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Minutes of the meeting of the Sub Committee 

of the Confidentiality Advisory Group 
 

29 January 2021 

 

 

Present: 

 

Name    Capacity  Items 

Ms Clare Sanderson CAG Alternative Vice Chair 1a, 1b, 2a 

Dr Simon Kolstoe CAG Member 1a, 1b 

Dr Harvey Marcovitch CAG Member 2a 

Mr Andrew Melville CAG Member 1a, 1b 

Ms Diana Robbins CAG Member 2a 

 

 

Also in attendance: 
 

Name   Position (or reason for attending)   

Ms Kathleen Cassidy HRA Confidentiality Advisor 

Ms Caroline Watchurst HRA Confidentiality Advisor 
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1. New Precedent Set Review Applications – Research 
 

a. 21/CAG/0017 - Outcomes of Patients who survived 

Treatment on an Intensive Care unit for COVID-19 in 

England and Wales: a retrospective cohort study 

(OPTIC-19) 
 

Context 

 

Purpose of application 

 

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

to characterise mortality and other adverse outcomes for patients treated on an Intensive Care 

Unit (ICU) with COVID-19 in England and Wales, one year after discharge from hospital. The 

study will use retrospective existing national audit data from The Intensive Care National Audit 

and Research Centre (ICNARC) linked to other healthcare datasets. 

 

Across England and Wales, over 10,000 patients have been treated for severe COVID-19 on 

an intensive care unit. Around 60% survived to leave hospital. Research shows that patients 

who survive ICU treatment are at greater risk of death, and report lower health-related quality 

of life. Evidence also suggests that patients admitted with COVID-19 receive higher intensity 

organ support and suffer more complications than observed in other viral respiratory infections. 

The long-term consequences of severe COVID-19 on the health of survivors are unknown. 

Understanding the risks faced by patients treated in an ICU has the potential to help healthcare 

professionals mitigate those risks. 

 

Participants will be identified from the existing Case Mix Programme (CMP) dataset held by 

ICNARC, by staff at ICNARC (the CMP data controller). The primary cohort will include patients 

admitted to ICU with confirmed COVID-19 between 1st January 2020 and 1st July 2020, who 

were discharged alive from hospital. ICNARC staff will then identify comparator groups of 

emergency ICU admissions between 1st January 2016 to 1st July 2020 as listed in the 

application, from the CMP dataset. Eligible participants identified from the ICNARC CMP audit 

will be assigned a pseudonymous Study ID. The Study ID will be sent alongside Date of Birth, 

NHS number, Postcode, and gender to; 

 

• NHS Digital,  

• NWIS,  
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• Barts health NHS Trust (on behalf of the National Institute for Cardiovascular Outcomes 
Research (NICOR),  

• Kings College London (on behalf of the Sentinel Stroke National Audit Programme 
(SSNAP),  

• The Renal Association (on behalf of the UKRR) 
 

Linkage will be performed by these trusted third parties to clinical datasets as listed below, to 

obtain information on subsequent hospitalisations, and longer-term mortality, cardiovascular 

and renal outcomes.  The linkages will be requested twice; in March 2021 and October 2021, 

to allow 6 month and 1 year follow up of the entire cohort, however identifiers are sent by 

ICNARC once only, and the third parties hold the pseudonymous study ID linked to confidential 

patient information for the 6 months in-between. Third parties performing the linkage will then 

remove identifiers from the datasets, including modifying postcode to deprivation score or 

LSOA, and transfer pseudonymised linked datasets to the University of Oxford. The University 

of oxford will receive the pseudonymous Study ID, and the datasets from NICOR, SSNAP and 

UKRR can be considered anonymous as the co-ordinating centre will not be able to re-identify 

any participant. The datasets received from NHS Digital and NWIS will contain full date of death, 

and as such this data flow will require support. The applicants will modify this date to ‘time from 

hospital discharge to death’ and delete the date of death prior to analysis. 

 

The study will also link data from the UK Obstetric Surveillance System (UKOSS) to identify 

patients who were pregnant at the time of ICU admission using probabilistic matching. All data 

will be combined into a final study dataset containing no confidential patient information, by 

researchers at the University of Oxford for analysis. Analysis of the study dataset will be 

conducted by researchers at the University of Oxford and ICNARC. Pseudonymised data will 

also be securely transferred to ICNARC and accessed via secure servers managed by 

ICNARC. The ledger linking pseudonymous Study ID to direct identifiers will only be accessed 

by ICNARC for GDPR privacy enquiries and in the event of data quality concerns, and will be 

kept until the end of the study – 1st November 2021. 

 

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 

 

319,600 Patients over 16 admitted to an intensive care unit in 

England or Wales and discharged alive from hospital.  

 

Admitted between 1st January 2016 to 1st July 2020 

 

Data sources 

 

1. The Case Mix Programme (CMP), (The Intensive Care 
National Audit and Research Centre (ICNARC)) 

2. NHS Digital;  
a) Hospital Episode Statistics (HES),  
b) ONS Civil Registration data,  
c) GPES Data for Pandemic Planning and Research 

COVID-19 (GPES) 
3. Patient Episode Database for Wales (PEDW), (NHS Wales 

Informatics Service (NWIS) 
4. National Institute for Cardiovascular Outcomes Research 

(NICOR), (Barts Health NHS Trust,  HQIP) 
5. Sentinel Stroke National Audit Programme (SSNAP), 

(Kings College London, HQIP) 
6. UK Renal Registry (UKRR), (The Renal Association) 
7. UK Obstetric Surveillance System (UKOSS) (University of 

Oxford) 

 

All datasets have a legal basis to process confidential patient 

information. 

Identifiers required 

for linkage purposes 

 

1. Date of Birth,  
2. NHS number 
3. Postcode 
4. Gender 
5. Pseudonymous Study ID 
 

Identifiers required 

for analysis 

purposes 

 

1. Postcode (modified to deprivation score or LSOA by third 
parties) 

2. Date of death (modified to time from hospital discharge to 
death by applicants) 

3. Pseudonymous ‘study ID’ 
 

(This can be considered anonymous) 

Additional 

information 

 

Follow up period: 1 year after discharge from an intensive care 
unit. 2 linkages will be performed, one at 180 days (March 
2021) and one at 365 days (October 2021). 
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Confidentiality Advisory Group advice 

 

This letter summarises the outstanding elements set out in the provisional support letter, and 

the applicant response. The applicant response was considered by the Confidentiality Advice 

Team.  

 

1. Please provide a favourable opinion from a Research Ethics Committee, when 

available. 

The applicant provided a favourable opinion from the REC on 22 February 2021. 

 

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 

 

1. Applicants should conduct a small survey with patients from an appropriate patient forum. 
Applicants should outline their approach, explore the use of confidential patient information 
without consent in this specific context, and provide a report back to the CAG within three 
months from the date of this letter. 
 

2. Favourable opinion from a Research Ethics Committee Confirmed 22 February 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: As there are more than 5 organisations processing 
confidential patient data these will not be individually checked by the CAT team, and 
it is the responsibility of the applicant to ensure the DSPTs for the following 
organisations have been assessed as ‘standards met’ by NHS Digital; 

 

• University of Oxford  

• ICNARC 8HN44  

• NHS Digital  

• NICOR (Barts Health NHS Trust)  

• SSNAP King's College London - Sentinel Stroke National Audit Programme  
EE133874-SSNAP  
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• UKRR (The Renal association) 8HQ50  
 

• A CPiP assessment is in place for NWIS. 
 

 

b. 21/CAG/0022 - The use of telephone based digital triage 

in urgent care provision and the associated patient 

service use and health outcomes: A routine data 

analysis study before and during the Covid-19 pandemic 
 

Context 

 

Purpose of application 

 

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

seeks to determine how telephone based digital triage in the provision of urgent care affects 

patient use of care services and health outcomes. 

 

Digital triage offers the potential to improve the consistency of care, patient safety and efficient 

use of the health system. Whilst telephone based digital triage is widely used in urgent care, 

evidence of its impact on patient health outcomes and health care service use is very limited 

and mixed. The main knowledge gaps relate to the accuracy, patient compliance, service use 

and health outcomes following telephone based digital triage. This project will analyse large 

datasets, together with appropriate sample size calculations, to generate new information and 

knowledge in terms of these outcomes, to address this gap. 

 

The project will use two datasets; triage data, provided by telephone triage services, and patient 

outcome data, provided by NHS Digital, which will include HES Admitted Patient Care (HES 

APC) and the Emergency Care Data Set (ECDS). Advanced Health and Care Ltd will provide 

the Data Access Request Service (DARS) at NHS Digital with patients’ NHS number and date 

of birth, as well as the patients’ study ID, to facilitate linkage to the HES APC and ECDS 

datasets. NHS Digital will undertake the linkage and de-identify the data, before sending the 

dataset to the research team at the University of Warwick for analysis. The data linkage will be 

undertaken on a one-off basis.  

 

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

unconsented activities as described in the application. 
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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 

 

100,000 patients who attended A&E following telephone triage 

between 01 April 2019 and 30 September 2020. 

 

Data sources 

 

1. HES Admitted Patient Care (HES APC) and the 
Emergency Care Data Set (ECDS), provided by NHS 
Digital 

2. Triage data provided by Advanced Health and Care Ltd 

Identifiers required 

for linkage purposes 

 

1. NHS Number 
2. Date of birth 

Identifiers required 

for analysis 

purposes 

 

1. Gender 
2. Ethnicity 

 

 

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 agreed that the project had a medical purpose and 

was within the public interest.  
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Practicable alternatives 

 

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

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

taking into account the cost and technology available. 

 

• Feasibility of consent 

 

The applicants advised that they estimate that over 100,000 patients will be included. The data 

collection was also retrospective and the applicants would not be provided with patient contact 

details. The CAG agreed that consent was not feasible.  

 

• Use of anonymised/pseudonymised data 

 

Confidential patient information is required for NHS Digital to undertake the linkage of the 

dataset from Advanced Computer Software Group Ltd to the HES APC and ECDS datasets 

held by NHS Digital. This cannot be undertaken in any other way.  

 

‘Patient Notification’ and mechanism for managing dissent 

 

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

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

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

to be taken to inform the relevant population of the activity and to provide a right to objection 

and mechanism to respect that objection, where appropriate. This is known as ‘patient 

notification’. This is separate to the local obligation to comply with the principles of the General 

Data Protection Regulation and Data Protection Act 2018.  

 

The applicants advised that a publicly available webpage will be set up on the University of 

Warwick website. The study will also be promoted on social media. Participating urgent care 

providers will also be asked to include information about the study on their websites. Patients 

are asked to contact the researcher if they would like to take part or want to find out more about 

how data is being used in this project, but no explicit statement that patients can dissent 

appeared to have been included. The website text was provided. This included postal, 

telephone and email contacts for the applicant.  
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The applicants’ invitation for contact with any queries needed to be extended to a specific opt-

out. The CAG agreed that a specific opt-out mechanism needed to be created for this research 

and details on how patients can opt-out included on the information sheets, website information 

and on social media.  

 

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.  

 

Local public and patient groups were contacted during the design phase of the study. A 

research plan document written in plain English was developed and sent to members of the 

public who expressed interest in taking part in focus groups/ 1 to 1 interview discussions. 

Participants were invited to a focus group or one-to-one telephone discuss, where they were 

given a short presentation by the PhD student, before being asked for feedback. The research 

plan explained the use of patient data as proposed and this issue was discussed. Participants 

were also asked to provide written feedback.  

 

To date, five individual 1-1 telephone or teleconference discussions have been conducted. All 

participants felt that the research was essential and indicated their support of it. All participants 

understood that taking consent from the “historical” service users was not practical. No 

participants expressed concern on the use of data in this project without consent. Three of five 

participants had no concerns on how data was being used in the project; two out of five had 

minor concerns relating to risk of error in the data linkage but felt that the benefits outweighed 

the risks. 

 

The project had also been discussed with Healthwatch Warwickshire. Notes made by the 

applicant during interviews and the research plan were 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 and actions would be required 

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

adequately addressed.    
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In order to complete the processing of this application, please respond back to all of the request 

for further information, and actions required to meet the specific conditions of support where 

indicated, within one month.  

 

Request for further information 

 

1. A specific opt-out mechanism needs to be created and details on how patients can opt-
out included on the information sheets, website information and on social media. The 
revised patient notification need to be provided to the CAG for review.  

 

Once received, the information will be reviewed by a sub-committee of members in the first 

instance and a recommendation and decision issued as soon as possible. At this stage it may 

be necessary to request further information or refer to the next available CAG meeting. If the 

response is satisfactory and the outstanding actions listed in the specific conditions of support 

are met, a final support outcome will be issued.  

 

Specific conditions of support (Provisional) 

 

The following sets out the provisional specific conditions of support. These may change in the 

final outcome letter depending on the responses to queries.  

 

1. Favourable opinion from a Research Ethics Committee. Pending 
 

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

 

Confirmed: 

The NHS Digital 2019/20 DSPT review for NHS Digital was confirmed as ‘Standards Met’ 

on the NHS Digital DSPT Tracker 09 February 2021 

 

Pending: 

The NHS Digital 2019/20 DSPT review for Advanced Computer Software Group Ltd is not 

yet confirmed.  
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2. New Precedent Set Review Applications – Non-Research 
 

a. 21/CAG/0018 – Endoscopy harms review:  Cause of 

death for patients who died out of hospital 
 

Context 

 

Purpose of application 

 

This non-research application from Kings College Hospital NHS Foundation Trust sets out the 

medical purpose of identifying the cause of death for patients who died whist waiting for an 

endoscopy investigative procedure at Princess Royal University Hospital, by linking to mortality 

data held by NHS Digital. The data will contribute to a detailed review of actual or potential 

harm to patients as a result of long waiting times for endoscopy investigative procedures. 

 

For a period of time, patients experienced long waiting times for endoscopy, and King’s College 

Hospital NHS Foundation Trust (KCH) is reviewing any harms which resulted from the long 

wait, and the extent of any harms. It is necessary to use confidential patient information in order 

to link to mortality outcomes held centrally by NHS Digital, to ensure that KCH have an accurate 

dataset regarding date and cause of death. Action will be taken based on the outcome of this 

review, to ensure that the service is improved to prevent and/or reduce potential harm to future 

patients. 

 

KCH has a sample of patients who have experienced a long wait for an endoscopy investigation 

at Princess Royal University Hospital, and who have died. The NHS numbers of these patients 

will be shared with NHS Digital for the purposes of linkage with Civil Registrations – deaths 

dataset. NHS Digital will apply the National Data Opt Out, and return the cause of death and 

date of death alongside NHS number to KCH. Once received by KCH and linked to the in-

hospital data using NHS number, the NHS number will be destroyed, and full date of death will 

be retained in the dataset for analysis. Date of death, along with the entire dataset, will be 

deleted after analysis, which the applicants aim to complete by 30 April 2021, however the 

pandemic may delay this until 22 December 2021 at the latest. 

 

A recommendation for class 4, 5 and 6 support was requested to cover access to the relevant 

unconsented activities as described in the application. 
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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 

 

437 Patients who have experienced a long wait for an 

endoscopy investigation at KCH’s Princess Royal University 

Hospital site, between 1 April 2017 to 31 January 2020, and 

who have died. 

Data sources 

 

1. Princess Royal University Hospital patient records (part of 
KCH NHS Trust) 

2. NHS Digital (Civil registrations – deaths) 

Identifiers required 

for linkage purposes 

 

1. NHS number only 

Identifiers required 

for analysis 

purposes 

1. Full date of death  

 

 

 

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 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 were content that there is a clear medical purpose, and the application is 

in the public interest. 
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Scope of support required 

 

It was noted by the CAG that applicants plan to use only NHS number for linkage with NHS 

Digital data. Other identifiers such as date of birth and postcode are usually required. If these 

are required, the scope of the support would need to be extended. As such, the Sub-Committee 

wish to confirm with the applicant if only NHS number is required for linkage. 

 

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 have commented that it would be logistically impossible to retrospectively 

identify and confirm Executor permission historically as this information is not identified in KCH 

medical records. More broadly it is not possible to obtain patient consent because the cohort is 

patients who have died. If any harms are identified to have been caused by the long endoscopy 

wait, including death, a Serious Incident will be raised and the Trust’s Duty of Candour Policy 

will be applied, meaning that families will be informed.  A flow chart which summarises this 

process has been provided. 

 

The members accepted this justification for not taking consent.  

 

• Use of anonymised/pseudonymised data 

 

Identifiers are required for linkage from the KCH dataset to NHS Digital mortality outcomes, and 

full date of death is required for analysis. The applicants are using the minimum data set 

necessary for linkage. The CAG were content there were no practicable alternatives. 

 

‘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 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.  

 

Applicants do not have any patient information leaflets or information to the public associated 

with this study, which is looking at the records of deceased patients to identify any major harms. 

It was commented by the applicant on querying that when the patients were active outpatients 

and being seen by the Trust, relevant Privacy Notices were provided including the use of data 

for research purposes. However, the privacy notices have not been provided to CAG.    

 

There is no specific opt out mechanism as all patients have passed away, and applicants 

reason it is therefore not feasible to provide a dissent mechanism. However, the National Data 

Opt Out would be applied by NHS Digital. 

 

The CAG members were content with the justification for not providing a study specific opt out, 

but would like to see the wording of the relevant privacy notices mentioned.  

 

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.  

 

No Patient and Public Involvement has been undertaken by the applicants because the patients 

in the cohort requested are all deceased.  

 

The CAG were not content with this explanation, and require the applicants to undertake a short 

questionnaire with a few patients to explore the use of confidential patient information in this 

way. These could be endoscopy patients, or another group and could be undertaken by email 

if required. Evidence of outcomes are required to be submitted to the members for review.  
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Exit strategy 

 

Date of death, along with the entire dataset, will be deleted after analysis, which the applicants 

aim to complete by 30 April 2021, however the pandemic may delay this until 22 December 

2021 at the latest. The CAG were content with this 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 Secretary of State for Health and 

Social Care 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 confirmation that NHS Digital have reviewed the 19/20 DSPT for Kings 
College Hospital NHS Foundation Trust, when available. 
  

2. Please provide the privacy notices mentioned that the cohort viewed when they were 
in-patients, within two months from the date of this letter. 

 

3. Please confirm if only NHS number is required for linkage, within two months from the 
date of this letter. 
 

4. Please undertake some Patient and Public Involvement in the form of a short 
questionnaire with a few patients, to explore the use of confidential patient information 
without consent for the purposes described, and provide evidence of outcomes to the 
CAG within two months from the date of this letter. 

 

 

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 
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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. 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 NHS Digital 19/20 DSPT review for Kings College Hospital NHS Foundation 

Trust was under review on the NHS Digital DSPT Tracker (checked 09 February 2021) 

• The NHS Digital 19/20 DSPT equivalent for NHS Digital was confirmed as ‘Standards 

met’ on the NHS Digital DSPT Tracker (checked 09 February 2021) 

 

 


