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Minutes of the meeting of the Confidentiality 

Advisory Group 
 

04 February 2021 at Meeting via Teleconference  

 

Present: 

 

Name   Present    Notes   

Dr Patrick Coyle Yes CAG Vice Chair 

Dr Murat Soncul Yes CAG Alternative Vice-Chair 

Dr Malcolm Booth Yes CAG Member 

Ms Sophie Brannan Yes CAG Member 

Dr Lorna Fraser Yes CAG Member 

Mr Anthony Kane Yes CAG Member 

Dr Rachel Knowles Yes CAG Member 

Dr Simon Kolstoe  Yes CAG Member 

Dr Harvey Marcovitch Yes CAG Member 

Mr Marc Taylor No CAG Member 

 

Also in attendance: 
 

Name   Position (or reason for attending)   
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Ms Katy Cassidy  HRA Confidentiality Advisor  

Ms Caroline Watchurst HRA Confidentiality Advisor 

Ms Natasha Dunkley  HRA Head of Confidentiality Advice Service  

Dr Paul Mills HRA Confidentiality Advice Service Manager 

Ms Liz Bohm HRA Observer 

 

 

1. Introduction, apologies and declarations of interest  
 

The Chair welcomed Ms Liz Bohm, internal observer, to the meeting. Ms Bohm was 
in attendance to observe and gain an understanding of the CAG practices. An 
apology for absence was received from Mr Marc Taylor. No written comments were 
received. 
 
Any declarations of interest are detailed for each application below. 

 

 

2. Support decisions  
 

Secretary of State for Health & Social Care Decisions 

 
The Department of Health & Social Care senior civil servant on behalf of the 
Secretary of State for Health & Social Care agreed with the advice provided by the 
CAG in relation to the 03 December 2020 meeting applications.   

 

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

relation to the 03 December 2020 meeting applications. 
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3. Annual Reviews 
 

a. PIAG 3(a)/2001 – National Cancer Registration and 

Analysis Service (NCRAS) 
 

Declarations of interest 

Dr Simon Kolstoe declared a conflict of interest with this item. As such, members decided it 

was not appropriate to discuss the application at this meeting and agreed to defer this 

application to the full CAG meeting scheduled on 04 March 2021. 

 

 

4. New Applications - Research 
 

a. 21/CAG/0009 - Motor Neuron Disease Register for 

England, Wales and Northern Ireland 
 

Please note this application was discussed amongst together with item 5a, 21/CAG/0028, 

but these applications have been separated in the meeting minutes for clarity. 

 

Context 

 

Purpose of application 

 

This application from Kings College London (KCL) set out the purpose of medical research 

which aims to create a research database that will act as a central resource of information about 

all people with a diagnosis of Motor Neuron Disease (MND) as confirmed by a consultant 

neurologist in England, Wales and Northern Ireland, to enable the calculation of incidence and 

prevalence of MND in England, Wales and Northern Ireland. Confidential patient information 

will also be linked with clinical data from national datasets. There is also a separate non-

research application (21/CAG/0028). 

 

Motor neuron disease (MND, ALS) is a terminal disease resulting in progressive paralysis and 

leading to respiratory failure around 2–5 years after symptom onset. Research shows that the 

overall number of people diagnosed with MND in the UK is expected to increase significantly. 

Across the UK there are five regional population registers for MND. Current estimates suggest 

there are 5,000 people living with MND in the UK at any one time, but whether this is the true 
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figure and how people with MND are geographically distributed is not known. Having a national 

MND Register for patients living in England, Wales and Northern Ireland will enable calculation 

of the incidence and prevalence of the disease across these three regions, improve care 

provision, examine regional differences in survival, and reveal clusters. A national register will 

also allow the correct modelling of epidemiological variables, for example, the development of 

a mathematical model of MND. Such models can inform future studies, drug discovery and 

knowledge of pathogenesis of the disease.  

 

The MND Register for England, Wales and Northern Ireland has been established to provide 

the international research community with a resource to understand the epidemiology of MND 

in the UK, and to further knowledge of causative and disease modifying factors in the disease. 

It has been funded through a healthcare research grant provided by the MND Association. The 

MND Register received REC approval in 2015, and has been recruiting patients from England, 

Wales and Northern Ireland for 5 years using a consented model. Applicants have recruited 

1,802 patients across 32 centres in England and Wales which includes complete data capture 

from six recruiting centres only, and a rate of 38% ascertainment.  

 

Applicants have found it difficult to meet the primary objective of obtaining the incidence and 

prevalence of MND across England, Wales and Northern Ireland as data has been incomplete. 

Applicants are therefore proposing to change to an opt-out registry to ensure complete 

ascertainment, and are seeking support under Regulation 5 to enable the prospective recording 

of all patients with MND across England and Wales. Northern Ireland Is not covered by 

regulation 5 support. Support is also being sought to collect data retrospectively for patients 

dating back to June 2015, however, the applicant has confirmed that anyone who previously 

declined will not be added, and their dissent will be respected.  

 

Applicants will collect confidential patient information regarding every person with MND in 

England and Wales, in order to prevent double counting, and send to NHS Digital and NWIS 

annually for the purposes of linkage with data from Hospital Episode Statistics (HES), and Office 

of National Statistics (ONS) mortality data (held at NHS Digital), and also to Patient Episode 

Database for Wales (PEDW) data held at NHS Wales Informatics Service (NWIS). The register 

is currently consented, however, the consent taken does not cover the proposed linkages with 

HES and ONS data. Therefore Regulation 5 support is requested to link identifiers from the 

previously consented patients to these datasets, and also to link data about every patient added 

to the register under Regulation 5 support, either prospectively or retrospectively. Clinical and 

identifiable data will be sent to the study team at KCL every 6 months from clinicians and other 

providers. Each participant will be assigned a unique study identifier by the direct care team, at 

the time of data collection and this will be used throughout the involvement of the project.  
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Identifiers will be held in a separate database to clinical information and this will be linked 

through the unique study identifier. The Applicants describe the Data Access Committee (DAC) 

for the MND register as consisting of the Principal Investigators Professor A Al-Chalabi and 

Professor K Talbot, the Project managers, computer scientist, a representative of the MND 

Association, a patient representative (for example a patient with MND or a carer) and two 

annually elected representatives of the local registers that contribute to the database. The DAC 

will grant access to data to researchers according to the DAC terms of reference, which have 

been provided as part of the application. No identifiable data will be made available to external 

researchers. The following fields will never be shared: Full name, date of birth, NHS number, 

full postcode, exact dates for example date of birth or date of death. If the researcher requires 

the year of birth (for risk factor analysis) then this will be provided. Data will be sent directly to 

researchers securely, via a secure encrypted spreadsheet. 

 

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 

 

Data will be collected from patients living in England, Wales, 

and Northern Ireland over the age of sixteen with a diagnosis 

of Motor Neuron Disease (MND) as confirmed by a consultant 

neurologist. 

 

This collection will be retrospective dating back to June 2015, 

and prospective. 

 

Note: CAG support only extends to patients in England and 

Wales, and will not override the dissent of anybody who 

previously declined. 

Data sources 

 

1. NHS Digital - HES Admitted Patient Care, Outpatients, and 
ONS Mortality datasets 

2. NHS Wales Informatics Service, Patient Episode Database 
for Wales (PEDW). 

3. Clinical notes of MND patients in England and Wales held 
at various: 
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• NHS Providers 

• Independent Sector Providers  

• Voluntary & Third Sector Providers 
 

Identifiers required 

for linkage purposes 

 

1. NHS Number 
2. Name,  
3. DOB,  
4. Gender  
5. Full Postcode 
6. Unique study identifier 

 

Identifiers retained 

in KCL research 

database 

 

1. Date of Birth 
2. Gender 
3. Postcode 
4. NHS number 
5. Name (First name and surname) 
6. Full date of death  
7. Ethnicity  
8. Date of diagnosis  
9. Unique Study identifier 
 

Patient identifiable information will be held in a separate 

database to clinical information and this will be linked through 

a unique study identifier 

 

These identifiers will be held within the research database but 

not released to applying researchers; any dates required will 

be modified before releasing 

Identifiers required 

for analysis 

purposes 

 

1. Date of birth (modified for release to year of birth) 
2. Date of death (modified for release) 
3. Gender 
4. Ethnicity 
5. Date of diagnosis (modified for release) 
6. Unique study identifier  
 

Other clinical data as described in the application 

 

Data released for analysis can be considered anonymous 

 

Additional 

information 

Annual extracts from HES – identifiers are sent each time to 
NHS Digital/NWIS from KCL, and not retained by NHS 
Digital/NWIS 
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Confidentiality Advisory Group advice 

 

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

decision by the Health Research Authority.  

 

Public interest 

 

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

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

section 251 of the NHS Act 2006. 

 

Members noted that there was an extremely strong public interest regarding this application. 

 

Practicable alternatives 

 

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

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

taking into account the cost and technology available. 

 

• Minimising flows of identifiable information 

 

It was noted that date of death would be modified for release to researchers, and that the full 

date of death would not be provided, however the CAG wanted come clarification on how this 

would be modified. 

 

• Feasibility of consent 

 

Applicants reason that they have established over the last 5 years that they are unable to 

achieve the main aim of the project using a consented model. A register of all MND cases 

requires 100% case ascertainment to be complete and useful to share de-identified data with 

other researchers and collaborators to benefit patients and increase knowledge of the 

epidemiology of MND across the UK. Applicants have confirmed they had 38% ascertainment 

only following a consented model.  
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Additionally it is impracticable to consent every patient as MND is a terminal progressive 

illness not commonly seen in clinical practice, therefore, some patients can experience long 

delays in diagnosis and die before they get the opportunity to provide consent to participate in 

the MND Register.  

 

The CAG were content with this justification.  

 

• Use of anonymised/pseudonymised data 

 

Confidential patient information is required to identify duplications and ensure people are not 

counted twice, and for linkages. The CAG noted that name is required to be retained in the 

database. It was commented that this is stated as required for linkage, but the CAG would be 

grateful if this could be clarified, and that NHS Digital have confirmed that these identifiers for 

linkage are the minimum required.  

 

Respecting prior dissent 

 

The Committee noted that the applicant has stated they would respect any previous dissent, if 

any patient has been approached, and refused consent during the time the MND register was 

consented. They raised two queries surrounding this process, and would appreciate if this could 

be clarified.  

 

Firstly the CAG would like to know if the original consent taken was face to face only, so that 

care providers would be able to have a record of who has declined. The suggested alternative 

was that if any information sheets or consent forms were sent out via post, then a failure to 

return a consent form should be considered dissent, and it was commented that this was much 

harder to keep track of.  

 

The members also queried the method proposed by the applicant of ensuring previous dissent 

was respected. The applicant proposed that the care providers would send the applicant lists 

of those who dissented. This would however constitute a breach in patient confidentiality, and 

it was suggested that the care providers who would be sending retrospective data to KCL 

should just send the retrospective data required, and omit from the list any patients who had 

previously dissented. Please confirm if this process is possible to ensure that previous dissent 

is respected, and avoid a breach in the common law duty of patient confidentiality.  
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‘Patient Notification’ and mechanism for managing dissent 

 

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

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

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

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

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

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

Data Protection Regulation and Data Protection Act 2018.  

 

The applicant had discussed the notification methodology with a Patient and Public Involvement 

group and altered it as a result. There is a layered approach consisting of a notification flyer 

which has an opt out option and includes a link to the longer privacy notice. The privacy notice 

also contains an opt out option. Both will be displayed on the MND Register website. There is 

an opt-out poster which will be displayed in patient clinics, and available through the MND 

Register and Motor Neurone Disease Association website. It will also be available at any patient 

engagement events where discussion of the MND Register takes place, and in patient 

newsletters. The register will also be made visible via social media presence, and promotion by 

both the Register team and MND Association. Applicants will provide documents in other 

languages if required. 

 

The applicants have provided a specific opt out option for the MND register, which is clearly 

displayed on all documentation. The National data opt out will be respected, and previous 

dissent from the register will be respected. 

 

The CAG were broadly content with the documents provided, however it was noted that as the 

national data opt out is respected, a statement to this effect should be added to the privacy 

notice.  

 

Patient and Public Involvement and Engagement 

 

Meaningful engagement with patients, service users and the public is considered to be an 

important factor for the CAG in terms of contributing to public interest considerations as to 

whether the unconsented activity should go ahead.  

 

Applicants have made good efforts in undertaking Patient and Public Involvement, ensuring 

they had undertaken events across different geographical locations with a variety of people. 

The feedback received was positive; it was agreed that it is justifiable to provide data to other 
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researchers and work collaboratively to learn more about MND. The applicants plan to consult 

with patients on an annual basis to ensure they accept the ongoing processing of their 

identifiable data without consent and make any changes that they feel are appropriate. 

 

Applicants have also had strong support from the Motor Neurone Disease Association (MNDA), 

the main charity for patients with MND in England, Wales and Northern Ireland who support 

patients and research to improve access to care and treatment across the region. 

 

The applicants confirmed on querying that they have asked patients consented to the register 

about the acceptability of linkages to HES without specific consent, and responses were 

supportive. 

 

The CAG were content with the Patient and Public Involvement undertaken, and noted that as 

applicants are planning to consult with patients on an ongoing basis, the members would like 

to be provided with any feedback regarding these ongoing conversations with patients, and this 

is a condition to provide this to CAG at annual review.  

 

Exit strategy 

 

Applicants expect the MND Register to be an ongoing database, with no defined exit strategy 

(in the same format as other national registries). There is a statement in the application 

regarding the deletion of identifiers 5 years after a patient has died, if the data are no longer 

required. However the applicants confirmed that they anticipate that as this data will be required 

for the purposes of research until a cure is found for MND. 

 

The CAG are content to provide support in the first instance for five years, in line with other 

national registries, after which time point further support should be sought. An annual review 

should be submitted each year, but this does not require a new application.  

 

The members did wonder however why any identifiers would need to be retained if a participant 

had died, and the final linkage had been performed. They requested justification regarding this 

point.  

 

Data Access Committee 
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The CAG were broadly content with the documents surrounding the Data Access Committee 

(DAC), however it was noted that there was no mention of any risk assessments undertaken to 

ensure that data is anonymous prior to being released to researchers. The CAG queried if a 

privacy impact assessment would be undertaken for any individual patient level data released 

to researchers to ensure privacy is maintained. 

 

 

Confidentiality Advisory Group advice conclusion 

 

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

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

activity be provisionally supported.  However, further information would be required prior to 

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

adequately addressed.    

 

In order to complete the processing of this application, the applicant was required to respond 

back to all of the request for further information, within one month.  

 

Request for further information 

 

1. Please clarify how date of death is modified for release to researchers, within one month 
from the date of this letter. 
 

2. Please provide justification for why any identifiers would need to be retained if a 
participant had died, and the final linkage had been performed, within one month from 
the date of this letter. 
 

3. Please clarify if name is required to be retained in the database for linkage purposes, 
and confirm that NHS Digital have stated that these identifiers for linkage are the 
minimum required, within one month from the date of this letter. 
 

4. Please confirm if the original consent was face to face only, or if some was undertaken 
via the post? If the latter is the case, please clarify how care providers will be able to 
have an up to date record of every patient who ‘dissented’, within one month from the 
date of this letter.  
 

5. Please confirm if the care providers who would be sending retrospective data to KCL 
can send the retrospective data required, and omit from the list any patients who had 
previously dissented, instead of the applicant receiving lists of identifiers for those who 
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have previously dissented. Please confirm if this process is possible within one month 
from the date of this letter. 
 

6. As the national data opt out is respected, a statement to this effect should be added to 
the privacy notice, and an updated version provided to the CAG within one month from 
the date of this letter. 
 

7. Please confirm if a privacy impact assessment will be undertaken for any individual 
patient level data released to researchers to ensure privacy is maintained, within one 
month from the date of this letter. 
  

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

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

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

response is satisfactory, a final support outcome will be issued.  

 

Specific conditions of support (Provisional) 

 

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

final outcome letter depending on the responses to queries.  

 

1. As applicants are planning to consult with patients on an ongoing basis, any feedback 
regarding these ongoing conversations with patients should be provided to the CAG at the 
time of the first annual review. 
 

2. Support is in place for five years from the date of the final outcome letter. Further support 
is to be sought after this time. 
 

3. Support is not in place for those people who previously dissented to be part of the MND 
register when the consented model was in place. 
 

4. Support is only in place for England and Wales, and does not extend to Northern Ireland. 
 

5. Favourable opinion from a Research Ethics Committee. Confirmed 25 November 2020 
 

6. 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:  
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The NHS Digital 19/20 DSPT review for Kings College London (HQ) EE133874 was 

confirmed as ‘Standards Met’ on the NHS Digital DSPT Tracker (checked 08 February 

2021). 

 

The NHS Digital 2019/20 DSPT equivalent was confirmed as ‘Standards Met’ on the NHS 

Digital DSPT Tracker (checked 08 February 2021). 

 

A CPiP has been received for NHS Wales Informatics Service (NWIS).  

 

As there are additionally 5 or more organisations who will be processing confidential 

patient information without consent as part of this application, the Confidentiality 

Advice Team (CAT) team will not check these individually. It is the responsibility of 

the applicant to ensure these are in place.  

 

Declarations of Interest 

 
There were no conflicts of interest declared regarding this item. 

 

b. 21/CAG/0021 - Increasing cervical cancer screening 

uptake in Yorkshire: Testing the effectiveness of a 

behaviour change intervention in deprived and non-

deprived populations 
 

Context 

 

Purpose of application 

 

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

pilot and test the effectiveness of a new low-cost behaviour change intervention to increase 

uptake of cervical screening in Yorkshire. This randomised controlled trial will test two 

interventions individually and combined; (a) Implementation intention-based intervention, (b) a 

motivational based intervention, (c) both these interventions combined, and (d) usual care 

control. The study will investigate if the intervention reduces inequality by increasing screening 

in low uptake groups.  
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Early identification of cervical cancer risk could prevent a large number of deaths. The NHS 

Cervical Screening Programme is the central strategy for reducing cervical cancer mortality. 

However, screening uptake rates are falling, particularly in women aged 25-49 years and remain 

low in deprived groups. The behaviour change techniques included in this intervention have been 

shown to effectively encourage a wide range of positive health behaviours, including medical 

screening. By applying these techniques to encourage cervical cancer screening uptake, this low 

cost intervention has three potential benefits; Increased early detection and therefore increased 

patient survival, Reduced inequalities – screening uptake is particularly low in areas of 

socioeconomic deprivation, and it is hoped that this study will help reduce these inequalities by 

encouraging screening in low uptake groups, and substantial cost savings for the NHS. 

 

The cohort is 16,000 individuals living in North East and Yorkshire region, who will be sent an 

invitation to take part in cervical cancer screening from the National Cervical Cancer Screening 

programme within the next 48 hours. NHS Digital will extract a list of individuals who are due to 

be sent an invitation to take part in cervical cancer screening in the following 48 hours from the 

Cervical Screening Administration Service (CSAS) database, using the National Health 

Application and Infrastructure Services (NHAIS) database. NHS Digital will remove any 

individuals who have registered with the National Data Opt Out, along with anyone who has 

requested not to be invited to take part in the study (Information will be available on certain 

websites providing an opt out option prior to the intervention date). The remaining women will be 

randomised to one of the four conditions of the randomised controlled trial. A document with 

randomisation order will be provided by the research team to NHS Digital. NHS Digital will then 

provide the list of eligible participants in the format; Name, NHS number, Address including 

postcode, and randomised study condition, to Capita Intelligent Communications (CIC), the 

mailing service used by the Leeds Cervical Screening Administration Service mailing centre. 

The study information sheet along with the intervention materials, as described in the application 

will be sent by CIC to the participants, approximately 48 hours after the initial screening letter is 

sent from the cervical screening service.  

 

Participants are free to decide not to take part (i.e., not to use the intervention materials) should 

they wish. Participants will also be able to opt out from having their uptake data used in the study, 

by contacting NHS Digital. Screening uptake data will be extracted on a one-off basis at the end 

of the trial (16 weeks post-screening invitation) by NHS Digital, by linking the list of patients who 

were sent the intervention with data on cervical cancer screening uptake (using the NHAIS 

database, or replacement, both held at NHS Digital) using NHS number, date of birth and 

address. Date of birth will be modified to age group, and postcode will be modified to deprivation 

score by NHS Digital. All identifiers will be removed from the dataset, and NHS Digital will send 

the anonymised dataset to the researchers at the University of Leeds. At no stage of the research 

will the University of Leeds research team have access to confidential patient identifiable 

information. NHS Digital are acting as data processor on behalf of Public Health England, the 

data controller for all cervical screening data in England.  
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A recommendation for class 1, 2, 4, and 6 support was requested to cover access to the relevant 

unconsented activities as described in the application. 

 

Confidential patient information requested 

 

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

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

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

detail.  

 

Cohort 

 

At the timepoint of data extraction to create the cohort; 

16,000 Individuals aged 24.5-64 who are eligible for cervical 

cancer screening and who are due to receive a screening 

invitation in the following 48 hours from the National cervical 

cancer screening programme, located within North East and 

Yorkshire region. 

 

At the timepoint of receiving study information; 

the cohort will have received their cervical cancer screening 

invitation in the previous 48 hours. 

 

This data extraction is planned to take place in February or 

March 2021. 

Data sources 

 

 

1. Cervical Screening Administration Service (CSAS) 
through National Health Application and Infrastructure 
Services (NHAIS) Database (held by NHS Digital) 
 

2. Data on cervical cancer screening uptake; through 
National Health Application and Infrastructure Services 
(NHAIS) Database (held by NHS Digital), or the 
replacement database, also held at NHS Digital. There is 
a new database in development to replace NHAIS, 
support will cover either source. 
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Identifiers required 

to extract and 

disclose to Capita 

 

1. Name 
2. NHS number 
3. Address including postcode 
4. Study intervention condition 

 

Identifiers required 

for linkage purposes 

 

1. NHS number  
2. Date of birth  
3. Address including postcode   
4. Study intervention condition 
 

Identifiers required 

for analysis 

purposes 

 

1. Study intervention condition 
2. Age group (modified from date of birth) 
3. Deprivation score (modified from postcode) 
 

This data will be extracted on a one-off basis, 16 weeks post 

screening invitation by NHS Digital, and can be considered 

anonymous. 

Additional 

information 

 

The research team at the University of Leeds will not receive 

any identifiable information. 

 

 

Confidentiality Advisory Group advice 

 

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

the decision by the Health Research Authority.  

 

Public interest 

 

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

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

section 251 of the NHS Act 2006. The CAG were content that this application was in the public 

interest. 

 

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

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

taking into account the cost and technology available. 

 

• Feasibility of consent 

 

The applicant has reasoned that it is not feasible to obtain patient consent. As the researchers 

do not have access to any identifiable data, any returned consent forms would need to go to 

NHS Digital, who do not have capacity to process 16.000 returned consent forms. Applicants 

are also not seeking consent due to the high likelihood of non-response bias. There are specific 

groups of individuals (black and other minority ethnic, individuals from areas of greater 

deprivation, individuals who have not been screened previously) who would be less likely to 

consent. This was supported by a pilot; applicants were unable to recruit any women who were 

BAME, and struggled to recruit women who had not previously attended screening. In order to 

avoid recruiting a highly biased sample of motivated individuals who regularly attend screening 

and who are from less deprived areas (i.e. The people who are least likely to need the 

intervention), applicants took the decision not to request consent from participants.  

 

The Committee members agreed with this justification. 

 

• Use of anonymised/pseudonymised data 

 

Confidential patient information is required for identification of correct patient and to send 

intervention letters out. Confidential patient information is also required for linkage from the 

NHS Digital dataset of patients who are eligible for the intervention to data on cervical cancer 

screening uptake, in order to modify identifiers and provide an anonymised dataset to the 

University of Leeds.  

 

The CAG were content with the use of identifiers, and were impressed by the minimal amount 

of data required by applicants. However, members wanted to clarify if the data set sent from 

NHS Digital to the applicants at University of Leeds truly was anonymous and containing only 

study intervention group, age group and deprivation score alongside clinical information, or if 

there was also a pseudonym sent alongside in case any data items needed to be cross checked 

with NHS Digital after the data transfer.  

 

‘Patient Notification’ and mechanism for managing dissent 
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It is part of the CAG responsibility to support public confidence and transparency in the 

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

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

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

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

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

Data Protection Regulation and Data Protection Act 2018.  

 

This application has 2 separate stages of notification and opt out. Firstly, as soon as the 

extraction dates are confirmed by NHS Digital (At least 2 weeks prior to the intervention), a 

privacy notice will be shared about the study on the University of Leeds lab group webpage, 

and a description of the study linking to the privacy notice will be provided on the Yorkshire 

Cancer Research website. The privacy notice provides an opt out option to contact NHS Digital 

to avoid being sent information about the study. The Yorkshire Cancer Research website will 

also publish a short piece of text, including an opt out option to contact NHS Digital to avoid 

being sent information about the study, and will provide the link to the privacy notice page.  

 

The National Data Opt Out will be applied by NHS Digital prior to sending the list to Capita, so 

nobody who has registered a National Data Opt Out will be sent an information sheet. NHS 

Digital will also at this point apply the study specific opt out option if anybody has opted out of 

their information being sent to Capita.  

 

The Second method of notification is the patient information Sheet (PIS) which is sent to all 

cohort, including the control arm. The PIS provides a study specific opt out option via NHS 

Digital for the data linkage element, which will be extracted 16 weeks after the cohort receive 

the PIS and intervention. Uptake data on participants who opt out after receiving the PIS will 

be excluded from the study data file by NHS Digital. 

 

The CAG were broadly content with the notification and opt out options provided, but did require 

some clarifications. These are detailed in the paragraphs below, and in the requests for further 

information at the end of this letter. 

 

The members queried whether the notification materials displayed prior to NHS Digital sending 

the list of eligible people to Capita could be displayed beyond the University of Leeds lab group 

webpage and the Yorkshire Cancer Research website, to ensure the fullest coverage possible. 

Applicants could perhaps explore doing this via social media. 
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On reviewing the privacy notice it was noted by members that the General Data Protection 

Regulations (GDPR) were noted only regarding Article 9, however Article 6 should also be 

made reference to. The applicant should ensure that Article 6 is also referenced, and an 

updated privacy notice provided to CAG. For example; the legal basis for processing personal 

data for this purpose falls under Article 6(1)(e) of the General Data Protection Regulations 

(GDPR), i.e. the “public task” of healthcare research.  

 

The Committee noted a line in the Patient Information Sheet (PIS) in the section titled; Do I 

need to take part in the study? The line says; No, you can choose not to read this letter or any 

of the extra materials we may have sent with it. The members wish for this line to be altered, 

as the text below contains details of how to opt out. Members were concerned that people who 

did not want to take part would stop reading and not follow the opt out instructions. The CAG 

would like to see an updated PIS with the wording ‘this letter or’ removed.  

 

Members also noted that there would be an individual from NHS Digital whose contact details 

would be provided to the cohort in order for them to be able to opt out. The CAG would like 

some assurance that this individual would know how to process opt outs for the purposes of 

this study, and that anybody trying to opt out would be able to do so.  

 

Patient and Public Involvement and Engagement 

 

Meaningful engagement with patients, service users and the public is considered to be an 

important factor for the CAG in terms of contributing to public interest considerations as to 

whether the unconsented activity should go ahead.  

 

The intervention has been piloted with large groups of participants to assess clarity of 

instructions, ease of understanding, and type of content, and the study was reviewed and 

approved by a lay representative prior to funding application. However it was not clear from 

the application if the lay representatives were specifically asked their views about the use of 

their confidential patient information without consent. In response to a query surrounding this, 

the applicant mentioned that; As part of an earlier project (ref: 17/CAG/0119), we discussed 

these issues as part of the study piloting and the general feedback was to ensure that the 

study was advertised in advance and that individuals could not be identified from the data 

transfer. 

 

The CAG members were not content with this response, mentioning that the project referred 

to was regarding bowel cancer screening. The applicant should undertake some Patient and 

Public Involvement with a selection of women who are eligible to be invited for cervical cancer 
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screening, to specifically discuss the use of confidential information without consent. This can 

be in any format, for example via zoom, or email.  

 

Exit strategy 

 

Support is only required for NHS Digital to extract the identifiers of the cohort, retain the list for 

16 weeks, and then extract anonymised dataset. The applicant has advised the timescale for 

this to be completed/the point at which they can exit support, is estimated at October 2021, 

accounting for potential delays. The CAG were content with this exit strategy. 

 

 

Confidentiality Advisory Group advice conclusion 

 

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

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

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

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

have been adequately addressed.    

 

In order to complete the processing of this application, the applicant was required to respond 

back to all of the request for further information within one month.  

 

Request for further information 

 

1. Please provide a favourable opinion from REC when available 

  

2. Please provide assurances from NHS Digital regarding the 19/20 DSPT submission for 
Capita Business Services 

 

3. Please confirm if a pseudonym is received by the University of Leeds from NHS Digital, 
within one month from the date of this letter. 
 

4. Please undertake further patient and public involvement and engagement activities with 
a selection of women who are eligible to be invited for cervical cancer screening, to 
discuss the use of confidential patient information without consent, and provide any 
evidence of the outcomes of these events, within one month from the date of this letter. 
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5. Please could the notification materials displayed prior to NHS Digital sending the list of 
eligible people to Capita be displayed beyond the University of Leeds lab group 
webpage and the Yorkshire Cancer Research website, to ensure the fullest coverage 
possible. Please consider this and provide a response within one month from the date 
of this letter. 
 

6. Please update the privacy notice with reference to Article 6(1)(e) of the General Data 
Protection Regulations (GDPR), and provide the updated document to the CAG within 
one month from the date of this letter. 
 

7. Please provide an updated Patient Information Sheet with the wording ‘this letter or’ 
removed. 
 

8. Please provide confirmation that contact details for an individual at NHS Digital will be 
provided in order for people to opt out of the study, and that this individual will have the 
knowledge to process any requested opt-outs. 

 

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

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

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

response is satisfactory, a final support outcome will be issued.  

 

Declarations of Interest 

 
There were no conflicts of interest declared regarding this item. 

 

c. 21/CAG/0005 - If information about patient behaviour, 

conditions and events captured from wearables, 

monitors and other smart technologies, can predict 

illness and demand for services, then providing these 

technologies to patients will enable providers to pre-

empt illness and redirect demand, or design new 

services 
 

Context 

 

Purpose of application 
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This application from Helicon Health set out the purpose of medical research that seeks to 

determine whether information about patient behaviour, conditions and events, captured from 

wearables, monitors and other smart technologies, can be used to predict illness and demand 

for services, and whether providing these technologies to patients will enable providers to pre-

empt illness and redirect demand, or design new services. 

 

NHS England have funded four Clinical Commissioning Groups (CCGs) in England for this 

proof of concept (POC) programme in order to test the hypothesis that use of wearables, 

monitors and other smart technologies can be used to capture information for use in predicting 

demand for services. Each participating CCG selected a commercial partner to design a study 

to test the hypothesis within the CCG’s locality. For this application, Lincolnshire CCG is the 

study sponsor. Philips Healthcare, the lead contractor and Helicon Health, subcontractor, are 

the research team. 

 

People with a long-term condition are only seen by their Health Care Professionals (HCPs) 

for 3.5 hours per annum on average. The rest of the time they manage with their own 

resources. There is a need to explore whether additional information about people’s 

physiological measurements and sleep patterns and activity behaviour together with replies 

to survey questions, can identify any such “at risk” people and enable them to be helped at a 

much earlier stage in the development of their illnesses. This earlier identification may enable 

HCPs to intervene much sooner and prevent the development of illness. It also may be directly 

useful for the person to become able to self-manage their health. This study aims to address 

these challenges using the latest technologies. 

 

The research team will be asking participants living in their own homes or residing in care 

homes to use sensor-based wearables and technologies on smart phones/tablets to regularly 

take their own health measurements at home. Participants will be enrolled into the study 

according to the study's inclusion and exclusion criteria, which are detailed in subsequent 

sections of this form. These criteria have been developed to identify people living with long 

term health conditions who are most likely to become unwell and either be admitted to hospital 

or require an urgent healthcare appointment. 

 

The applicants are seeking support to identify patients suitable to be invited to participate in 

this study. Pseudonymised SUS data for the population of South Lincolnshire will be disclosed 

from NHS Digital to Lincolnshire Clinical Commissioning Group (CCG) and further disclosed 

to i5 Health. i5 Health is a sub-contractor of Helicon Health who are the sub-contractor of 

Philips Ltd. i5 Health are part of the Research Team and responsible for Diagnosis 

Stratification. A subset of the pseudonymised SUS dataset, containing only records of patients 

that meet the study inclusion criteria will be disclosed from i5 Health to Arden and GEM CSU 

DSCRO (Data Services for Commissioners Regional Office). Arden & GEM CSU DSCRO will 

reidentify the pseudonymised records by assigning the NHS number. The records are then 
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disseminated into lists, organised by registered GP practices. Each relevant GP practice will 

be sent a list of eligible patients at their surgery via a secure portal called JEMIMA. The GP 

practices will be asked to fully identify their patients and add the patient names and addresses. 

The GP practice will send an information pack to the potential participant, this will include an 

Invitation Letter, an Information Sheet, a Consent Form and a prepaid envelope for the 

participant to use when returning their completed consent forms. The Invitation Letter and 

Information Sheet will also contain a link to a webpage where potential participants can 

complete their consent electronically online and a link to an educational video about the study 

for further information. 

 

A recommendation for class 3 and 6 support was requested to cover access to the relevant 

unconsented activities as described in the application. 

 

Confidential patient information requested 

 

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

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

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

detail.  

 

Cohort 

 

Patients aged 18 years and over who meet the exclusion 

criteria of: 

1. Having 2 or more long term conditions and/or 
2. Have a medium to high frailty score and/or 
3. Are suffering from unsteadiness or falls and/or 
4. Have been found to have paroxysmal and/or 

asymptomatic atrial fibrillation, hypertension or heart 
failure  

5. Live in their own homes 
 

500 patients will be included 

 

Data sources 1. SUS data provided by NHS Digital 

Identifiers required 

for linkage purposes 

1. NHS number 
2. GP Registration 

Identifiers required 

for analysis 

purposes 

Patients will be consented before any analysis takes place.  
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Confidentiality Advisory Group informal advice 

 

The following sets out the informal Confidentiality Advisory Group advice which formed the 

basis of the decision by the Health Research Authority.  

 

Public interest 

 

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

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

section 251 of the NHS Act 2006.  The CAG agreed that the application was in the public 

interest.  

 

Scope of support 

 

The applicants were seeking support under Regulation 5 for the disclosure of confidential 

patient information from Arden & GEM CSU DSCRO to the GP practices of patients who are 

identified as meeting the inclusion criteria. The CAG agreed that it was not clear that any 

additional disclosure of confidential patient information, which would require support under 

the Regulations, was being made, as the GPs were receiving information for their own 

patients.  

 

The CAG understood that verbal confirmation had been given from a member of staff at NHS 

Digital to a member of the Confidentiality Advice Team. They asked that written confirmation 

was provided from NHS Digital that the disclosure of confidential patient information from the 

Arden & GEM CSU DSCRO to the GP practices would breach the common law duty of 

confidentiality.  

 

Practicable alternatives 

 

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

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

taking into account the cost and technology available. 
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• Feasibility of consent 

 

Support is sought to allow the staff at Arden & GEM CSU DSCRO to disclose confidential 

patient information for patients identified as meeting the exclusion criteria to patients’ GPs, so 

that GPs can make contact to seek consent.  

 

The applicant cited the large volume of data involved and that it would not be possible to 

consent patients prior to carrying out the identification.  

 

• Use of anonymised/pseudonymised data 

 

Confidential patient information is required for the identification of suitable patients and to 

contact patients GPs, so that the GPs can make contact and seek consent to take part in the 

study.  

 

• Prospective recruitment  

 

Should a resubmission be made to the CAG, further justification would need to be provided 

on why this study design had been decided upon, rather than promoting the study so that 

patients who wished to take part can contact the research team proactively.  

 

 ‘Patient Notification’ and mechanism for managing dissent 

 

It is a general principle of the CAG, when recommending support, for reasonable measures 

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

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

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

Data Protection Regulation and the Data Protection Act 2018.  

 

Although often confused with a requirement to seek consent, patient notification is not the 

same as seeking consent from individual patients. Patient data is still accessed without 

consent, however information is provided to patients so they have the option to find out about 

this use of their data and to express an objection if they so wish. The method for respecting 

any such objections should be described in the application and a copy of the information must 

be provided as well.  
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The GP practice will send an information pack to the participant, this will include an Invitation 

Letter, an Information Sheet, a Consent Form and a prepaid envelope for the participant to 

use when returning their completed consent forms. The Invitation Letter and Information Sheet 

will also contain a link to a webpage where participants can complete their consent 

electronically online and a link to an educational video about the study for further information. 

Patients will be given the opportunity to refuse consent when contacted by their GPs. 

 

Patient and Public Involvement and Engagement 

 

The applicants advised that advice had been sought from patients and their relatives or carers 

about the use of smart devices. A workshop for patient volunteers had also been held to 

explore how volunteers may be best introduced to the delivery of the research and their 

involvement in the research. Views were also sought about the dissemination of findings.  

 

The CAG noted that workshops had been held to discuss the use of smart devices, but that 

the specific issue of processing confidential patient information had not been explored. Should 

an application be resubmitted, further details would need to be given on how this issue had 

been discussed during patient and public engagement.  

 

 

Confidentiality Advisory Group advice conclusion 

 

In line with the considerations above, the CAG agreed that further information would be 

required from the applicant in order for a recommendation under the Regulations to be 

provided.  

 

The CAG recommended to the Health Research Authority that the application was deferred. 

 

Further information required 

 

The following information should be provided to allow the CAG to continue their 

consideration of the application: 

 

1. Written confirmation needs to be provided from NHS Digital that the disclosure of 
confidential patient information from Arden & GEM CSU DSCRO to patients’ GPs is 
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a breach in the common law duty of confidentiality, for which support under 
Regulation 5 of the COPI Regulations (’s251 support’) is needed. 

 

If NHS Digital confirm that support is needed, the following would need to be addressed in 

the resubmitted application: 

 

1. Justification will need to be provided on why this study design has been decided 
upon, rather than promoting the study so that patients who wished to take part can 
contact the research team proactively. 
 

2. Further information will need to be provided on the patient and public involvement 
undertaken, including feedback from discussion of the specific issue of use of 
confidential patient information without consent as proposed within this application.  

 

Declarations of Interest 

 
There were no conflicts of interest declared regarding this item. 

 

 

d. 21/CAG/0014 - Does a negative Faecal Immunochemical 

Test predict a negative colonoscopy in iron deficiency? 

A retrospective analysis of FIT results in South West 

England 
 

Context 

 

Purpose of application 

 

This application from the Royal United Hospitals Bath NHS Foundation Trust set out the 

purpose of medical research that seeks to determine whether a negative Faecal 

Immunochemistry Test (FIT) result avoids the need for colonoscopy, even in the presence of 

iron deficiency. 

 

FIT is a non-invasive laboratory test that identifies human blood in the stool. It is currently 

used to screen healthy individuals for risk of colorectal cancer. When an individual is found to 

be iron deficient common practice is to perform colonoscopy without using a FIT. During the 

coronavirus pandemic it has been used to screen iron deficient individuals away from 
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colonoscopy due to the limited access of endoscopic services. In this application, the 

applicants aim to identify how well FIT results exclude colorectal cancer (CRC) in an iron 

deficient and anaemic population, who are at a higher risk of CRC than healthy individuals. 

 

A retrospective sample of patients who have undergone a FIT within the Bristol and Bath area 

will be obtained from the colorectal screening centre at North Bristol NHS Trust and the Royal 

United Hospital, Bath. The electronic health records of each patient will be accessed to identify 

the presence of iron deficiency anaemia (IDA) Iron deficiency without anaemia (IDWA), based 

on iron study results. Further details on outcomes, such as gastroscopy and colonoscopy 

results and potential confounding variables, e.g. sex, age, H pylori detection, coeliac 

serology/histology, will be sought for patients diagnosed with IDA and IDWA. Support under 

Regulation 5 is required as the data extraction will be undertaken by the project lead, who is 

not a member of the direct care team.  

 

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

unconsented activities as described in the application. 

 

Confidential patient information requested 

 

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

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

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

detail.  

 

 

Cohort 

 

Any patient aged 18 years and over, treated at Royal United 

Hospital Bath and North Bristol NHS Trust (NBT) between 01 

June 2018 and 01 December 2020, who had undertaken a 

FIT and has full blood count and iron study results on their 

electronic record. 

 

The applicants anticipate that 1500 patients will be included. 

Notes from 25,000 patients will need to be accessed to 

extract the 1500 required.  

 

Data sources 1. Electronic patient records at Royal 
United Hospitals Bath NHS Foundation Trust 
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 2. Electronic patient records at North Bristol NHS Trust 
 

Identifiers required 

for linkage purposes 

 

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

Identifiers required 

for analysis 

purposes 

 

1. Date of birth 
2. Date of death 

 

 

Confidentiality Advisory Group informal advice 

 

The following sets out the informal Confidentiality Advisory Group advice which formed the 

basis of the decision by the Health Research Authority.  

 

Public interest 

 

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

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

section 251 of the NHS Act 2006.  The CAG agreed that the application was in the public 

interest.  

 

Scope of support 

 

25,000 patient records will need to be accessed in order to extract data for the 1,500 patients 

required.  

 

Information from SystmOne, including GP data, will be accessed. It was unclear what 

information the applicants would gain from SystmOne that would not be available in the 

hospital records. Members noted that the applicants may only require patients’ smoking 

status, however SystmOne’s capabilities may mean that other information was accessed. The 

CAG agreed that, if a resubmission was made, the applicant would need to clarify what 

information would be extracted from SystmOne and the reason for obtaining it. 
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Organisations involved 

 

The London School of Hygiene and Tropical Medicine was referenced in the application, and 

the CAG asked the applicant to clarify their role in the project.  

 

Practicable alternatives 

 

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

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

taking into account the cost and technology available. 

 

• Feasibility of consent 

 

Applicant cites number of patients and retrospective nature of cohort. The cohort is 1500, 

which is not generally considered to be a large cohort, however the applicant notes that he is 

the only person working on the project, therefore resourcing issue mean that contacting and 

consenting patients is not feasible.  

 

The CAG noted that the same level of disclosure would be involved in accessing patient 

records to identify suitable patients and make contact for consent, and accepted that consent 

was not feasible.  

 

• Use of anonymised/pseudonymised data 

 

It appeared that the applicant may be a member of the direct care team at the Royal 

United Hospitals Bath NHS Foundation Trust, but not at the North Bristol NHS Trust. The CAG 

asked that this was clarified.  

 

The application referred to volunteers undertaking the data extraction. The CAG requested 

clarification on who would undertake the data extraction and the training they would be given.  

 

• Minimisation of identifiers 
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The CAG requested clarification on whether patients’ dates of birth and dates of death would 

be retained. If so, justification as to why the exact dates were needed, instead of converting 

to age at death or alternative, would need to be provided. 

 

 ‘Patient Notification’ and mechanism for managing dissent 

 

It is a general principle of the CAG, when recommending support, for reasonable measures 

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

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

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

Data Protection Regulation and the Data Protection Act 2018.  

 

Although often confused with a requirement to seek consent, patient notification is not the 

same as seeking consent from individual patients. Patient data is still accessed without 

consent, however information is provided to patients so they have the option to find out about 

this use of their data and to express an objection if they so wish. The method for respecting 

any such objections should be described in the application and a copy of the information must 

be provided as well.  

 

Members noted that the applicant may have misunderstood the requirement for patient 

notification as a need to individually contact all patients whose records may be screened. 

Notification hosted on the websites of the trusts involved and, potentially, use of posters within 

relevant clinical or waiting areas would be sufficient.  

 

The CAG reviewed the draft notification letter provided and agreed that it was very technical. 

Members suggested that a simpler poster or website text was used instead. Patient and public 

involvement would be useful in designing the format and content of the patient notification.  

 

Only an email contact had been included on the poster for patients to request dissent. 

Members agreed that a telephone number and postal address was needed.  

 

The CAG agreed that an assurance that historic dissent would be respected needed to be 

provided.  

 

Patient and Public Involvement and Engagement 
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Meaningful engagement with patients, service users and the public is considered to be an 

important factor for the CAG in terms of contributing to public interest considerations as to 

whether an unconsented activity should go ahead. 

 

No patient and public involvement had been described. The applicant noted that he is the only 

person undertaking the work and is limited in what can be done, given time and resourcing 

constraints.  

 

The applicant suggested that a colleague who distributes the FIT kits for RUH could potentially 

distribute a questionnaire to a small sample of recipients to evaluate responses, but this 

information would be subject to a response bias in that only the people who feel strongly are 

likely to reply. 

 

The CAG agreed that patient and public involvement needed to be carried out. Members 

suggested that the applicant work with trust patient liaison groups and bowel cancer charities. 

The specific issue of processing confidential patient information without consent, including 

that a much greater number of patient records would need to be accessed in order to extract 

the 1,500 patients required, would need to be discussed and feedback provided to the CAG.  

 

Security 

 

The application advised that data collected for the study would be stored on the applicant’s 

personal laptop at their home address. The application also described that the data extracted 

would be anonymised, however it was also stated that the identifier key would be stored in 

the same laptop at the unique study ID, therefore it would be possible for the applicant to re-

identify patients.  

 

If a resubmission was made, the CAG expected that assurances would be provided potentially 

identifiable patient data would not be stored on personal laptops. It would also need to be 

made clear whether the dataset was fully anonymised or whether the applicant would be able 

to re-identify patients.  

 

Confidentiality Advisory Group advice conclusion 

 

In line with the considerations above, the CAG agreed that further information would be 

required from the applicant in order for a recommendation under the Regulations to be 

provided.  



33 

 

 

The CAG recommended to the Health Research Authority that the application was deferred. 

 

Further information required 

 

The following information should be provided to allow the CAG to continue their 

consideration of the application: 

 

1. The role of the London School of Hygiene and Tropical Medicine needs to be clarified.  

 

2. Assurances need to be provided that potentially identifiable patient data will not be 
stored on personal laptops.  
 

3. It needs to be clarified whether the dataset is fully anonymised or whether the applicant 
would be able to re-identify patients.  
 

4. Clarification needs to be provided on the information that would be extracted from 
SystmOne and the reason for obtaining it. 

 

5. Justification needs to be provided as to why members of the direct care team cannot 
undertake the extraction of the anonymised dataset.  
 

6. The CAG request clarification on who would undertake the data extraction and the 
training they would be given.  

 

7. Clarify whether patients’ dates of birth and dates of death would be retained. If so, 
justification as to why the exact dates were needed, instead of converting to age at 
death or alternative, needs to be provided. 

 

8. Patient and public involvement will need to be carried out and feedback provided in 
the resubmitted application.  
 

9. A notification and dissent strategy need to be created and provided with the 
resubmission. A simple poster or website text is to be designed and this needs to 
include telephone, postal and email contacts for patients to register dissent.  
 

10. An assurance that historic dissent would be respected needs to be provided.  
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Declarations of Interest 

 
There were no conflicts of interest declared regarding this item. 

 

 

5. New Applications – Non-Research 
 

Please note this application was discussed amongst together with item 4a, 21/CAG/0009, 

but these applications have been separated in the meeting minutes for clarity. 

 

a. 21/CAG/0028 - Motor Neuron Disease Register for 

England, Wales and Northern Ireland 
 

Context 

 

Purpose of application 

 

This non-research application from Kings College London (KCL), set out the purpose of creating 

a register that will act as a central resource of information about all people with a diagnosis of 

Motor Neuron Disease (MND) as confirmed by a consultant neurologist in England, Wales and 

Northern Ireland, to enable the calculation of incidence and prevalence of MND in England, 

Wales and Northern Ireland. Confidential patient information will also be linked with clinical data 

from national datasets. This non-research application is for the purpose of improving care 

planning, looking at regional differences, and enabling the applicants to provide answers 

associated with the NICE MND Audit.  There is also a separate research application 

(21/CAG/0009). 

 

Motor neuron disease (MND, ALS) is a terminal disease resulting in progressive paralysis and 

leading to respiratory failure around 2–5 years after symptom onset. Research shows that the 

overall number of people diagnosed with MND in the UK is expected to increase significantly. 

Across the UK there are five regional population registers for MND. Current estimates suggest 

there are 5,000 people living with MND in the UK at any one time, but whether this is the true 

figure and how people with MND are geographically distributed is not known. Having a national 

MND Register for patients living in England, Wales and Northern Ireland will enable calculation 

of the incidence and prevalence of the disease across these three regions, improve care 

provision, examine regional differences in survival, and reveal clusters. A national register will 
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also allow the correct modelling of epidemiological variables, for example, the development of 

a mathematical model of MND. Such models can inform future studies, drug discovery and 

knowledge of pathogenesis of the disease.  

 

The MND Register for England, Wales and Northern Ireland has been established to provide 

the international research community with a resource to understand the epidemiology of MND 

in the UK, and to further knowledge of causative and disease modifying factors in the disease. 

It has been funded through a healthcare research grant provided by the MND Association. The 

MND Register received REC approval in 2015, and has been recruiting patients from England, 

Wales and Northern Ireland for 5 years using a consented model. Applicants have recruited 

1,802 patients across 32 centres in England and Wales which includes complete data capture 

from six recruiting centres only, and a rate of 38% ascertainment. The current consented 

register is used for the described non-research purposes. 

 

Applicants have found it difficult to meet the primary objective of obtaining the incidence and 

prevalence of MND across England, Wales and Northern Ireland as data has been incomplete. 

Applicants are therefore proposing to change to an opt-out registry to ensure complete 

ascertainment, and are seeking support under Regulation 5 to enable the prospective recording 

of all patients with MND across England and Wales. Northern Ireland Is not covered by 

regulation 5 support. Support is also being sought to collect data retrospectively for patients 

dating back to June 2015, however, the applicant has confirmed that anyone who previously 

declined will not be added, and their dissent will be respected.  

 

Applicants will collect confidential patient information regarding every person with MND in 

England and Wales, in order to prevent double counting, and send to NHS Digital and NWIS 

annually for the purposes of linkage with data from Hospital Episode Statistics (HES), and Office 

of National Statistics (ONS) mortality data (held at NHS Digital), and also to Patient Episode 

Database for Wales (PEDW) data held at NHS Wales Informatics Service (NWIS). The register 

is currently consented, however, the consent taken does not cover the proposed linkages with 

HES and ONS data. Therefore Regulation 5 support is requested to link identifiers from the 

previously consented patients to these datasets, and also to link data about every patient added 

to the register under Regulation 5 support, either prospectively or retrospectively. Clinical and 

identifiable data will be sent to the study team at KCL every 6 months from clinicians and other 

providers. Each participant will be assigned a unique study identifier by the direct care team, at 

the time of data collection and this will be used throughout the involvement of the project.  

 

Identifiers will be held in a separate database to clinical information and this will be linked 

through the unique study identifier. No identifiable data will be used as part of analysis for non-

research purposes. The following fields will never be shared: Full name, date of birth, NHS 

number, full postcode, exact dates for example date of birth or date of death. If the year of birth 

is required for risk factor analysis, then this will be provided.  
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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 

 

Data will be collected from patients living in England, Wales, 

and Northern Ireland over the age of sixteen with a diagnosis 

of Motor Neuron Disease (MND) as confirmed by a consultant 

neurologist. 

 

This collection will be retrospective dating back to June 2015, 

and prospective. 

 

Note: CAG support only extends to patients in England and 

Wales, and will not override the dissent of anybody who 

previously declined. 

 

Data sources 

 

1. NHS Digital - HES Admitted Patient Care, Outpatients, and 
ONS Mortality datasets 

2. NHS Wales Informatics Service, Patient Episode Database 
for Wales (PEDW). 

3. Clinical notes of MND patients in England and Wales held 
at various: 

• NHS Providers 

• Independent Sector Providers  

• Voluntary & Third Sector Providers 
 

Identifiers required 

for linkage purposes 

 

1. NHS Number 
2. Name,  
3. DOB,  
4. Gender  
5. Full Postcode 
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6. Unique study identifier 
 

Identifiers retained 

in KCL database 

 

1. Date of Birth 
2. Gender 
3. Postcode 
4. NHS number 
5. Name (First name and surname) 
6. Full date of death  
7. Ethnicity  
8. Date of diagnosis  
9. Unique Study identifier 
 

Patient identifiable information will be held in a separate 

database to clinical information and this will be linked through 

a unique study identifier 

 

These identifiers will be held within the database but not 

released; any dates required will be modified before releasing. 

Identifiers required 

for analysis 

purposes 

 

1. Date of birth (modified for release to year of birth) 
2. Date of death (modified for release) 
3. Gender 
4. Ethnicity 
5. Date of diagnosis (modified for release) 
6. Unique study identifier  
 

Other clinical data as described in the application 

 

Data released for analysis can be considered anonymous 

 

Additional 

information 

Annual extracts from HES – identifiers are sent each time to 
NHS Digital/NWIS from KCL, and not retained by NHS 
Digital/NWIS 

 

 

Confidentiality Advisory Group advice 

 

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

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

 

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

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

section 251 of the NHS Act 2006. 

 

Members noted that there was an extremely strong public interest regarding this application. 

 

Practicable alternatives 

 

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

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

taking into account the cost and technology available. 

 

• Feasibility of consent 

 

Applicants reason that they have established over the last 5 years that they are unable to 

achieve the main aim of the project using a consented model. A register of all MND cases 

requires 100% case ascertainment to be complete and useful to share de-identified data with 

other researchers and collaborators to benefit patients and increase knowledge of the 

epidemiology of MND across the UK.  

 

Due to the nature of the MND, it is impracticable to consent every patient as MND is a terminal 

progressive illness not commonly seen in clinical practice. Therefore, some patients can 

experience long delays in diagnosis and die before they get the opportunity to provide consent 

to participate in the MND Register. Applicants have confirmed that the consented model has 

therefore resulted in only 38% of patients being included in the register, as it has been difficult 

to request consent from patients for the reasons described above. 

 

The CAG were content with this justification.  

 

• Use of anonymised/pseudonymised data 

 

Confidential patient information is required to identify duplications and ensure people are not 

counted twice, and for linkages. The CAG noted that name is required to be retained in the 
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database. It was commented that this is stated as required for linkage, but the CAG would be 

grateful if this could be clarified, and that NHS Digital have confirmed that these identifiers for 

linkage are the minimum required.  

 

Respecting prior dissent 

 

The Committee noted that the applicant has stated they would respect any previous dissent, if 

any patient has been approached, and refused consent during the time the MND register was 

consented. They raised two queries surrounding this process, and would appreciate if this could 

be clarified.  

 

Firstly the CAG would like to know if the original consent taken was face to face only, so that 

care providers would be able to have a record of who has declined. The suggested alternative 

was that if any information sheets or consent forms were sent out via post, then a failure to 

return a consent form should be considered dissent, and it was commented that this was much 

harder to keep track of.  

 

The members also queried the method proposed by the applicant of ensuring previous dissent 

was respected. The applicant proposed that the care providers would send the applicant lists 

of those who dissented. This would however constitute a breach in patient confidentiality, and 

it was suggested that the care providers who would be sending retrospective data to KCL 

should just send the retrospective data required, and omit from the list any patients who had 

previously dissented. Please confirm if this process is possible to ensure that previous dissent 

is respected, and avoid a breach in the common law duty of patient confidentiality.  

 

‘Patient Notification’ and mechanism for managing dissent 

 

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

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

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

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

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

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

Data Protection Regulation and Data Protection Act 2018.  

 

The applicant had discussed the notification methodology with a Patient and Public Involvement 

group and altered it as a result. There is a layered approach consisting of a notification flyer 

which has an opt out option and includes a link to the longer privacy notice. The privacy notice 
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also contains an opt out option. Both will be displayed on the MND Register website. There is 

an opt-out poster which will be displayed in patient clinics, and available through the MND 

Register and Motor Neurone Disease Association website. It will also be available at any patient 

engagement events where discussion of the MND Register takes place, and in patient 

newsletters. The register will also be made visible via social media presence, and promotion by 

both the Register team and MND Association. Applicants will provide documents in other 

languages if required. 

 

The applicants have provided a specific opt out option for the MND register, which is clearly 

displayed on all documentation. The National data opt out will be respected, and previous 

dissent from the register will be respected. 

 

The CAG were broadly content with the documents provided, however it was noted that as the 

national data opt out is respected, a statement to this effect should be added to the privacy 

notice.  

 

Patient and Public Involvement and Engagement 

 

Meaningful engagement with patients, service users and the public is considered to be an 

important factor for the CAG in terms of contributing to public interest considerations as to 

whether the unconsented activity should go ahead.  

 

Applicants have made good efforts in undertaking Patient and Public Involvement, ensuring 

they had undertaken events across different geographical locations with a variety of people. 

The feedback received was positive. The applicants plan to consult with patients on an annual 

basis to ensure they accept the ongoing processing of their identifiable data without consent 

and make any changes that they feel are appropriate. 

 

Applicants have also had strong support from the Motor Neurone Disease Association (MNDA), 

the main charity for patients with MND in England, Wales and Northern Ireland who support 

patients and research to improve access to care and treatment across the region. 

 

The applicants confirmed on querying that they have asked patients consented to the register 

about the acceptability of linkages to HES without specific consent, and responses were 

supportive. 
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The CAG were content with the Patient and Public Involvement undertaken, and noted that as 

applicants are planning to consult with patients on an ongoing basis, the members would like 

to be provided with any feedback regarding these ongoing conversations with patients, and this 

is a condition to provide this to CAG at annual review.  

 

 

Exit strategy 

 

Applicants expect the MND Register to be an ongoing database, with no defined exit strategy 

(in the same format as other national registries). There is a statement in the application 

regarding the deletion of identifiers 5 years after a patient has died, if the data are no longer 

required. However the applicants confirmed that they anticipate that as this data will be required 

for the purposes of research until a cure is found for MND. 

 

The CAG are content to provide support in the first instance for five years, in line with other 

national registries, after which time point further support should be sought. An annual review 

should be submitted each year, but this does not require a new application.  

 

The members did wonder however why any identifiers would need to be retained if a participant 

had died, and the final linkage had been performed. They requested justification regarding this 

point.  

 

 

Confidentiality Advisory Group advice conclusion 

 

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

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

activity be provisionally supported.  However, further information would be required prior to 

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

adequately addressed.    

 

In order to complete the processing of this application, the applicant was required to respond 

back to all of the request for further information, within one month.  
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Request for further information 

 

1. Please provide justification for why any identifiers would need to be retained if a 
participant had died, and the final linkage had been performed, within one month from 
the date of this letter. 
 

2. Please clarify if name is required to be retained in the database for linkage purposes, 
and confirm that NHS Digital have stated that these identifiers for linkage are the 
minimum required, within one month from the date of this letter. 
 

3. Please confirm if the original consent was face to face only, or if some was undertaken 
via the post? If the latter is the case, please clarify how care providers will be able to 
have an up to date record of every patient who ‘dissented’, within one month from the 
date of this letter.  
 

4. Please confirm if the care providers who would be sending retrospective data to KCL 
can send the retrospective data required, and omit from the list any patients who had 
previously dissented, instead of the applicant receiving lists of identifiers for those who 
have previously dissented. Please confirm if this process is possible within one month 
from the date of this letter. 
 

5. As the national data opt out is respected, a statement to this effect should be added to 
the privacy notice, and an updated version provided to the CAG within one month from 
the date of this letter. 
 

  

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

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

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

response is satisfactory, a final support outcome will be issued.  

 

Specific conditions of support (Provisional) 

 

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

final outcome letter depending on the responses to queries.  

 

1. As applicants are planning to consult with patients on an ongoing basis, any feedback 
regarding these ongoing conversations with patients should be provided to the CAG at the 
time of the first annual review. 
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2. Support is in place for five years from the date of the final outcome letter. Further support 
is to be sought after this time 
 

3. Support is not in place for those people who previously dissented to be part of the MND 
register when the consented model was in place. 

 

4. Support is only in place for England and Wales, and does not extend to Northern Ireland. 

 

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

 

Confirmed:  

• The NHS Digital 19/20 DSPT review for Kings College London (HQ) EE133874 was 

confirmed as ‘Standards Met’ on the NHS Digital DSPT Tracker (checked 08 February 

2021). 

• The NHS Digital 2019/20 DSPT equivalent was confirmed as ‘Standards Met’ on the 

NHS Digital DSPT Tracker (checked 08 February 2021). 

• A CPiP has been received for NHS Wales Informatics Service (NWIS).  

 

As there are additionally 5 or more organisations who will be processing confidential 

patient information without consent as part of this application, the Confidentiality 

Advice Team (CAT) team will not check these individually. It is the responsibility of 

the applicant to ensure these are in place.  

 

Declarations of Interest 

 
There were no conflicts of interest declared regarding this item. 

 

 

6. Any other business  
 
No other business was raised.  
 
The Chair thanked Members for their attendance and the meeting was closed.  
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Signed – Chair  Date 

   

   

 

 

  

Signed – Confidentiality Advice Team  Date 

 

 

  

 

 


