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Minutes of the meeting of the Sub Committee 

of the Confidentiality Advisory Group 
 

10 June 2022 

 

Present: 

 
Name   Capacity    Items  

Dr Tony Calland, MBE CAG Chair 1a, 1b 

Professor Lorna Fraser CAG Member 1a, 1b 

Mr Andrew Melville CAG Member 1a 

Mr Umar Sabat CAG Member 1b 

 

Also in attendance: 
 

Name   Position (or reason for attending)   

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

a. 22/CAG/0089 – Outcomes of Early Psoriatic Arthritis in a 

UK nation-wide cohort 

 

Context 

 

Purpose of application 

This application from Royal United Hospitals Bath NHS Foundation Trust (RUH) sets out the 

purpose of medical research that seeks to investigate predictors of outcome (including pain, 

physical function, quality of life, impact of disease, medication and co-morbidities) for patients 

with established Psoriatic Arthritis (PsA) who are at least one year from first diagnosis, and to 

investigate the impact of delay to diagnosis and treatment on work disability in these patients. 

The application will undertake a follow-up web survey for all patients diagnosed with PsA and 

captured as part of the 2018 National Early Inflammatory Arthritis Audit (NEIAA), to provide a 

more complete picture of PsA specific outcomes. 

 

PsA is an inflammatory arthritis, affecting up to 30% of patients with psoriasis. PsA results in 

impaired physical function, reduced quality of life and work disability. There is evidence that a 

delay in diagnosis and/or treatment results in irreversible joint damage, worse physical function 

and quality of life. The data collected as part of the NEIAA audit is sufficient to address the audit 

aims but does not include disease specific data for different types of arthritis. This application 

plans to collect additional information with the web-based survey. The findings of this research 

can then be used to help predict the disease course for patients with PsA and determine the 

impact of delay in diagnosis and treatment. Hopefully, this better understanding leads to 

improved treatment of PsA and improved patient outcomes in the future. 

 

Applicants are requesting ‘s251’ support to receive identifiable NEIAA data, for people with a 

final diagnosis of psoriatic arthritis (PsA) between 1 May 2018 and 1 March 2021. The NEIAA 

operates under a non-research ‘s251’ support (18/CAG/0063), and also has a research 

database application operating with ‘s251’ support (19/CAG/0059). As part of their follow-up, 

patients with polyarticular PsA have agreed that the NEIAA can approach them in future about 

other similar projects. However as this was a question on a form filled in by the clinician, rather 

than an informed signed consent form, and it is likely that patients would expect this approach 

to come from NEIAA themselves rather than a third party, the applicant is requesting ‘s251 

support’ regarding all eligible patients. Applicants will then check the NHS Spine portal to find 

updated email and postal address for patients, prior to sending invitations to consent to 

complete a web-based questionnaire. The applicant will later link the web-survey responses to 

the baseline audit data, and this would appear to be undertaken with consent as legal basis 

under common law. 
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Applicants did explore the possibility of the BSR contacting potential participants, however this 

was not felt to be feasible by the BSR due to their small staffing levels and the fact that this 

project fell outside of their core audit scope.  

 

A recommendation for class 1, 2, 3, 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 

 

Patients over the age of 18 years seen in specialist 

rheumatology departments in England and Wales, with a final 

diagnosis of psoriatic arthritis (PsA) between 1 May 2018 and 

1 March 2021 

 

‘s251’ support required for a maximum of 3000 patients, as 

data about all these individuals will be disclosed to the 

applicants for the purposes of inviting them to take part, unless 

they have specifically declined further contact, or have opted 

out via the national data opt out. 

 

Data sources 

 

1. The National Inflammatory Early Arthritis Audit (NEIAA) 
data is collected and stored by the British Society for 
Rheumatology (BSR) – legal basis ‘s251’ non-research: 
18/CAG/0063 and research 19/CAG/0059. 
 

2. Summary Care Records from the NHS Spine Portal (held 
by NHS Digital but accessed by database team at Royal 
United Hospital (RUH) Bath) 

 

Identifiers required 

for linkage 

purposes, and for 

sending invitations 

to consent 

Required for linkage with Summary Care Record/NHS spine 

portal: 

 

1. Patient name 
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 2. NHS number 
3. Date of birth  
4. Gender 
 

to get; 

5. Full postal address (inc postcode) 
6. Email address 
 

Identifiers required 

for analysis 

purposes 

 

1. Gender 
 

Applicant stated analysis will be undertaken on an effectively 

anonymous database – they will also have patient consent to 

undertake this.  

 

 

Confidentiality Advisory Group advice 

 

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

of the decision by the Health Research Authority.  

 

Public interest 

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

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

section 251 of the NHS Act 2006. 

 

The CAG agreed that the public interest is demonstrated through the potential benefits 

described in the application, although the Members felt that the need for this specific study 

would have been better shown by a supportive letter from the BSR, and the applicant is 

requested to provide this if it becomes available, as it is understood that the applicant has 

requested this already.  

 

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 
 

CAG have previously accepted that it is not possible to consent for this type of processing, as 

researchers are contacting patients in order to ask for consent. Justification has been provided 

within the application regarding the NEIAA staff at BSR not being able to approach these 

individuals. The Members were disappointed that BSR were not able to contact the patients in 

order for them to take part in the survey, as this would have negated the need for ‘s251’ support. 

However, the CAG were content that the applicant had explored these options, and this was 

not a practicable alternative, The applicant will take consent at the earliest opportunity.  

 

• Use of anonymised/pseudonymised data 
 

Confidential patient information is required to identify the cohort, identify the most up to date 

contact details, and approach patients for consent. The Members were content that it is not 

possible to undertake this with anonymous or pseudonymous informaiton. 

 

‘Patient Notification’ and mechanism for managing dissent 

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

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

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

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

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

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

Protection Regulation and Data Protection Act 2018.  

 

Potential participants will be sent an invitation letter containing information on the study. 

Patients will mainly be contacted by email. Postal address will only be used where an email 

address is not available. The web link to consent and fill in the questionnaire will be available 

for eight weeks and applicants will send one reminder, using the same contact method, after 

the first four weeks. Before sending out the reminder, the database team will Spine check the 

participants again on the NHS Spine Portal to ensure they are still alive and their contact details 

have not changed. The patient facing access portal can be found at: www.tinyurl.com/rnhrd 

 

There is no pre breach communications strategy for this specific study, as the applicant reasons 

that the opt out options for the NEIAA research database, which is displayed on the NEIAA 

website is appropriate for this purpose.  Applicants will not contact those who have chosen to 

be part of the NHS National Data Opt Out, as these individuals are not included in the NEIAA 

database. Applicants will not contact those who said they were not happy or unsure about being 

contacted about future research studies as a response to a question asked by the NEIAA audit, 

as they will not receive informaiton about these individuals from BSR. The NEIAA research 

database also operates a specific opt out option, which will also be adhered to. 

http://www.tinyurl.com/rnhrd
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The CAG were content that no pre breach notification or opt out was available for this 

application specifically, given the other opportunities available to opt out relating to the NEIAA, 

including respecting the National Data Opt Out. 60% of the patients who will be contacted have 

already consented to being contacted about future research by the NEIAA. 

 

The CAG noted that they were pleased the following section had been added to the invitation 

letter; ‘This study has also received approval from the Confidentiality Advisory Group, to allow 

us to use data collected as part of the audit to obtain your contact details. Approval to access 

this data falls under Section 251 of the National Health Service Act 2006.’ 

 

However, as the CAG are an advisory group rather than a decision making body, this phrase 

should be amended to something such as; ‘The study was reviewed by the Confidentiality 

Advisory Group (CAG). They are an independent group, including lay members, which provides 

expert advice on the use of confidential patient information without consent. CAG 

recommended that our application, to allow us to use data collected as part of the audit to obtain 

your contact details, should be supported and the Health Research Authority approved this, 

under Regulation 5 of the Health Service (Control of Patient Information) Regulations 2002 

(’section 251 support’).’ 

 

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.  

 

This project has been developed in close collaboration with a Patient and Public Engagement 

Programme Director for the Bath Institute for Rheumatic diseases (BIRD), a registered charity: 

www.birdbath.org.uk. Opinion was sought from patient research partners (PRPs) (individual 

patients) through BIRD. However there is no further information regarding demographics or 

numbers of individuals, as the applicant states that this was undertaken informally. 

 

It was noted that the topic aligns with several of the recently reported James Lind Alliance 

research priorities for Psoriatic arthritis. The invitation letter and questionnaire which will be 

sent to participants were also reviewed and the feedback was that overall they were clear and 

explained the study well. A few suggestions were made by the PRPs to improve the wording to 

make it more accessible, which applicants took on board. 
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Applicants plan to include patient research partners from BIRD and the British Consortium for 

PsA (www.britpact.org) in the interpretation of results and dissemination phases. The applicant 

states that no concerns were raised with using identifiable data to contact patients to invite them 

to participate.  

 

The Sub-Committee felt the patient and public involvement undertaken was satisfactory, 

although noted it was described as informal. The CAG also commented that they were unclear 

as to why the patient and public involvement undertaken had not been with the Patient and 

Public Engagement programme rather than just an informal discussion with the Director. 

However, amendments to documentation have been made following involvement with some 

potential participants, and therefore the Members felt that the patient and public involvement 

undertaken was proportionate to the breach.  

 

Exit Strategy 

After 8 weeks from initial contact, applicants will remove all confidential patient information 

regarding patients who decline or who do not response, and regarding patients who have given 

consent to be contacted in the future by the applicant of this application, their confidential patient 

information will be retained for seven years, however this is with consent as the legal basis 

under common law. 

 

It is expected that the study will be completed including writing up, in approximately 12 months. 

The CAG were content with this exit strategy. 

 

Confidentiality Advisory Group advice conclusion 

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

and therefore advised recommending conditional 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. Please provide a supportive letter from the BSR if available. 
 

2. Please amend the invitation letter with the wording suggested in this letter, and provide to 
CAG for review within one month from the date support provided. 
 

3. Favourable opinion from a Research Ethics Committee. Confirmed 05 July 2022 
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4. 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 20/21 DSPT review for Royal United Hospitals Bath NHS Foundation 

Trust and Netsolving Ltd (on behalf of NEIAA) were confirmed as ‘Standards Met’ on the 

NHS Digital DSPT Tracker (checked 29 June 2022) 

 

 

b. 22/CAG/0094 – Research to Improve the Detection and 

Treatment of Latent Tuberculosis Infection: Diagnostics. 

(Short title: RID-TB:Dx) 

 

Context 

 

Purpose of application 

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

seeks to conduct an RCT to identify if new C-Tb skin test for the diagnosis and subsequent 

management of Latent Tuberculosis Infection (LTBI) will be as good as the current standard-

of-care IGRA blood test. This will be evaluated based on the number of participants who then 

accept and start treatment for LTBI, based on a positive C-Tb test result (intervention arm) or 

IGRA test result (control arm). ‘s251’ support for this application is requested only for the 

screening and invitation of eligible patients to a clinic appointment, by individuals who are not 

considered part of the direct care team.   

 

Latent TB infection (LTBI) testing and treatment reduces TB incidence by preventing 

reactivation, and is expected to be cost-saving to the health system. However, high rates of 

testing, treatment uptake and treatment completion are essential to achieve these benefits. 

There is now a new skin test available, called C-Tb, which research suggests is as good as 

IGRA in correctly identifying LTBI. Applicants propose to compare the C-Tb test to usual care 

using IGRA to see whether it is more accurate, easier to obtain a diagnosis, and offers better 

value for money for the NHS. This study will provide the evidence required to inform the use of 

C-Tb in UK LTBI testing strategies.  

 

RID-TB is a 5-year programme of research awarded to UCL by the National Institute of Health 

Research including different studies on latent tuberculosis infection (LTBI). There are various 

work packages, but ‘s251’ support is only requested for a diagnostic trial (RID-TB:Dx), and that 

‘s251’ support is only related to screening and invitation to consent. This RCT has been open 

to recruitment since September 2021, using the direct care team only to approach eligible 

patients. And to date, 27 participants have been recruited, out of the required 1530 total. 
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Feedback from existing and potential sites about increasing recruitment rates make it clear that 

additional support for research staff to contact patients to invite them into clinic and approach 

them about the study is required. 

 

Recruitment will take place in participating primary and secondary care organisations. ‘s251’ 

support is required for CRN research nurses/clinical research practitioners, employed through 

a designated health trust and assigned to the RID-TB programme at UCL and research nurses 

employed directly by the RID-TB programme, who are not considered part of the direct care 

team, to view clinical lists, and patient medical records, in order to screen for eligibility, and 

contact patients via telephone, in order to book them into an appointment for LTBI testing, and 

consenting to the trial. During the conversation the patients will be asked if they are interested 

in taking part in TB research. If they decline, they will be booked in to attend clinic for a standard 

of care LTBI test. If they are interested in learning more about the research, the research 

nurse/practitioner can provide a brief overview whist on the phone, and then book them in for 

LTBI testing in the research clinic session. Patient records will be viewed either in person on 

site or by accessing the electronic patient system remotely. No confidential data will be 

downloaded/transferred to be stored within a different organisation. The research 

nurses/practitioners will also attend the clinics, to present the study before the patient receives 

their LTBI diagnostic test. 

 

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 

 

Participant Inclusion Criteria;  

1. Age 16-65 years  

2. Eligible for LTBI testing with IGRA and treatment for LTBI 

according to UK guidance  

3. Willing and able to provide written informed consent  

4. Willing and able to comply with the trial, including the 

randomised test(s) and adherence to follow up visits  
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Participant Exclusion Criteria:  

Displaying any symptoms or signs of active TB disease: 

Unexplained fever; Cough (more than three weeks); 

Haemoptysis (Blood in sputum); Unexplained weight loss; 

Drenching night sweats; Lymph node swelling 

 

A total of 1530 participants are to be recruited. 27 have been 

recruited already. 

 

However ‘s251’ support is required for all those who will have 

their confidential patient information screened. The cohort that 

will be screened are all individuals recommended for LTBI 

testing and treatment (by UKHSA and NHS England 

guidelines). This includes new entrants into the UK, and also 

contacts of TB cases. These will mostly, but not exclusively, 

comprise of case contacts of persons diagnosed with active TB 

and persons screened within the migrant screening 

programme. The LTBI migrant screening programme is for 

new entrants into the UK (individuals should be tested for LTBI 

if they are aged 16 to 35 years, entered the UK from a high 

incidence country (≥150/100,000 or Sub Saharan Africa) within 

the last five years and been previously living in that high 

incidence country for six months or longer). 

 

It is not possible for the applicant to provide an accurate 

approximation as to how many individuals this might be, 

however they estimate that 5-10 individuals may be booked in 

for appointments following telephone calls made to 20 

individuals. Of these 5-10 individuals booked in, not all would 

consent. Therefore ‘s251’ support will likely cover at least 3000 

individuals, very likely more.  

 

Data sources 

 

1. Clinic lists at participating primary care and secondary 
care sites (This will have been created using Flag 4 
data accessed for the purposes of clinical care) 

 

Secondary Care 
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- Barts Health NHS Trust (Shrewsbury Road, Mile End, 
Whipps Cross) - open, recruiting 

- Whittington Health Trust - open, recruiting 
- Royal Free NHS Trust - open, recruiting 
- London North West University Healthcare NHS Trust 

(Ealing, Central Middlesex, Northwick Park) - in setup 

- North Middlesex University Hospital NHS Trust - in 
setup 

- Guy’s and St Thomas’ NHS Foundation Trust - in 
setup 

- Imperial College Healthcare NHS Trust (no longer 
participating in Dx) 

- University Hospitals of Leicester NHS Trust (no longer 
participating in Dx) 

 

Primary Care 

- Newham Transitional Practice - open, recruiting 
- Goodmans Fields Medical Practice - in set up 
- Dr CM Patel's Surgery - in set up 
- Shrewsbury Road Surgery - in set up 
- Mathukia's Surgery, Redbridge - in set up 
- Albion Health Centre, Tower Hamlets – in set up 

 

Identifiers required 

for screening and 

invitation purposes 

 

7. Medical record will be screened 
8. Name 
9. Date of Birth – for eligibility 
10. Telephone number 

 

Identifiers required 

for analysis 

purposes 

 

2. N/A – analysis is undertaken with consent 

Additional 

information 

 

Data will be accessed directly from the clinic systems, with no 
data being copied to alternative systems, and no data will be 
taken off site or passed on to any third party. 

 

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.  
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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. 

The Members were agreed that this activity was clearly in the public interest, commenting 

particularly on the importance of ensuring that the cohort are not a risk to public health. The 

Sub-Committee stated that they were therefore supportive of the current methodology on the 

grounds that to not undertake this research could be more damaging to public health, than if it 

were to be undertaken.  

 

Practicable alternatives 

 

Members considered whether a practicable alternative to the disclosure of confidential 

patient information without consent existed in accordance with Section 251 (4) of the 

NHS Act 2006, taking into account the cost and technology available. 

• Feasibility of consent 
 

The applicants are intending to seek consent at the earliest opportunity, however it is not 

possible to identify and screen for eligibility with consent. The applicants have attempted to use 

the direct care team only to approach individuals for the past 7 months, and are finding that this 

is not a practicable alternative as the direct care team do not have the capacity to undertake 

this. The Members agreed that consent was not a practicable alternative, and noted that the 

applicant had also evidenced that contact by the direct care team appears not to be a 

practicable alternative.  

 

• Use of anonymised/pseudonymised data 
 

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

contact eligible patients via telephone. Data is collected with consent at the earliest opportunity, 

however it is not possible to identify and screen for eligibility using anonymised information. 

The Members agreed that this was not a practicable alternative. 

 

‘Patient Notification’ and mechanism for managing dissent 

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

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

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

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

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

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

Protection Regulation and Data Protection Act 2018.  
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The first contact from the research team prior to the patient being consented in clinic, is by 

telephone only rather than by post, and as such there are no materials to view regarding this. 

 

Initially, the applicant stated that a statement could be placed on clinical letters sent out a part 

of routine care, letting the patients know that their records may be viewed by somebody who 

was not part of the direct care team. This has been accepted as patient notification in other 

similar types of application, albeit these other studies were undertaken in single Trusts only, so 

the addition of a statement on a clinical letter would be easier to manage and implement than 

in this application where there are multiple clinical sites. However, as a response to queries, 

the applicant has removed this suggested line from the clinic letters entirely. Therefore, there 

is no patient notification prior to the breach in the form of any communication strategy, 

statement on clinic letters, or website, or any other location. There is therefore also no way to 

opt out of this breach of confidentiality.  

 

Additionally, the applicant has stated that the National Data Opt Out is not relevant, and they 

would not be applying it.  

 

The CAG were concerned about there not being any patient notification method, as it appears 

that some people who are contacts of TB positive individuals will be contacted by the research 

nurses to enter them into the trial. This could easily be unexpected, and the CAG use the 

National Data Guardian principles to guide their reviews, including the ‘no surprises’ principle. 

Therefore the Members agreed that a patient notification should be developed, for the RID-TB 

website, and participating primary/secondary care websites, to explain the breach in 

confidentiality and provide a local opt out option. The Members accept that this would likely not 

be seen by many individuals, and that it will also be difficult for the cohort to identify themselves 

in order to opt out, however they felt some form of patient notification should be available.  

 
The Members pointed out that the statement from the applicant regarding the National Data 

Opt out being not relevant was not correct. Although consent overrides the National Data Opt 

Out, the patients would not yet have consented at the time of the breach of confidentiality. The 

National Data Opt Out applies to all CAG applications, and therefore would be relevant, and 

would be expected to be applied by the clinical team prior to disclosing the list to the research 

team to call patients. These patients who had opted out via the National Data Opt Out would 

still be able to be approached by the clinical team to ask for consent, as this would not be in 

breach of the common law duty of confidentiality.   
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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 RID-TB programme as a whole emerged from NICE guidelines, which had considerable 

input from patients and the public.  

 

Further discussion with the charity TB Alert and two community representatives drawn from a 

migrant charity and a patient previously treated for LTBI informed this application. The following 

is also planned: In addition to TB Alert, applicants will engage two more groups. The 

Wolverhampton Refugee and Migrant Centre (RMC).  

 

The methodology which is part of this CAG application was presented to the RID-TB Patient 

and Public Advisory Group (PPAG) at their 5th Meeting on Friday 25th March 2022. The make-

up of this group is 12 individuals, including 3 carers of TB patients, and 6 former TB patients 

(lay). The participants also provide a good demographic representation of the communities 

affected by TB, as various ethnicities are well represented. The applicant has stated that 

accessing confidential patient information without consent was discussed during the PPAG 

meeting, and there was strong support from all members. There was discussion of the benefits 

of what this would bring in terms of giving patients more time to consider participation. 

 

The CAG considered that there appeared to be good input from patients and the public and 

that this was proportionate to the application.  

 

Exit Strategy 

Once consent is obtained, ‘Section 251’ support under the Regulations is no longer required. 

Where consent is not obtained, no confidential patient information was ever collected. 

 

Any patients who are contacted by the research team who then decline to participate in the 

study will not be contacted again in future. No confidential patient data is ever transferred out 

of the on-site systems that are used by clinics to store and manage patient information, but 

would rather be accessed directly by study nurses whilst on site. Confidential information for 

patients who decline to participate in the study will therefore not be retained by the study, as 

they were never collected. A note will be added to the patient’s record recording that they were 

approached for the study and declined to participate. 
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Continuous support required for the duration of the screening phase of the trial. Currently the 

recruitment end date is set for 30th January 2023. However, it is highly likely that an extension 

to the trial will be required following poor enrolment to the study. 

 

The CAG were content with this clear 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, please respond back to all of the request 

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

indicated, within one month.  

 

Request for further information 

 

1. 1 Please develop a patient notification for RID-TB website, and participating sites, that 
contains a local opt out option, and provide to CAG for review. 
  

2. Please ensure the National Data Opt Out is upheld, and provide confirmation to CAG. 
 

3. Please provide Favourable Opinion from a Research Ethics Committee regarding the 
amendment that will be submitted to cover the addition of the patient screening method 
requiring ‘s251’ support, as per standard condition of support below. 

 

 

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.  

 



16 

 

Specific conditions of support (provisional) 

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

final outcome letter depending on the responses to queries.  

1. Favourable opinion from a Research Ethics Committee. Pending (Original FO from the 
Harrow REC in January 2020, has been provided, however, this REC FO did not cover 
the CAG element – applicant has advised they have not yet submitted this, and will 
await CAG feedback to make a more coherent amendment application to REC) 

 

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:  

 

Due to the number of organisations involved it is the responsibility of University College 

London, as controller, to ensure that participating organisations meet the minimum required 

standard in complying with DSPTs, and take remedial action if they become aware of any 

that fall below this, or where any concerns are raised about a practice. 
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Minutes signed off as accurate by correspondence from    

Signed – Officers of CAG  Date 

Dr Tony Calland, MBE, CAG Chair  14 July 2022 

   

Signed – Confidentiality Advice Team  Date 

Caroline Watchurst, HRA Confidentiality Advisor  14 July 2022 

 


