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Minutes of the meeting of the Sub Committee 

of the Confidentiality Advisory Group 
 

10 September 2021 

 

Present: 

 
Name   Capacity    Items  

Dr William Bernal CAG Alternative Vice-

Chair 

1a, 1b, 1c, 2a 

Mr David Evans CAG Member 1c, 2a 

Mr Myer Glickman CAG Member 1a, 1b 

Ms Clare Sanderson  CAG Alternative Vice-

Chair 

1b, 2a 

Professor Lorna Fraser CAG Member 1a, 1c 

 

 

Also in attendance: 
 

Name   Position (or reason for attending)   

Ms Katy Cassidy  Confidentiality Advisor   

Ms Caroline Watchurst Confidentiality Advisor 

Mr Michael Pate Confidentiality Advisor 
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1. New Precedent Set Review Applications – Research 

a. 21/CAG/0126 – A retrospective cohort study to 

investigate body composition and survival in metastatic 

breast cancer 

 

Context 

 

Purpose of application 

This application from University of Southampton set out the purpose of medical research that 

aims to use computerised tomography (CT) scans from deceased patients with metastatic 

breast cancer from University Hospital Southampton NHS Foundation Trust to describe how 

body composition (fat and muscle distribution) changes over the course of disease and 

investigate the value of body composition measurements as prognostic factors for survival 

and response to chemotherapy. 

In women diagnosed with early breast cancer, those who are obese are more likely to die 

earlier and have more side-effects from their cancer treatment than those who are not obese. 

However obesity is determined by raised body mass index (BMI) which does not take body 

composition, meaning the proportions of muscle, fat and bone in the body, into account. 

Studies in other countries have suggested that poor muscle quality is linked to shorter survival 

and lower muscle quantity is related to the amount of severe chemotherapy side-effects 

women experienced. This suggests that it may be possible to use body composition 

measurements to help predict how long women with metastatic breast cancer will live and 

how likely they are to suffer from severe treatment side effects. Few studies have looked at 

how body composition changes during the course of metastatic breast cancer disease. This 

research may help design prospective studies in metastatic breast cancer patients, including 

interventional studies to optimise nutritional support and chemotherapy dosing to improve 

oncological outcome. 

Identification of potential cases for inclusion in this study will be undertaken by researchers, 

using University Hospital Southampton NHS Foundation Trust electronic clinical records, 

including the Southampton Breast Cancer Database. This database allows filtering of patients 

by diagnosis and disease/alive. Therefore only the filtered deceased patients' clinical data will 

be screened by researchers using hospital electronic records to clarify if patients meet the 

study inclusion and exclusion criteria. A pseudonymous identifier will be applied to each 

individual, and a key linking the pseudo ID to hospital number and initials will be retained by 

the direct care team at the Trust. A researcher will have access to the key until it is deleted 

after 2 years. Routine CT images will be viewed in anonymised format at an NHS radiology 

workstation within University Hospital Southampton and the images will be analysed using 

"SliceOMatic" software. All patient identifiable data will remain within the University Hospital 
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Southampton electronic systems and server and only pseudonymous data will be transferred 

to the University of Southampton 

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 
 

300 women diagnosed with metastatic breast cancer at 
Southampton University Hospital between 2012 and 2021 
who have subsequently died 1st September 2021. 

 

Data sources 
 

1. University Hospital Southampton NHS Foundation 
Trust clinical records including; 

 

• Southampton Breast Cancer Database 

• E-docs (clinic letters) 

• Electronic medical records 

• PACS (electronic radiology system) CT scans 

• ARIA chemotherapy prescribing system records of 
chemotherapy prescriptions 

 

Identifiers required 
for patient 
identification and to 
extract a 
pseudonymous 
dataset 
 

1. Hospital ID 
2. Date of death 
 
Medical records will be viewed in order to extract a 
pseudonymous dataset 

 

Identifiers required 
for analysis 
purposes 
 

N/A 

Additional 
information 
 

Key retained by direct care team within the Trust, however a 
researcher who is not part of the direct care team will have 
access to the key until it is deleted. 
 
Date of death is modified to month and year of death for 
analysis prior to transferring to University of Southampton. 

 

Confidentiality Advisory Group advice 

The following sets out the Confidentiality Advisory Group advice which formed the basis of the 

decision by the Health Research Authority.  
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Public interest 

The CAG noted that this activity fell within the definition of medical research and was therefore 

assured that the application described an appropriate medical purpose within the remit of the 

section 251 of the NHS Act 2006. 

 

The Sub-Committee agreed that this was a valid medical research application which is in the 

public interest.  

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 
 

In order to investigate changes in body composition throughout the course of the metastatic 

breast cancer disease process, and to investigate associations between body composition 

patterns at different time points and survival, all patients investigated in the context of this 

study will be deceased, therefore consent cannot be sought from the patients investigated by 

this study. This was accepted by the Members, who agreed that consent was not a practicable 

alternative. 

• Use of anonymised/pseudonymised data 
 

Confidential patient information is required for the identification of the correct patient, and to 

extract a pseudonymous dataset for analysis. It is not possible to identify eligible patients with 

pseudonymous or anonymous data only. The Sub-Committee accepted the justification 

provided and could not identify a practicable alternative without the use of confidential patient 

information.  

‘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 object 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.  

No notification has been developed as the cohort are deceased. There is also no opt out 

option for this specific study as all the cohort are deceased. However, the medical records of 

potentially eligible patients will be reviewed to ensure that that there is no evidence of any 

record of communication indicating that an individual patient did not wish their records to be 

used for research purposes. Additionally the national Data opt out will be applied. The Sub-
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Committee were content that there was no notification planned and were content with the opt 

out options provided. 

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.  

 

A patient representative has been consulted regarding the design, management and 

undertaking of this study. Members of patient groups ‘Independent Cancer Patients’ Voice’ 

and ‘Use my data’ were also consulted on the use of data from deceased patients and were 

supportive of the use of deceased patients' data without consent for the purpose of this study. 

Comments are given as part of the application. The CAG were content that the patient and 

public involvement undertaken was sufficient and proportionate.  

Exit strategy 

Pseudonymisation of the dataset will be completed during the first 6 months of the study, as 

full date of death will be reviewed but not collected in the extracted dataset. However the key 

between pseudo-ID and hospital ID will be retained, and is accessible by a researcher who is 

not a member of the direct care team. The key will be deleted 2 years after the start of the 

study – ‘s251’ support therefore required for 2 years. However as pseudonymisation will be 

completed in the first 6 months, The Members were not clear why the pseudonymisation 

linkage key needed to be kept and be accessible to a researcher who is not part of the direct 

care team for 2 years. The Sub-Committee queried why the key could not be deleted after 

pseudonymisation has taken place. This is required before support is provided. 

 

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. Please provide clarification regarding the duration and rationale for the retention of the 
pseudonymisation key, or confirm the key can be deleted after pseudonymisation is 
complete. 
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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 

 

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 12 July 2021 
 

2. Confirmation provided from the IG Delivery Team at NHS Digital to the CAG that the 
relevant Data Security and Protection Toolkit (DSPT) submission(s) has achieved the 
‘Standards Met’ threshold. See section below titled ‘security assurance requirements’ for 
further information. Confirmed:  

 

The NHS Digital 20/21 DSPT review for University Hospitals Southampton NHS 

Foundation Trust was confirmed as ‘Standards Not Fully Met, Plan Agreed’ on the 

NHS Digital DSPT Tracker (checked 28 September 2021). Please note the updated 

specific condition of support below. 

University Hospitals Southampton NHS Foundation Trust should achieve the security 

assurance action plan as agreed with NHS Digital.  All staff involved in processing 

information under this application reference should be aware of the precise scope of 

support and its boundaries and have successfully completed local security awareness 

training before processing any information under support. 

 

b. 21/CAG/0127 – The Oxford Vascular Study: a population-

based study of the incidence and outcome of stroke, 

transient ischaemic attack, acute coronary syndromes 

and peripheral vascular events. Short title: OxVasc 

Context 

 

Purpose of application 

This application from University of Oxford sets out the purpose of medical research that seeks 

to determine the incidence and case-fatality of stroke, transient ischaemic attack (TIA), acute 

coronary syndromes (ACS) and acute peripheral vascular events (PVE) in the same population 

at the same time. The Oxford Vascular Study (OxVasc) is a single centre, population based 

consented study which has been recruiting since 2002.  
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The applicants had been receiving long term health outcome data from HSCIC for some of the 

cohort, however they have not received any since 2016. In 2020, NHS Digital determined that 

the consent materials used by the study were not valid for the requested processing, and 

therefore the legal basis to supply the relevant information is no longer clear, under common 

law. NHS Digital recommended that ‘s251’ support be obtained to process data for participants 

that are either deceased, no longer in regular contact with the study, lacking capacity to 

understand new information about the study, or otherwise unable to consent. However, as the 

applicants are not planning to re-consent every participant from prior to June 2020, ‘s251 

support is required to provide a legal basis for linkage under common law, for the entire cohort, 

with the exception of those who are fully re-consented. Since June 2020, all OxVasc 

participants now receive the study Privacy Notice, and the linkage is undertaken with consent 

as the legal basis for processing.   

It is an important part of the OxVasc study design to receive comprehensive follow-up of long 

term health outcomes and all-cause mortality, and therefore data linkage with NHS central 

health records (NHS Digital) is essential. By developing a high-quality epidemiological 

evidence-base the applicants hope to better target preventive treatment. 

A recommendation for class 4, and 6 support was requested to cover access to the relevant 

unconsented activities as described in the application. 

Confidential patient information requested 

The following sets out a summary of the specified cohort, listed data sources and key identifiers. 

Where applicable, full datasets and data flows are provided in the application form and relevant 

supporting documentation as this letter represents only a summary of the full detail.  

Cohort 
 

Previously consented OxVasc patients, prior to June 2020: 
Any adult over 18 years of age diagnosed with stroke, transient 
ischaemic attack, acute coronary symptoms or a peripheral 
vascular event registered with a collaborating GP within the 
catchment of the John Radcliffe Hospital, at the time of their 
first acute vascular event 
 
April 1st 2002 – 2016 (cohort already flagged with NHS Digital) 
– 9000 patients 
 
2016 – June 2020 (cohort not yet flagged with NHS Digital) 
around 400 patients annually  
 
CAG support would not extend to those who have been fully 
reconsented. 
 

Data sources 
 

 
1.  University of Oxford OxVasc database  
2. NHS Digital –  

• Hospital Episode Statistics (HES)  

• ONS Mortality data  

• Cancer registration data  
 

Identifiers required 
for linkage purposes 

1. First and last name,  
2. Date of birth,  
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 3. NHS number  
4. Unique Oxvasc participant number 

 

Identifiers required 
for analysis 
purposes 
 

1. Date of death  
2. Unique Oxvasc participant number 
 
Other data items are retained for analysis with consent as the 
legal basis 
 

 

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 Sub-Committee agreed that there is unequivocal public 

interest in the continuation of this important medical research study. 

Scope 

The applicant was required to submit an application to CAG for ‘s251’ support by NHS Digital. 

However, it seemed the request from NHS Digital was referring to provision of a legal basis 

under GDPR for the pre-June 2020 cohort. To avoid any confusion, CAG applications cannot 

be inconsistent with GDPR, however the remit of CAG is the common law duty of confidentiality. 

Additionally ‘s251’ support cannot override the Mental Capacity Act. However, as the applicant 

was not seeking to re-consent the cohort, ‘s251’ support can be sought for every person who 

is not fully re-consented, regardless of capacity.  

As the applicant does not plan to formally re-consent the pre-June 2020 cohort, the CAG 

considered ‘s251’ support to be required for this pre-June 2020 cohort to provide a legal basis 

under common law for processing confidential patient information. If NHS Digital consider that 

the original consent (pre-June 2020) provides a legal basis under common law, then no 

application to CAG is required. However, this application appears consistent with previous 

precedents under Category 7: validity of consent, and the Sub-Committee considered it 

appears the applicant does require ‘s251 support’ to provide a legal basis under common law 

for the purposes described in the application, and so the application was reviewed as per 

previous similar precedents.  

Practicable alternatives 

Members considered whether a practicable alternative to the disclosure of confidential patient 

information without consent existed in accordance with Section 251 (4) of the NHS Act 2006, 

taking into account the cost and technology available. 

• Feasibility of consent 
 

The applicants reason that re-consenting pre-June 2020 OxVasc participants is not practical 

logistically as the cohort is large (>12,000) and resources are finite. This is an ageing 
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population, many debilitated by stroke or now deceased. Also many may now be in a 

nursing/care home and may not be living in the Oxford area so will have changed GP. 

Therefore, attempting to re-consent would result in partial ascertainment for data linkage, as 

applicants would not be able to use the data from non-responders. This would compromise the 

integrity and completeness of results of OxVasc as an incidence, population-based study. 

However, for those OxVasc participants that have a further stroke event and follow-up 

recommenced, these participants would be re-consented using the updated forms.  

 

The Members agreed with the justification provided, and did not feel that re-consenting the 

historic cohort was a practicable alternative.   

 

• Use of anonymised/pseudonymised data 
 

Confidential patient information is required for linkage, and it is not possible to undertake this 

with anonymous or pseudonymous data. The Sub-Committee were content that the use of 

anonymous/pseudonymous data was not a practicable alternative. 

‘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 object 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.  

Since June 2020, all OxVasc participants have received updated consent documents, including 

a privacy notice. The cohort after June 2020 is not the subject of this application. The applicant 

will send the privacy notice to some retrospective pre-June 2020 participants that they are in 

contact with– but will not be seeking a new consent, or expecting a reply from any of the cohort. 

The applicants plan to display the privacy notice in participating GPs, hospitals, and websites. 

It is also available on the study website https://www.ndcn.ox.ac.uk/research/oxvasc. 

 

However this privacy notice is not a notification regarding the specific CAG breach of common 

law. As part of queries to the applicant, a notification was requested to explain that as the 

consent forms did not specifically allow linkage with NHS Digital datasets, the linkage is now 

being undertaken with ‘s251’ support. Specify the applicant should explain that they will not be 

seeking to individually reconsent patients, and if the individual does not do anything, then 

linkage will be undertaken with ‘s251’. The applicant responded agreeing to this, however the 

updated privacy notice provided still says the linkage is undertaken with consent as the legal 

basis.  

 

All participants have the option to withdraw and information on how this can be done is in the 

participant information sheet, in the Privacy Notice and on the OxVasc website, however this 

https://www.ndcn.ox.ac.uk/research/oxvasc
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would withdraw participants from the entirety of Oxvasc, rather than just this linkage. The 

National data opt out will be applied by NHS Digital. 

 

It appears there may be some confusion between the purpose of the provided privacy notice 
and the role of CAG and ‘s251’. NHS Digital appear to have requested that the applicant seek 
CAG support to provide a legal basis for processing under GDPR. However this is not within 
CAG remit, and ‘s251 support’ can be applied only to temporarily lift the common law duty of 
confidentiality, thereby providing a legal basis under common law. The privacy notice requested 
by NHS Digital is written for the purpose of being provided alongside consent materials, and in 
those circumstances the linkages are undertaken with consent as the legal basis under 
common law. Therefore the privacy notice as is, should remain for that purpose, and not act as 
a notification for CAG processes, to avoid further confusion.  
 
The Members were agreed that individual letters to all pre-June 2020 participants is not 
necessary – especially give the existing consent for research, generally supportive Patient and 
public involvement, and the nature of the study cohort. They were encouraged that re-consent 
will be taken at future research-related clinical encounters, and that privacy notices will be 
provided to all participants under active follow-up. Participants re-consented under the new 
consent materials will not come under ‘s251’ support. However it was felt that other efforts 
towards notification attempts must be undertaken more generally – including displaying posters 
at GP practices, and a separate notification on the OxVasc website.  
 
The newly developed notification material (not the current privacy notice) should be sufficiently 

informative about the current and future nature of the study, its legal basis and the opportunity 

to opt out. The Notification should therefore explain that the as the consent forms pre June 

2020 did not specifically allow linkage with NHS Digital datasets, that the linkage with NHS 

Digital datasets is now being undertaken with ‘s251’ support as the legal basis under common 

law, unless re-consented on a new form. The notification should provide an option to opt out of 

that part if people wish to, rather than having to either opt out of the whole of OxVasc, or use 

the national data opt out. The Applicant should specify that they will not be seeking to 

individually re-consent patients, and if the individual does not do anything, then linkage will be 

undertaken with ‘s251’. 

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.  

Stroke survivors, carers and those working in stroke (for example the Stroke Association) have 

been involved with OxVasc through two different patient and public involvement groups: 

• an OxVasc participant group - active up to 2019 

• Stroke Association Voluntary Research Advisory Group (SAVRAG) - current from 2020 
 

The applicant has confirmed as a response to queries that the application has been discussed 

with the SAVRAG who are supportive of it. The acceptability of using confidential patient 

information for data linkage with centrally held NHS records has been specifically discussed. 

The SAVRAG have reviewed the Privacy Notice and have given feedback in terms of format 
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for ease of reading and lay terminology.  The CAG were content with this patient and public 

involvement.   

Exit strategy 

The University of Oxford holds confidential patient information for up to 10 years after the study 

has finished as described in the OxVasc participant information sheet, however this is retained 

with consent as the legal basis under common law. Therefore, support is only required 

regarding any confidential patient information collected and retained under ‘s251’, which is as 

long as full date of death retained for the pre June 2020 cohort, or as long as NHS D retain a 

flag for those patients. The applicant has confirmed that date of death will be retained until 10 

years after the end of the study. The current end date for recruitment to OxVasc is March 31st 

2022 but the study will extend beyond this date if further funding is secured. Therefore the date 

of death is currently retained until 2032. NHS Digital retain the flagging for the cohort prior to 

June 2020 indefinitely and the DSA with NHS Digital will be renewed every 3 years. 

The CAG therefore considered that support should be provided for five years in the first 

instance, and the applicant will be able to extend this with a duration amendment when required. 

This is to take into account the changing information governance landscape.  

 

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. The applicant should develop new notification material, (a poster for GP practices and 

a website text for the OxVasc website). This notification should explain that as the 

consent forms pre June 2020 did not specifically allow linkage with NHS Digital datasets, 

that the linkage with NHS Digital datasets is now being undertaken with ‘s251’ support 

as the legal basis under common law, unless re-consented on a new form. The 

notification should provide an option to opt out of the linkage specifically. The Applicant 

should specify that they will not be seeking to individually re-consent patients, and if the 

individual does not do anything, then linkage will be undertaken with ‘s251’. 

 

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 

 

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. Support is provided for five year in the first instance, and this should be extended with a 
duration amendment when required. 
 

2. Favourable opinion from a Research Ethics Committee. Confirmed: Favourable Opinion 
of substantial amendment relating to the CAG application (IRAS ID 292632) 02 
September 2021. 

 

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:  

 

The NHS Digital 20/21 DSPT reviews for University of Oxford - Medical Sciences 

Division - Nuffield Department of Population Health and NHS Digital were confirmed 

as ‘Standards Met’ on the NHS Digital DSPT Tracker (checked 05 October 2021) 

 

c. 21/CAG/0128 – Investigating the role of play experiences 

in paediatric hospital settings 

 

 

Context 

 

Purpose of application 

This application from the University of Cambridge set out the purpose of medical research that 

seeks to investigate the play provisions available in hospital settings, and explore the 

experiences and opinions of staff, children and families engaging in hospital play.  

Paediatric patients with chronic or severe illness may spend significant portions of their children 

in hospital. The European Association for Children in Hospital (EACH) Charter stipulates that 

children have a full opportunity for recreation and play, suitable to their age and in an 

environment suitable to their needs. Access to provisions for play can vary widely between 

hospitals. In certain circumstances various healthcare professionals, including play or child life 

staff, nurses, physicians, surgeons, therapists, etc, may utilise play in their delivery of care, 

whether for children’s physical, mental, or emotional health. Paediatric patients can partake in 

these more structured or designed playful opportunities, but will also engage in free, 

spontaneous play in the hospital. Previous research has shown that free, child-directed play, is 

positively associated with the physical, mental and emotional health of children. The applicants 
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note the need to better understand the play provisions that exist in paediatric settings, including 

experiences and opinions on the role and value of hospital play.  

The applicants will undertake ethnographic observations followed by semi-structed interviews 

with staff and patients, to explore perceptions and experiences of hospital play. A preparatory 

phase will be undertaken, in which the research team will meet with hospital stakeholders to 

determine the appropriate location and population for the study, and learn the hospital safety 

and safeguarding protocols. Phase 1 of the study will consist of a 3-4 week ethnographic period, 

focusing on the observation of play experience and opportunities within the culture of the 

hospital ward. The researchers will tale detailed field notes around existing play provisions and 

the parameters by which play occurs. The study will be conducted on 1-2 paediatric wards. 

Appropriate wards will be determined in consultation with the hospital’s clinical stakeholders.  

In Phase 2, semi-structured interviews will be conducted with healthcare professionals to collect 

their experiences of engaging in and utilising play in their delivery of paediatric medical care. 

Interviews will also be held with young patients and their families.  

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 aged 3 – 12 years of age who are inpatients in 
participating hospitals.  
 

Data sources 
 

1. Addenbrooke’s Hospital, Cambridge University 
Hospitals NHS Foundation Trust 

 
The observations will take place at the above Trust, but no 
confidential patient information will be recorded.  
  

Identifiers required 
for linkage purposes 
 

No patient identifiers will be collected for linkage purposes. 

Identifiers required 
for analysis 
purposes 
 

No patient identifiers will be collected for analysis purposes.  

 

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 
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section 251 of the NHS Act 2006. The CAG agreed that the application had a medical purpose 

and was in the public interest.  

Scope 

Page 7 of the protocol included a statement to the effect that, if a participant is not able or not 

willing to do an interview but the carer has consented, then only carer interviews and 

observations will happen. The CAG noted that the interview and observation phases may be 

treated as two distinct activities, i.e. that a child can agree to participate in interviews but not 

the observation, and vice versa, and that carers can participant in the interviews without the 

child. However, this may mean that observations of the carer and child playing together could 

not be undertaken. The CAG asked that the applicant provide further clarification on how 

instances where patients and carers disagreed over participation or observation would be 

handled.   

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 advised that they will not seek individual consent for general ward observations 

in order to maintain the authenticity of the observed moments and interactions as much as is 

possible. Ward flyers and word of mouth will be used to inform those on the ward about the 

observations.  

The observational data that will be processed in the course of this study will pertain to play 

perspectives, experiences, and behaviours, and will not include participants’ identifiable or 

sensitive information. The CAG raised no queries in this area. 

• Use of anonymised/pseudonymised data 
 

No confidential patient information will be recorded during the observations. Support is required 

in the event that the researchers are exposed to confidential patient information while 

undertaking the observations. The CAG raised no queries in this area.  

‘Patient Notification’ and mechanism for managing dissent 

It is part of the CAG responsibility to support public confidence and transparency in the 

appropriate sharing and use of confidential patient information. Access to patient information 

without consent is a privilege and it is a general principle of support for reasonable measures 

to be taken to inform the relevant population of the activity and to provide a right to object 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 research team will provide the ward staff with information about the study, so that they can 

act as the ‘first approach’ for patients and visitors.  
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The applicants also provided a flyer that can be posted around the ward to inform all those 

present that observations about play behaviours are being conducted. It shows an image of the 

researcher so that she is recognisable as a non-clinical member of staff. The flyer will be sent 

alongside this advice form.  

The flyer stipulates that anyone objecting to being observed may do so without reproach by 

telling the researcher directly or a member of their care team.  If any person objects to being 

observed while the researcher is actively present in the environment, the researcher will leave 

without question or comment.  

The CAG noted that the Participant Information Sheet may not be suitable for younger children 

and that the posters did not explain the potential for incidental disclosures of sensitive data. 

However, the REC will consider the participant facing information. If any documents are revised 

following the REC review, the revised documents will need to be provided to the CAG.   

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 applicants advised that they intend to work collaboratively with clinical stakeholders 

throughout the project, to ensure that the research is undertaken in accordance with hospital 

regulations.  

The applicants have worked with a Managing Director from the Cambridge Rare Disease 

Network. As a liaison with their PPI group, the applicants sent a study protocol summary, 

information and consent forms, as well as ward flyers and invitational materials. Feedback from 

the Director was that was positive, however, feedback has not yet been received from the PPI 

group.  

The CAG noted that it was unclear whether the patient and public involvement that had been 

carried out had included seeking opinions from children and carers about researchers being 

present on the ward and the potential that they may over-hear sensitive information. Members 

asked that this was carried out and feedback given to the CAG.  

Exit strategy 

No confidential patient information will be recorded during the observations. The CAG noted 

this and raised no queries regarding the exit strategy.  

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.  
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Request for further information 

 

1. Provide further clarification on how instances where patients and carers disagreed over 
participation or observation will be handled.   
 

2. Patient and public involvement is to be carried out with children and carers specifically 
about researchers being present on the ward and the potential that they may over-hear 
sensitive information, and feedback provided to the CAG.  

 

3. Any participant information documents revised in response to the REC need to be 
provided.   

 

Specific conditions of support 

 

The following sets out the specific conditions of support.  

1. Favourable opinion from a Research Ethics Committee. Pending 
 

2. Confirmation provided from the IG Delivery Team at NHS Digital to the CAG that the 
relevant Data Security and Protection Toolkit (DSPT) submission(s) has achieved the 
‘Standards Met’ threshold. See section below titled ‘security assurance requirements’ for 
further information. Confirmed: 

 

The NHS Digital 2020/21 DSPT review for Addenbrooke’s Hospital, Cambridge University 

Hospitals NHS Foundation Trust was confirmed as ‘Standards Met’ on the NHS Digital 

DSPT Tracker (21 September 2021). 

 

2. New Precedent Set Review Applications – Non-Research 

a.  21/CAG/0124 - Access to individual level data from 

clinical trials SYCAMORE and APTITUDE due to 

insufficient consent 

Context 

 

Purpose of application 

This non-research application from The University of Manchester on behalf of University 
College London and the CLUSTER consortium sets out the medical purpose which aims to 
process identifiable clinical trial data from two consented trials, APTITUDE and SYCAMORE in 
order to identify duplicate participants in other Juvenile Idiopathic Arthritis (JIA) studies, and link 
the patient’s clinical data to their biological data. The applicants have decided after discussing 
with the HRA, that this is a non-research application, as processing the data to prepare it for 
further analysis is not research in itself. A ‘s251’ application is required due to the original 
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consent being judged as not sufficient to cover confidential patient information being used in 
further research.  
 
The MRC funded CLUSTER Consortium is a translational collaborative consortium which aims 
to pool trial data to create biomarker tests to personalise treatment, find and test new 
treatments, and predict disease outcomes for childhood arthritis. The SYCAMORE trial was the 
first large randomized controlled trial (RCT) studying children with JIA-associated uveitis, 
followed by APTITUDE. It is important that data from these trials are included in the wider 
analysis, to make the best use of data already collected. 
 
The applicants have a database containing pseudonymised IDs for participants in other JIA 

registries/studies. Some participants in these studies may also have participated in 

SYCAMORE/APTITUDE. In order to remove participant duplication in the datasets produced 

for analysis, the University of Liverpool will disclose NHS numbers and sample IDs for 

SYCAMORE/APTITUDE trial patients to the University of Manchester. Upon receiving the 

datasets, the NHS number will be pseudonymised (using the OpenPseudonymiser tool) which 

will allow the applicants to determine if there are any duplicate participants in the CLUSTER 

datasets, matched by the pseudonymised NHS number. Once duplicates are linked, the original 

study ID will be removed from the datasets, and participants will be given a CLUSTER specific 

ID before the data can be analysed. The applicants will also use the datasets to link the clinical 

data to the corresponding biological samples, using the sample ID. Once linked, the IDs will be 

replaced with the CLUSTER specific ID.  

A recommendation for class 4, and 6 support was requested to cover access to the relevant 

unconsented activities as described in the application. 

Confidential patient information requested 

The following sets out a summary of the specified cohort, listed data sources and key identifiers. 

Where applicable, full datasets and data flows are provided in the application form and relevant 

supporting documentation as this letter represents only a summary of the full detail.  

Cohort 

 

All participants in the SYCAMORE (n=90) and APTITUDE 

(n=22) trials.  

 

All participants are children diagnosed with juvenile idiopathic 

arthritis and active uveitis. 

  

Data sources 

 

1. University of Liverpool: 
a. APTITUDE dataset 
b. SYCAMORE dataset 

 

2. University of Manchester: 
a. Pseudonymised CLUSTER database  

 

Identifiers required 

for linkage purposes 

 

3. NHS number 
4. Sample ID number 



18 

 

Identifiers required 

for analysis 

purposes 

3. N/A 

 

Confidentiality Advisory Group advice 

The following sets out the Confidentiality Advisory Group advice which formed the basis of the 

decision by the Secretary of State for Health and Social Care.  

Public interest 

The CAG noted that this activity fell within the definition of the management of health and social 

care services 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 Members were agreed that there is a strong public interest toward supporting this 

application, for what is clearly a medical purpose. However it was clear that the purposes of 

this application did not fall into the non-research purposes of the management of health and 

social care services, and it was felt that the purpose of this application was clearly medical 

research. This is expanded upon below.  

Scope  

The application has been submitted as a non-research application. This was a result of the 

HRA decision tool and a discussion between the applicant and the HRA queries line. The Sub-

committee recognised that the applicants had sought advice on this matter, however, they 
considered that this application is unequivocally an exercise undertaken for the purposes of 

supporting medical research. The applicant is using ‘S251 support’ to include patient data into 

a research database. The IRAS guidance (IRAS Help - Reference - Collated Guidance - Project Filter 

(myresearchproject.org.uk) definition of a research database is; ‘A collection of data, which is 

stored for potential research use beyond the life of a specific project with ethical approval or for 

which ethical approval is pending’. Therefore the applicant is advised to complete an IRAS 

application for a research database. The Sub-Committee accept that this is generally a 

voluntary undertaking, however when ‘s251’ is used to create the database, a Favourable 

Opinion from the REC is mandatory.  

‘There is no formal requirement for databases to apply for ethical review under NHS research 

governance systems or under Governance Arrangements for Research Ethics Committees 

(GAfREC). Ethical review would only be required by legislation if processing identifiable 

data without consent.’ 

The applicant has confirmed that the Cluster consortium database does not currently have any 

Favourable Opinion from the REC, and is not required to up until this point, because the data 

from patients participating in other studies is currently processed with consent. However, a 

Favourable Opinion from the REC for a research database is now required, alongside a 

research CAG application, because the research database is now being partially built with data 

collected with ‘s251 support’.  

This has been confirmed with the HRA Queries Line, who have concluded that the applicant 
should also submit individual amendments to the SYCAMORE and APTITUDE trials in order to 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.myresearchproject.org.uk%2Fhelp%2Fhlpcollatedqsg-sieve.aspx%231309&data=04%7C01%7Ccag%40hra.nhs.uk%7C9d23ca8b167846aa77cb08d97c3560a7%7C8e1f0acad87d4f20939e36243d574267%7C0%7C0%7C637677390973762423%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=lfKTbNoifG7mOK3nS1lxfT3Mo22MY6OniYuCqsr3Kdk%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.myresearchproject.org.uk%2Fhelp%2Fhlpcollatedqsg-sieve.aspx%231309&data=04%7C01%7Ccag%40hra.nhs.uk%7C9d23ca8b167846aa77cb08d97c3560a7%7C8e1f0acad87d4f20939e36243d574267%7C0%7C0%7C637677390973762423%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=lfKTbNoifG7mOK3nS1lxfT3Mo22MY6OniYuCqsr3Kdk%3D&reserved=0
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share the data with Cluster consortium. The legal basis for sharing will be ‘s251’, however for 
transparency this should be undertaken, and this was suggested as part of the original email 
advice from the queries line.   

For the re-submission, the applicant is advised to complete a research application form to CAG, 

and the sub-committee are content to review again via the precedent set pathway. However it 

is noted that category 7: validity of consent, is not in fact relevant, and the applicant should 

apply under category 4: Time limited access to undertake record linkage/validation and to 

anonymise the data. Please also provide responses to the points raised in this letter. Examples 

of research projects using the cluster consortium data should be provided as part of the re-

submission, alongside a description of how data is accessed by researchers, for example 

describing the data access committee.  

The Sub-Committee wish to state that they are very supportive of this application in principle 

and they do not wish to delay this important research. The applicant is advised to re-submit as 

soon as possible, and to contact the Confidentiality Advice Team (CAT) for advice if required 

regarding re-submission. 

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 reasons that consent is not practicable as the SYCAMORE and APTITUDE trials 

finished a number of years ago and it is likely that participant contact details have changed. 

The applicants do not make the argument that to find out up to date contact details would be 

more disclosive than the current method. The CAG consider that in this case consent is not a 

practicable alternative. 

• Use of anonymised/pseudonymised data 
 

Confidential patient information is required to Identify duplications. Sample ID is also required 

to link to biological data. This cannot be done in any less disclosive manner, and applicants 

have minimised the confidential patient information used as far as possible. De-duplication 

cannot be done without NHS number, and linkage with samples cannot be done without sample 

ID. 

The Members wish to comment regarding the descriptions provided of whether data can be 

considered pseudonymous or anonymous. The applicants describe the process of creating the 

new de-identified data as 'non-reversible'. If this is truly non-reversible, the members considered 

this data to be anonymised rather than pseudonymised because there is no possibility of 

reversing the process to identify individual patients. 

‘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 
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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 object 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 reasons that each clinical trial website (APTITUDE and SYCAMORE) currently 

has a statement regarding re-use of participants’ data and both of these sites will be updated 

to say that data/samples have been shared with CLUSTER and a link to the consortium website. 

As a response to queries the applicant has confirmed that some wording will be placed one 

month before disclosure, to enable people to opt out if they wish. A study specific opt out option 

is therefore in place. The applicants do not believe there is a mechanism whereby the national 

data opt out could be applied, as the data is held within University systems. The Members 

accepted that in this case it would not be possible to apply the national data opt out, as the 

applicants are processing data already collected from NHS sources, and they do not have a 

mechanism by which to apply the national data opt out to the dataset.  

The CAG consider that more work needs to be undertaken regarding the patient notification 

statement. The Members considered the information to be quite brief, and suggested providing 

more detailed information about what the data will be used for once collected. In addition, the 

paragraph describes ‘s251’ as approval ‘Section-251 approval’ whereas this explanation of the 

function of CAG is not accurate. CAG is not a decision-making group and instead provides 

recommendations to the decision maker, (the Health Research Authority in the case of the 

future research application to CAG). This statement should therefore be amended to include 

correct reference to the decision-making element. For example; ‘The Health Research 

Authority, on advice from the Confidentiality Advisory Group (CAG), has provided support under 

Regulation 5 of the Health Service (Control of Patient Information) Regulations 2002 in order 

to provide a legal basis to process confidential patient information without consent’. 

Patient and Public Involvement and Engagement 

Meaningful engagement with patients, service users and the public are 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 applicants attended a CLUSTER Champions meeting December 8th, 2020. There are 7 

members of the Champions group who are a mix of patients who have JIA/JIA-uveitis and 

parents of children with JIA/JIA-uveitis.  A supportive letter has been provided from The 

CLUSTER Champions (Parent and Patient network within the CLUSTER study). The applicant 

has confirmed their support for the use of identifiable information in order to de-duplicate. The 

Sub-committee considered the patient and public involvement undertaken to be adequate. 

 

Exit strategy 

Once the NHS number is pseudonymised and deleted, and the study ID is deleted and replaced 

with pseudonymous CLUSTER ID, support is no longer required. The NHS number will be 

deleted as soon as it is run through the open pseudonymiser tool. The sample ID will be retained 
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until June 2043 (CLUSTER ends in June 2023). Applicants need to retain the ID as future 

analyses using CLUSTER data or research audits may need to confirm which biological 

samples match which clinical data. Support required until this timepoint. The CAG were content 

with this exit strategy. 

 

Confidentiality Advisory Group advice conclusion 

In line with the considerations above, the CAG agreed that, on the basis of the information 

provided, they did not have sufficient information to provide a recommendation under the 

Regulations.  

Following advice from the CAG, the Secretary of State for Health and Social Care 

recommended that the application was deferred. 

Further information required 

 

To support a future application(s), the below points should be taken into consideration. A 

detailed covering letter should be provided to support the revised application submission, which 

addresses the below points and sets out where revisions have been made to the revised CAG 

application.  

1. Please submit a new research application to CAG for the creation of a research 
database, alongside a research database application to the REC. 
 

2. Please submit REC amendments to both SYCAMORE and APTITUDE in order to 
disclose the data. 
 

3. Please amend the website notification statement to include further details, and to correct 
references to CAG functionality. 
  

4. Please provide Favourable Opinion from the REC, this is a standard condition of 
support.  

 

5. Both University of Liverpool and University of Manchester require their 20/21 DSPT 
to be reviewed as standards met by NHS Digital. Currently University of Liverpool is 
pending. This is a standard condition of support.  

 

Once a new application is received the information will be reviewed at the next available CAG 

meeting. Deadlines for future CAG meetings are available on the HRA website and you should 

contact the Confidentiality Advice Team to book the application onto the next available 

meeting.  
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