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Minutes of the meeting of the Confidentiality 

Advisory Group 
 

05 November 2020 at Meeting via Teleconference 

 

Present: 

 

Name   Present    Notes   

Dr Tony Calland MBE Yes CAG Chair 

Dr Patrick Coyle Yes CAG Vice-Chair 

Dr Martin Andrew Yes CAG Member 

Ms Sophie Brannan Yes CAG Member 

Mr David Evans Yes CAG Member 

Dr Simon Kolstoe Yes CAG Member 

Ms Diana Robbins Yes CAG Member 

Mr Marc Taylor Yes CAG Member 

Dr Lorna Fraser No CAG Member 

 

Also in attendance: 
 

Name   Position (or reason for attending)   
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Ms Natasha Dunkley  HRA Head of Confidentiality Advice Service 

Dr Paul Mills HRA Confidentiality Advice Service Manager  

Ms Caroline Watchurst HRA Confidentiality Advisor 

 

 

1. Introduction, apologies and declarations of interest  
 
Any declarations of interest are detailed for each application below. 
 

 

2. Support decisions  
 

Secretary of State for Health & Social Care Decisions 

 
The Department of Health & Social Care senior civil servant on behalf of the 
Secretary of State for Health & Social Care agreed with the advice provided by 
the CAG in relation to the 01 October and 15 October 2020 meeting 
applications.   
 

Health Research Authority (HRA) Decisions 
 
The Health Research Authority agreed with the advice provided by the CAG in 

relation to the 01 October 2020 and 15 October 2020 meeting applications. 

 

3. New Applications – Research 
 

a. i) 20/CAG/0134 - An international multi-centre study of 

tamoxifen vs anastrozole in postmenopausal women 

with Ductal Carcinoma in Situ (DCIS) 
 

Context 

 

Purpose of application 

 



3 

 

This application from Queen Mary University of London set out the purpose of medical 

research which aims to undertake the long-term observational follow-up of patients who were 

previously enrolled on a fully consented basis to the IBIS-II DCIS clinical trial. 

The IBIS studies have investigated preventative agents for breast cancer since 1992. IBIS-II 

DCIS compared anastrozole to tamoxifen in women with excised ductal carcinoma in situ 

(DCIS). Active treatment stopped in 2017; however, follow-up continues to determine the 

benefit and risk involved in preventative treatments. The current scope of the follow-up, which 

was described in the initial study protocol, proceeds with support under the Regulations as it 

was determined that the consent taken from women did not sufficiently describe the follow-up 

which would be carried out.  

 

This application proposes longer term, annual, follow up of participants in IBIS-II DCIS until 

2026. Whilst historically questionnaire data from participants has been collected alongside 

national registry data, this application proposes that moving forwards only national registry 

data will be collected as it has been increasingly more accurate than questionnaire data. 

 

The follow-up within this study will involve linkage of the patient cohort with QMUL held data 

with data held by NHS Digital, Public Health England and NHS Wales Informatics Service and 

will allow longer-term follow-up to be undertaken in line with the scientific objectives set-out 

within the initial clinical trial. Identifiers will be shared with each organisation who will return 

this in an identifiable format – the data will be linked with existing held data. Further follow-up 

data may also be requested from the patient’s GP where necessary – for example additional 

details about the adverse events of interest or deaths that have occurred if the data received 

from data registries is not sufficient. The purpose of the follow-up is to enable longer 

monitoring of the longer-term safety profile of the preventative treatments and gain an 

understanding of potentially related events, including other cancers, bone fractures and 

cardiovascular events. 

 

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.  
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Cohort 

 

Patients who were previously enrolled on the IBIS-II DCIS trial 

(824 women in England and Wales). 

Data sources 

 

1. Existing IBIS-II trial database held at Queen Mary of 
London University 

2. NHS Digital  
a. Hospital Episodes Statistics (HES) 
b. Admitted Patient Care, Accident & Emergency 

Care datasets for England and Wales 
c. Civil registry mortality dataset for patient deaths in 

England and Wales 
d. Cancer registry data 

3. Patient Episodes Database Wales, NHS Wales Informatics 
Service 

4. Public Health England 
a. National Cancer Registration and Analysis Service 
b. Cancer diagnosis data) 

5. GP data - additional details about the adverse events of 
interest or deaths that have occurred if the data received 
from data registries is not sufficient 
 

Identifiers required 

for linkage purposes 

1. Name 
2. NHS Number  
3. Date of birth 
4. Postcode – unit level 

 

Identifiers required 

for analysis 

purposes 

 

1. Date of birth 
2. Date of death 
3. Gender 

 

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 noted the medical purpose as well as the strong public interest in the work of the 

IBIS-II (Prevention) trials and the need to continue to collect the follow up data. 

 

Application History 

 

The group considered the long history of this application. The study was initially supported in 

2012 as a clinical trial of an investigational medicinal product (CTIMP) to allow long term follow 

up with administrative data sets (ECC 6-02 FT9/2012). In September 2019, a submission 

(19/CAG/0126) was supported following CAG advice to continue the long term follow up as 

an observational study (rather than a CTIMP) and continue linkage with a number of datasets, 

with its sister application (IBIS-II DCIS). Following this the 2012 applications were expired. 

However, in January 2020 the CAG were informed that the MHRA rejected this change. As 

such the 19/CAG/0126 was expired and, exceptionally, the two applications from 2012 were 

reinstated through an amendment. This was on condition a revised application was submitted 

within three months. This application is this revised application. 

 

Whilst members noted this history, it was also felt that the underlying purpose of why support 

has been in place did not change significantly with this application. 

 

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 stated that, due to the large numbers of participants involved, and that the 

majority are not regularly visiting their hospitals for routine care, reconsenting would produce 

an unnecessary burden on participants, local sites and the coordinating centre would make 

long term follow up unfeasible. 

 

The CAG were content with these justifications, which were in line with previous applications. 

 

• Use of anonymised/pseudonymised data 
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Confidential Patient Information is being shared in order to allow the linkages to be 

undertaken, which would not be possible with anonymised/pseudonymised data only. 

However, once the data has been returned the resultant datasets will be pseudonymised. 

 

The group were content with this explanation. 

 

‘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 team have maintained contact with the participants in the trial, through the provision 

of patient updates and newsletter communications. It is intended that all historic participants 

will receive a direct notification around the extended follow-up which will be undertaken via 

registries under this new application, which will continue until 2026, as detailed in the initial 

protocol. The study team will also continue to write to participants intermittently to inform them 

of any significant events or publications which have been made from the study findings, 

through newsletters. 

 

Participants are able to opt out of the study and details on how to do this will be provided in 

the letter to participants, as well as newsletters. A telephone number is provided as well as a 

weblink to a complete an online form. National registries will also apply the national data opt 

out. 

 

The CAG were content with the patient notification and opt out proposals. It was noted by 

members that the patient notification materials currently only provide a telephone number or 

weblink for opting out. The group felt that participants should also be provided with email and 

postal addresses on future communications for opting out, and added this as a condition of 

support, to be reported on at the next annual review. 

 

Patient and Public Involvement  
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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 applicants held a patient and public event in January 2020 (21 attendees with 16 

being breast cancer patients). A focus group was held where it was agreed that it is 

justified to use data without consent for long-term follow up, as well as it not being 

practicable to reconsent patients. The users agreed that a newsletter can continue to be 

provided and that the newsletter should provide the option for opting out.  

 

The CAG commended the applicants on the Patient and Public Involvement that was 

undertaken and noted that the applicants had responded to previous concerns raised by 

the CAG.  

 

Confidentiality Advisory Group advice conclusion 

 

The CAG agreed that the minimum criteria under the Regulations appeared to have been met, 

and therefore advised recommending support to the Health Research Authority, subject to 

compliance with the specific and standard conditions of support as set out below.  

 

Request for further information 

 

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. The applicants should provide email and postal addresses to request to opt out of data 
collection in future patient notifications. This can be reported back at the next annual 
review. 
 

2. Favourable opinion from a Research Ethics Committee. Confirmed December 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. The NHS Digital DSPT review for Queen Mary University of 
London and NHS Digital was confirmed as ‘Standards Met’ on the NHS Digital 
DSPT Tracker (checked 22 October 2020). 
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NHS Wales Informatics Service (NWIS) has a valid CPiP in place. 

 

The NHS Digital DSPT review for Public Health England was confirmed as 

‘Standards Not Fully Met (Plan Agreed)’ on the NHS Digital DSPT Tracker (checked 

22 October 2020). Please note the updated specific condition of support. Public 

Health England on 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. 

 

Declarations of Interest 

There were no declarations of interest. 

 

a. ii) 20/CAG/0135 - An international multi-centre study of 

anastrozole vs placebo in postmenopausal women at 

increased risk of breast cancer 
 

Context 

 

Purpose of application 

 

This application from Queen Mary University of London set out the purpose of medical 

research which aims to undertake the long-term observational follow-up of patients who were 

previously enrolled on a fully consented basis to the IBIS-II Prevention clinical trial. 

 

The IBIS studies have investigated preventative agents for breast cancer since 1992. IBIS-II 

Prevention compared tamoxifen to placebo in women with increased risk of breast cancer. 

Active treatment stopped in 2017; however, follow-up continues to determine the benefit and 

risk involved in preventative treatments. The current scope of the follow-up, which was 

described in the initial study protocols, proceeds with support under the Regulations as it was 

determined that the consent taken from women did not sufficiently describe the follow-up 

which would be carried out.  

 

This application proposes longer term, annual, follow up of participants in IBIS-II Prevention 

until 2026. Whilst historically questionnaire data from participants has been collected 

alongside national registry data, this application proposes that moving forwards only national 
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registry data will be collected as it has been increasingly more accurate than questionnaire 

data. 

 

The follow-up within this study will involve linkage of the patient cohort with QMUL held data 

with data held by NHS Digital, Public Health England and NHS Wales Informatics Service and 

will allow longer-term follow-up to be undertaken in line with the scientific objectives set-out 

within the initial clinical trial. Identifiers will be shared with each organisation who will return 

this in an identifiable format – the data will be linked with existing held data. Further follow-up 

data may also be requested from the patient’s GP where necessary – for example additional 

details about the adverse events of interest or deaths that have occurred if the data received 

from data registries is not sufficient. The purpose of the follow-up is to enable longer 

monitoring of the longer-term safety profile of the preventative treatments and gain an 

understanding of potentially related events, including other cancers, bone fractures and 

cardiovascular events 

 

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 

 

Patients who were previously enrolled on the IBIS-II 

Prevention trial (2046 women in England and Wales) 

Data sources 

 

1. Existing IBIS-II trial database held at Queen Mary of 
London University 

2. NHS Digital  
a. Hospital Episodes Statistics (HES) 
b. Admitted Patient Care, Accident & Emergency 

Care datasets for England and Wales 
c. Civil registry mortality dataset for patient deaths in 

England and Wales 
d. Cancer registry data 

3. Patient Episodes Database Wales, NHS Wales Informatics 
Service 

4. Public Health England 
a. National Cancer Registration and Analysis Service 
b. Cancer diagnosis data) 
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5. GP data - additional details about the adverse events of 
interest or deaths that have occurred if the data received 
from data registries is not sufficient 
 

Identifiers required 

for linkage purposes 

 

1. Name 
2. NHS Number  
3. Date of birth 
4. Postcode – unit level 

 

Identifiers required 

for analysis 

purposes 

 

1. Date of birth 
2. Date of death 
3. Gender 

 

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 noted the medical purpose as well as the strong public interest in the work of the 

IBIS-II (Prevention) trials and the need to continue to collect the follow up data. 

 

History 

 

The group considered the long history of this application. The study was initially supported in 

2012 as a clinical trial of an investigational medicinal product (CTIMP) to allow long term follow 

up with administrative data sets (ECC 6-02 FT8/2012). In September 2019, a submission 

(19/CAG/0126) was supported following CAG advice to continue the long term follow up as 

an observational study (rather than a CTIMP) and continue linkage with a number of datasets, 

with its sister application (IBIS-II Prevention). Following this the 2012 applications were 

expired. However, in January 2020 the CAG were informed that the MHRA rejected this 

change. As such the 19/CAG/0126 was expired and, exceptionally, the two applications from 
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2012 were reinstated through an amendment. This was on condition a revised application was 

submitted within three months. This application is this revised application. 

 

Whilst members noted this history, it was also felt that the underlying purpose of why support 

has been in place did not change significantly with this application. 

 

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 stated that, due to the large numbers of participants involved, and that the 

majority are not regularly visiting their hospitals for routine care, reconsenting would produce 

an unnecessary burden on participants, local sites and the coordinating centre would make 

long term follow up unfeasible. 

 

The CAG were content with these justifications, which were in line with previous applications.  

 

• Use of anonymised/pseudonymised data 

 

Confidential Patient Information is being shared in order to allow the linkages to be 

undertaken, which would not be possible with anonymised/pseudonymised data only. 

However, once the data has been returned the resultant datasets will be pseudonymised. 

 

The group were content with this explanation. 

 

 ‘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 
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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 team have maintained contact with the participants in the trial, through the provision 

of patient updates and newsletter communications. It is intended that all historic participants 

will receive a direct notification around the extended follow-up which will be undertaken via 

registries under this new application, which will continue until 2026, as detailed in the initial 

protocol. The study team will also continue to write to participants intermittently to inform them 

of any significant events or publications which have been made from the study findings, 

through newsletters. 

 

Participants are able to opt out of the study and details on how to do this will be provided in 

the letter to participants, as well as newsletters. A telephone number is provided as well as a 

weblink to a complete an online form. National registries will also apply the national data opt 

out. 

 

The CAG were content with the patient notification and opt out proposals. It was noted by 

members that the patient notification materials currently only provide a telephone number or 

weblink for opting out. The group felt that participants should also be provided with email and 

postal addresses on future communications for opting out, and added this as a condition of 

support, to be reported on at the next annual 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 applicants held a patient and public event in January 2020 (21 attendees with 16 

being breast cancer patients). A focus group was held where it was agreed that it is 

justified to use data without consent for long-term follow up, as well as it not being 

practicable to reconsent patients. The users agreed that a newsletter can continue to be 

provided and that the newsletter should provide the option for opting out.  

 

The CAG commended the applicants on the Patient and Public Involvement that was 
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undertaken and noted that the applicants had responded to previous concerns raised by 

the CAG.  

 

Confidentiality Advisory Group advice conclusion 

 

The CAG agreed that the minimum criteria under the Regulations appeared to have been met, 

and therefore advised recommending support to the Health Research Authority, subject to 

compliance with the specific and standard conditions of support as set out below.  

 

Specific conditions of support 

 

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. The applicants should provide email and postal addresses to request to opt out of data 
collection in future patient notifications. This can be reported back at the next annual 
review. 
 

2. Favourable opinion from a Research Ethics Committee. Confirmed December 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. The NHS Digital DSPT review for Queen Mary University of 
London and NHS Digital was confirmed as ‘Standards Met’ on the NHS Digital 
DSPT Tracker (checked 22 October 2020). 

 

NHS Wales Informatics Service (NWIS) has a valid CPiP in place. 

 

The NHS Digital DSPT review for Public Health England was confirmed as 

‘Standards Not Fully Met (Plan Agreed)’ on the NHS Digital DSPT Tracker (checked 

22 October 2020). Please note the updated specific condition of support. Public 

Health England on 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. 
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Declarations of Interest 

There were no declarations of interest. 

 

b. 20/CAG/0138 - Avon Community Acquired Pneumonia 

Study (Avon CAP): A Pan-Pandemic Acute Lower 

Respiratory Tract Disease Surveillance Study 
 

Context 

 

Purpose of application 

 

This application from the University of Bristol set out the purpose of medical research which 

aims to determine population-based incidence rates of hospitalized adults ≥18 of age with 

community-acquired lower respiratory tract infection (LRTI - including Community Acquired 

Pneumonia) in Bristol. 

 

Acute lower respiratory tract disease (LRTD) encompasses pneumonia, lower respiratory tract 

infection (LRTI), acute bronchitis, exacerbation of underlying respiratory disease including 

asthma and chronic obstructive pulmonary disease (COPD). The healthcare costs of 

pneumonia throughout Europe before the COVID-19 pandemic was in excess of €10 billion 

per annum. In the UK, pneumonia affects 0.5 to 1% of adults each year, and the incidence of 

LRTI is considerably higher in patients ≥ 65 years of age.  

 

Accurate incidence rates of acute LRTD and its disease subsets, such as pneumonia and 

LRTI, remain elusive and the impact of COVID-19 on respiratory disease burden is unclear. 

Accurate incidence rates of vaccine-preventable infection are required to assess the potential 

population-level impact of vaccination recommendations. On this basis, the applicants seek 

to conduct a study to measure the true burden of acute respiratory disease due to these 

pathogens during and after the COVID-19 pandemic within the limitations of currently 

available diagnostic testing.  

 

This is a hospital based prospective surveillance study undertaken across two hospitals in 

Bristol. It is primarily a consented study, with the study team making every effort to consent 

patients into the study. However, there will be some patients who die or who are discharged 

before consent is attempted. For these patients the applicants seek support to collect 

confidential patient information at transfer these to the University of Bristol. The clinical data 

will be sent using a pseudonym to the University of Bristol, with the identifiers in a separate 

dataset. The identifiers will be used to prevent any ‘double counting’ of patients if seen at both 
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hospitals within a short period of time. Those patients that are approached for consent and 

decline will not be included in the data sharing between Trusts under support. 

 

A recommendation for class 1, 2, 4 and 6 support was requested to cover access to the 

relevant unconsented activities as described in the application. 

 

Confidential patient information requested 

 

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

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

and relevant supporting documentation as this letter represents only a summary of the full 

detail.  

 

Cohort 

 

Patients aged 18 or over presenting at one of the participating 

NHS Trust with acute illness (i.e., present for 28 days or less) 

and evidence of acute Lower Respiratory Tract Disease from 

01 August 2020. 

 

The applicants estimate that approximately 12,000 patients 

over 3 years will require processing of confidential patient 

information under support but will as far as possible seek 

consent and the true number may be less than this. 

Data sources 

 

1. North Bristol NHS Trust 
2. University Hospitals Bristol and Weston NHS Foundation 

Trust 

Identifiers required 

for linkage purposes 

 

1. NHS number 
2. Admission date 
3. Date of birth 
4. Postcode (sector level) 

Identifiers required 

for analysis 

purposes 

 

1. Postcode (sector level) 
2. Gender 
3. Ethnicity 
4. Date of admission 

Additional 

information 

 

Date of birth will be recorded in the NHS database and will be 

used to calculate age at admission/death, etc. The patient age 

will be transferred to the University of Bristol IT domain. 
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However, the date of birth will also be transferred to act as a 

second identifier within the dataset. 

 

Date of death will not be moved beyond the NHS IT domain. It 

will be used within this IT domain to calculate survival (days), 

age at death (etc.), and these values will be transferred to the 

University of Bristol domain 

 

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 clear that the application had a medical purpose and considered that the use 

of this data to determine population-based incidence rates of hospitalized adults with 

community-acquired lower respiratory tract infection was in the public interest. 

 

Scope  

 

The group were clear that support was requested for identifiers to be transferred from the two 

Trusts to University of Bristol, in order to prevent double counting of patients who may be seen 

at both Trusts. 

 

Members also noted the letters provided from the two Trusts which stated that those collecting 

patient data are considered, by the Trust, to be part of the care team and that support under 

the Regulations is not necessary for these staff to process confidential patient information. 

Members discussed this element, and thought each Trust provided a slightly different 

definition of what is considered the care team. For example, North Bristol NHS Trust refer to 

those directly employed, whereas University Hospitals Bristol and Weston NHS Foundation 

Trust also additionally refer to staff under honorary contracts. The CAG uses definition of the 
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direct care team from the Information Governance Review (2013) by the National Data 

Guardian that states that ‘direct care is provided by health and social care staff working in 

‘care teams’, which may include doctors, nurses and a wide range of staff on regulated 

professional registers, including social workers...Care teams may also contain members of 

staff, who are not registered with a regulatory authority, but who may need access to a 

proportion of someone’s personal data to provide care safely’. The group asked for 

confirmation from each Trust involved how they comply with the definition above in order to 

confirm that support is not necessary for the actions of Trust staff. 

 

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 

 

Members noted that identifiable information is transferred to the University of Bristol for the 

purpose to prevent double counting. The identifiers are sent in a separate file to the clinical 

data to minimise disclosure.  

 

The group referred to the role of Pfizer and understood from the applicants that Pfizer will be 

provided data to undertake analyses. Members requested confirmation from the applicants 

that no identifiable patient information will be shared with Pfizer, nor will any identifiable patient 

information be sent outside the UK, for example to the USA. 

 

• Feasibility of consent 

 

The CAG understood that this study is primarily a consented study, and that every effort will 

be made to consent as many patients as possible, estimated to be approximately 80%. 

Members agreed with the justifications that consent however is not feasible in all instances, 

for example when a patient dies or discharged prior to being approached to consent. 

 

It was noted that the approximate estimation was that 20% would not be consented in the 

study. However, the CAG expects the applicants to provide figures of those that have been 

consented and those whose data has been processes without consent within six months of 

support under the regulations being provided, and at annual reviews thereafter. 
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• Use of anonymised/pseudonymised data 

 

The CAG agreed that this study could not be undertaken without the use of identifiers, 

primarily to ensure that the applicants do not ‘double-count’ patients who may be seen at both 

Trusts. 

 

‘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, as well as text to be displayed on a website. Members 

commended the applicants for the poster which was clear. However, the group felt that text 

for the website was lengthy and was blurred between both the consented and non-consented 

cohorts, plus also between a patient notification and a privacy notice. The group felt that 

applicants could take a layered approach to patient notification on the website; first providing 

simple notification text and dissent mechanism with a link the full privacy text for those who 

wish to view this. Members also felt that the website text would benefit from lay review. 

 

Patient and Public Involvement  

 

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 provided a Patient and Public Involvement report which detailed the steps 

that have been taken to include lay involvement. Members reviewed this and had no 

concerns on the outputs of this, and commended the applicants on their inclusion of lay 

involvement. 
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Confidentiality Advisory Group advice conclusion 

 

The CAG agreed that there was a public interest in this activity, were supportive in principle 

of this activity proceeding, and therefore recommended to the Health Research Authority that 

the activity be provisionally supported.  However, further information and actions would be 

required prior to confirming that the minimum criteria and established principles of support 

have been adequately addressed.    

 

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 written evidence from each participating Trust how the staff undertaking 
research procedures fall within the National Data Guardian definition of the care 
team, as described above. 
  

2. Provide confirmation that no identifiable patient information is shared with Pfizer. 
 

3. Provide confirmation that no identifiable patient information is shared outside the UK, 
for example with the USA 
 

4. Update the website text so to clearly separate the patient notification and privacy 
notice elements, as well as those whose data is processed under consent and those 
without consent. Consideration should be given to a layered approach to presenting 
this information, as well as to the text being reviewed by a lay group. 
 

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.  
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1. Provide, at six months after support is provided and annual reviews thereafter, a report on 
the proportion of participants that are consented and the proportion that are non-
consented. 
 

2. Favourable opinion from a Research Ethics Committee. 05 June 2020 (with the non-
consented arm given favourable ethical opinion through an amendment on 08 
October 2020). 

 

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. The NHS Digital 2018/19 DSPT review for University of Bristol 
(Bristol Medical School) and North Bristol NHS Trust was confirmed as ‘Standards 
Met’ on the NHS DSPT Tracker (checked 21 October 2020). 
 

The NHS Digital 2018/19 DSPT review for University Hospitals Bristol and Weston 

NHS Foundation Trust was confirmed as ‘Qualified Assurance – Trust has not 

achieved 95% staff undertaking security awareness training’ on the NHS Digital 

DSPT Tracker (checked 21 October 2020). Please note the specific condition of 

support. All staff at organisation that are involved in processing information under 

this application reference should have successfully completed local security 

awareness training before processing any information under support. 

 

Declarations of Interest 

There were no declarations of interest. 

 

c. 20/CAG/0113 - Heart Protection Study Long-term Follow-

up: A randomised study of the effects on mortality and 

morbidity of HMG CoA reductase inhibitors and of 

antioxidant vitamins in a wide range of people at high risk 

of coronary heart disease 
 

Context 

 

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

seeks to assess the very long-term effects of around 5 years statin treatment and the very 

long-term effects of around 5 years use of antioxidant vitamin supplements. 

The Heart Protection Study (HPS) was a large randomised controlled trial, which ran between 

1994 and 1997. 20,536 individuals at increased risk of coronary heart disease were 

randomised to receive 40mg simvastatin daily versus a matching placebo, and to an anti-

oxidant vitamin supplementation with vitamins E, C and beta-carotene versus placebo. 

Participants took trial medications for an average 5 years scheduled treatment period and the 

main trial closed in 2001. The aim was to study the overall effects on survival by preventing 

heart attacks, strokes and other major vascular events. The results of this trial showed that 

allocation to cholesterol-lowering therapy with simvastatin was associated with a 20% 

reduction in the risk of heart attack and stroke, and a reduction in all-cause mortality. Statins 

are now commonly prescribed to patients.  

 

Annual questionnaires were sent to participants between 2001-2007. This follow-up was 

supplemented with cause-specific mortality data from HES and ONS, and incident cancers via 

the national cancer registries. Post-trial follow-up showed that the reductions seen in heart 

attacks, strokes and vascular death associated with allocation to simvastatin were maintained 

during this 5-year period. This suggests that longer statin use would result in greater absolute 

benefits and supports the early initiation and long-term continuation of lipid-lowering therapy 

in those at increased vascular risk. Concerns about the long-term safety of use of lipid-

lowering therapy persist amongst the public. The applicants are now seeking to conduct a 

long-term follow-up of surviving patients from HPS via central registries and routine health 

records in order to gather evidence of the long-term safety of lipid-lowering therapy.  

 

Data from participants in HPS will be linked to their electronic health records and other 

routinely collected health data from NHS Digital and NHS Wales Informatics Service. This will 

include HES data, mental health data, cancer and mortality data. Data requested will also 

include fact and cause of death. Other data requested may include deceased participants due 

to data lag with some datasets e.g. cancers. Data previously collected from deceased 

participants will be retained. NHS Digital and NHS Wales Informatics Service will return the 

data in a pseudonymised format, using trial ID number, and all datasets will be linked within 

Nuffield Department of Population Health (NDPH), University of Oxford. 

 

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 
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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 

 

20,536 patients enrolled in the HPS main trial. The last NHS 

Digital linkage in 2016 linked 18,715 records. 

Data sources 

 

1. HPS records held by the University of Oxford 
2. HES, Admitted Patient Care (APC), Emergency Care 

Dataset (ECDS), Critical Care (CC), Outpatients (OP), 
cancer registrations, mental health and death statistics, 
held by NHS Digital 

3. Patient Episode Database for Wales (PEDW) held by NHS 
Wales Informatics Service (NWIS) 
 

Identifiers required 

for linkage purposes 

 

1. Name 
2. NHS Number 
3. Date of birth 
4. Date of death 
5. Postcode – district level 
6. Gender 
7. Cancer Type 
8. Cancer Behaviour 
9. ICD code 
10. Place of death 
11. Place of birth 
12. Occupation 
13. Event data 

 

Identifiers required 

for analysis 

purposes 

 

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 
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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 CAG noted that this was a long running and influential study and members agreed that 

this application has a medical purpose and a high public interest. 

 

Scope  

 

The group noted that support is requested to provide a legal basis for holding existing 

confidential patient information prospectively, as well as to also link this information with data 

held at NHS Digital and NHS Wales Informatics Service (NWIS).  

 

Whilst no concerns were raised with these proposals, the group noted that the applicants 

propose to collect cancer registry data from NHS Digital. The understanding of the CAG was 

that cancer registry data is held by Public Health England, not NHS Digital. The applicants are 

requested to clarify from which source cancer registry data is being requested from. 

 

Focus of Protocol 

 

This application relates to requesting long term follow-up data from NHS Digital and NWIS. 

However, members noted that the applicants provided a protocol from 1994 which relates to 

the initial trial, as well as a protocol addendum which relates to long-term analysis of blood 

samples.  Following initial queries, a draft protocol addendum was provided to include details 

of the data linkages. 

 

The CAG noted the change in emphasis from the original protocol which appeared to be 

focussed on the analysis of blood samples. The CAG requested further information on the 

planned uses of the long term follow up data collected from NHS Digital and NWIS in the near 

future. 

 

Further information was requested on the future direction of this work, and whether there are 

any plans to create a research database; the combination of genetic, cardiovascular and 

dementia data may be of substantial value. If a research database is proposed the group 

noted that a future application should be submitted to the CAG to set up this research 

database. 
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Exit Strategy and Future Research 

 

Members were unclear on the applicants proposed exit strategy from processing confidential 

patient information without consent (and thus support under these regulations), and well as 

any intentions of the group to use this data for future research. 

 

As such, the group requested clarification on the planned uses of the data for research and 

the exit strategy for processing confidential patient information without consent. Members also 

requested an expected date for when the study will end. 

 

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 CAG understands that the use of identifiable information is minimised and analysis will 

be performed on pseudonymised datasets, and raised no concerns, 

 

• Feasibility of consent 

 

Members agreed that this was a cohort of patients originally consented in 1990’s, and that 

consent was no longer valid for this proposal. The group noted that the applicants consider 

that consent is no longer feasible due to the time passed, that some patients may have died 

and the potential for introducing bias. Whilst the group felt that the applicants justification could 

have been stronger they agreed it was impracticable to seek consent 

 

• Use of anonymised/pseudonymised data 

 

The group noted that this linkage with NHS Digital and NWIS would not be able to be 

undertaken with only anonymised/pseudonymised data, but the returned data will be 

subsequently pseudonymised for analysis. 
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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 CAG received a privacy notice and a lay summary that the applicants will display on the 

study website. Members felt that the lay summary was not very user friendly and could be 

more succinct. The applicants are requested to review and update the lay summary to ensure 

it is more understandable as well as include any information about uses in future research. 

Members also noticed that the application is collecting mental health data (around dementia) 

from NHS Digital, but that this is not detailed on the lay summary. The group asks it is made 

clear that this data is being collected on the lay summary. 

 

It was also noted that the lay summary provides phone, email and postal address options for 

participants to contact, whereas the privacy notice only contains an email address option. 

Whilst other methods for contacting the study team are detailed elsewhere in the privacy 

notice, the group requested all options for contact are clearly detailed in the section for 

participants to opt out. 

 

It is understood that the applicants are planning on displaying these notices on the study 

website. The members felt that there is the potential to be able to distribute the lay summary 

more widely to have an increased chance of participants reading this. For example, exploration 

whether notices can be displayed on charity websites, such as the British Heart Foundation. 

 

In addition, and whilst somewhat outside the scope of this application and support, the group 

noted that there is no apparent patient notification regarding the further use of blood samples. 

The group advised that the applicants consider being more explicit regarding this element. 

 

Patient and Public Involvement  
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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.  

 

Usually the CAG is provided with Patient and Public Involvement that has been undertaken 

for the specific study but that, in this application, the group provided Patient and Public 

Involvement outputs that other similar studies have undertaken. Members considered the 

appropriateness of this and agreed it was appropriate for this specific linkage. However, if the 

data is to be used for future research the group requests that further, specific, Patient and 

Public Involvement is 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.    

 

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. Clarify whether cancer registry data is being requested from NHS Digital or Public 
Health England. 
  

2. Provide further information on the planned used of the data in the near future, and 
whether there is any consideration to set up a research database in the future. 

 

3. Provide clarity on the exit strategy for using confidential patient information without 
consent, as well as an expected end date. 

 

4. Update the privacy notice to make clear, in the opt out section, all methods that 
participants may contact the study team. 
 

5. Update the lay summary notification to: 
a. Review and make it more user friendly and succinct 
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b. Be clear that the study will collect information on mental health (specifically 
dementia) 
 

6. Explore the possibility of displaying the lay summary on other websites (for example 
the British Heart Foundation) and feedback to the CAG where else the notification 
can be displayed (or justification why it cannot) 
 

7. Prior to using the data for future research undertake project specific patient and 
public involvement for the future research. 
 

8. It is advised that the applicants consider adding further notification on the use of 
blood samples to their study website 

 

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. A separate application for support should be submitted if the applicants will use this data 
to set up a research database. 

 

2. Favourable opinion from a Research Ethics Committee. Confirmed 19 July 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. The NHS Digital 19/20 DSPT review for NHS Digital and University 
of Oxford - Medical Sciences Division - Nuffield Department of Population Health 
was confirmed as ‘Standards Met’ on the NHS DSPT Tracker (checked 22 October 
2020). 

 

The CPiP for NHS Wales Informatics Service was received and is satisfactory. 
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Declarations of Interest 

There were no declarations of interest. 

 

d. 20/CAG/0141 - Conversation analytic (CA) study of 

prognostic decision-making within palliative multi-

disciplinary team (MDT) meetings 
 

Context 

 

Purpose of application 

 

This application from University College London, Division of Psychiatry, Marie Curie Palliative 

Care Research Department sets out the purpose of medical research that aims to explore 

how health care professionals with different backgrounds make decisions regarding prognosis 

for terminally ill patients during MDT meetings in a hospice. The analyses will use 

Conversation analytic (CA) methodology to give an insight in to how MDT prognostic decisions 

are initiated, structured, potentially challenged and negotiated, and finally closed. This 

application is a qualitative study of recorded interactions between healthcare professionals in 

MDT meetings in the Marie Curie Hospice, Hampstead, as part of a PhD project.  

 

Studies show that there is value for patients and families in accurate prognostic information. 

Clinicians’ predictions about length of survival are inaccurate and over-optimistic, and no clear 

guidance exists on how clinicians can be taught to perform this task better. Nonetheless, 

clinical predictions of survival remain the most common method of arriving at a prognostic 

estimate. This inaccuracy and inconsistency is maintained when the timeframe of the 

prognosis is reduced to days. One potential method to improve prognostication has been to 

look at decisions made by an MDT, however the manner in which different estimates are 

combined to arrive at an MDT estimate is not well understood. 

 

Applicants plan to collect video recordings of 20-30 hospice-based MDT meetings. The 

collaborating hospice has two wards that each holds a weekly MDT meeting, during which 

staff members with different professional backgrounds discuss palliative patients' care 

planning. Before MDT meetings, a researcher will set up equipment (cameras, microphones) 

in the meeting room, and immediately before the meeting begins, the equipment will be turned 

on. The researcher will stay outside the meeting room, to avoid interfering in the processes of 

the meeting. All staff and visitors taking part in the MDT will have been approached by the 

researcher with an information sheet and asked to provide signed informed consent. If the 

staff member declines consent, their data will be excluded from analysis. A note on the door 

will also inform staff and visitors that the meeting is being recorded. 
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Data will be collected using encrypted recorders. Recordings will be uploaded electronically 

to a UCL encrypted laptop at the hospice site as soon as possible after the meeting, and then 

then deleted from the recorders.  If the recordings are not immediately uploaded, they will be 

safely stored in a locked cabinet with restricted access at the hospice for a maximum of 72 

hours. The laptop will be physically transferred back to UCL, where all patient identifiable 

information will be deleted or anonymised from the video recordings before transferring to the 

UCL s:drive for storage, and deletion from the laptop.  

 

The researcher will make detailed transcriptions of the recordings, and information that might 

lead to identification of the patients being discussed or of the participants in the meetings will 

be anonymized and pseudonymised. This will be done by (1) using pseudonyms instead of 

participants’ and patients’ names, location etc. in transcripts etc. and by (2) beeping 

out”/audibly masking the identifiable information in the video recording. A list of pseudonyms 

will not be maintained so patients will not be able to be re-identified. No patient-identifiers will 

be retained because this information is not required for the study purposes. The method of 

CA closely investigates the sequential organisation and the interactional functions of naturally 

occurring talk as well as non-verbal behaviour. Therefore the applicants plan to use the 

transcription system CLAN (Computerized Language Analysis), to enable them to link the 

transcripts to media.  

 

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 

 

For CAG purposes support is only given regarding patients at 

the Hospice, not for staff members or official visitors. 

 

The cohort is: patients treated Marie Curie Hospice, 

Hampstead who are being discussed during MDT meetings, 

whose information may be incidentally disclosed. 
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Data sources 

 

1. Video recordings of MDT meetings at Marie Curie Hospice, 
Hampstead 

Identifiers required 

for linkage purposes 

 

1. No items of confidential patient information will be collected 
for linkage purposes 

Identifiers required 

for analysis 

purposes 

 

1. No items of confidential patient information will be collected 
for analysis purposes 

Additional 

information 

 

Video recordings will be anonymised by  

• Using pseudonyms instead of participants’ and 
patients’ names, location etc. in written transcripts. 
Applicant has confirmed that a list of patient names 
and their identifiers will not be kept. 

• Audibly masking the identifiable information in the 
video recording by ‘beeping out’ 

 

 

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 CAG was reassured that there was sufficient public 

interest in the research, and were very supportive of the study, feeling that it would make a 

valuable contribution to palliative care.  

 

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. 
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• Feasibility of consent 

 

Staff participants will be consented. Individual patients will not be the direct subjects of the 

MDT observations, however patients will be discussed during the MDTs. The applicant has 

provided justifications for not seeking consent, as the patients concerned are all terminally ill, 

and the researchers wish to ensure terminally ill patients are not burdened with an 

unnecessary consent process, considering that all patient related information will be 

anonymised and the analysis is not concerned with this.  It is additionally not possible to 

consent for the incidental disclosure of confidential patient information as it is not possible to 

accurately predict what the exposure might be. The Group were content with this justification.  

 

• Use of anonymised/pseudonymised data 

 

Confidential patient information is not required for the purpose of the study, but researchers 

may be exposed to confidential patient information incidentally while observing MDTs. The 

MDTs will be video and audio recorded, however all confidential patient information will be 

pseudonymised or anonymised and patients will not be able to be re-identified. The CAG were 

content with this. 

 

• Minimising disclosure of identifiable information 

 

The Committee considered that the most disclosive part of an MDT meeting is usually at the 

start of the discussion for each individual patient when the full name is stated. They felt that 

the chance of disclosure would be minimised if the recording could be turned off during this 

initial introduction for each patient, and have asked for feedback on this point.  

 

Cohort 

 

Whilst the CAG understood that video recordings would be taken of 20-30 MDT meetings, the 

CAG were unclear on how many patients would be involved in this research. They requested 

to know the approximate number of patients that would be expected to be discussed at each 

MDT meeting. 

 

‘Patient Notification’ and mechanism for managing dissent 
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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.  

 

A poster for Marie Curie hospice patients has been provided, with contact details of the 

researcher as a mechanism for those who would like to dissent. It is not possible to apply the 

national data opt out for incidental disclosure.  

 

The CAG felt the notification and dissent mechanism was broadly appropriate, however 

commented that it would need to be distributed very widely throughout the hospice and 

multiple places to ensure all were able to view the poster. It was also felt that due to the video 

recording element of the study, it should be made clear on the study poster that ‘this recording 

is for research purposes only, and not for media use’. It was also commented that in the 

hospice setting it may be more likely that relatives and other visitors may see the poster rather 

than the patients. Members felt there may be instances where a patient lacks capacity, and 

felt the poster should also therefore be directed towards relatives having an option to opt out 

on behalf of a patient, if appropriate.  

 

The Members commented that despite the opt out mechanism being provided, they were not 

sure of the practicalities of how this would work. They considered that in these cases the 

recording could be turned off, and suggested that opted out patients could be discussed first, 

and then the video recording could be started after these discussions.   

 

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.  

 

Initial PPI was undertaken with only members of staff, as these are the target participants in 

this study. However in a response to queries the applicant has performed limited PPI with 

relatives, from Marie Curie Research Expert Voices Group (REVG). The applicant provided 

an overview of the research and justifications for not consenting patients. Representatives 

were asked if they thought it was acceptable in this instance not to seek patient consent, and 
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their responses were supportive and they understood the reasons consent would not be 

sought.  

 

The CAG felt strongly that further PPI should be performed with palliative patients as well, to 

ensure that the use of their confidential patient information in this way would be acceptable to 

them, if they were a patient in the hospice. The CAG wish to make it clear that these patients 

could be patients visiting the hospice for a day appointment, and they do not expect very sick 

patients to be asked to participate in PPI. However it should be possible to ask a number of 

patients their views about how they would feel if they were in the same situation.  

 

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. Please confirm if it is possible for the recording to be turned off at the start of each 
patient discussion so that full name is not recorded? If this is not possible, please 
provide a full justification. 

  

2. Please provide an estimate of number of patients discussed in each MDT meeting. 
 

3. Please make it clear on the poster that ‘this recording is for research purposes only, 
and not for media use’, and provide an updated poster to the CAG. 

 

4. Please ensure that it is made clear on the poster that a relative could also opt out on 
behalf of a patient if they lacked capacity, and provide an updated poster to the CAG. 
 

5. Please describe the practical steps that would be taken if a patient opted out. 
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6. Please undertake further PPI, to ensure the views of patients are provided regarding 
whether the use of their confidential patient information without their consent would be 
acceptable to them, should they be a patient in the hospice.  

 

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 – due 16 November 2020 

 

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 

 

The 2019/20 NHS Digital DSPT review for UCL School of Life and Medical Sciences 

(EE133902-SLMS) was confirmed as ‘Standards Met’ on the NHS Digital DSPT Tracker 

(checked 06 November 2020). 

The 2019/20 NHS Digital DSPT review for Marie Curie London (8GK24) is pending 

review. 

 

Declarations of Interest 

There were no declarations of interest. 

 

 

4. Any other business  
 
No other business was raised.  
 



35 

 

The Chair thanked Members for their attendance and the meeting was closed.  
 

 

 

Signed – Chair  Date 

   

   

 

 

  

Signed – Confidentiality Advice Team  Date 

 

 

  

 

 


