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Minutes of the meeting of a Sub Committee of 

the Confidentiality Advisory Group 
 

10 December 2021 

 

Present: 

 
Name   Capacity    Items  

Dr Tony Calland MBE  CAG Chair 1a 

Professor Lorna Fraser  CAG member 1a 

Mr Andrew Melville  CAG member 1a 

Ms Clare Sanderson CAG alternate 

vice-chair 

1a 

 

Also in attendance: 
 

Name   Position (or reason for attending)   

Ms Natasha Dunkley  HRA Head of Confidentiality Advice Service  

Dr Paul Mills HRA Confidentiality Advice Service Manager 

Mr Michael Pate HRA Confidentiality Advisor 
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1. New Applications – Research  

 

a. 22/CAG/0004 – Mass evaluation of lateral flow 

immunoassays for the detection of SARS-CoV-2 antibody 

responses in immunosuppressed people 

 

Context 

 

Purpose of application 

This application, from Imperial College London, sets out the purpose of medical research 

which aims to evaluate the detection of SARS-CoV-2 antibodies at a population level in 

immunosuppressed individuals. 

Immunosuppressed patient populations have a poor prognosis to infection with SARS-CoV-2. 

The immune response to SARS-CoV-2 vaccines have been shown to be suboptimal in 

immunocompromised individuals; and data suggests they have continued risk of breakthrough 

severe infections. Immune responses and protection from infection following third doses are 

likely to be influenced by clinical factors as well as behaviour. Such information could help 

provide stratified advice to specific patient groups and could help estimate and/or identify the 

number of patients who may benefit from additional or alternative methods of prophylaxis, 

such as monoclonal antibody therapy. 

Support under regulation 5 is requested for NHS Digital to disclose name, address, telephone 

number and date of birth to Ipsos Mori for the purpose of inviting individuals to the study. An 

initial letter will be sent, followed up with a text message and a further letter in the event of no 

response. If no response is received after these attempts (over approximately a two-week 

period) no further contact with the individual will be made. Where an individual responds to the 

invite all study activities and further data linkages will be undertaken on the basis of consent. 

 

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 

 

Adults ≥18 years of age, and are classified as being part of one 

of the following patient groups: 
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1. Patients with a rare autoimmune disease (n=12,000) 
2. Patients with lymphoid malignancies (n=12,000) 
 

Participants need to undertake a self-administered lateral flow 

assay within 21 - 90 days of completion of their primary 

COVID-19 vaccination course (3 vaccines of which may 

include a mix of vaccine types; 3 vaccines may include a 

booster dose). 

 

It is estimated up to 40,000 people will be invited into the 

groups  above, to gain the 24,000 patients. 

Data sources 

 

1. National Disease Registration Service (NDRS). The NDRS 
is made up of two disease registers called the: 

a. National Cancer Registration and Analysis Service 
(NCRAS)  

b. National Congenital Anomaly and Rare Disease 
Registration Service (NCARDRS)  

 

From 01 October 2021 the NDRS is managed by NHS Digital 

under the National Disease Registries Directions 2021 

Identifiers required 

for sending invites 

 

1. Full Name 
2. Address (including postcode) 
3. Mobile Phone Number 
4. Date of birth 

Identifiers required 

for analysis/linkage 

purposes 

 

1. None 

Additional 

information 

 

Date of birth is transferred in order to confirm the identity of 

individuals that sign up and to enable linkages with NHS 

Digital. It is not used on the invite letter. 

 

Further data processing, including linkages, will be undertaken 

on the basis of consent. 
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Note that a third cohort is included in this study (those that have 

had a solid organ transplant recipient, n=12,000). These 

groups are being recruited outside the scope of this support. 

 

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.  

 

Scope 

The study involves accessing data from the National Disease Registration Service (NDRS) that 

consists of two disease registers called the National Cancer Registration and Analysis Service 

(NCRAS) and the National Congenital Anomaly and Rare Disease Registration Service 

(NCARDRS). Both of these previously operated respectively under Regulation 2 and 5 of the 

Health Service (Control of Patient Information) Regulations 2002 under Public Health England 

(PHE) management.  

 

On 1 October 2021 responsibility for the management of the NDRS transferred from Public 

Health England (PHE) to NHS Digital and support under Regulation 2 and 5 was expired for 

the NDRS. The new lawful basis to avoid a breach of the common law duty of confidentiality 

relied upon by NHS Digital to establish and operate the NDRS was stated to be the National 

Disease Registries Directions 2021. 

 

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 noted the high public interest and potential benefits to the immunosuppressed patient 

population. The CAG also commends the applicants for the high standard of application given 

the limited time available to prepare. 

 

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. 

• Alternative legal basis 
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Members were provided with information that identified NHS Digital considered themselves 

unable to rely upon the NHS Digital COVID-19 COPI Notice, and their discussions with DHSC 

had identified that seeking support under Regulation 5 was seen as the most expeditious and 

secure lawful basis. Members did not agree with the rationale that there was not a pre-existing 

lawful basis but were mindful of the specific time-bound nature of this activity and therefore 

agreed to consider this activity via exceptional expedited review, without setting any 

precedent, in order to facilitate this important activity.   

• Feasibility of consent 
 

Members considered the views given that consent would not be feasible due to the time-

sensitive nature of the study and numbers involved and agreed consent would not be 

appropriate in this instance. 

 

• Use of anonymised/pseudonymised data 
 

Confidential patient information is required for identification of potential participants and in order 

to mail letters to invite participants to consent. It is not possible to undertake these tasks with 

anonymised or pseudonymised data. 

 

Vital status 

The CAG were unclear on how near to the time of sending out invitations would the patient’s 

vital status be checked to mitigate against the risk of sending a letter inappropriately to someone 

who may be deceased. The CAG noted that the invitation communication references where the 

invite may have been sent in error. Members noted NHS Digital would be well-versed in these 

types of checks and that these should be done at an appropriate time to minimise any potential 

distress in line with this comment. 

 

‘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.  

 

CAG noted that the patient invite letter makes reference to how their data was obtained to send 

an invite, in the “How did you get my name and address?” section. The CAG agreed that this 

section needs to be expanded to provide assurance to patients on how their details were 

provided to Ipsos Mori, and that the following statement should be added to this section: 
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“The Health Research Authority (HRA), following advice from the Confidentiality Advisory 

Group (CAG), provided support which allows NHS Digital to send your identifiable patient 

information to Ipsos Mori for the purposes of inviting you to this study.” 

 

CAG also noted that the applicants intend to prepare wider notification to be displayed on 

relevant charity websites. Members agreed that any wider patient notification should include a 

statement similar to above to provide information on the lawful basis on how the data is shared. 

 

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.  

 

Whilst the applicants have undertaken broader patient and public involvement on the study this 

did not specifically include testing the acceptability of the use of patient identifiable information 

without consent.  

 

This was noted by CAG but members agreed, exceptionally in this instance and due to the 

specific timing issue, that no further patient and public involvement is expected. The study has 

a very high public interest level and members agreed that the purpose of sharing confidential 

patient information without consent were reasonable and justified. 

 

Exit Strategy 

The applicants confirmed that consent is the exit strategy for those patients who participate in 

the study. For those that do not respond to the invitation Ipsos Mori will delete the data at the 

end of the recruitment period, anticipated to be end of March 2022. 

 

Confidentiality Advisory Group advice conclusion 

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

and therefore advised recommending support to the Health Research Authority, subject to 

compliance with the specific and standard conditions of support as set out below.  

Specific conditions of support  
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1. Add the statement provided in the “Patient Notification’ and mechanism for managing 
dissent” section above to the “How did you get my name and address?” section of the 
patient invitation letter 
 

2. Favourable opinion from a Research Ethics Committee. Confirmed 26 November 2021 
 

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

 

The NHS Digital 20/21 DSPT review for Ipsos Mori was confirmed as ‘Standards Met’ on 

the NHS Digital DSPT Tracker (checked 06 December 2021). 
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Minutes signed off as accurate by    

Signed – Officers of CAG  Date 

Dr Tony Calland, CAG Chair  10 December 2021 

   

Signed – Confidentiality Advice Team  Date 

Dr Paul Mills  10 December 2021 

 


