is also noted that the researchers will have access to free text information 
which may also contain confidential patient information. The application has been 
submitted to seek section 251 support to legitimise access to patient records by the 
research team to enable an anonymised dataset to be extracted for 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 
 

Female patients aged over 16 years treated at one of 
the named 13 sites on the two specified review dates 
around the implementation of the Pathfinder study. A 
minimum of 50 records per site will be accessed.  
 

Data sources 
 

Patient medical records at the following sites: 
 
1. Royal Devon and Exeter NHS Trust 
2. Northern Devon Healthcare Trust 
3. Barnet, Enfield And Haringey Mental Health NHS 

Trust 
4. North Middlesex University Hospital Trust 
5. Somerset Partnership & Taunton and Somerset NHS 

Foundation Trusts 
6. Yeovil District Hospital NHS Foundation Trust 
7. Camden and Islington Mental Health Foundation 

Trust 
8. North Staffordshire Combined Healthcare NHS Trust 
9. Southern Health NHS Foundation Trust 
10. Blackpool Teaching Hospitals NHS Foundation Trust 
11. Imperial College Healthcare NHS Trust 
12. West London NHS Trust 
13. Chelsea and Westminster Hospital NHS Foundation 

Trust 
  

Identifiers required 
for linkage 
purposes 
 

Not applicable – Trusts will identify the patient cohort 
and provide the applicant with patient records. All key 
items of confidential patient information will be redacted 
from the records.  
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Identifiers required 
for analysis 
purposes 
 

6. Age  
7. Ethnicity  
8. Sex  

 

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 there was a strong public interest in evaluating the 
Health Pathfinder project, to understand how domestic abuse is being identified, 
managed and reported by hospital Trusts and to understand whether the 
intervention has improved this.  

 

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. 
 

• Minimising flows of identifiable information 
 
The applicant had explained that, as far as possible, Trusts would be asked to 
redact obvious identifiers prior to making records available to the research team in 
order to reduce the access to confidential patient information. However, the 
applicant advised that this was not possible in every site due to differing capacities in 
the clinical teams. 
 
The Group commended the steps which had been taken by the applicant to mitigate 
the risk of disclosure of confidential patient information to the research team. 
However, it was commented that whilst obvious identifiers could be redacted, there 
remained a risk of disclosure through access to free text information, which meant 
there was an ongoing requirement for section 251 support. It was further noted that 
redaction exercises were time consuming for staff and Members questioned whether 
this was a good use of clinicians time, when the output did not prevent the 
requirement for section 251 support to be in place for the project.  
 
Members recognised that there was established precedent to allow applicant’s 
access to complete medical records on site in order to extract the anonymised 
information required for analysis. On the basis of this established precedent, the 
CAG agreed that it would be content to provide a recommendation of section 251 
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support to legitimise the researcher’s access to the complete medical record, 
removing the requirement for redaction exercises to be carried out by the Trust. The 
applicant would be asked to confirm the scope of support required for the study.    
 
It was explained within the application that the applicant would be directly applying 
the high-level exclusion criteria to patient records provided to them by the Trusts. 
This would include the removal of records relating to male patients and those 
outside of the specified age range. The Group queried this point as it was agreed 
that these high-level cohort restrictions should be applied to the sample before any 
records are released to the applicant in order to prevent a wider breach of patient 
confidence through access to unnecessary records. Assurance would be required 
from the applicant in relation to this point prior to any final recommendation of 
support coming into effect. 
 

• Feasibility of consent 
 
The applicant stated that they could not seek consent from patients as this would 
have a negative impact on the timeframe which was available to conduct the study. 
In addition, the applicant explained that it is known that the perpetrators of domestic 
violence often read their victims correspondence. The operation of a consented 
model may therefore put victims at further risk. A consenting mechanism would also 
require the applicants to have access to a greater amount of confidential patient 
information.  
 
The CAG was assured on the basis of the justifications provided by the applicant that 
it was not feasible to seek consent for the proposal. 
 

• Use of anonymised/pseudonymised data 
 
Confidential patient information was not required for analysis purposes. The 
applicant had provided a copy of the data collection tool and Members were assured 
that the information removed from site was stripped of patient identifiers. However, 
this information would be visible when the researchers were accessing patient 
records which could not be otherwise achieved.  
 

• Extraction by the direct clinical care team  
 
The applicants have stated that the NHS Trusts involved in the research would not 
have capacity to undertake the data extraction directly. It was also explained that as 
the research is independent of the sites, the data extraction should be undertaken by 
the applicants who have the relevant expertise and to ensure consistency in 
approach. Members were assured by this justification.  
 
Data flows 
 
The CAG noted that a number of entities were involved in the project and whilst the 
data flows to support the data extraction process appeared clear, a data flow 
diagram would be requested from the applicant for completeness. This should 
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describe the access and flow of data, explaining which entity would have access at 
each stage.  
 
 
‘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 applicant provided a poster which will be displayed at sites to inform patients 
that the research is being carried out. Members agreed that the document in its 
current format was not suitable for use as a poster due to the volume of information 
which was presented and would be more appropriate for use as a supplementary 
information sheet.  
 
Members agreed that the applicant would be asked to provide a poster to 
compliment this existing document, to enable a layered approach to be taken in 
relation to the patient-facing information. It was further commented that both 
documents would need to accurately describe the necessary access to confidential 
patient information in the project. The current poster document only explained that 
the research would be undertaken on an anonymised dataset, but did not explain 
that researchers would have access to confidential patient information when creating 
the anonymised analysis dataset.  
 
Whilst it was confirmed that the Trusts would apply all known dissents, the applicant 
had not described a project-specific dissenting mechanism. Members agreed, 
particularly due to the sensitivity of the study focus, an objection mechanism should 
be established and promoted via the patient-facing materials. 
 
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.  
 
SafeLives has an established patient group, SafeLives Pioneers, who are experts by 
experience and inform all work by the organisation. The applicant explained that the 
group was heavily involved in all aspects of the charity and their feedback informed 
its work. It was explained that further work was planned as the project continued, 
with particular focus on use of confidential patient information without consent. The 
applicant provided assurance that any feedback or concerns raised by the user 
group would be taken onboard in relation to the project.  
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Members acknowledged that the user group was embedded into the work of the 
charity. It was agreed that feedback from the wider planned activity in this area 
should be provided at the time of first annual review, to understand the thoughts of 
the user group in relation to the overarching research programme and how any 
feedback was acted upon. The CAG also advised that the views of the user group be 
sought around the appropriateness of the patient-facing information materials.  
 
 
Cohort 
 
The CAG noted that the application form had cited that all prisoners would be 
excluded from the study. It was queried whether this was a specific exclusion 
criterion which would be applied the sample of medical records, noting that there 
was potential that prisoners may have been treated at participating sites. The 
applicant would be asked to clarify.  
 
 
Data Protection Compliance  
 
The applicant was asked to clarify the legal basis relied on for processing under 
Article 6 and Article 9 of the General Data Protection Regulation (GDPR). 
 
 
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.    
 
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. Clarify whether the requirement to redact obvious items of confidential patient 
information prior to releasing records to the research team will be removed 
from the protocol for Trusts, in order confirm the scope of support which is 
required for the study.  
 

2. Confirm that the high-level exclusion criteria, e.g. male and outside of eligible 
age range, would be applied to patient records by the Trust prior to access by 
the research team, to prevent unnecessary access to confidential patient 
information.  
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3. Provide a data flow diagram which describes the access and flow of data 
within the study, noting which entity has access at each stage and what data 
is being handled.  
 

4. The current poster document should be repurposed as an information sheet. 
The document should be revised to provide a clear overview of the 
researcher’s access to confidential patient information in order to create the 
analysis dataset and provide a means of project-specific dissent. The revised 
document should be provided for review.  

 
5. A simpler document should be created for use as a patient-facing poster. This 

should explain the researcher’s access to confidential patient information and 
promote the project-specific dissenting mechanism.  
 

6. Confirm whether prisoners would be specifically excluded from the cohort by 
participating Trusts.  

 
7. 7. Confirm that the legal basis being relied upon processing data under the 

GDPR are Article 6(1)(E) – tasks in the public interest and Article 9(1)(J) – 
research purposes.  
 

 
Once received, the information will be reviewed by a sub-committee of members in 
the first instance and a recommendation and decision issued as soon as possible. At 
this stage it may be necessary to request further information or refer to the next 
available CAG meeting. If the response is satisfactory and the outstanding actions 
listed in the specific conditions of support are met, a final support outcome will be 
issued.  
 
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. Further patient and public involvement and engagement activity should be 

undertaken with the SafeLives Pioneer group as planned. Feedback should be 
provided at the time of first annual review of the activities undertaken and overview 
of the views expressed. It is recommended that the group be consulted on the 
suitability of the patient-facing materials.  
 

2. Favourable opinion from a Research Ethics Committee. Pending 
 

3. 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. Not checked due to the number 
of sites at which confidential patient information would be processed with 
support under the Regulations. Support would be recommended on the 
basis that the applicant would be responsible for ensuring that the 
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appropriate security assurance standards had been met at each site, prior to 
undertaking any processing.  

 
 

b. 19/CAG/0217 – Risk-stratified screening  

 

Context 

 

Purpose of application 
 
This application from University College London set out the purpose of medical 
research which aims to examine whether a breast cancer screening programme that 
personalises or tailors the timing and frequency of screening according to a women’s 
risk level has a more positive outcome whilst maintaining value for money for the 
NHS. 
 
The applicant will utilise information collected within the SEARCH (Studies of 
Epidemiology and Risk Factors in Cancer Heredity) study, which is a population-
based case control study of women under the age of 70, with and without a 
diagnosis of breast cancer between 1996 and 2013, in the East Anglia area. The 
SEARCH research programme is operated by the University of Cambridge and 
covers a number of different cancers. The programme also operates a number of 
section 251 support applications for participant identification and linkage of historic 
cohorts. 
 
The application has been submitted to seek support to link the SEARCH breast 
cancer and control cohorts to breast cancer screening and outcome data information 
held by Public Health England in order to create an anonymised dataset to be 
disclosed to the applicant for analysis. The existing SEARCH programme dataset, 
whilst linked to certain elements of the National Cancer Registration and Analysis 
(NCRAS) dataset at PHE, does not currently link with screening data, which will be 
facilitated specifically for this project, which is the rationale behind the specific 
application.   
 
A recommendation for class 1, 4, 5 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 patient and control cohort members of the SEARCH 
breast research programme. This covers 15,484 women 
in East Anglia under the age of 70 who were diagnosed 
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with breast cancer between 1996 and 2013 and 1,922 
women in the control cohort.  
 

Data sources 
 

1. SEARCH breast research dataset, University of 
Cambridge  

2. National Cancer Registration and Analysis (NCRAS) 
dataset, Public Health England  
 

Identifiers required 
for linkage 
purposes 
 

1. NHS Number 
2. Date of birth 
3. Date of breast cancer diagnosis 

 

Identifiers required 
for analysis 
purposes 
 

Not applicable – no identifiers will be retained for analysis.  

 

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 was assured that the project was within the public interest as any 
improvements which can be made to the screening programme would benefit not 
only patients but ensure that NHS resources could be most appropriately targeted.  

 

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. 
 

• Minimising flows of identifiable information 
 
The applicant would not have any direct access to confidential patient information 
within the scope of the study. Confidential patient information would flow between 
the University of Cambridge and Public Health England, following the established 
mechanism for the overarching SEARCH programme. The Group recognised that a 
project-specific application was necessary for this study as the specific information 
required for the purposes of analysis was not necessary or linked as standard for the 
SEARCH programme. The applicant would only receive anonymised data for the 
purposes of analysis. The Group was assured by the proposed data flows.   
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• Feasibility of consent 
 
The applicant explained that the SEARCH breast programme included nearly 20,000 
patients who were recruited to the study up to and over 20 years prior. The CAG 
acknowledged the established precedent which it had accepted for the wider 
SEARCH applications, that reconsenting this cohort was not feasible for the data 
linkage activities and agreed that this applied in this instance also.   
 
The applicant also stated that further disclosures would be required to update 
contact details to facilitate a consenting mechanism, the cost of which would be 
substantial and could not be carried out within the budget of this study. 
 
The CAG accepted that consent was not feasible for this project and was content for 
the activities to proceed with section 251 support.   
 

• Use of anonymised/pseudonymised data 
 
Confidential patient information was required to facilitate the linkage process which 
could not be otherwise achieved.  
 
‘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 applicant provided project-specific website text which would enable patients to 
contact the SEARCH team to raise an objection. The study will be promoted via the 
UCL website which will also link interested readers to the full notification information 
which would be placed on the SEARCH website. The Group commented that the text 
of the notification materials could be plainer and more accessible; however, it was 
recognised that this had been accepted by the REC, so no revisions would be 
requested.  
 
Members recognised that this was the most appropriate place for communications 
and acknowledged that the dissenting mechanism would need to be managed by the 
SEARCH team, as they had access to the identifiers.  
 
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.  
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The applicants explained that the SEARCH programme had carried out a telephone 
survey with recruited patients to test the acceptability of linking the programme data 
with information held by Public Health England without consent. This activity had 
been accepted as sufficient to support the activities being undertaken under the 
wider SEARCH programme applications.   
 
For this proposed research study, the applicant explained that they had held 
meetings on two occasions with two lay members of the public affiliated with the 
UCLH Biomedical research centre. Both representatives were female and of an 
appropriate age to be eligible for breast screening. An overview of the feedback 
provided by these individuals was given and was supportive of the application 
activity proceeding.   
 
The applicants had also carried out two population-based surveys to seek public 
views on changing the frequency of screening based on risk, which have been 
reported in associated medical press. It was also explained that further patient and 
user involvement was planned to inform the study analysis to agree the optimum 
screening strategy. 
 
The CAG commented that, within the scope of this application, the confidential 
patient information being processed related to the SEARCH programme participants. 
The applicants for this programme had sufficiently explored the issue of undertaking 
data linkage without consent with its cohort and had provided evidence that this 
group were supportive of these activities.  
 
On this basis of this precedent, Members agreed that further activity in relation to this 
specific study was not required prior to a final recommendation of support coming 
into effect. However, the applicant would be asked to convene the wider patient 
group as soon as the project commenced, rather than awaiting the analysis stage to 
enable views to be sought as the project progressed. Assurance of the applicant’s 
commitment to taking this activity forward at the earlier stage would be sought prior 
to support coming into effect. It was agreed that confirmation would be required at an 
interim six-month period that the project-specific user group had been established. It 
was suggested that the user group could be asked to review and confirm the 
suitability of the notification text.  
 
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 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, within one month.  
 
Request for further information 
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1. Provide assurance that the project-specific user involvement activities will be 

progressed from the outset of the study, in order to seek ongoing feedback, 
rather than just around the analysis of the findings.  

 
Once received, the information will be reviewed by the Confidentiality Advice Team 
in the first instance and a recommendation and decision issued as soon as possible. 
At this stage it may be necessary to request further information or refer to the next 
available CAG meeting. If the response is satisfactory, a final support outcome will 
be issued.  
 
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. Provide confirmation at a six-month interim point that the project-specific user 

involvement group has been established. It is recommended that group consider 
the patient notification text to review for suitability.  
 

2. Favourable opinion from a Research Ethics Committee. Confirmed 22 
November 2019 

 
3. 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 and Public Health England has a confirmed ‘Standards Met’ 
grade on DSPT 2018/19 – confirmed by NHS Digital email on 02 September 
2019.  

 
 

c. 19/CAG/0225 - Raised intracranial pressure following 
intracerebral haemorrhage: association with survival and 
physiological variables 

 

Context 

 

Purpose of application 
 
This application from University of Manchester set out the purpose of medical 
research which aims to explore whether increase intracerebral pressure increases 
the risk of death. Spontaneous intracerebral haemorrhage (ICH) accounts for 1 in 5 
of all strokes. Caused by bleeding into brain tissue, it carries a high risk of death or 
disability. The brain sits tightly inside the skull, so any increase in pressure on the 
brain structure, known as raised intracranial pressure (ICP), resulting from high 
blood pressure, the blood clot itself or swelling of brain tissue after the bleed, may 
cause a worsening of stroke-symptoms. Treatments, which aim to reduce pressure 
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in the brain after ICH, have been a target for stroke physicians but there is currently 
no evidence that these measures improve outcome for patients. 
 
The study will use existing clinical data to compare measurements of blood pressure 
recording from time of admission and from the first 72 hours of presentation with 
measurements of ICH, to assess if lowering blood pressure has an impact on ICH 
and patient recovery. The project will analyse patients within an existing dataset of 
1500 records of patient admitted to Salford Royal NHS Foundation Trust (SRFT) 
following ICH, some of whom will have been treated in intensive care for the first 72 
hours of their stay and had ICP measured. A patient cohort is already established for 
inclusion in the study, having been identified through the provision of direct care.  
 
In order to meet the aims and objectives of this project, it will be necessary to extract 
additional data on a sub-set of patients (approximately 400 patients), who were 
treated within the intensive care unit (ITU) during the first 72 hours after ICH. The 
applicants will also extract all blood pressure recording for the first 72 hours of care 
for patients admitted to the ward. This additional clinical data, specifically clinical 
observation data e.g. pulse and blood pressure readings along with other 
measurements of central venous pressure (CVP) and intracranial pressure 
monitoring recorded during the first 72 hours after admission; will be extracted from 
the electronic patient record (EPR) and added to the research dataset. The data 
extraction will be undertaken by a member of the research team who is not part of 
the direct clinical care team. 
 
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 
 

1500 patients aged over 18 years, who were treated 
onsite at Salford Royal NHS Foundation Trust between 
01 June 2013 to 31 May 2019 for acute intracerebral 
haemorrhage confirmed by brain imaging. The CAG 
remit extends to a sub-cohort of approximately 400 
patients who were treated in the critical care area.  
 

Data sources 
 

1. QI database of eligible patients, Salford Royal NHS 
Foundation Trust 

2. Electronic patient records, Salford Royal NHS 
Foundation Trust 
 

Identifiers required 
for linkage 
purposes 

1. Hospital ID 
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Identifiers required 
for analysis 
purposes 
 

1. Sex 
2. Ethnicity  
3. Age  

 

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 accepted that there was a strong public interest in the proposed study, 
which aimed to better understand the risks for stroke patients and inform 
improvements in the care pathway.  
 
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 stated that it was not possible to seek consent due to the high number 
of records involved and the high mortality rate amongst the patient cohort. The CAG 
was assured by the rationale provided.  
 

• Use of anonymised/pseudonymised data 
 
Confidential patient information was not required for the purposes of the analysis; 
however, access would be necessary to enable the anonymised dataset to be 
extracted from records, which could not be otherwise achieved.  
 

• Use of anonymised/pseudonymised data 
 
The applicant explained that due to the size of the cohort, it was not possible for the 
direct care team to undertake the data extraction. As the records to be accessed 
were scanned copies of handwritten information, an automated data extraction 
process was also unfeasible. The Group acknowledged that the data extraction 
process would be labour intensive and accepted that it could not be carried out by 
the direct clinical team.  
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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 study would be promoted on a variety of platforms including the Salford 
Research and Innovation website (which is linked to social media), via third 
sector/charitable websites including the Stroke Association, Think Ahead, Brain and 
Spinal Injury Charity (BASIC) and Speakeasy. The applicant provided a drafted 
poster and information sheet which would be utilised to facilitate these notification 
mechanisms; however, it was clarified that these had not yet been reviewed by the 
project patient involvement group, so were subject to revision.  
 
Members agreed that the notification mechanisms were extensive and appropriate to 
the project. On review of the drafted materials, the CAG agreed that there were 
some points which would require revision. The poster document suggested that 
patient names would be removed; however, these would not be collected during the 
course of the data extraction. The Group agreed that this could be made clearer in 
the document. It was noted in the information sheet that there was a comment about 
data access being restricted. It was unclear whether the referred to only accessing 
records from the first 72 hours of presentation. Members agreed that this should be 
made clearer in the documentation. It was also commented that the patient’s right to 
dissent should also be made clearer across both documents. Final drafts of these 
documents, following the user group feedback would be required prior to a final 
recommendation of support coming into effect.  
 
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 they worked closely with a group of stroke survivors 
who had provided support to this project. The lead representative of this group was 
consulted about the use of confidential patient information without consent and 
provided support to this access. Further examples of networking to facilitate 
communications were also provided as part of this feedback. The applicant 
confirmed that this feedback had been acted upon and incorporated into the 
notification mechanisms.  
 
The user group were also in the process of reviewing the patient-facing materials. 
Members agreed that feedback from this engagement activity should be provided, to 
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understand how the feedback of the user group had been incorporated into the 
revision of the study documents.  
 
Exit strategy  
 
The CAG acknowledged that support was requested on a time limited basis to 
update the historic patient records only. Once all missing information had been 
recorded, the requirement for support under the Regulations will cease. It was also 
explained that these additional data field were collected as standard from 01 June 
2019, so moving forwards all information could be anonymously extracted from 
patient records.  
 
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.    
 
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. The poster document should be revised to provide a clearer explanation of 
the patient information which would be accessed and extracted for the study. 
This document should also include a clearer overview of the dissenting 
mechanism. 
  

2. The information sheet should be revised to more clearly explain what is 
meant by the restricted access to records. This document should also include 
a clearer overview of the dissenting mechanism. 

 
3. Feedback from the user involvement activity in relation to the patient-facing 

material should be provided to understand the views which were expressed 
and how these were acted upon in the revision of the documentation. 
 

4. Final drafts of the patient-facing materials should be provided for review prior 
to any final recommendation of support coming into effect.  

 
Once received, the information will be reviewed by a sub-committee of members in 
the first instance and a recommendation and decision issued as soon as possible. At 
this stage it may be necessary to request further information or refer to the next 
available CAG meeting. If the response is satisfactory and the outstanding actions 
listed in the specific conditions of support are met, a final support outcome will be 
issued.  
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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. Confirmed 19 

November 2019 
 
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 - Salford Royal NHS 
Foundation Trust DSPT review remains outstanding  

 
 

5. New Precedent Set applications – Research  

 

a. 19/CAG/0201 - Association between tumour amphiregulin, 

epiregulin and epidermal growth factor receptor (EGFR) 

expression and response to anti-EGFR agents in colorectal 

cancer   

 

Context 

 

Purpose of application 
 
This application from University of Leeds set out the purpose of medical research 
which aims to develop a test for the chemical proteins AREG, EREG and EGFR on 
colorectal cancer cells. These proteins are known to make some cancer cells 
multiply. Drugs have been developed to block these proteins, so the cancer cells will 
stop multiplying; however, these drugs are not effective in all patients. This is a 
problem as the drugs have unpleasant side effects which patients are suffering for 
no added benefit.  
 
This study will aim to develop a test to predict which patients would benefit from 
these drugs before they are prescribed. The study will include retrospective patients 
who have already been treated with these drugs and follow patients newly starting 
on treatment. All patients will be identified by members of the direct clinical care 
team. Living patients would be approached for their consent by a member of the 
direct clinical care team. The application has been submitted to the CAG to seek 
support for the deceased patient cohort. 
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When an eligible deceased patient is identified, the direct care team will disclose 
confidential patient information to research nurses working on site. The application 
states that these are likely to be research nurses appointed by the Trust which 
provided care to the patient, but are unlikely to have been part of the clinical care 
team. The patient’s record will be accessed to enable linked anonymised data to be 
extracted from the records to be included in the study for analysis purposes. The 
overarching research team would only have access to the linked anonymised data.  
 
A recommendation for class 1, 5 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 
 

Adult deceased patients treated at one of the 33 
participating Trusts who had biopsy proven colorectal 
cancer which was treated with cetuximab or 
panitumumab. 960 patients will be included within the 
study of which 480 will be deceased. The recruitment for 
the study runs to 14 April 2023. 
 
  

Data sources 
 

1. Electronic medical records at the 33 participating 
Hospital Trusts 

Identifiers required 
for linkage 
purposes 
 

1. Name  
2. NHS Number 
3. Date of birth  

 

Identifiers required 
for analysis 
purposes 
 

Not applicable – nothing will be retained for analysis.  

Additional 
information 
 

The study also involves the recruitment of living patients, 
who would be identified and approached for consent by 
a member of the direct clinical care team. This wider 
cohort is not within the scope of the application for 
section 251 support.  

 

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. 
 
Members recognised the proposed activity was within the public interest as the 
outcome of the study is intended to help predict which patients would benefit from 
the drugs. This could prevent prescribing to others who would experience 
unpleasant side effects, but receive no benefit.  
 
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 Group acknowledged that as the patient cohort which formed the basis of the 
CAG application were already deceased, consent was not possible.  
 

• Use of anonymised/pseudonymised data 
 
Confidential patient information was required to identify the retrospective patient 
cohort to be included in the study and would be visible to research nurses when 
accessing records to extract the pseudonymised dataset required for analysis, which 
could not be otherwise achieved.  
 

• Data extraction by the direct care team 
 
The applicant explained that the clinical care team did not have capacity to 
undertake the data extraction on behalf of the research team. Members accepted 
the rationale and were content to support the project proceeding via the described 
methodology.  

 
Justification of identifiers 
 
The CAG considered the data extraction form which had been provided at appendix 
two of the protocol, which detailed the information which would be collated from 
patient records for analysis. The template requested patient initials to be included. 
Members were unclear why initials would be necessary for analysis and agreed that 
the applicant should remove this from the template. A revised document would be 
required prior to any final recommendation of support coming into effect.  
 
‘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 
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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 applicant explained that the study would be promoted on two cited websites: the 
NIHR Clinical Research Network and the Clinical Trials website. It was noted that 
whilst these websites were public-facing, both were quite technical in content. It was 
further explained that the study would also be promoted at the recruiting sites via the 
participant information sheet.  
 
Members recognised that the application for section 251 support extended to the 
retrospective deceased cohort only. As the remainder of the cohort would be 
approached for consent by the clinical care team, the Group agreed that the 
notification mechanisms were proportionate for the study.  
 
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.  
 
During the study design process, the applicant had engaged with three independent 
volunteers. These individuals did not raise any concerns around the use of deceased 
patients’ data without consent and were reassured that this would be link-
anonymised for analysis purposes. The applicant provided further information around 
the user involvement activity which had been undertaken. From the feedback 
provided, it appeared that the lay advocates were supportive of the study and noted 
that attempts to seek consent from relatives of deceased patients would 
unnecessarily delay the study.  
 
The CAG was assured that the activity undertaken in this area was appropriate and 
proportionate to the proposed activity.  
 
Exit strategy  
 
The applicant explained that all patients would be recruited across a 32-month 
period. A linkage key will be retained at each site; however, it was confirmed that this 
would be held by a member of the clinical care team and did not require a 
recommendation of support. Support was required for the duration of the recruitment 
period, following which, only pseudonymised information will be available to the 
research team. Members were assured by the described process and defined exit 
from the requirement for section 251 support.  
 
 
Confidentiality Advisory Group advice conclusion 
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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 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, within one month.  
 
Request for further information 
 

1. Confirm that patient initial will be removed from the retrospective data 
extraction proforma (Protocol, appendix two) and provide a revised document 
for review.   

 
Once received, the information will be reviewed by a sub-committee of members in 
the first instance and a recommendation and decision issued as soon as possible. At 
this stage it may be necessary to request further information or refer to the next 
available CAG meeting. If the response is satisfactory, a final support outcome will 
be issued.  
 
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. Not checked due to the 
number of sites which will be processing with support under the 
Regulations. Support is recommended on the basis that the applicant 
ensures the required security standards are in place at each site prior to 
any processing of confidential patient information with section 251 
support.  

 
 

b. 19/CAG/0227 - Oral Health, Dental Care and Aspiration 
History of Tube Fed Patients 
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Context 

 

Purpose of application 
 
This application from Bradford Community NHS Trust set out the purpose of medical 
research which aims to determine the oral health of tube-fed children, oral health 
care regimens, dental care history and identify the dental treatment needs of the 
local tube fed paediatric population in Bradford. 
 
The patient cohort will be identified using the Bradford Royal Infirmary’s locally 
devised tube-fed database. This dataset will be cross-referenced with the Bradford 
Community Dental Service database to identify individuals who are already known to 
the dental service. Patients known to both services would become part of a 
retrospective case note review, which will inform the study. Support is sought to 
legitimise access to electronic patient records within the Bradford Teaching Hospitals 
NHS Foundation by the student applicant. This database will include wider clinical 
records for patients who are not directly within the care of the applicant for dental 
treatment. Section 251 support is sought to legitimise the applicant’s access to these 
wider clinical records to enable the eligible patient cohort to be identified. Following 
the identification of the patient cohort, the requirement for support will cease as only 
patients within the direct clinical care of the applicant will continue to be included in 
the study.  
 
The study also involves a secondary element where a sub-cohort of 50 of the 
identified patients would undergo an additional clinical examination to assess their 
oral condition. This element is out of scope for the CAG application as consent will 
be sought from the patient’s parent/guardian and assent from the patient for their 
participation. 
 
A recommendation for class 1, 3, 4, 5 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 from 4 to 16 years who are currently 
under the care of the Bradford Teaching Hospitals NHS 
Foundation Trust ‘Feeding Action Clinic’ and are 
currently artificially tube fed. There are approximately 
400 patients within the cohort. From this database, 
patients will be matched to records held by the Bradford 
Community Dental Service in order to identify the 
eligible patient for inclusion in the study, which is 
estimated to include 200 patients.  
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Data sources 
 

1. Tube-fed patient database, Bradford Teaching 
Hospitals NHS Foundation Trust  

2. Electronic and paper patient records, Bradford 
Community Dental Service  

Identifiers required 
for linkage 
purposes 
 

1. NHS Number  
2. Patient name  
3. Date of birth 
4. Hospital Number  

Identifiers required 
for analysis 
purposes 
 

1. NHS Number  

Additional 
information 
 

Only patients within the direct clinical care of the 
applicant will be included in the study, following 
identification between data sources.  

 

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 recognised that there was a clear public interest from the proposed 
activity, which would enable the impact of tube feeding on dental health and hygiene 
to be understood and to inform improvements in care and practice.  
 
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. 
 

• Minimising flows of identifiable information 
 
The Group acknowledged that confidential patient information was required to 
facilitate the linkage process. However, it was queried the dataset released by the 
dietician could be reduced to NHS number only, as this was the only identifier 
required for linkage purposes. The applicant would be asked to explore this point in 
order to reduce the identifiability of the dataset being disclosed with section 251 
support.  
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• Feasibility of consent 
 
The applicant stated that they do not have the funding to operate a consent-based 
approach for the study as this would involve approaching all patients on the tube-fed 
database, in order to establish the cohort of patients who were also under the care of 
the dental services.  
 
It was also noted that the breach to patient confidence would occur at the invitation 
stage, in order for an approach for consent to be made. The applicant had also 
considered ways of updating the dental care database to record patients which are 
tube fed; however, this would take a number of years to complete as this data could 
only be added at the point at which a patient attended for a standard dental 
appointment, which was not feasible for the basis of this research study.  
 
The Group acknowledged the applicant’s rationale and agreed that it was not 
feasible to seek consent for the study.  
 

• Use of anonymised/pseudonymised data 
 
Confidential patient information was required to facilitate linkage between the two 
datasets which could not be otherwise achieved.  
 
‘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 applicant has developed a poster which will be displayed in both BTHFT 
Children’s Outpatient Department and Bradford Community Dental Service Waiting 
rooms, which were both are places the patient cohort would be likely to visit. The 
poster would be supported by an information sheet for parents and a separate 
document for children to provide further information about the study.   
 
The CAG agreed that the documentation which had been provided was appropriate 
and proportionate to the proposed study; however, it was commented that the 
applicant should proofread the documentation for grammatical errors. It was also 
noted that the documentation should also include the email address which should be 
added.  
 
Patient and Public Involvement and Engagement 
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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 had not carried out any user involvement as part of the application 
activity and did not intend to undertake any whilst the study progressed. Members 
commented that user involvement was part of the research process and as the 
applicant was undertaking a research-based educational qualification, some activity 
should be carried out in this area to ensure the student investigator understood the 
value which user involvement adds to research activity and will also inform the NHS 
Research Ethics Committee review. 
 
The Group commented that the outputs of user involvement informed that public 
interest in an activity proceeding on an unconsented basis, as this was supported by 
the views of relevant patients and the public. The CAG agreed that, on an 
exceptional basis, it would recommend support for this application activity, noting 
that there has been no user involvement. The justification for this was that section 
251 support was only being requested to enable the cohort of patients who were 
already within the direct clinical care of the applicant to be identified in an alternative 
service provision caseload. The applicant had explored a number of practicable 
alternatives to prevent the requirement for section 251 support for the activity; 
however, none had provided a feasible solution and the time limitations on the 
Master project impacted on the ability to carry out activity in this area.  
 
However, the applicant was strongly recommended to undertake some patient and 
public involvement and engagement activity whilst the study progressed, to ensure 
they were informed about and understood the value of this activity, should they wish 
to undertake further research in future.  
 
 
Data flows  
 
Whilst Members recognised that the data flows for the study were straight-forward, it 
was unclear from the information provided when the pseudonymisation process 
would take place and at what stage the dietician database would be destroyed.  
 
The applicant would be asked to provide a simple data flow diagram to support the 
study, which also clarified when the source data would be destroyed and when the 
pseudonymisation process would be undertaken.   
 
 
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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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. Consider whether the Tube-fed patient dietician database can be stripped of 
all wider identifiers, with the exception of NHS Number, to reduce the scope 
of support which is required under the Regulations. Provide confirmation to 
this point, or explain why this is not feasible.  
  

2. The patient-facing information materials should be checked for grammatical 
accuracy and revised to include a contact email address.  

 
3. Provide a simple data flow chart which identifies when the source dataset will 

be destroyed and when the pseudonymisation process will be undertaken.  
 

4. The CAG strongly recommended that patient and public involvement and 
engagement activity is undertaken whilst the study progresses to assist the 
student applicant in understanding the value this adds to research activity. 
This point does not require formal feedback and will not impact on the final 
recommendation of support.  

 
Once received, the information will be reviewed by a sub-committee of members in 
the first instance and a recommendation and decision issued as soon as possible. At 
this stage it may be necessary to request further information or refer to the next 
available CAG meeting. If the response is satisfactory and the outstanding actions 
listed in the specific conditions of support are met, a final support outcome will be 
issued.  
 
 
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 - Bradford District 
Care NHS Foundation Trust 

 
 

c. 19/CAG/0226 - SAFER Trial    
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Context 

 

Purpose of application 
 
This application from University of Cambridge set out the purpose of medical 
research which aims to evaluate whether screening for atrial fibrillation (AF) in 
patients aged 65 and over prevents stroke, heart attacks and other problems and 
does not cause significant harm to patients and represents good value for money for 
the NHS. 
 
The study is a large eight-year research programme which involves an internal pilot, 
which will compare the outcomes for patients who are screened for AF against a 
control cohort in a randomised controlled trial. Randomisation will occur at GP 
practice level. The majority of the study will be undertaken on a fully consented 
basis; however, there is a qualitative sub-study element which involves observations 
for which consent will not be sought.  
 
There are two elements to the observational element – the first involves observations 
in GP practice waiting rooms, practice meetings and administrative offices. The 
applicant will not be seeking consent from any patients in connection with these 
observations; however, it is identified that confidential patient information may be 
incidentally disclosed during the course of these observations which the researcher 
has no legal basis to receive. It is confirmed that no data will be recorded during 
these observations and patient information is not the focus of the observations.  
 
A second observational element is described whereby researchers will observe staff 
interactions with patients in order to observe how the intervention is being delivered. 
In this circumstance, the patient would be asked to provide verbal consent to the 
researcher’s presence prior to the observations commencing, much in the same way 
as medical student observations are handled. Any objections would be respected. 
However, the applicant has requested that section 251 support extends to these 
observations also, as there is potential that clinicians running screening clinics may 
disclose confidential patient information before an individual patient joins the 
consultation.  
 
A recommendation for class 5 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 of the 11 GP practices participating in the 
ethnographic observational research element of the 
overarching SAFER trial study. 
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Data sources 
 

No confidential patient information will be recorded 
during the observations.  
 

Identifiers required 
for linkage 
purposes 
 

No confidential patient information is required for the 
observational element – any disclosure will be 
incidental.  

Identifiers required 
for analysis 
purposes 
 

No patient information will be recorded during the 
observational elements of the study.  

Additional 
information 
 

All wider elements of the study take place with patient 
consent and are out of scope for the CAG application.  

 

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 agreed that the application was within the public interest, as it aimed to 
evaluate the practices around screening for atrial fibrillation, with a view to improving 
the patient care pathway.  
 
Scope of support  
 
The applicant had explained that there were two observational elements being 
carried out as part of the study. The first involved observations in GP practice 
waiting rooms, practice meetings and administrative offices. Members recognised 
that during these observations, the researchers may be exposed to confidential 
patient information and it was agreed that support was required for this element.  
 
A second observational element is described whereby researchers will observe staff 
interactions with patients in order to observe how the intervention is being delivered. 
The applicant had requested support to extend to this activity on the basis that 
clinicians may disclose confidential patient information prior to the patient attending 
the appointment and providing verbal consent to the researcher’s presence.  
 
The CAG recognised that clinicians may inadvertently disclose confidential patient 
information prior to the patient providing verbal consent to the observer’s presence 
and were content to extend the recommendation of section 251 support to this 
second observational element. However, the Group made clear that whilst section 
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251 support would legitimise any incidentally disclosed information, this did not 
remove the requirement for the applicant to coach clinicians being observed to limit 
the disclosure of any patient identifiers prior to the verbal consent being in place. 
Assurance would be sought from the applicant that these steps would be taken to 
minimise the risks of incidental disclosures. 
 
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 
 
Due to the nature of the generic observations, the applicant explained that it would 
not be possible to consent all patients who may be discussed during these times. 
The applicant also stated that this may affect the data recorded by changing the 
behaviour of those clinicians being observed.  
 
The CAG accepted the rationale provided and agreed that prior consent was not a 
feasible option for the ethnographic observational element of the study. Members 
noted that patients would be asked to provide verbal consent to the research 
observation of the direct clinical interaction.  
 

• Use of anonymised/pseudonymised data 
 
Confidential patient information is not required for the purposes of the observational 
elements of this study; however, the applicants cannot prevent the incidental 
disclosure of this during the observation sessions.  
 
 
‘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.  
 
Posters and take-home flyers will be displayed in all participating GP practices to 
inform patients and wider visitors that the observational research is being 
undertaken. These documents also included a picture of the researcher to make 
clear who will be observing. The observing researcher is required to where a badge 
indicating that they are a visitor when onsite at the practices, to ensure this is clear to 
patients, staff and visitors.  
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The CAG agreed that the documents provided clear information about the 
observations and how to find out more information. The website which is referenced 
in this documentation provided information about the study and has a clear section 
for patients. Members were assured that the notification mechanism was 
proportionate to the observational elements which would be taking place without 
consent.  
 
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 trial is part of an overarching NIHR research programme which has established 
patient and public involvement. The application described the involvement of five lay 
representatives within various elements of the study oversight. The group will remain 
active for the duration of the study and has reviewed all aspects of the proposed 
methodology, including the observational elements and the documentation to 
support this.  
 
The applicant explained that as the patient group had been involved in all aspects of 
the study design, and were supportive of the proposed methodology, the applicant 
did not feel there was a requirement to repeat activities for the CAG application. It is 
explained that the ethnographic research model which is proposed in the study was 
developed iteratively in consultation with patient and staff members.  
 
Members queried whether the patient group had provided any specific feedback 
around the potential for confidential patient information to be incidentally disclosed in 
the presence of researchers during the observations. It was agreed that clarification 
would be sought from the applicant to ensure the user involvement had specifically 
covered the CAG elements.   
 
Exit strategy  
 
Support is required only for the duration of the observations as no confidential 
patient information will be recorded. The applicant clarified that the internal pilot 
study will be carried out in January 2020, with the main study observations running 
from August 2020 until April 2024. Support will be required for this duration. For the 
direct patient observations, support will cease to be required for the individual 
interaction at the point a patient verbally consents to the researcher’s presence.  
 
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 would be required prior to confirming that the minimum criteria and 
established principles of support have been adequately addressed.    
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In order to complete the processing of this application, please respond back to all of 
the request for further information, within one month.  
 
Request for further information 
 

1. Provide assurance that clinicians participating in the direct patient observation 
element of the study would be appropriately coached in the requirement to 
minimise the disclosure of confidential patient information prior to the patient’s 
verbally consenting to the researcher’s presence.  
  

2. Clarify whether the patient involvement group specifically considered the 
potential for incidental disclosures of confidential patient information during 
the observational elements of the study. Provide an overview of the feedback 
which was given in relation to this element to evidence the user group’s 
support to the activities.  

 
Once received, the information will be reviewed by a sub-committee of members in 
the first instance and a recommendation and decision issued as soon as possible. At 
this stage it may be necessary to request further information or refer to the next 
available CAG meeting. If the response is satisfactory, a final support outcome will 
be issued.  
 
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. Confirmed 23 October 

2019  
 

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. Not checked due to the 
number of sites involved. Support is recommended on the basis that the 
applicant ensures the required security standards are in place at each site 
prior to any processing of confidential patient information with support 
under the Regulations. 

 
 

d. 19/CAG/0228 - Impact and assessment of 10-year risk at 
breast cancer screening   
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Context 

 

Purpose of application 
 
This application from University of Manchester set out the purpose of medical 
research which aims to test the effect of communicating personalised estimates of 
breast cancer risk (BC-Predict) on acceptability, informed choices and possible 
harms to women offered personalised risk estimates. This project will examine the 
benefits to service users of introducing BC-Predict as part of the NHS Breast 
Screening Programme (NHSBSP) and identify the potential impact of BC-Predict on 
healthcare resource use and NHS workload. 
 
The National Institute for Health and Care Excellence (NICE) states that women at 
high-risk of breast cancer should have more frequent breast mammography (x-ray) 
screening and be offered risk-reducing treatment with the medicines tamoxifen, 
raloxifene or anastrozole. However, women at increased risk of breast cancer in the 
NHSBSP cannot be offered prevention drugs or extra screening as the screening 
programme does not currently estimate or inform women of their risk. Breast Cancer 
(BC) Predict will automate the breast cancer risk estimation process so that it is 
feasible for roll-out in the wider NHSBSP. 
 
A proportion of women invited to participate in the BC-Predict study and a proportion 
who received standard breast screening will be invited to participate in the 
questionnaire study. Those opting to participate will join via online consent, following 
which they will a questionnaire asking about anxiety, worry, risk, attitudes to 
screening, intentions, capability, health status, and healthcare resource use. Women 
will be asked to complete the questionnaire at two future time points (3 and 6 months 
post mammogram). It is this element which required consideration by the CAG as 
access to confidential patient information would be required to facilitate the invitation 
process. Support is sought to legitimise access to confidential patient information 
contained on the NHS Breast Screening Programme database to enable eligible 
patients to be identified and invited to participate. The NHSBSP database will be 
accessed remotely from the Manchester University NHS Foundation Trust site.  
 
This project will also use individual interviews to explore how women feel about 
receiving their 10-year risk of developing breast cancer as part of the NHSBSP. The 
applicants will also conduct focus groups with healthcare professionals to examine 
the perceived impact that providing 10-year risk of breast cancer to women in the 
NHSBSP has on the screening programme, General Practice, and Secondary Care 
(breast cancer Family History Clinics; FHCs). This element is out of scope for CAG 
consideration as these women will be approached on the basis of consent which was 
provided.  
 
A recommendation for class 1, 2, 3 and 6 support was requested to cover access to 
the relevant unconsented activities as described in the application. 
 
Confidential patient information requested 
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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 
 

Women aged between 57 and 63 years, who are invited 
for their first breast screening appointment with the 
Greater Manchester, East Cheshire or East Lancashire 
breast screening programmes or for a mammogram at 
East Cheshire or East Lancashire. 527 patients will be 
recruited in each group. It is anticipated that 1054 
women will be invited to achieve the required cohort 
size. 
 

Data sources 
 

1. NHS Breast Screening Programme database - 
accessed remotely from the Manchester University 
NHS Foundation Trust site 
 

Identifiers required 
for linkage 
purposes 
 

1. Name 
2. NHS Number 
3. Full address and postcode  

 

Identifiers required 
for analysis 
purposes 
 

Not applicable – information will only be retained with 
the consent for those individuals who participate.  

Additional 
information 
 

The BC-Predict database will also be accessed in order 
to invite 1054 women to participate in this proposed 
study from this cohort; however, section 251 support is 
not required to access this database as patients have 
consented to their inclusion on this database and to be 
approached about this wider research.  
 

 

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. 
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Members were assured that the proposal was within the public interest as it aimed to 
evaluate the benefits of introducing breast cancer risk profiling as part of the 
screening programme.  
 
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 stated that it is not practicable to seek prior consent as it would be 
necessary to consent all women who were invited for their initial breast screening 
appointment, as it is unknown who would be approached about the study. The 
applicant also stated that the consenting process may increase anxiety for women 
when invited to provide this consent and could potentially have a detrimental impact 
on the uptake of breast cancer screening, if consent was necessary for the invitation 
purposes.  
 
The CAG acknowledged the established precedent for this justification which was 
accepted in the review of the overarching application 19/CAG/0082. It was agreed 
that this was appropriate to this application also and it was agreed that the 
identification and invitation process should proceed with section 251 support.  
 

• Use of anonymised/pseudonymised data 
 
Confidential patient information is required to facilitate the invitation process which 
could be otherwise achieved.  
 
 
‘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 applicant provided copies of posters which would be displayed across Greater 
Manchester, East Lancashire and East Cheshire screening sites to inform women 
that they may be approached about the study. The document included a contact 
telephone number and email address for the research team. The applicant also 
provided copies of the invitation materials which would be sent to patients for 
information purposes.  
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The Group agreed that the notification mechanism was appropriate and recognised 
that there was a clear dissenting mechanism described in the documentation.  
 
 
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 the research programme has a patient and public 
involvement representative who attends all investigator meetings. This individual 
also chairs a broader patient and public panel, which is supports the research 
programme. This individual provided support to the recruitment methodology as it 
was recognised that there was no other way for the eligible individuals to be invited 
to participate.  
 
The CAG recognised that this established user involvement had been accepted and 
appropriate and proportionate to the wider applications within the overarching 
research programme. Members accepted this precedent and it was noted that 
applicant continues to be engaged with user involvement across the portfolio of 
studies operating with section 251 support.  
 
 
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 
actions would be required to meet the specific conditions of support, within one 
month.  
 
 
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. Confirmed 25 February 

2019  
 
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 - Manchester 
University NHS Foundation Trust’s DSPT assurance remained outstanding.  

 
Once received, the information will be reviewed by the Confidentiality Advice Team 
in the first instance and a recommendation and decision issued as soon as possible. 
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At this stage it may be necessary to request further information or refer to the next 
available CAG meeting. If the outstanding actions listed in the specific conditions of 
support are met, a final support outcome will be issued.  
 

 

6. Minutes of the meeting held on 07 November 2019  
 
The minutes of the meeting held on 07 November 2019 were received and agreed 
as an accurate record of proceedings, with no alterations.  

 
 

7. Consideration item  
 

a. Patient and public involvement and engagement in 

application activity  

 
The Chair advised that a specific session around patient and public involvement and 
engagement activities in CAG applications would be carried out at the next away 
day, which was scheduled for April 2020. Members were advised to begin thinking 
about this, to enable an informed discussion at the scheduled event. The Chair 
explained that further information would be provided in the new year.  

 

8. Chair’s report for November 2019  
 

The Chair provided a verbal update on activities which had been undertaken on a 
broader scope in November 2019 as a formal written report had not been provided 
on this occasion.   

 

9. Any other business  
 
The Chair thanked Members for their attendance and the meeting was closed.  
 

 

 

Signed – Chair  Date 

   

   

 

 

  

Signed – Confidentiality Advice Team  Date 
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