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Minutes of the meeting of the Sub Committee 

of the Confidentiality Advisory Group 
 

June 2020 

 

1. New Applications  

 

a. 20/CAG/0020 - Healthcare Usage of Bariatric/Metabolic 

Surgery 
 

Name  Capacity  

Ms Sophie Brannan CAG Member 

Dr Patrick Coyle  CAG Vice-Chair 

Mr David Evans CAG Member 

Ms Kathleen Cassidy  HRA Confidentiality Advisor  

 

Context 

 

Purpose of application 

 

This application from King’s College London set out the purpose of medical research that 

seeks to assess the overall long-term healthcare usage of bariatric and metabolic surgery. 
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Currently, less than 0.2% of patients who meet the NICE and international criteria for surgical 

treatment of obesity and Type 2 Diabetes undergo surgery in the UK. Widespread 

misperceptions about the relative risks of bariatric surgery may be a barrier to access to 

surgical treatment. No study has previously been conducted to compare the perioperative 

safety and long-term healthcare utilization of bariatric or metabolic surgery with those of other 

commonly performed elective surgical procedures. 

 

The applicants will carry out a retrospective review of data from 100 consecutive patients who 

underwent bariatric surgery and other types of elective surgical interventions for benign 

diseases at King’s College Hospital NHS Foundation Trust between February 2014 and March 

2015. The outcomes of these patients will be compared with those of 700 consecutive patients 

who underwent other types of elective surgeries for benign diseases at the same Hospital. 

The applicants will examine the long-term rate of re-admissions and the related length of stay, 

emergency department attendances and GP encounters over a period of 5-year from the 

index surgery.  

 

Data from NHS Digital on nationwide healthcare utilization will be obtained to ensure that 

accurate data on post-operative healthcare usage can be collected. This data would contain 

NHS numbers and would be anonymised by the applicants once received and patient 

identifiers, NHS numbers, will be replaced by study specific identifiers.  

 

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

unconsented activities as described in the application. 

 

Confidential patient information requested 

 

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

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

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

detail.  

 

Cohort 

 

800 patients who underwent surgery at King's College Hospital 

NHS Foundation Trust. This number is comprised of: 

• 100 consecutive patients who underwent bariatric 
surgery and other types of elective surgical 
interventions for benign diseases at King’s College 
Hospital NHS Foundation Trust between February 
2014 and March 2015.  
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• 700 consecutive patients who underwent other types of 
elective surgeries for benign diseases at the same 
Hospital 

 

Data sources 

 

1. Electronic patient records at King's College Hospital NHS 
Foundation Trust 

2. HES data at NHS Digital 
 

Identifiers required 

for linkage purposes 

 

1. Name 
2. NHS Number 
3. Hospital ID number 
4. Date of birth 
5. Date of death 

 

Identifiers required 

for analysis 

purposes 

 

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

 

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 a sub-committee of the 

CAG.  

 

1. Clarify whether the NHS number alone is sufficient for NHS Digital to conduct 
linkage to HES data.  

 

The applicant explained that they had sought clarification on this point from a Senior Case 

Officer in the NHS Digital Data Access Request Service. The Senior Case Officer clarified that 

the linkage could be performed using NHS Number alone, however using a single identifier 

would not produce matches that are 100% accurate, and they recommended using additional 

items, such as date of birth, postcode and gender. The applicants therefore sought support to 

disclose patients’ date of birth and gender. The CAG reviewed this information and raised no 

further queries.  

 

2. Advise why the study ID cannot be applied prior to the data being shared to NHS 
Digital.  
 



4 

 

 

3. Advise why national data received from NHSD needs to contain identifiers 
including NHS number.  
 

The applicant provided a response to the above two queries in one answer. The response to 

an initial query that the applicants submitted to the NHS Digital Enquiry Service was that the 

data returned will contain patients’ NHS Numbers. The applicants had since contacted a 

Senior Case Officer within NHS Digital, who advised that a unique study ID should be applied 

to each participant before the identifiers were disclosed to NHS Digital. The study ID would 

then be returned to the applicants, alongside patients’ gender and date of birth, but with no 

other identifiers included. The CAG reviewed this information and raised no further queries. 

 

4. Clarify when patient’s date of death will be changed to year of death.  
 

The applicant advised that patients’ date of birth would be amended to age at death at the 

time of the index operation. In addition, if the data includes patients’ date of death, the date 

will be changed to year of death and used to calculate age of death. The exact date will be 

removed from the dataset. The CAG reviewed this information and raised no further queries. 

 

5. Clarify whether patients’ date of birth was converted to age by the direct care 
team, prior to data being released to the research team.  

 

The applicant advised that the direct care team would be asked to provide the research team 

with patients’ date of birth. This will then be disclosed to NHS Digital. Once the data has been 

returned from NHS Digital, the date of birth would be used to calculate patients’ age at death. 

The date of birth will then be removed from the dataset. The CAG reviewed this information 

and raised no further queries. 

 

6. Give feedback from the consultation with Bariatric Surgery clinic monthly 
discussion group 

 

The applicant advised that meetings of the Bariatric Surgery clinic monthly discussion group 

had been suspended due to the Covid-19 pandemic. The applicants requested that the 

requirement to provide feedback was waived. The CAG noted that the requirement for patient 

and public involvement could not be waived, however the applicants had suggested 

alternative means of seeing feedback on the poster, such as involving a support group which 

was facilitated via social media, the ‘NU YOU @ King’s College Hospital.’ Members agreed 

that it would be acceptable to undertake patient and public involvement with this group.  
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7. The Patient Information Leaflet needs to be discussed at one of the Bariatric 
Surgery clinic monthly meetings, and revised in line with the feedback provided. 

 

The applicant advised that the ‘NU YOU @ King’s College Hospital’ support group could be 

contacted to seek views on the study and the patient information materials. The Group 

agreed that this would be acceptable.  

 

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. Favourable opinion from a Research Ethics Committee. Confirmed 21 January 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.  

 

• Confirmed: NHS Digital has a confirmed ‘Standards Met’ grade on DSPT 
submission 2018/19 by NHS Digital email dated 10 June 2019. 

  

• Confirmed: King’s College Hospital NHS Foundation Trust - NHS Digital have 
confirmed qualified assurance against the organisation’s 2018/19 DSPT 
submission on the basis that the Trust has not met the 95% standard relating 
to staff security awareness training.  

 

As a result, the following specific condition of support has been added: all 

staff involved in processing data under this section 251 support must have 

successfully completed local security awareness training before processing 

any data.  
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b. 20/CAG/0009 - The Cambridge Cohort 
 

Name  Capacity  

Dr Malcolm Booth CAG Member 

Ms Sophie Brannan CAG Member 

Dr Patrick Coyle  CAG Vice-Chair 

Mr Tony Kane CAG Member 

Dr Paul Mills HRA Senior Confidentiality Advisor 

 

Context 

 

Purpose of application 

 

This application from the University of Cambridge sets out the purpose of creating a research 

database, containing mammographic images to be used as a resource for the development, 

testing and creation of artificial intelligence algorithms. 

 

All women aged 50 – 70 years who attended breast screening at the Cambridge Breast 

Screening Programme, part of the National Health Service Breast Screening Programme 

(NHSBSP) conducted by Public Health England, between 2011/2012 and 2021/2022 from 

whom a mammogram was acquired at either mobile or static units will be included. 

 

The mammographic screening image for each patient and corresponding clinical, radiological 

and histopathological information, already stored in patients records at the Cambridge 

University Hospitals NHS Foundation Trust, will be extracted. This will include information 

from Picture Archiving and Communication System (PACS), Electronic Health Records (EHR) 

and National Breast Screening System (NBSS) and Breast Screening Select (BSS). Support 

under s251 is required as the staff undertaking the processing of confidential patient 

information will be research staff, who are not members of the direct care team.  

 

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

unconsented activities as described in the application. 
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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 All women aged between 50 – 70 years who attended breast 

screening at the Cambridge Breast Screening Programme, 

part of the National Health Service Breast Screening 

Programme (NHSBSP) conducted by Public Health England, 

between 2011/2012 and 2021/2022 from whom a 

mammogram was acquired at either mobile or static units. 

 

Data sources 1. Electronic Health and paper medical records at Cambridge 
University Hospitals NHS Foundation Trust 
 

Identifiers required 

for linkage purposes 

1. NHS Number 
2. Hospital ID number 
3. Date of birth 

Identifiers required 

for analysis 

purposes 

1. Gender 
2. Year of birth 

 

 

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 a sub-committee of the 

CAG.  

 

1. Provide clarification on the intention retain the Key Database with identifiers for 15 

years 

  

The applicants clarified that they intend to hold the identifiers for 15 years. This is because 

there could be a number of different uses for the research database, such as development 

of technology like artificial intelligence, and to be linked to other databases. Further 

justifications were provided by the applicants. These were accepted by the CAG, who 
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agreed with the applicant’s proposal to review the need of the identifiable information in five 

years. 

 

2. Confirm whether the lay summary provided is the text to be used as a website 

notification, and whether it will be used in any other formats. If other formats will 

be used, please supply these to the group. 

 

The applicant provided an updated lay summary after review by the REC and confirmed the 

text will be used as a website notification. The applicant also provided posters to be placed 

in breast screening vans and the breast unit for patient notification. Members requested that 

the posters contained a link to the website information, as well as making clear that staff will 

have access to identifiable information. The applicant undertook the request and the group 

accepted the patient notification materials. 

 

3. Supply the list of questions used in the Patient and Public Involvement and 

Engagement event. 

 

The applicants explained that a public engagement event took place as part of the 

Cambridge Science Festival and was free to attend by members of the public. They 

attached a report of the event including questions and responses given by the audience. 

Further information was provided to clarify that the use of confidential patient information 

without consent was discussed, which members accepted. 

 

4. Consider a wider patient consultation to include the involvement breast cancer 

charity 

 

The applicants proposed to conduct a further patient and public involvement and 

engagement event specific to breast cancer patients during the first year of the development 

of this database. This was accepted by the group, with an update requested at the first 

annual review. 

 

5. Consider having lay members on the Database Access Committee, if not already 

in place. 

 

The applicant confirmed that they will approach members of the NIHR Cambridge BRC PPI 

group or other PPI groups associated with the Trust and University to be consulted as part 
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of the committee review, and that one or more lay members will be consulted as part of the 

committee review process. Members accepted this response. 

 

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. Provide an update to further patient and public involvement and engagement 
event specific to breast cancer patients in the first annual review. 
 

2. The applicants to review and provide further justification to retaining identifiable 
information in the five year annual review. 
 

3. Favourable opinion from REC Confirmed 3 April 2020. 
 

4. Continual achievement of ‘Standards Met’ in relation to the relevant DSPT submission (or 
any future security assurance changes) for the duration of support. Evidence to be 
provided (through NHS Digital confirmation they have reviewed and confirmed the DSPT 
submission as standards met’ for the duration of support, and at time of each annual 
review. (Confirmed – Cambridge University Hospitals NHS Foundation Trust has a 
confirmed ‘Standards Met’ grade on DSPT submission 2018/19 by NHS Digital DSPT 
Tracker checked 17 March 2020). 

 

 

c. 20/CAG/0015 - Clinical outcome modelling of rapid 

dynamics in acute stroke with joint-detail, remote, body 

motion analysis 
 

Name  Capacity  

Dr Patrick Coyle  CAG Vice-Chair 

Mr Andrew Melville  CAG Member 

Mr Marc Taylor CAG Member 
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Dr Paul Mills  HRA Senior Confidentiality Advisor  

 

Context 

 

Purpose of application 

 

This application from King's College Hospital NHS Foundation Trust set out the purpose of 

medical research which aims to capture high-resolution joint-level motor function in acute 

stroke and correlate it with clinical outcome measures and neuroimaging. 

 

Stroke is characterised by rapid changes over time and marked variability in outcomes. 

Patients may improve or deteriorate within minutes, and optimal treatment requires both 

detailed characterisation of the patient’s clinical picture and its pattern of change over time. 

The most important aspect of the patient’s clinical picture, body movement, remains poorly 

documented, quantified subjectively and at infrequent intervals in the patient’s clinical 

evolution. Artificial intelligence, combined with high-performance computing, has enabled the 

automatic extraction of a patient’s skeletal frame, down to major joints, delivered simply, safely 

and inexpensively, without the use of body worn markers. The skeletal frame is extracted in 

real time, ensuring no video data, from which patients can be identified, to be stored or 

transmitted by the device. The prototype motion categorisation system, MoCat, will be used 

to study the rapid dynamics of acute stroke. Changes in motor deficit over time will be 

quantified, so that the relationship between the trajectories and the clinical outcomes can be 

examined and predictive models developed to support clinical management.  

 

The applicants will conduct a prospective observational study, in which patients admitted to 

the stroke unit will be monitored using the MoCat motion capture device for the length of their 

acute admission. All patients admitted to the unit will be eligible for the study. Following the 

patient’s discharge, the motion capture data will be linked to the clinical outcome data of 

interest and routinely collected clinical data obtained via the hospital electronic medical 

records and picture archiving and communication system (PACS). On completion of linkage, 

the data will be pseudonymised, and allocated a unique study identifier. 

 

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 
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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 1000 patients aged over 18 years admitted to the stroke unit of 

King's College Hospital NHS Foundation Trust with a possible 

diagnosis of acute stroke. 

Data sources 1. Electronic Health records held within King's College 
Hospital NHS Foundation Trust  

Identifiers required 

for linkage purposes 

1. Hospital number 
2. Date of birth  
3. NHS number  

Identifiers required 

for analysis 

purposes 

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

 

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 a sub-committee of the 

CAG.  

 

1. Clarification as to why date of birth and date of death should be retained for 

analysis. 

 

The applicant clarified that both date of birth and date of death are required to be extracted 

to calculate age and time from indexing stroke event, prior to anonymisation. 

The date of birth is required for the calculation of age and linkage purposes, but subsequent 

analyses will be based on age. For the pseudonymised data, the applicant will retain only 

the year and month from the date of birth, rendering the information non-identifiable. Death 

and its potential relationship with the indexing stroke is one of the clinical outcome measures 

of interest. Analyses regarding this outcome will be based on time from the indexing event to 

death. 

 

The sub-committee were content with this response.  
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2. Assurance that any identifiers retained would not be released to others without a 

proper legal basis. 

 

The applicant confirmed that they will not release any identifiers with others without proper 

legal basis. Proposed potential methods of data sharing are limited to anonymous meta-

data, such as group-wise analyses, and predictive models, from which patients cannot be 

identified. 

 

The sub-committee were content with this response. 

 

3. Confirm whether participants who lack capacity would be included in this study. 

 

It was confirmed that patients without capacity will be included in this study. 

 

The sub-committee were content with this response. 

 

4. Clarify whether the provisions of the Mental Capacity Act have been considered 

and justify why a legal basis cannot be provided through this legislation. 

 

The applicants clarified that they have considered the provisions of the Mental capacity Act 

but, due to the large number of patients admitted to the stroke unit, the early phase after an 

acute stroke being of scientific interest and a significant proportion presenting to the unit 

outside normal working hours, it was impracticable to apply. Further, given the study will 

include both those with and without capacity, only applying the provisions of the Mental 

Capacity Act to those who lack capacity and not seeking consent would introduce bias to the 

data. 

 

The sub-committee were content with this response. 

 

5. Confirm how many participants will be selected retrospectively and prospectively, 

and whether there are any controls. 
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The applicant estimated that about 7000 patient episodes will be included in the 

retrospective cohort. Motion categorisation data will be only collected within the prospective 

cohort. One thousand patient episodes is estimated to be the minimum but, if recruitment 

continues for 2 years, we hope to collect 2000 patient episodes within the prospective 

cohort. 

 

The sub-committee were content with this response. 

 

6. Clarify how retrospective patients will be identified, and between which dates 

these patients will be selected. 

 

Retrospective patients will be identified through the Trust’s local SSNAP database (2013-

project initiation) which records all stroke patients admitted to the stroke unit. 

 

The sub-committee were content with this response. 

 

7. Provide all patient facing materials to be used, ensuring the right to object 

features prominently. 

 

The applicant provided the patient facing materials. Whilst the sub-committee were generally 

content with these, two points were raised. Firstly, the sub-committee wanted to confirm that 

the understanding of the group is that, by opting out, an individual can opt out of the 

research use of data collected for clinical purposes as well as opting out of the motion 

capture. This should be reported at the date of the first annual review. 

  

Secondly, whilst noting the REC were content with the information, the group queried 

whether the description of motion data capture is understandable to everyone in the setting 

of admission to a stroke ward. The sub-committee wishes the applicant to consider the 

wording of the patient facing materials and report back at the date of the first annual review. 

 

8. Confirm how many people attended the engagement events and the questions 

asked of them, as well as provide information on how the demographics of these 

people match the patient cohort of the study. 
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The applicant clarified that two public engagement activities were held at the stroke unit of 

King’s College NHS Foundation Trust. and included current in-patients, relatives, and ward 

staff. A total of 14 people attended. Attendees discussed the study and thought that further 

information would be appreciated for interest reasons but detailed information, and consent, 

was not necessary as the study did not change their treatment. Attendees were positive 

about the project and would be happy to participate in such a project. 

 

The sub-committee were content with the response. 

 

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. At the date of the first annual review confirm the understanding that, by opting out, 
the patient can opt out of the research use of data collected for clinical purposes as 
well as opting out of the motion capture. 
 

2. At the date of the first annual review provide consideration as to whether the 
description of motion data capture is understandable to everyone in the setting of 
admission to a stroke ward in patient facing materials. Provide updated patient 
facing materials if the wording changes as a result of this consideration. 
 

3. Favourable opinion from REC Confirmed 27 April 2020 
 

4. Continual achievement of ‘Standards Met’ in relation to the relevant DSPT submission (or 
any future security assurance changes) for the duration of support. Evidence to be 
provided (through NHS Digital confirmation they have reviewed and confirmed the DSPT 
submission as standards met’ for the duration of support, and at time of each annual 
review. Confirmed: King's College Hospital NHS Foundation Trust - NHS Digital 
have confirmed qualified assurance against the organisation’s 2018/19 DSPT 
submission on the basis that the Trust has not met the 95% standard relating to 
staff security awareness training.  

 

As a result, the following specific condition of support has been added: all staff 

involved in processing data under this section 251 support must have successfully 

completed local security awareness training before processing any data.  
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d. 20/CAG/0039 - Phenotyping individuals with elevated 

mean pulmonary arterial pressure and elevated 

pulmonary vascular resistance in the United Kingdom 
 

Name  Capacity  

Dr Patrick Coyle  CAG Vice-Chair 

Dr Liliane Field  CAG Member 

Ms Diana Robbins CAG Member 

Dr Paul Mills  HRA Senior Confidentiality Advisor  

 

Context 

 

Purpose of application 

 

This application from Royal Free London NHS Foundation Trust set out the purpose of 

medical research which aims to compare patient and clinical outcomes, treatments, 

hospitalisation and mortality in patients with different levels of dynamic blood flow to their 

mean pulmonary arterial pressure (mPAP) and pulmonary vascular resistance 

measurements and diagnosis (PVR). 

 

Pulmonary hypertension (PH) has long been defined by the presence of mean pulmonary 

arterial pressure (mPAP) ≥25 mm Hg as measured by resting right heart catheterization 

(RHC). However, accumulating evidence suggests that individuals with a lower mPAP or 

pulmonary vascular resistance (PVR) could be considered abnormal and at risk of disease 

progression. This study aims to describe and compare patient and clinical characteristics, 

biomarkers, therapies, quality of life, and prognosis among patients categorized in cohorts 

based on different levels of mPAP and PVR. 

 

Care teams at six hospitals (Royal Free London NHS Foundation Trust, Sheffield Teaching 

Hospitals NHS Foundation Trust, Imperial College Healthcare NHS Trust, Royal Brompton 

and Harefield NHS Foundation Trust, Royal Papworth Hospital NHS Foundation Trust, The 

Newcastle Upon Tyne Hospitals NHS Foundation Trust) will collect data from all patients 

who had a Right Heart Catheterisation (RHC) between January 1, 2009 - December 31, 
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2016 (approximately 2900). Data will be encrypted and provided to the study team at the 

Royal Free London NHS Foundation Trust. The data will include confidential information 

(Name, date of birth and NHS number). The Royal Free will collate the data from the 

hospitals and request linkage with HES data (for Date(s) of hospitalization) and ONS data 

(for date of death). 

 

A recommendation for class 1, 4 and 5 support was requested to cover access to the 

relevant unconsented activities as described in the application. 

 

Confidential patient information requested 

 

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

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

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

detail.  

 

Cohort All patients who had a Right Heart Catheterisation (RHC) 

between January 1, 2009 - December 31, 2016 at one of 

participating hospitals. Approximately 2900 patients. 

Data sources 1. Royal Free London NHS Foundation Trust 
2. Sheffield Teaching Hospitals NHS Foundation Trust (Royal 

Hallamshire Hospital) 
3. Imperial College Healthcare NHS Trust (Hammersmith 

Hospital) 
4. Royal Brompton and Harefield NHS Foundation Trust 

(Royal Brompton Hospital) 
5. Royal Papworth Hospital NHS Foundation Trust 
6. The Newcastle Upon Tyne Hospitals NHS Foundation 

Trust (Freeman Hospital)  
Identifiers required 

for linkage purposes 

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

Identifiers required 

for analysis 

purposes 

4. Date of birth 
5. Date of death  

 

Confidentiality Advisory Group advice 
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This letter summarises the outstanding elements set out in the provisional support letter, and 

the applicant response. The applicant response was considered by a sub-committee of the 

CAG.  

 

1. Can NHS Trusts provide the confidential dataset direct to NHS Digital/Office for 

National Statistics, rather than via the Royal Free London NHS Foundation Trust? 

If not, please provide justification why the confidential information must go via the 

Royal Free London NHS Foundation Trust. 

 

The applicant argued that it is more cost effective to do a one off submission co-ordinated by 

Royal Free and would also avoid the double counting as some patients have been seen in 

more than one centre.  As well, It lowers risk of data corruption as only a single data export 

and reimport required. 

 

The sub-committee were content with this response. 

 

2. Provide justification for all identifiers required for both linkage and analysis of the 

data. 

 

The applicant clarified that name, date of birth and NHS number are required by HES for 

linkage. As well date of birth and date of death are required for analysis. Gender is required 

given that PAH in the setting of Scleroderma is strongly associated with female sex, however 

mortality is higher in men. Ethnicity is required because whether early disease can be 

identified in overlap populations has yet to be established. 

 

The sub-committee were content with this response. 

 

3. Provide details of the patient notification work to be undertaken and provide all 

materials to be used. 

 

The applicants provided patient notification materials.  

 

The sub-committee were generally content with this but requested that the contact details 

include a telephone number. This is a condition of support. 
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4. Clarify how both local and national patient opt outs will be managed for the study. 

 

The applicants confirmed that participating sites will send the Royal Free London NHS 

Foundation Trust a list of potential participant NHS numbers in an encrypted file. Upon receipt 

the national data opt-out service will be checked to identify patients who may not wish for their 

previous clinical data to be disclosed. The results will be fed back to participating sites and 

will not be included in the study.   

 

The sub-committee were content with this response. 

 

5. Provide a list of questions asked in the patient survey. 

 

A list of questions asked was provided. 

 

The sub-committee were content with these. 

 

6. Confirm the status of staff extracting the data in each NHS Trust, whether they have 

an existing legal basis and whether support is required for this activity. 

 

The applicants confirmed that all staff involved in data collection will be members of the 

potential participant’s direct care team and will therefore have the legal basis for data 

collection. 

 

The sub-committee were content with this response. 

 

7. Suggest listing one primary objective, with all others being secondary objectives 

 

The applicants confirmed that this will be updated at the next amendment.  

 

The sub-committee were content with this response. 



19 

 

 

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. Add a telephone contact number for opt outs to the patient notification materials. 
 

2. Favourable opinion from REC Confirmed 23 March 2020 
 

3. Continual achievement of ‘Standards Met’ in relation to the relevant DSPT submission (or 
any future security assurance changes) for the duration of support. Evidence to be 
provided (through NHS Digital confirmation they have reviewed and confirmed the DSPT 
submission as standards met’ for the duration of support, and at time of each annual 
review. Due to the number of participating sites where confidential patient 
information will be accessed, individual DSPT submissions are not required for the 
purpose of the application. Support is recommended on the basis that the applicant 
ensures the required security standards are in place at each site prior to any 
processing of confidential patient information with support under the Regulations. 

 

 

e. 19/CAG/0050 - Service User Perspectives of the 

Transition from Medium Security to Lower Security and 

Community Services 
 

Name  Capacity  

Dr Patrick Coyle  CAG Vice-Chair 

Mr David Evans CAG Member 

Professor Jennifer Kurinczuk  CAG Member 

Ms Diana Robbins CAG Member 

Ms Kathleen Cassidy  HRA Confidentiality Advisor  
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Context 

 

Purpose of application 

 

This application from Nottinghamshire NHS Foundation Trust set out the purpose of medical 

research which aims to understand the patient’s perspective around the transfer from medium 

secure services to lower secure hospital. The applicant intends to interview patients who were 

discharged from Wathwood Hospital, a medium secure hospital that is part of the 

Nottinghamshire NHS Foundation Trust, during the period of July 2012 to July 2017, having 

been detained under the Mental Health Act 2005. Support under the Regulations is required 

to identify an eligible patient cohort from medical records to be invited to participate in the 

study. 

 

A recommendation for class 2, 3 and 6 support was requested to cover activities as described 

within the application.  

 

Confidential patient information requested 

 

Cohort 

Adult male offenders detained under the Mental Health Act 2003 at Wathwood Hospital and 

discharged to step-down conditions (i.e. low security, locked rehabilitation, supported 

accommodation) between December 2012 and December 2017. It is estimated that 100 

patient records would be screened in order to recruit between 15 and 29 patients to the study.  

 

The following items of confidential patient information will be accessed from health records at 

Nottinghamshire NHS Foundation Trust in order to identify and facilitate invitation of eligible 

patients to the study: 

• Name, 

• NHS Number,  

• Full address and postcode, 

• Named clinician at discharge.  
 

 

Confidentiality Advisory Group advice 
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This letter summarises the outstanding elements set out in the provisional support letter, and 

the applicant response. The applicant response was considered by a sub-committee of the 

CAG.  

 

1. Seek confirmation from the Caldicott Guardian/IG Lead that the Trust does not 
operate an opt-out policy for research purposes. Response is required to provide 
assurance that no previously registered objection would be overlooked in the 
study recruitment. 
 

Clarification was sought from the IG lead for Nottinghamshire NHS Foundation Trust. They 

explained that unfortunately there is no existing opt-out policy in operation but that this is 

currently in development. They said that this will be in place in time for the National Data Opt-

Out deadline in March 2020, by which time the applicants hope to have completed the study. 

The CAG noted this information.  

 

2. Provide further details around the focus group which was approached about the 
study for information purposes. It would be helpful to understand the number of 
individuals who were involved, whether these were all current patients and what 
materials they were provided to consider.  

 

The applicants had recruited 3 individuals to the focus group. These individuals were current 

inpatients who had made significant progress in hospital and were at the stage where they 

were preparing to be discharged to lower security services. The group met with two members 

of the research team. They were informed about the research and the applicants’ plans to 

contact discharged patients to ask them if they would like to participate in the research. The 

nature of the meeting was an informal discussion, guided by interview prompts. The 

participants of this meeting did not see any of the recruitment materials and were given an 

explanation of the information that would and would not be included. The CAG noted this 

information. 

 

3. Evidence of a REC favourable opinion is required for the revised patient 
information materials.  

 

A REC Favourable Opinion letter was provided to the CAG on 29 August 2019. The CAG 

noted this information. 

 

Confidentiality Advisory Group advice conclusion 
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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. Favourable opinion from a Research Ethics Committee (Confirmed 23 August 2019). 
 

2. Confirmation from the IGT Team at the Health and Social Care Information Centre of 
suitable security arrangements via Information Governance Toolkit (IGT) submission. 
(Confirmed – Nottinghamshire Healthcare NHS Foundation Trust has a confirmed 
‘Standards Met’ grade on DSPT submission 2018/19 by NHS Digital check of the 
NHS Digital tracker on 23 June 2020). 

 

 

f. 19/CAG/0194 - Identifying models of care to improve 

outcomes for older people with emergency and urgent 

care needs 
 

Name  Capacity  

Dr William Bernal CAG Alternative Vice-Chair 

Dr Patrick Coyle  CAG Vice-Chair 

Professor Barry Evans CAG Member 

Ms Kathleen Cassidy  HRA Confidentiality Advisor  

 

Context 

 

Purpose of application 

 

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

seeks to determine what aspects of interventions, context and approaches to implementation 

both facilitate and hinder delivery of emergency and urgent care interventions for older people 

in emergency departments.  
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The care delivered by health care professionals in 4-6 emergency departments in the 

Yorkshire and Humber region will be observed. 60-120 clinicians, managers and other staff 

will be interviewed in order to capture what they are trying to achieve, and also how and why. 

The focus will be on identifying factors that either enhance or impair the delivery of care. The 

observations and interactions will be analysed along with relevant documents, such as 

meeting minutes and policies, to create an overall view of what seems to help in getting these 

approaches to care to work well, and how such approaches might be used in other emergency 

department settings.  

 

The interviews held with the health care professionals are outside the scope of Section 251 

support. Support is sought for the incidental exposure to confidential patient information that 

will occur during the observations of staff carrying out their clinical work and discussions of 

patients. The staff observed will receive written information about the project. Posters will also 

be displayed in the emergency departments where observations are taking place and any 

objections would be respected. Field notes taken during observations would be recorded in 

situ and supplemented immediately following data collection via an audio-recorded account 

by the researcher which will subsequently be transcribed. The audio-recording will be of an 

account by the researcher made after the observation has ended (which will not include any 

personal identifiable information), not of the observation itself. No items of confidential patient 

information will be retained by the researcher. 

 

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 

 

The researchers would be observing staff discussions 

regarding patients and care carried out by staff on emergency 

departments. This may mean that researchers are incidentally 

exposed to confidential patient information for any of the 

patients being treated, but no items of confidential patient 

information would be recorded by the researchers.  

The applicant advised that it was not possible to give a total 

number of patients who will be observed and noted that 
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hundreds of patients may pass through the department during 

each 4-hour period of observation. 

 

Data sources 

 

1. Confidential patient information incidentally disclosed 
during observation of clinical care on the emergency 
departments of participating hospitals. 

2. Confidential patient information incidentally disclosed 
during the observation of staff meetings about service 
delivery at participating hospitals. 

 

Identifiers required 

for linkage purposes 

 

No items of confidential patient information will be collected for 

linkage purposes. 

Identifiers required 

for analysis 

purposes 

 

No items of confidential patient information will be retained for 

analysis purposes.  

 

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 a sub-committee of the 

CAG. 

 

1. The research sites involved need to be confirmed and assurance provided that 
appropriate security arrangements are in place at each site.  

 

The applicant confirmed that the research sites involved are Barnsley Hospital NHS 

Foundation Trust, Airedale NHS Foundation Trust, York Teaching Hospital NHS Foundation 

Trust and Sheffield Teaching Hospitals NHS Foundation Trust. The IG Delivery Team at NHS 

Digital confirmed that appropriate security assurances were in place. The CAG noted this 

information and raised no further queries.  

 

2. Confirm that the legal basis being relied upon processing data under the GDPR 
are Article 6(1)(E) – tasks in the public interest and Article 9(1)(J) – research 
purposes. 
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The applicant confirmed that this was correct. The CAG noted this information and raised no 

further queries. 

 

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. Favourable opinion from a Research Ethics Committee. Confirmed 24 September 2019. 

 

2. Confirmation provided from the IG Delivery Team at NHS Digital to the CAG that the 
relevant Data Security and Protection Toolkit (DSPT) submission(s) has achieved the 
‘Standards Met’ threshold. See section below titled ‘security assurance requirements’ for 
further information. Confirmed – Barnsley Hospital NHS Foundation Trust, Airedale 
NHS Trust, York Teaching Hospitals NHS Foundation Trust and Sheffield Teaching 
Hospitals NHS Foundation Trust, have confirmed ‘Standards Met’ grade on DSPT 
submission 2018/19 by NHS Digital DSPT Tracker checked 23 June 2020). 

 

 

g. 20/CAG/0013 - Correlates of cognitive changes in 

epilepsy 
 

Name  Capacity  

Dr Patrick Coyle  CAG Vice-Chair 

Dr Harvey Marcovitch  CAG Member 

Mr Marc Taylor CAG Member 

Ms Kathleen Cassidy  HRA Confidentiality Advisor  

 

Context 

 

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

seeks to determine whether cognitive changes can be predicted following treatments of 

epilepsy by either medication or surgery.  

 

The quality of life of patients with epilepsy is not limited to the seizures they suffer, but extends 

to psychological issues, including cognitive difficulties and co-morbidities such as depression. 

These cognitive issues are primarily related to memory and language-related issues, 

impacting on their personal lives. The applicants seek to assess the role of these cognitive 

impairments on patients’ lives and investigate the factors that may drive these issues. Two 

main treatments given with the aim of stopping seizures are anti-epileptic medication and 

surgical intervention. The applicants will use existing clinical and non-clinical data to assess 

which patient-related factors are associated with cognitive changes over time, in order to 

determine which factors can predict decline.  

 

Support is sought for the applicant, who is not a member of the direct care team, to access 

confidential patient information, including clinical examinations, MRI, EEG, neuropsychology 

and treatments, for patients treated at the National Hospital for Neurology and Neurosurgery. 

 

A recommendation for class 1, 5 and 6 support was requested to cover access to the relevant 

unconsented activities as described in the application. 

 

Confidential patient information requested 

 

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

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

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

detail.  

 

Cohort 

 

Patients aged between 18 and 75 years of age, who were 

treated for their epilepsy by a physician at, or affiliated with, the 

National Hospital for Neurology and Neurosurgery.  

2000 patients will be included. 

Data sources 

 

1. Electronic patient records at the National Hospital for 
Neurology and Neurosurgery 
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Identifiers required 

for linkage purposes 

 

1. Hospital ID number 
2. Date of birth 

Identifiers required 

for analysis 

purposes 

 

1. Gender 
 

No other identifiers will be retained for analysis purposes.  

 

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 a sub-committee of the 

CAG. 

 

1. Clarification of the period of time covered by the collected data needs to be 
provided. 

 

The applicant clarified that they would look at data from 01 January 1990 to the present day, 

as this timeframe covers the duration of the epilepsy surgery programme.  The applicants 

noted that clinical data from early 1990 may not be as complete as that stored and archived 

currently, but that it was important to include information from a long time-span to try to 

determine the effects on cognitive and neuropsychological changes from any treatment 

changes made over this period. The CAG noted this information and raised no further queries.  

 

2. A clear explanation on how the keys will be kept secure and separate from the 
identifiable or pseudonymised datasets, and when the keys will be destroyed, 
needs to be provided.  

 

The applicant explained that pseudonymisation keys will be created by the epilepsy surgery 

coordinator, who is part of the direct clinical care team of any epilepsy surgery patient. This 

key will be held in a database accessible only to the coordinator, stored on secure NHS 

computers at UCLH and password protected for further security. As this was part of the 

ongoing epilepsy surgery programme, and used for clinical audits and service evaluations , 

this key would not be destroyed. 

 

For non-surgery related parts, pseudonymisation codes will be created by one of the named 

researchers on this application, who extracted the clinical data on-site, following the same  

procedures as that in place by the surgery coordinator. The password protected key will be 
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stored on the secure UCLH NHS network in a separate location to the research data on this 

project. The key for de-anonymisation will be kept for 10 years, in compliance with UCL 

Research Records Retention Schedule, to ensure that the research team can validate 

research output from this study, and be double-checked and verified as proof against any 

possible claims of falsification or other misconduct. The CAG noted this information and raised 

no further queries.  

 

3. A stronger patient notification and dissent mechanism needs to be created and 
supplied for review. This needs to include project specific objection.  

 

The applicant explained that they had planned to make an announcement about this study at 

the 19 March 2020 meeting of the regular patient and public engagement meetings held as 

part of the Brain Buddy UK (BBUK) initiative. This would include an explanation that this study 

will include retrospective clinical confidential information, and that patients can opt out. The 

March 2020 meeting was cancelled due to the Covid-19 pandemic. The applicants have 

instead provided details of the study to the two principle organisers of Brain Buddy UK and 

requested feedback. The organisers’ comments were provided to the CAG. An announcement 

will also be made on the departmental website for this study and information notices displayed 

in the clinic waiting room where there will be a Charity volunteer present, who will also be 

briefed. The text for these notices was provided.  

 

The Group noted that the applicants had intended to seek feedback on the patient notification 

and dissent mechanism at a meeting of the BBUK initiative, but the planned meeting did not 

go ahead. Members agreed that feedback on the discussions of the BBUK initiative needed 

to be provided at the first annual review for this application.  

 

4. Clarify whether the National Data Opt-Out will be respected.  
 

The applicants advised that the National Data Opt-Out scheme will be respected. Upon 

confirmation of the patient cohort, the applicants will liaise with NHS Digital to ensure that any 

person who has opted out of research will be excluded from these study population. This will 

be done through the MESH user interface, sending a list of all candidate inclusion NHS 

numbers and receiving a list back from them that includes all people that did not opt out. The 

CAG noted this information and raised no further queries. 

 

5. More detail is required regarding the membership of the National Hospital for 
Neurology and Neurosurgery patient support and self-help group. 

 

The applicants explained that the BrainBuddyUK is a patient-led self-help group for those who 

are interested in and, may be considering and may have had epilepsy surgery at NHNN. This 

includes our patients and their families and friends. It was started by 2 NHNN patients, Sarah 
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Upton and Lisa Chase, in 2018 and is supported by Prof John Duncan, Prof Matthew Walker, 

and Ms Jane de Tisi, with clinical psychologists and neurosurgeons attending regularly. In 

2020, BrainBuddyUK received a grant from the National Brain Appeal.  The applicants met 

with the organizers every 3 months and hold regular group meetings, attended by 60-80 

people. The CAG noted this information and raised no further queries. 

 

6. Clarify whether the specific issue of the processing confidential patient information 
by those outside of the direct care team without consent being sought from 
individual patients had been discussed during patient and public involvement and 
provide feedback from this discussion.  

 

The applicants had received positive feedback on the proposed project using retrospective 

data from NHNN patients and from the organizers of BBUK. The CAG noted this information 

and raised no further queries. 

 

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. Feedback on the discussions of the patient notification and dissent materials 
held at a meeting of the BBUK initiative needed to be provided at the first 
annual review for this application. 
 

2. Favourable opinion from a Research Ethics Committee. Confirmed 30 March 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. Confirmed – University College London Hospitals NHS 

Foundation Trust has a confirmed ‘Standards Met’ grade on DSPT submission 
2018/19 by NHS Digital email dated 30 August 2019.  
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h. 19/CAG/0200 - The PROFILE Study- Germline genetic 

profiling: correlation with targeted prostate cancer 

screening and treatment 
 

Name  Capacity  

Dr Tony Calland MBE  CAG Chair 

Dr Malcolm Booth CAG member 

Mr. Myer Glickman  CAG member 

Mr Anthony Kane CAG member 

Dr Simon Kolstoe  CAG member 

Ms Kathleen Cassidy  HRA Confidentiality Advisor  

 

Context 

 

Purpose of application 

 

This application from the Institute of Cancer Research set out the purpose of medical research 

that seeks to determine the role of targeted prostate cancer screening in men at a higher 

genetic risk and its association with specific genetic profiles and biomarkers. 

 

Prostate cancer is the most common cancer in men in the western world with over 40,000 

men diagnosed each year and a lifetime risk of 1 in 11 in the United Kingdom. Prostate cancer 

can run in some families and research studies have identified several genetic changes that 

are thought to increase the risk of developing prostate cancer. Additionally, men from Afro-

Caribbean ancestry are thought to have an increased risk of prostate cancer when compared 

to Caucasian men. This study aims to look at the potential risk of these changes in targeted 

screening in men at a higher genetic risk. The applicants will invite Caucasian men with a 

family history of prostate cancer and men of African/Afro-Caribbean origin, irrespective of 

family history, for targeted prostate screening. Living participants will be recruited and their 

participation will be on a consented basis. 

 

The applicants also wish to access the records of relatives of participants in the study, if they 

had a diagnosis of prostate cancer. Living relatives will be given information and a consent 

form, requesting permission to access the records. If the relatives have died, participants are 
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asked whether the applicants can write to the hospital that treated their relative to request 

copies of their medical records. Participants are also asked to provide the death certificate for 

their relative, if they have access to it, in order to verify their relative’s diagnosis.  

 

In this application, the applicants are seeking support under Section 251 to access data from 

the National Cancer Registration and Analysis Service (NCRAS) in order to confirm the 

relative’s diagnosis. The relative’s diagnosis needs to be verified to confirm the participants 

eligibility for the trial prior to any invasive procedures being undertaken, as the eligibility of the 

Caucasian cohort relies of a family history of prostate cancer.  

 

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

unconsented activities as described in the application. 

 

Confidential patient information requested 

 

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

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

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

detail.  

 

Cohort 

 

The deceased relatives of Caucasian participants in the 

PROFILE study, who had a diagnosis of prostate cancer.  

 

350 Caucasian patients would be recruited into the study.  

Data sources 

 

1. National Cancer Registration and Analysis Service 
(NCRAS), at Public Health England 

 

Identifiers required 

for linkage purposes 

 

1. Name 
2. Date of birth 
3. Date of death 
4. Postcode – District Level 
5. Place of death (hospital, hospice or residence) 

 

Identifiers required 

for analysis 

purposes 

No identifiers will be retained for analysis purposes. 
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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 a sub-committee of the 

CAG.  

 

1. Further information is required on the dissent mechanism; 
 

a. Advise if patients included in NCRAS can opt-out of inclusion of 
their data in research.  

 

The applicant advised that Public Health England had confirmed that the National Data Opt-

Out would be applied. The CAG noted this information and raised no further queries.  

 

b. Clarify if NHS Digital will be contacted to establish if the deceased 
relatives had registered a National Opt-out.  

 

The applicant confirmed that Public Health England would apply the National Data Opt-Out 

via NHS Digital. The CAG noted this information and raised no further queries.  

 

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. Favourable opinion from a Research Ethics Committee. Confirmed 28 November 2019. 
 

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

 

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

 

• Confirmed - The Institute of Cancer Research, the Royal Marsden NHS 
Foundation Trust has a confirmed ‘Standards Met’ grade on DSPT submission 
2018/19 by NHS Digital email dated 28 February 2020. 

 

 

i. 19/CAG/0223 - TwinsUK: Phenotypic enrichment of the 

TwinsUK cohort through linkage to electronic health 

records and other databases 
 

Name  Capacity  

Dr Tony Calland MBE  CAG Chair 

Professor Barry Evans  CAG member 

Dr Katie Harron  CAG member 

Dr Harvey Marcovitch  CAG member 

Mrs Diana Robbins  CAG member 

Ms Kathleen Cassidy  HRA Confidentiality Advisor  

 

Context 

 

Purpose of application 

 

This application from King’s College London set out the purpose of medical research which 

aims to undertake record-based follow-up of patients recruited to the Twins UK trial. The Twins 

UK study was established in 1992 and is the largest longitudinal cohort of community dwelling 

adult twins in the UK, comprising over 14,000 volunteer twins in predominantly midlife. All 

patients are included within the main study on the basis of informed consent.  
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Participants have provided self-reported questionnaires, physical/cognitive measures and 

biological samples through clinical visits approximately every four years, for researchers to 

investigate how environmental factors and genetics interact to impact health over the life 

course. The longitudinal biobanking of samples over the last 25 years has enabled research 

on early detection of disease. TwinsUK participants have, from enrolment, given their informed 

consent for these data to be used for health research.  

 

This application has been submitted to seek section 251 support to enable the Twins UK 

cohort to be linked with primary and secondary care records, cancer registration and mortality 

data held in a variety of data sources. Wider linkage with educational records held by 

Department for Education is also requested.  The application has been informed by the 

ALSPAC (Avon Longitudinal Study of Parents and Children) programme which operates with 

support under the Regulations via reference ECC 1-05(b)/2012. 

 

A recommendation for class 2, 4, 5 and 6 support was requested to cover access to the 

relevant unconsented activities as described in the application. 

 

Confidential patient information requested 

 

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

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

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

detail.  

 

Cohort 

 

All participants within the Twins UK trial. This encompasses 

14,400 patients.  

 

 

Data sources 

 

1. Hospital Episodes Dataset, NHS Digital  
2. Mental Health Minimum dataset (MHMDS), NHS Digital 
3. Office for National Statistics (ONS) Mortality Data, NHS 

Digital  
4. Cancer registration, NHS Digital  
5. Patient Demographics Service, NHS Digital  
6. Patient Episodes Dataset Wales (PEDW), NHS Wales 

Informatics Service  
7. GP Practice records, various providers 
8. Educational data, Department for Education 
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Identifiers required 

for linkage purposes 

 

1. Name 
2. NHS Number 
3. Hospital ID 
4. GP Registration  
5. Date of birth 
6. Date of death  
7. Postcode (unit level) 
 

Identifiers required 

for analysis 

purposes 

 

1. Date of birth 
2. Date of death 
3. Postcode (unit level) 
4. Sex 
5. Ethnicity  

 

 

 

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 a sub-committee of the 

CAG  

 

1. Clarify the purpose of the proposed linkage with each named data source. This 
should include an overview of the types of research questions, which are 
specific to the twin cohort, which could only be addressed by the proposed 
linked data.  

 

The applicant provided a table, setting out the datasets they would receive, the organisations 

providing the data and the research questions which will require use of these data. This 

information was reviewed by the CAG, who raised no further queries.  

 

2. Confirm what legal basis, in relation to the common law duty of confidentiality, 
is being relied upon for the disclosure and processing of the confidential 
patient information held in the TwinsUK dataset to facilitate linkage with the 
Department for Education records and wider environmental data as it is noted 
that patients have not provided informed consent for these purposes.  

 

The applicant explained that the legal basis relied upon to facilitate linkage with the 

Department for Education records is General Data Protection Regulation (GDPR) and the 

Data Protection Act (DPA) 2018, specifically, Article 6(1)(e), Article 9(2)(j) and Article 89(1). 

Support under s251 will only be used for the wider social care data received from the 

Department for Education and not for anything else.  
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Article 6 and 9, as described above, will also be relied on as the legal basis to process the 

wider environmental data where required and where specific postcode information is shared 

with 3rd party data suppliers. Where environmental data is required for all regions, and not 

specifically for any participant or groups of participants, no legal basis is required since no 

identifiable information is divulged to 3rd parties. This information was noted by the CAG, who 

raised no further queries. 

 

3. Confirm all items of confidential patient information which would be utilised in 
the described data linkage activities and provide a justification for the 
requirement of each item.  

 

The applicant provided a table, setting out all items of confidential patient information which 

would be utilised in the described data linkage activities and providing a justification for the 

requirement of each item. This information was reviewed by the CAG, who raised no further 

queries. 

 

4. Individual data flow diagrams should be provided to explain the data linkage 
process which each named data source. These should address the following 
points: 

 

a. Data items being processed at each stage of the data linkage process, 

b. Name the organisations handling data at each stage, 

c. Identify which data flows require section 251 support, 

d. Ensure any acronyms used are explained.  

The applicant provided a data flow diagram, which set out the flows of information required. 

This information was reviewed by the CAG, who raised no further queries. 

 

5. Provide a detailed overview of the information which would be returned from 
each described data linkage, to understand the scope of the information which 
would be included in the resulting dataset. 
 

The applicant provided a table, setting out the datasets they would receive, the organisations 

providing the data, the identifiable data received from each data source organisation a detailed 

overview of information received. This information was reviewed by the CAG, who raised no 

further queries.  
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6. Provide further information to explain the value of linkage with the Department 
for Education dataset, acknowledging that due to the average age of the 
TwinsUK cohort, a significant proportion are unlikely to be included in these 
records. 
 

The applicants explained that the linkage to the Department of Education dataset will be used 

to provide nationally collected data, specifically on individuals from 1996 onwards. Only 

individuals born from the 1980s onward will have any usable data from this linkage. While the 

bulk of the cohort are born before this date, there were over 2000 individuals born since 1980, 

and approximately 900 since 1990. In addition, the applicants are actively recruiting more 

twins, who will be approached for consent to the data linkage. This information was reviewed 

by the CAG, who raised no further queries. 

 

7. Clarify whether the datasets returned following linkage would be stored in one 
overarching database, or in individual silos to ensure security of the 
information held.  
 

The applicants explained that the datasets will be quality-controlled, cleaned and de-identified 

using TwinsUK pseudo-identifiers ,upon receipt by TwinsUK.   The datasets are then 

associated with a category/type of data. Each category of linked data received is held in an 

individual silo called a “Data Linkage File”. These files will be held in the TwinsUK Data Safe 

Haven and whilst there, they will not be linked together. 

 

As more datasets are received, the number of Data Linkage Files for each category will 

increase and an overarching database will be used for the purpose of locating, versioning, 

usage tracking and storage of various metadata associated with each dataset. No data will be 

stored in the central reference database, it will be used to track the Data Linkage Files only. 

This information was reviewed by the CAG, who raised no further queries. 

 

8. Provide further information around the assessment process which would be 
undertaken where an applicant is seeking access to more than one source of 
data, i.e. mental health data and educational information, to provide assurance 
that data will only be disclosed where relevant to the proposed research 
question.  
 

The applicant provided a summary of the general data access mechanism, described in the 

DTR Data Access Policy. This information was reviewed by the CAG, who raised no further 

queries. 

 

9. Revise the patient-facing information materials to address the following 
points: 
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a. Provide a clear and detailed overview of what the data linkage activity 
entails, which organisations will be involved in linkage and the 
information which would be provided for use in the dataset, 
 

b. Correct the information around which researchers would be able to 
access the database to make clear that this would be KCL approved 
researchers only, 

 

c. A clearer explanation of the CAG and the section 251 support provided 
for the application activity should be provided correcting in accurate 
references to the CAG and its remit,  

 

d. Provide a clearer introduction to the first case study which is presented 
so readers understand why this is being introduced and its relevance to 
the proposed data linkage, 

 

e. The right to dissent to the use of data within this project should be 
introduced at an earlier point in the document,  

 

f. Ensure all diagrams/images which would be present in the final 
document are included for review.  

 

The applicant provided a revised TwinsUK Data Linkage Leaflet). Updated versions of the 

TwinsUK BioBank Volunteer Information Sheet and Consent Form  were also provided. No 

changes had been made to the content, only to the version and date of the Data Linkage 

Information Leaflet referenced, and the version number and date of the documents 

themselves. This information was reviewed by the CAG, who raised no further queries. 

 

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. Favourable opinion from REC Confirmed 19 February under IRAS reference 
258513 (REC 19/NW/0187). The applicant has confirmed that the REC opinion 
extends to the scope of the CAG application. 
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2. Due to the number of participating sites where confidential patient 
information will be accessed, individual DSPT submissions are not required 
for the purpose of the application. Support is recommended on the basis 
that the applicant ensures the required security standards are in place at 
each site prior to any processing of confidential patient information with 
support under the Regulations. 

 

 

j. 20/CAG/0034 - Detecting clinical deterioration in 

respiratory hospital patients using machine learning 
 

Name  Capacity  

Dr Tony Calland MBE  CAG Chair 

Ms Sophie Brannan CAG member 

Mr Andrew Melville  CAG member 

Ms Gillian Wells CAG member 

Ms Kathleen Cassidy  HRA Confidentiality Advisor  

 

Context 

 

Purpose of application 

 

This application from the University of Nottingham set out the purpose of medical research 

that aims to develop a new early warning score to detect when patients who are in hospital 

with respiratory problems are getting worse and may need extra treatment.  

 

Early warning scores are used in NHS hospitals to detect when patients are deteriorating and 

might need extra medical treatment. Currently used scoring systems are good at detecting 

sepsis and internal bleeding but sometimes they can fail to pick up breathing problems. They 

also don't work very well in some patients with long-term breathing problems because the 

score can be high all the time, even when patients are stable. This can result in doctors being 

called to see patients who don't need any extra treatment which can distract them from those 

who really need help. This project has been funded by the Medical Research Council and 

aims to develop a better scoring system for monitoring people with breathing problems in 

hospital.  
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The applicants will examine how often doctors are called to see patients with breathing 

problems each day and the extra treatments given as a result. Information about 22,000 

patients who were admitted to hospital with breathing problems will be collected and 1000 

cases examined in detail. Support under s251 is sought in order for researchers, who are not 

members of the direct care team, to access electronic and paper records within Nottingham 

University Hospitals NHS Trust for patients under the care of adult respiratory medicine 

services from 2014 until the present day. An anonymised dataset will then be provided to the 

University of Nottingham for analysis.  

 

A recommendation for class 1, 4, 5 and 6 support was requested to cover access to the 

relevant unconsented activities as described in the application. 

 

Confidential patient information requested 

 

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

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

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

detail.  

 

Cohort Approximately 22,000 patients aged 18 years and over who 

were admitted to Nottingham University Hospitals NHS Trust 

under the care of respiratory medicine services between 2014 

and the present day. 

 

Data sources 1. Electronic and paper medical records held within 
Nottingham University Hospitals NHS Trust 
 

Identifiers required 

for linkage purposes 

1. Hospital ID number 
 

Identifiers required 

for analysis 

purposes 

1. Date of death 
2. Gender 
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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 a sub-committee of the 

CAG. 

 

1. Clarify whether the direct care team can undertake the data extraction and 
provide the research team with an anonymised dataset, removing the need for 
support under Section 251. If this was not possible, then a clear justification 
needs to be given of why this cannot be done.  
 

The applicants explained that the research team were comprised of a senior data analyst, two 

clinical researchers, who are also consultant respiratory physicians with substantive or 

honorary NHS contracts at Nottingham University Hospitals NHS Trust, and computer 

scientists at the University of Nottingham. The role of the senior data analyst is to extract the 

data from the Nervecentre system and provide it to the clinical researchers. The clinical 

researchers are not able to undertake the data extraction itself as it requires specific technical 

expertise and also computer system administrator rights, which they do not have. The patients 

included in the dataset will have been looked after by up to 30 different consultant respiratory 

physicians and it would not be practical for each of these consultants to extract or analyse the 

data for their own patients separately.  

 

The Group noted this information and queried whether patients’ date of death was required, 

or whether this could be revised to the length of hospital stay. The applicant confirmed that 

patients’ date of death was not required and this had already been revised to the length of 

hospital stay to make it less likely that patients could be re-identified from the anonymised 

dataset. The CAG noted this information and raised no further queries. 

 

2. Provide clarification on the confidential patient information the applicants would 
have access to, i.e. would the whole record be accessed so that the required 
information could be extracted, or would the access be limited.  

 

The clinical researchers will access the electronic patient records using a system called DHR, 

which they already have access as part of their clinical work. The system allows clinicians to 

open documents relating to specific in-patient or out-patient episodes, and the researchers 

will only open the documents relevant to the research. The CAG noted this information and 

raised no further queries. 

 

3. More details about the patient and public involvement and engagement carried 
out needs to be provided. Details should be provided around the format of the 
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activity, the demographics of those involved and the information which was 
provided together with an overview of the feedback given by participants.  
 

The applicant explained that the respiratory Patient and Public Involvement (PPI) group in 

Nottingham is comprised of patients who have been treated for lung conditions such as 

pneumonia. They range in age from approximately 45 to 80 years old with a roughly equal 

balance of male and female members. This is similar to the demographic of patients whose 

data will be examined. A plain English summary of the project was disseminated to the group 

by e-mail together with a short form inviting comments. These documents were provided to 

the CAG. Following this exercise, the applicant attended the next PPI group meeting to answer 

questions about the study. Feedback was positive. The CAG noted this information and raised 

no further queries. 

 

4. A patient notification strategy needs to be devised. This may include posters 
placed in A&E and relevant clinical areas and providing information about the 
research on the University and Trust websites. The patient notification materials 
should include information on how patients can dissent from inclusion. The 
patient notification strategy and materials need to be provided to CAG.  

 

The applicants advised that they had publicised the project to the local population in 

Nottingham via a number of methods. The applicant was interviewed by the Nottingham Post 

and the study was publicised on the website and Twitter feed of Nottingham University 

Hospitals NHS Trust. A poster had also been created, for display at the entrances to each of 

the respiratory wards at Nottingham University Hospitals NHS Trust. The poster briefly 

explains the purpose of the study and gives a contact number for patients to opt out.  

 

The poster was supplied to the CAG, who requested that it was revised to include a contact 

telephone number and to explain that confidential patient information will be accessed by 

researchers outside of the direct care team before it is anonymised. The revised poster was 

reviewed and accepted by the CAG.  

 

5. Clarify whether the data extraction will be a one-off occurrence, or if it would be 
carried out annually.   

 

The applicant confirmed that the data extraction would be a one-off occurrence. It will only be 

repeated if there is a technical problem with the data or if some of the required data is missing. 

The CAG noted this information and raised no further queries.  

 

6. A defined start and end date, between which patients would be included, e.g. 
01/01/2014 – 31/12/2019, needs to be provided.  
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Data will be extracted between 01 April 2015 and 31 March 2020. The slightly later start date 

is to ensure that the Nervecentre system had bedded in completely. The CAG noted this 

information and raised no further queries. 

 

7. A more precise number of patients, rather than an approximate number, needs 
to be provided.  

 

The applicant advised that data from 22,827 admission episodes will be examined. The CAG 

noted this information and raised no further queries. 

 

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. Favourable opinion from a Research Ethics Committee. Confirmed 18 March 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. Confirmed: Nottingham University NHS Trust - NHS Digital have 
confirmed qualified assurance against the organisation’s 2018/19 DSPT submission 
on the basis that the Trust has not met the 95% standard relating to staff security 
awareness training.  
 

As a result, the following specific condition of support has been added: all staff 

involved in processing data under this section 251 support must have successfully 

completed local security awareness training before processing any data.  
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2. New Amendments 
 

a. CAG 8-02(b)/2014 - Data collection by NHS England Area 

Teams responsible for commissioning secure mental 

health and child and adolescent mental health services 

to populate patient register and reporting 
 

Name  Capacity  

Ms Kathleen Cassidy HRA Confidentiality Advisor 

 

Context 

 

Purpose of application 

 

A suite of three applications had originally been presented by NHS England, on behalf of 

Clinical Commissioning Groups, to reflect the different data flows involved in the initiative 

known as ‘Assuring Transformation’. The overarching purpose of these data flows was 

stated to ensure that a commissioner is always monitoring the overall management of 

patient care through the activity of ‘case management’. Case management had been defined 

at time of original consideration as activities by certain roles to ensure the continuity and 

quality of care delivered by healthcare providers over the period of the patient’s care and to 

ensure the appropriate support is provided. 

 

Amendment request 

 

The applicants submitted an amendment to the second of the three applications, CAG 

8-02 (b)/2014, seeking support to establish a legal basis for NHS Lead Providers of 

Provider Collaboratives, who will act as data processors on behalf of NHS England, to 

collect data from providers of specialist inpatient services for people with a learning 

disability and/or autism. Provider Collaboratives are a group of specialised inpatient 

providers who will come together to commission on behalf of NHS England, led by an 

NHS (Lead) Provider, who holds a contract with NHS England. NHS-led Provider 

Collaboratives will take on commissioning responsibilities for specialised inpatient 

services deemed in scope of Provider Collaboratives, for their originating population, 

on behalf of NHS England specialised commissioning regions (previously referred to 

as NHS England ‘Area Teams’), in line with the objectives of the NHS Long Term Plan 
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(NHS LTP). The commencement of NHS-led Provider Collaboratives will begin from 01 

April 2020. It is important to note that some Provider Collaboratives will take on these 

responsibilities post-April 2020, and that some specialist services currently remain ‘out 

of scope’ of Provider Collaboratives and may be included within the scope of Provider 

collaboratives at a later point. In these scenarios, NHS England specialised 

commissioning regions would retain responsibility as they do now. In short, the 

applicant was requesting support for the Provider Collaboratives to be added as data 

processors, and to take on the activities that were described in the original application 

to be undertaken by the “Area Teams” as known. In line with CAG requirements when 

support was originally given for application CAG 8-02(b)/2014, guidance on the fair 

processing of patient information for commissioners was published in September 2015 

by NHS England. It was confirmed that this has been regularly reviewed and updated 

by NHS England’s Information Governance team, most recently in February 2020 to 

reflect the proposed changes and the new commissioning landscape, as well as 

updating in respect of GDPR. The applicants advised that the online privacy notice in 

respect of Assuring Transformation would be updated ahead of April 2020 to reflect the 

addition of provider collaboratives within the commissioning landscape. Members 

accepted in good faith that this had been completed as this was not provided. The 

updated privacy notice had not been provided with the applicant, and members asked 

that this was provided with the next annual review, due on 10 December each year, 

and preferably 4 weeks in advance of that date. 

 

Confidentiality Advisory Group advice 

 

The amendment requested was considered by the Confidentiality Advisory Group. The 

Group agreed that the amendment had been submitted in response to a change in NHS 

structure in England and had been made to ensure that the reconfigured commissioning 

body has the appropriate Regulation 5 support to process confidential patient information in 

order to undertake its monitoring role. 

 

Confidentiality Advisory Group advice conclusion 

 

In line with the considerations above, the CAG agreed that the minimum criteria under the 

Regulations appeared to have been met for this amendment, and therefore advised 

recommending support to the Secretary of State for Health and Social Care. 

 

Specific conditions of support 

 

The following sets out the specific conditions of support.  
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1. Confirmation of the updated text of the online privacy notice is to be 

provided at the next annual review, due on 10 December each year, and 

preferably 4 weeks in advance of that date. Please note this date to avoid 

jeopardising the status of future support.  

 

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. Due to the 

number of participating sites where confidential patient information will be 

accessed, individual DSPT submissions confirmations are not required for 

the purpose of the application. Support is provided on the basis that the 

applicant ensures the required security standards are in place at each site 

prior to any processing of confidential patient information with support 

under the Regulations (via NHS Digital review and confirmation). 

 

 

b. 18/CAG/0147 - National Adult Community Acquired 

Pneumonia Audit 2018-19 

 

Name  Capacity  

Ms Kathleen Cassidy HRA Confidentiality Advisor 

 

Context 

 

Amendment request 

 

In this amendment the applicants sought support to extend the duration of the amendment 

by one year, from 31 May 2020 until 31 May 2021. Review of the request for information by 

the Data Access Request Service (DARS) within NHS Digital was delayed. Approval by 

DARS was received on 02 March 2020 and the linked data was made available to the 

applicants in April 2020.  

 

Confidentiality Advisory Group advice 
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The amendment requested was considered by the Confidentiality Advice Team. The Team 

agreed that the applicants had been delayed while waiting for review by DARS and that the 

request to extend the duration was reasonable.  

 

Confidentiality Advisory Group advice conclusion 

 

In line with the considerations above, the CAT agreed that the minimum criteria under the 

Regulations appeared to have been met for this amendment, and therefore advised 

recommending support to the Secretary of State for Health and Social Care. 

 

Specific conditions of support 

 

The following sets out the specific conditions of support.  

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: 

• Confirmed – the British Thoracic Society (by check of the DSPT tracker 
on 08 June 2020), and NHS Digital (by check of the DSPT tracker on 08 
June 2020) have confirmed ‘Standards Met’ grade on DSPT submission 
2018/19). 

• Westcliff Solutions (by check of the DSPT tracker on 08 June 2020) has 
confirmed ‘Standards Met’ grade on DSPT submission 2019/20). 

 

 

c. 19/CAG/0201 – The PREDICT Study 
 

Name  Capacity  

Dr Paul Mills HRA Senior Confidentiality Advisor 

 

Context 

 

Amendment request 

 

In this amendment, the applicant sought to extend the study duration to 31 August 

2020. They also requested to extend this study to include patients in two other hospital 

catchment areas (South Tyneside and Sunderland Hospitals NHS Foundation Trust 

and Gateshead Health NHS Foundation Trust) but who are still served by the North 



48 

 

East Ambulance Service NHS Foundation Trust 2 cardiac arrest units. The applicant 

confirmed that there were no other changes to the study, and these requests were to 

enable sufficient recruitment to the study 

 

Confidentiality Advisory Group advice 

 

The amendment requested was considered by the Confidentiality Advice Team, who agreed 

that the request to extend the duration and geographical coverage was reasonable to enable 

sufficient recruitment to the study, and were in the public interest. 

 

Confidentiality Advisory Group advice conclusion 

 

In line with the considerations above, the CAT agreed that the minimum criteria under the 

Regulations appeared to have been met for this amendment, and therefore advised 

recommending support to the Health Research Authority. 

 

Exclusions 

 

It was noted in the review of this amendment request that South Tyneside and Sunderland 

Hospitals NHS Foundation Trust is a newly formed Trust. NHS Digital could not provide 

security assurances for this Trust and so this support does not extend to South Tyneside and 

Sunderland Hospitals NHS Foundation Trust 

 

Specific conditions of support 

 

The following sets out the specific conditions of support.  

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: 

• Confirmed: North East Ambulance Services NHS Foundation Trust (by 
NHS Digital email 23 July 2019), Newcastle Hospitals NHS Foundation 
Trust (by NHS Digital email 30 August 2019) and Gateshead Health NHS 
Foundation Trust (by NHS Digital email 05 June 2020) have confirmed 
‘Standards Met’ grade on DSPT 2018/19).  
 

2. Confirmation of a favourable opinion from a Research Ethics Committee. Confirmed 
06 April 2020. 
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d. 19/CAG/0135 (Previously PIAG 4-06 (FT2)/2006)– Derby 

Monitoring Study of Self-harm) 
 

Name  Capacity  

Ms Caroline Watchurst HRA Confidentiality Advisor 

 

Context 

 

Purpose of application 

 

The Derby Monitoring Study of Self-harm aims to undertake a series of studies on the 

epidemiology, clinical management, outcome and prevention of self-harm and suicide. The 

study includes all patients who present at the Derbyshire Healthcare NHS Foundation Trust 

having self-harmed.   

 

Amendment request 

 

This amendment seeks to make Jennifer Ness the CI for the study and Keith Waters a Co-

Investigator. Current CI Keith Waters is reducing his time on the project and is handing over 

increased responsibility to Jennifer Ness. She is currently a named Co-Investigator, having 

worked on the study since 2010 and project managed the study since 2013.  

 

This amendment also addresses the duration of the study and is seeking support for an 

extension of study end date from 31st March 2020 to 31st March 2021. Funding is in place 

to continue the study for a further year. It is important that the study is extended as it 

continues to provide important evidence used to inform National Strategy, Policy and 

Practices designed to reduce suicide and improve support for people who self-harm. 

 

Confidentiality Advisory Group advice 

 

The amendment requested was considered by the Confidentiality Advisory Group. The group 

raised no queries and was content to support the amendment. 
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Confidentiality Advisory Group advice conclusion 

 

In line with the considerations above, the CAG agreed that the minimum criteria under the 

Regulations appeared to have been met for this amendment, and therefore advised 

recommending support to the Health Research Authority. 

 

Specific conditions of support 

 

The following sets out the specific conditions of support.  

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: 

• Confirmed – Derbyshire Healthcare NHS Foundation Trust (by check of 
the DSPT tracker on 09 June 2020), and University Hospitals of Derby & 
Burton NHS Foundation Trust (by check of the DPST tracker on 09 June 
2020) and NHS Digital (by check of the DSPT tracker on 09 June 2020) 
have confirmed ‘Standards Met’ grade on DSPT submission 2018/19). 

 
2. Confirmation of a favourable opinion from a Research Ethics Committee 

a. Confirmed 11 March 2020 
 
3. It is understood that the applicants will be updating their patient facing documents to 

align with the change of CI 

 

 

e. 19/CAG/0170 - Evaluating the effectiveness, and cost-

effectiveness, of a pharmacist-led IT-based intervention 

(PINCER) when widely implemented in general practices to 

reduce the prevalence of patient exposure to hazardous 

prescribing, and the incidence of serious harm 
 

Name  Capacity  

Ms Caroline Watchurst HRA Confidentiality Advisor 

 

Context 

 

Purpose of application 
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The research study aims to evaluate the effectiveness and cost-effectiveness of a 

pharmacist-led IT-based intervention (PINCER) when widely implemented in general 

practices. The study will involve the extraction of confidential patient information from up to 

350 GP Practices in the East Midlands area for patients seen between 28 February 2013 

and 31 August 2019. This data will be linked with HES and ONS to enable primary care 

prescribing practices to be evaluated against hospital admissions and mortality in patients. 

 

Amendment request 

 

In this amendment, the applicants sought support to extend the duration of the study until 31 

December 2020. This is due to delay that the applicants have experienced in obtaining data 

from GP practices.  

 

The applicants had also made amendments to documentation provided to patients and GP 

practices, in order to provide a clearer explanation of the study.  

 

Confidentiality Advisory Group advice 

 

The amendment requested was considered by the Confidentiality Advisory Group. The Group 

raised no queries and were content to support the amendment.  

 

Confidentiality Advisory Group advice conclusion 

 

In line with the considerations above, the CAG agreed that the minimum criteria under the 

Regulations appeared to have been met for this amendment, and therefore advised 

recommending support to the Health Research Authority. 

 

Specific conditions of support 

 

The following sets out the specific conditions of support.  

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: Confirmed 

 

• University of Nottingham (includes PRIMIS team) has confirmed ‘Standards 
Met’ on DSPT 2018/19 (DSPT Tracker 12 June 2020). 
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• Nottingham University Hospitals NHS Trust – Confirmed (DSPT Tracker 12 
June 2020): NHS Digital have confirmed qualified assurance against the 
organisation’s 2018/19 DSPT submission on the basis that the Trust has not 
met the 95% standard relating to staff security awareness training.  
 

As a result, the following specific condition of support has been added: all 

staff involved in processing data under this section 251 support must have 

successfully completed local security awareness training before processing 

any data.  

 

• NHS Digital has confirmed ‘Standards Met’ on DSPT 2018/19. (DSPT Tracker 
12 June 2020). 

 

2. Confirmation of a favourable opinion from a Research Ethics Committee. 
Confirmed 06 March 2020. 

 

 

f. PIAG 4-08(d)/2003 - National Confidential Inquiry into 

Suicide and Safety in Mental Health (NCISH) 
 

Name  Capacity  

Ms Kathleen Cassidy HRA Confidentiality Advisor 

 

Context 

 

Amendment request 

 

The National Confidential Inquiry into Suicide and Safety in Mental Health (NCISH) has 

existing support to collect confidential patient information for the NCISH core database on 

patients who died by suicide when under the recent care, or recently discharged from, 

specialist mental health services. Due to the 2020 Covid-19 pandemic, data collection for 

NCISH was paused in March 2020.  

  

In this amendment, the applicants sought support to re-establish collection of core suicide 

data via the reporting of minimum data set, in order to establish real-time surveillance of 

probable suicides which occur under mental health services during the Covid-19 pandemic. 
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Medical directors will be made aware of this anonymised data set by email and clinicians 

asked to provide the age, sex and ethnicity of patients, alongside the method of suicide and 

primary psychiatric diagnosis. Details of the services the patient was under, the name of their 

mental health trust, whether the patients had experienced any adverse life events and 

whether their mental health care had been disrupted as a result of Covid-19 or social 

distancing measures, will also be requested. Clinicians will not record any information that 

may identify either patient or clinician. The applicants provided the minimum data set 

questions, proposal for the collection of the minimum data set and an information sheet.  

 

Confidentiality Advisory Group advice 

 

The amendment requested was considered by the Confidentiality Advisory Group. The Group 

agreed that the proposed amendment was a reasonable solution to mitigate against the data 

loss created by pressures related to the Covid-19 pandemic. The Group also agreed that 

there was a strong public interest in the collection of anonymised data relating to suicide 

during the specified period.  

 

Confidentiality Advisory Group advice conclusion 

 

In line with the considerations above, the CAG agreed that the minimum criteria under the 

Regulations appeared to have been met for this amendment, and therefore advised 

recommending support to the Health Research Authority. 

 

Specific conditions of support 

 

The following sets out the specific conditions of support.  

1. Confirmation of suitable security arrangements via IG Toolkit submission 
(Confirmed University of Manchester - National Confidential Inquiry into 
Suicide and Homicide (by check of the NHS Digital tracker on 17 June 2020) 
has confirmed ‘Standards Met’ grade on DSPT 2018/19) 

 

2. Confirmation of a favourable opinion from a Research Ethics Committee 
(Confirmed 26 June 2020). 
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g. ECC 4-03(g)/2012 - General health and hospital admissions 

in children born after ART; a population-based linkage 

study 
 

Name  Capacity  

Ms Caroline Watchurst HRA Confidentiality Advisor 

 

Context 

 

Amendment request 

 

The applicant currently has support until 16 August 2020. The amendment requested 

an extension to the duration of support to 08 July 2022. The applicant has provided a 

detailed overview of the delays which had been experienced in accessing the data. No 

new data is being collected, only data items which the applicant has support for, but 

which were unobtainable to date.   

 

Confidentiality Advisory Group advice 

 

The amendment requested was considered by the Confidentiality Advice Team. There were 

no issues with this amendment. 

 

Confidentiality Advisory Group advice conclusion 

 

In line with the considerations above, the CAT agreed that the minimum criteria under the 

Regulations appeared to have been met for this amendment, and therefore advised 

recommending support to the Health Research Authority. 

 

Specific conditions of support 

 

The following sets out the specific conditions of support.  

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: Confirmed 
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• NHS Digital and University College London - School of Life and Medical 
Sciences have confirmed ‘Standards Met’ on DSPT 2018/19 (be check of 
DSPT Tracker 23 June 2020). 

 

2. Confirmation of a favourable opinion from a Research Ethics Committee 
Confirmed not needed - non-substantial amendment 

 

 

h. 15/CAG/0196 - Tracking the Impact of Gestational Age on 

health, educational and economic outcomes: a longitudinal 

Record linkage study (TIGAR) 
 

Name  Capacity  

Ms Caroline Watchurst HRA Confidentiality Advisor 

 

Context 

 

Amendment request 

 

The TIGAR study from University of Oxford aims to investigate the effect of gestational age at 

birth on health, educational and economic outcomes up to age 11 years. Information will be 

collected for all children born in England during 2005 and 2006, comprising approximately 1 

million patients.  

Support is in place to allow the disclosure of confidential patient information from; 

• NHS Digital to the Office for National Statistics (ONS) 

• The ONS to the Education Data Division (Part of the Department for Education) 

• The TIGAR team to access patient confidential information within the ONS VML – 
this is for validation purposes 

 

In this amendment, the applicants sought support to extend the study end date from 30 June 

2020 to 30 June 2022. The applicants have experienced delays in obtaining the required 

approvals. Also, due to the Covid-19 pandemic, the applicants have not been able to attend 

the Office for National Statistics (ONS) safe haven in order to access the required data. The 

applicants are currently exploring the possibility of gaining access to the safe haven remotely. 

The applicants have therefore revised the protocol to state that the data analysis will be 

conducted within ONS, whether at the physical safe haven or by secure remote access to the 

safe haven, rather than an extract of the data being transferred to the University of Oxford, 

which was the process described in the original application.  
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Confidentiality Advisory Group advice 

 

The amendment requested was considered by the Confidentiality Advisory Group, who 

agreed the duration request is reasonable given the current circumstances, and the revisions 

made to the protocol about where data is processed added clarity to the document. It is of 

note for future annual reviews or amendments that the Education Data Division is covered by 

the Data Security and Protection Toolkit (DSPT) submission from the Department for 

Education. 

 

Confidentiality Advisory Group advice conclusion 

 

In line with the considerations above, the CAG agreed that the minimum criteria under the 

Regulations appeared to have been met for this amendment, and therefore advised 

recommending support to the Health Research Authority. 

 

Specific conditions of support 

 

The following sets out the specific conditions of support.  

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: 

• Confirmed – University of Oxford – Medical Sciences Division – Nuffield 
Department of population health (by check of the DSPT tracker on 10 June 
2020) and the Office for National Statistics (by check of the DSPT tracker 
on 10 June 2020)have confirmed ‘Standards Met’ grade on DSPT 
submission 2019/20).  

• NHS Digital (by check of the DSPT tracker on 10 June 2020) and the 
Department for Education (by check of the DSPT tracker on 11 June 2020) 
have confirmed ‘Standards Met’ grade on DSPT submission 2018/19.   

 

2. Confirmation of a favourable opinion from a Research Ethics 

Committee: Confirmed 28 April 2020.  

 

i. 18/CAG/0015 - Improving diagnosis and management in 

dementia with Lewy bodies using the CPFT Research 

Database (CRATE) 
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Name  Capacity  

Ms Caroline Watchurst HRA Confidentiality Advisor 

 

Context 

 

Amendment request 

 

This study from the University of Cambridge on behalf on the Cambridgeshire and 

Peterborough NHS Foundation Trust aims to improve the diagnosis and management of care 

for patients with dementia with Lewy Bodies. Using the Cambridgeshire and Peterborough 

NHS Foundation Trust (CPFT) Research Database (CRATE) the Lewy-CRATE project will 

identify a cohort dementia patients with Lewy bodies (DLB) cases and non-DLB disease 

dementia controls to allow a detailed examination of their characteristics and outcomes. Once 

the patient cohort has been identified, linkage will be undertaken with HES and ONS datasets 

held by NHS Digital. 

The initial application indicated that the sample size would contain approximately 500 

dementia patients with DLB and around 12,500 non-DLB disease dementia controls, though 

noting the application indicated that they wish to include as many as possible.   This 

amendment seeks to increase the sample size of DLB cases to 911, and the non-DLB controls 

to around 21,000 (total of around 22,000). These additional cases have been identified due to 

the growth in the CRATE database and will help the study achieves its aims with greater 

confidence.  

 

Confidentiality Advisory Group advice 

 

The amendment requested was considered by the Confidentiality Advice Team. The Team 

raised no queries and were content to support this amendment. 

 

Confidentiality Advisory Group advice conclusion 

 

In line with the considerations above, the CAT agreed that the minimum criteria under the 

Regulations appeared to have been met for this amendment, and therefore advised 

recommending support to the Health Research Authority. 

 

Specific conditions of support 

 

The following sets out the specific conditions of support.  
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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: Confirmed 

Cambridgeshire & Peterborough NHS Foundation Trust has confirmed ‘Standards 

Met’ on DSPT 2018/19 (by check of DSPT Tracker 18 May 2020). 

 

2. Confirmation of a favourable opinion from a Research Ethics Committee 
Confirmed 1 May 2020 

 

 

j. ECC 5-05(a)/2012 - Clinical Practice Research Datalink 

Service (CPRD) 
 

Name  Capacity  

Ms Kathleen Cassidy HRA Confidentiality Advisor 

 

Context 

 

Amendment request 

 

The applicants have existing support to link secondary care datasets, such as those 

collected by the Intensive Care National Audit and Research Centre (ICNARC). In this 

amendment, CPRD are seeking support for ongoing linkages to ICNARC Case Mix 

Programme (CMP) data. Data from the CMP will be added to the CPRD master data set list. 

ICNARC have support to process confidential patient information for the Case Mix 

Programme under reference PIAG 2-10(f)/2005.  

 

By linking primary care records in the CPRD database with critical care records from the 

ICNARC CMP data, the researchers aim to examine both anonymised datasets to develop 

a better understanding of the risk factors and to improve treatments and clinical outcomes 

for patients. The linkage will initially be undertaken to Covid-19 cases recorded in the 

ICNARC CMP, to facilitate timely research on Covid-19. The linked data will be used to 

enable studies to determine which patients in primary care are at the highest risk of 

admission to critical care and which factors predict survival. Linkage to wider ICNARC CMP 

data will be subsequently undertaken to support a range of future studies on drug safety, 

the use of medicines, effectiveness of health policy, health care delivery and disease risk 

factors.  
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The data linkage will be conducted in line with the data flows and process described in the 

original application for support made by CPRD. NHS Digital will undertake the linkage as 

trusted third party (TTP). 

 

Confidentiality Advisory Group advice 

 

The amendment requested was considered by the Confidentiality Advisory Group. The 

Group agreed that the amendment had a high public interest and is a medical purpose. The 

amendment will allow critically important linkages between primary care data and ICNARC 

CMP data to improve prognosis, care and forecasting for patients suffering from Covid-19. 

 

Confidentiality Advisory Group advice conclusion 

 

In line with the considerations above, the CAG agreed that the minimum criteria under the 

Regulations appeared to have been met for this amendment, and therefore advised 

recommending support to the Health Research Authority. 

 

Specific conditions of support 

 

The following sets out the specific conditions of support.  

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 (Confirmed – Clinical Practice Research 
Datalink (by NHS Digital DSPT tracker checked 11 June 2020), NHS Digital 
(by NHS Digital DSPT tracker checked 11 June 2020) and ICNARC (by NHS 
Digital DSPT tracker checked 11 June 2020) have confirmed ‘Standards Met’ 
grade on DSPT submission 2018/19). 

 

2. Confirmation of a favourable opinion from a Research Ethics Committee (Confirmed 
– covered within the overarching CPRD REC favourable opinion). 

 

 

k. CAG 5-07(d)/2013 - National Emergency Laparotomy Audit 
 

Name  Capacity  

Ms Kathleen Cassidy HRA Confidentiality Advisor 
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Context 

 

Amendment request 

 

In this amendment, the applicants sought support to include additional questions in the 

audit dataset, in order to capture information on the impact of Covid-19 on emergency 

laparotomies. 

 

The below questions will be included: 

Q1: Please indicate the patient's SARS-CoV-2/COVID-19 infection status (select 1 

option only):  

 

1. Infected at time of surgery based on a recent positive RT-PCR antigen test  
 
1a Result available prior to theatre 

1b Result not available before patient entered theatre 

1c unable to answer  

 

2. Positive antigen test or clinical diagnosis of COVID-19 during admission but 
unable to determine whether pre/post-op from the medical record 
 

3. Managed as infected at time of surgery on clinical grounds despite negative or 
indeterminate antigen test or test not performed. 
 

4. Managed as not infected at time of surgery based on clinical presentation AND 
negative swab, but had a new positive antigen test result or clinical diagnosis of 
COVID-19 post-operatively 

 

5. Considered to be not infected throughout inpatient stay.  
 

6. Unable to answer 
 

Q2: Please indicate the patient's SARS-CoV-2 antibody status 

1. Positive 
2. Negative 
3. Unable to answer/ Not tested 
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Confidentiality Advisory Group advice 

 

The amendment requested was considered by the Confidentiality Advisory Group. The Group 

agreed that the amendment was in the public interest, as the applicants intended to develop 

knowledge of how the virus behaves and to present a more complete risk assessment of the 

procedure of emergency laparotomy. This additionally allows the patient to have a full consent 

process as emergency laparotomy carries significant risk. 

 

Confidentiality Advisory Group advice conclusion 

 

In line with the considerations above, the CAG agreed that the minimum criteria under the 

Regulations appeared to have been met for this amendment, and therefore advised 

recommending support to the Secretary of State for Health and Social Care. 

 

Specific conditions of support 

 

The following sets out the specific conditions of support.  

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 (Confirmed – the Royal College of 
Anaesthetists (by check of the NHS Digital tracker on 15 June 2020) and the 
Royal College of Surgeons (by check of the NHS Digital tracker on 15 June 
2020  have confirmed ‘Standards Met’ grade on DSPT submission 2018/19). 

 

 

  



62 

 

3. Annual Review Approvals 
 

CAG Reference Application Title 

18/CAG/0054 SUMMIT Study: Cancer screening study with or without low dose lung CT to 

validate a multi-cancer early detection test 

PIAG 3-07(h)/2002 NCRI RCT into annual mammographic screening 

17/CAG/0073 Application to hold patient identifiable data within the National Head and 

Neck Cancer Audit (HANA) 

16/CAG/0058  National Maternity and Perinatal Audit 

18/CAG/0040 eLIXIR, Early Life course data Cross-LInkage in Research 

ECC 8-04(b)/2013 Road Accident In-Depth Studies (RAIDS) 

17/CAG/0078 Barts Health-NICOR - Extended Use of Data V1.1 2017 

18/CAG/0054 SUMMIT Study: Cancer screening study with or without low dose lung CT to 

validate a multi-cancer early detection test 

17/CAG/0060 Evaluation of the Recommended Summary Plan for Emergency Care and 

Treatment (RESPECT) 

17/CAG/0058 National Chronic Kidney Disease Audit Research Database 

15/CAG/0115 UKCTOCS UK Collaborative Trial of Ovarian Cancer Screening 

PIAG 2-10(g)/2005 National Gestational Age Statistics: Linkage, Analysis and 

Dissemination of National Birth and Maternity Data for England 

and Wales 

18/CAG/0049 Using primary care to increase uptake of the Bowel Scope Screening 

Programme in Yorkshire: evaluating paper and telephone based 

interventions 

18/CAG/0146 National Joint Registry 

CR4/2014 Asbestos Workers Survey 

CAG 10-08(b)2014 Building Blocks 2-6: parenting support to reduce maltreatment 

18/CAG/0180 LAUNCHES QI: Linking AUdit and National datasets in Congenital HEart 

Services for Quality Improvement.  
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CAG 2-07(c)/2013 The Pesticide User's Health Study 

PIAG 4-07(j)/2002 Multicentre randomised controlled trial of 'once only' flexible sigmoidoscopy 

in prevention of colorectal cancer morbidity and mortality 

PIAG 3-

04(FT3)/2006 

Population Flexible Sigmoidoscopy Screening - Demonstration of a high 

uptake nurse-led programme 

18/CAG/0199 ACROBAT: Administering CRyoprecipitate in Obstetric Bleeding at an earlier 

Time 

18/CAG/0007 Evaluating alternative protocols for identifying and managing patients with 

FH: cost effectiveness analysis with qualitative study 

PIAG 1-05(j)/2007 Long-term consequences of chronic diseases and their treatments 

PIAG 3-07(j)2002  A national population-based case-control study of the genetic, environmental 

and behavioural causes of breast cancer in men 

PIAG 3-09(c)/2003  Endocrine, genetic and cellular risk factors for contralateral primary breast 

cancer in women 

18/CAG/0112 Understanding the mental health needs of mothers involved in family court 

cases: A research study exploring linkage between family court and mental 

health data 

19/CAG/0018 Understanding the health needs of mothers involved in family court case: A 

research study exploring linkage between family court and health data 
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Signed – Chair  Date 

   

   

 

 

  

Signed – Confidentiality Advice Team  Date 

 

 

  

 

 


