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Minutes of the meeting of the Sub Committee 

of the Confidentiality Advisory Group 
 

09 April 2021 

 

Present: 

 

 
Name   Capacity    Items  

Dr Tony Calland MBE Chair 1a 

Mr Anthony Kane CAG Member 1a 

Mr Andrew Melville CAG Member 1a 

 
 

Also in attendance: 
 

Name   Position (or reason for attending)   

Ms Caroline Watchurst Confidentiality Advisor 

 

 

1. New Precedent Set Review Applications – Research 

a. 21/CAG/0054 - A cluster randomised controlled trial to 

assess the effectiveness and cost-effectiveness of the 

‘Your Care Needs You’ intervention to improve safety 
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and experience of care transitions. Short title: Using 

routine data to assess the impact of the YCNY 

Intervention 

 

Context 

 

Purpose of application 

This application from Bradford Institute for Health Research (based at Bradford Teaching 

Hospitals NHS Foundation Trust) set out the purpose of medical research which aims to 

examine the impact of the ‘Your Care Needs You’ (YCNY) intervention on unplanned hospital 

readmissions for patients aged 75 years and over who are discharged to their own homes.  

 

Transitions of care from hospital to home can be risky, especially for older people with multiple 

health conditions, with up to 1 in 5 people experiencing an adverse event within the first three 

weeks after leaving hospital. Previous research has suggested that the post-discharge period 

may be improved by better involving patients and families in their care. This study forms part 

of a programme of research which aims to develop an intervention to improve the safety and 

experience of transitions from hospital to home for people aged 75 years and over.  

 

A feasibility study 19/CAG/0105 has already been conducted, which identified that hospital 

coding did not accurately distinguish people who are admitted from and discharged to their 

own homes compared to those who are admitted from and discharged to a nursing /care home 

or other. Applicants only require data on those discharged to their own home, and therefore 

will resolve this issue by involving a trust employed research nurse to manually check the 

discharge destination, as this was confirmed to be feasible as part of the previous study. This 

application is for an RCT of the intervention at 11 acute hospital NHS Trusts, and support is 

requested for routine clinical data regarding hospital readmissions at 30, 60 and 90 days after 

discharge of 4,400 patients who have not consented to be extracted and anonymised by Trust 

staff who are not part of the direct care team, and does not include 1,000 consented patients. 

Approximately 40 participating wards will be recruited from across 11 acute NHS Trusts in 

England. Using ward level randomisation, wards will be randomly allocated to one of two trial 

arms: delivery of the YCNY, or care as usual.  

 

Information Services within each Trust will create a list of patients from participating wards 

aged over 75 years and who were discharged to 'usual place of residence' as per standard 

hospital coding. The file will contain NHS number, date of birth, gender, and admission and 

discharge details, dates of subsequent planned and unplanned admissions and discharges 

up to 90 days post discharge, and details of whether or not a patient has died. They will 

calculate age at first index admission. The file will be internally transferred to the Trust 

employed Research Nurse who will manually check the actual discharge destination after the 
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index stay from the medical records, and record ‘yes’ or ‘no’ for discharged back to own home 

rather than the actual location. As the research nurses may be defined as outside the direct 

care team, an application to CAG has been made. The applicants have commented that 

clinical staff are unable to undertake the data extraction as manual checking of actual 

discharge location is quite labour intensive, and direct care team staff already face 

considerable workload pressures. The PACT research team will notify the individual trust 

research nurses of patient opt outs and ask for those patients to be removed. The research 

nurse will then delete dates of birth and NHS numbers and remove all data for patients who 

were not discharged to their own homes. The file can be considered anonymous, as the 

recipients will not be able to re-identify any patient. The file will be transferred to the PACT 

research team at Bradford Teaching Hospitals NHS Foundation Trust. This will then be 

onwardly disclosed to the York Trials Unit at the University of York for analysis.  

 

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

unconsented activities as described in the application. 

Confidential patient information requested 

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

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

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

Cohort 

 

4,440 patients who were discharged to own/carer’s home and 

aged 75 years or older at the index admission 

 

Data sources 

 

Patients records (electronic or paper as appropriate) from 

approximately 40 participating wards across 11 acute NHS 

Trusts; 

• Bradford Teaching Hospitals NHS Foundation Trust 

• Calderdale & Huddersfield NHS Trust 

• Doncaster & Bassetlaw Hospital 

• Harrogate and District NHS Trust 

• Hull University Teaching Hospital  

• Sheffield Teaching Hospital 

• York Teaching Hospital 

• Royal Blackburn Teaching Hospital 

• Lancashire Teaching Hospital 

• South Tyneside and Sunderland NHS Trust 

• Newcastle upon Tyne Hospital Trust 
 

Identifiers required 

to extract an 

anonymised dataset 

1. NHS Number 
2. Hospital ID Number 
3. Date of birth 
4. Date of death 
5. Gender 
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 6. Postcode (unit level) 
7. Address of patients’ usual residence 
8. Date of admission to hospital 
9. Ward admitted to 
10. Date of discharge 
11. Dates of re-admission 
 

Identifiers required 

for analysis 

purposes 

 

1. Gender 
2. Age 
3. Date of admission to hospital 
4. Ward admitted to 
5. Date of discharge 
6. Dates of re-admission 

 

This can be considered anonymous for analysis purposes, as 

the researchers will not have any way to re-identify the 

patients. 

 

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 sub-committee noted that the medical purpose was clear, and a public interest 
demonstrated by the potential impact on care and services for older adults. 

  

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 
 

Applicants state that it is neither feasible (due to time and lack of resources) nor efficient to 

consent 4,440 individuals. They have undertaken a consultation with local R&D departments in 

participating trusts about capacity to support the study, and have had feedback that there would 

not be capacity to perform additional consenting on a larger scale for the purposed of obtaining 

routinely collected data for 4,400 people.  
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The Sub-Committee accepted the reasoning provided for not seeking consent. 

• Use of anonymised/pseudonymised data 
 

The research nurse will need date of birth and NHS number to be able to check discharge 

destination of the correct patient, and identifiable data is removed at the earliest opportunity. 

The CAG accepted that this could not be undertaken without confidential patient information. 

‘Patient Notification’ and mechanism for managing dissent 

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

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

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

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

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

This is separate to the local obligation to comply with the principles of the General Data 

Protection Regulation and Data Protection Act 2018.  

 

The applicant provided a patient information leaflet containing an opt out option, provided to 

participating wards. The poster provided also contains an opt out option (and references the 

more detailed leaflet), which will be displayed on participating wards. It is noted that these 

documents are the same as those supported for the pilot. 

 

The study specific opt out option is available through the PACT study team, however the 

applicants have indicated that the national data opt out will not apply. 

 

The Sub-Committee were content with the poster, and felt that the leaflet was good, clear and 

informative, noting that it says what the study is about and what personal information is to be 

accessed. However the reference to CAG needs updating with more standard phrasing. The 

statement below is not quite correct;  

 

‘This study has been reviewed and approved by the Newcastle & North Tyneside 2  Ethics 
Committee (ref 20//NE/0020; date 28/2/20), and the Confidentiality Advisory Group (ref: 
xxxxxxxx).’ 

 

The members request that this is altered to the following; 

 

‘This study has been reviewed and provided a Favourable Opinion by the Newcastle & North 
Tyneside 2  Ethics Committee (ref 20//NE/0020; date 28/2/20), and the Confidentiality Advisory 
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Group has recommended that support be provided by the Health Research Authority (HRA) 
(ref: 21/CAG/0054).’ 

 

The Group were content that the study specific opt out option provided was suitable. They were 

however unclear why the national data opt out could not be applied. The Members did not think 

any justification had been provided regarding whether the national data opt out cannot or should 

not be used. It was commented that Trusts should have a mechanism to easily check who has 

opted out via the national data opt out, and this will be mandatory imminently, so it is likely that 

the national data opt out could be easily applied at the time point that Information Services 

create a list of eligible patients, before the data is sent to the  nurses. 

 

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 mention a patient and public involvement panel for the wider programme of 

research who have been advising the research since early 2017. Patient and public involvement 

events have previously been undertaken as part of a feasibility study, and has been re-done 

for the purposes of this application. The applicants appear to have discussed the use of 

confidential patient data without consent for the proposed purpose, and the people asked 

supported this. 

 

The Members considered the updated report of the patient and public involvement discussion 

a positive contribution. They noted it clearly included discussions of the use of confidential 

patient information without consent.  

Exit strategy 

Identifiable data will be deleted by research nurses at individual trusts; As soon as the dataset 

has been received from the participating trust and checks by the PACT team at Bradford 

Teaching Hospitals (BTHFT) the local participating Trust destroys the original data file. This will 

happen within one week of the data file being received at BTHFT. 

 

The application states an 8 month period for the study to be undertaken. The Members 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 Health Research Authority that the 
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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, the applicant was required to respond 

back to all of the requests for further information, and actions required to meet the specific 

conditions of support where indicated, within one month.  

 

Request for further information 

 

1. Please update the patient information leaflet with the standard wording regarding CAG 
as described above, and provide an updated version. 
  

2. Please consider implementing the national data opt out, or provide a justification as to 
why this cannot be implemented. 

 

3. Please provide a Favourable opinion from the REC regarding this CAG application, 
which we understand to be an amendment to the RCT, when available.  

 

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

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

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

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

are met, a final support outcome will be issued.  

 

Specific conditions of support 

 

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

final outcome letter depending on the responses to queries.  

 

1. Favourable opinion from a Research Ethics Committee. 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. Security assurances are required for the 11 sites where the data 
extraction take place. Support will be based on confirmation that the DSPT at the 
site will be complied with. However, as this is more than 5 organisations, these will 
not be individually checked by the Confidentiality Advice Team, and it is the 
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responsibility of the applicant to ensure that appropriate security assurances are in 
place. 
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Minutes signed off as accurate by correspondence from 

Dr Tony Calland, MBE, CAG Chair 

 20 July 2021 

   

   

Signed – Officers of CAG  Date 

   

   

   

Caroline Watchurst  20 July 2021 

   

Signed – Confidentiality Advice Team  Date 

   

 


