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Minutes of the meeting of the Sub Committee 

of the Confidentiality Advisory Group 
 

14 May 2021 

 

Present: 

 

 
Name   Capacity    Items  

Ms Clare Sanderson Alternate Vice-Chair 1a, 1b 

Dr Malcolm Booth CAG Member 1a 

Mr David Evans CAG Member 1b 

Mr Anthony Kane CAG Member 1a 

Ms Diana Robbins CAG Member 1b 

 
 

Also in attendance: 
 

Name   Position (or reason for attending)   

Ms Caroline Watchurst Confidentiality Advisor 

 

1. New Precedent Set Review Applications – Research 
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a. 20/CAG/0061 - British Paediatric Surveillance Study of 

Neonatal Stroke in the United Kingdom and the 

Republic of Ireland presenting/diagnosed in babies in 

the first 90 days of life. Short title: UK and Republic of 

Ireland Neonatal Stroke Surveillance 

 

Context 

 

Purpose of application 

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

aims to determine the number of new cases of Neonatal stroke in the UK and Republic of 

Ireland over 13 months, as well as determining the proportion of neonatal stroke subtypes. This 

study will also provide a current description of neonatal stroke including the associated factors, 

management and outcomes at two years. The research will be taking place across England, 

Wales, Scotland, Northern Ireland and the Republic of Ireland, however support under the 

Regulations only covers England and Wales. 

 

Neonatal stroke is a devastating condition that causes brain injury in babies and often leads to 

lifelong impairment. Children with this condition may have problems walking, moving their arms 

or expressing themselves. Some may develop fits throughout childhood. Presently, there is 

insufficient information about the number of babies with neonatal stroke, which babies are most 

at risk and what problems they will likely face. There is also no agreed guidance for 

investigations and treatment. By exploring neonatal stroke in this study, future studies looking 

at prevention and new treatment options can be better designed, with an eventual aim of 

preventing neonatal stroke and improving care. 

 

This national active surveillance study will be established using the British Paediatric 

Surveillance Unit (BPSU) research methodology. Every children’s doctor in the UK, through the 

BPSU, will be asked whether they have seen a child that month with neonatal stroke, via the 

BPSU orange e-card system. The BPSU will inform the University of Nottingham study team of 

the names and contact details of the notifying clinicians each month. The study team will then 

send an online questionnaire to the notifying clinicians, asking information about the 

presentation of neonatal stroke, demographic details, investigation (including neuroimages) 

and management. The online questionnaire has been developed by the BPSU - Health 

Informatics Centre (HIC) data platform, run through University of Dundee (UoD). De-identified 

neuroimages will also be uploaded onto the UoD - HIC safe haven server. This can alternatively 

be undertaken by email, or paper, and images sent by CD if required. These will then be 

uploaded to the data platform by the University of Nottingham study team. A follow up two years 

later will be conducted. 
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The questionnaire contains minimal patient identifiable information necessary to allow for case 

verification, matching and removing duplicate notifications and provide essential clinical 

research data – NHS number, date of birth, date of death, sex, ethnicity, and district level 

postcode. Data collection cannot be completely anonymous as it would not be possible to 

determine if two clinicians had reported the same case. Each case will be pseudonymised 

through a unique computer generated BPSU identifier number. The University of Nottingham 

research team will have access to the questionnaire data on the BPSU Health Informatics 

Centre (HIC) data platform server. The research team will however separate the identifiable 

data and the clinical data within the database and use the BPSU identifier number to link the 

two. After the two year follow up questionnaire has been completed, date of birth and date of 

death will be converted to age for analysis before deletion, partial postcode will be modified to 

region of care before deletion, and NHS number will also be deleted. Only data which can be 

considered anonymous will be downloaded on to a University of Nottingham computer. 

 

A recommendation for class 1, 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 

 

Any child below 90 days of age, of any gestation, with neonatal 

stroke (arterial ischaemic, venous thrombosis or haemorrhagic 

in origin) seen in the last month before orange card received.  

 

(125 expected across the UK) 

Data sources 

 

1. Reporting clinicians will access local medical records 
 

Identifiers required 

for de-duplication 

and linkage with 1 

year follow-up 

purposes 

 

1. NHS number 
2. Date of birth  
3. Date of death 
4. Sex  
5. District level postcode 
6. Ethnicity 

 

Identifiers required 

for analysis 

purposes 

 

1. Sex 
2. Ethnicity 
3. Region of care – is calculated from district level postcode 
4. Age at presentation– Date of Birth will be converted to 

age at presentation in days 
5. Age at death – date of death will be converted to age at 

death in weeks  
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Additional 

information 

 

Baseline questionnaire will be sent over 13 months. 
 
Follow up questionnaire sent at 2 years of age.  
 
Reporting clinicians will not provide names and addresses to 
the study team. 

 

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 members noted the activity is in the public interest, and is reasonable and proportionate 

to the disclosure.   

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 
 

Individual patient consent will not be sought, to ensure accurate incidence of neonatal stroke is 

calculated and for complete and unbiased case ascertainment of the full spectrum of neonatal 

stroke to be reported. As with any study of rare disease incidence, failure to collect information 

about a small number of cases will make a significant difference to the calculation of incidence 

and may contribute to an inaccurate estimate of incidence. 

The CAG were content with the justification provided, and were satisfied that consent was not 

a practicable activity. 

• Use of anonymised/pseudonymised data 
 

Confidential patient information is required to allow removal of duplicate notification and for 

linking baseline and follow-up questionnaires. The exact date of birth and date of death is 

required to calculate age at diagnosis or death.  

The CAG were content that the use of identifying information is reasonable and necessary. 

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

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

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

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

Protection Regulation and Data Protection Act 2018.  

The information sheet will be disseminated to participating clinicians and displayed on the 

BPSU website. These provide information about how families can opt-out of babies’ medical 

information being used by informing their attending clinician. Bliss will also publicise the 

information leaflet. The national data opt out will apply. 

 

Members commented that the information sheet is clear and dissent is fully covered.  

 

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.  

Lay members are included on the British Paediatric Surveillance Unit (BPSU) executive 

committee and peer review all study proposals. It is recognised by lay representatives to the 

BPSU, and collaborating patient groups that seeking consent in rare disease surveillance 

carries a risk of bias in case ascertainment. The BPSU has therefore developed active 

surveillance methodology that minimises the use of patient identifiers and disclosure risk. 

Bliss, the national charity for babies born premature or sick, has been consulted about the 

study proposal including the collection of minimal identifiable data without consent. Bliss has 

confirmed their willingness to support the study.as evidenced by the letter of support provided 

alongside this application. The applicants also undertook a lay review of their patient 

notification materials to ensure it is easy to understand.  

The Sub-Committee were content with the patient and public involvement undertaken. 

Exit strategy 

This study will last for about 3 years (13-months surveillance with 2-years follow up). When 

the study finishes, confidential patient information will be destroyed. The proposed end date 

for end of 2-year follow-up is 31 August 2024. support required until this date. 

 

The members 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 support to the Health Research Authority, subject to 

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



6 

 

 

Specific conditions of support 

1. Please note that CAG support applies to England and Wales only. 
 

2. Favourable opinion from a Research Ethics Committee. Confirmed 17 May 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 19/20 DSPT review for University of Nottingham E133856-RGD was 

confirmed as ‘Standards Met’ on the NHS Digital DSPT Tracker (checked 25 May 2021) 

 

Security assurances are required for the submitting clinicians. Support will be based 

on confirmation that the DSPT at the site will be complied with. However, as this is 5 

or more organisations, these will not be individually checked by the Confidentiality 

Advice Team, and it is the responsibility of the applicant to ensure that appropriate 

security assurances are in place. 

 

b. 21/CAG/0062 - Barts Haemato-Oncology Research 

Tissue Bank (HOTB) 

 

Context 

 

Purpose of application 

This application from Barts Cancer Institute, Queen Mary University of London set out the 

purpose of medical research that aims to provide support for Barts Haemato-Oncology 

Research Tissue Bank (HOTB) team staff, who are not members of the direct care team to 

identify and screen patients attending Haemato-Oncology clinics and wards at Barts Health for 

eligibility, in order to subsequently seek their consent into the Barts HOTB. The aim of the HOTB 

is to recruit patients and healthy volunteers, to collect, store and share high quality tissue and 

bodily fluids and associated clinical data for translational research into haematological 

malignancies; however all other processes of the HOTB do not require Regulation 5 support, 

as all participants are consented. The current HOTB model is for the direct care team to identify 

and consent eligible patients, but the applicants have identified that this model is not practicable 

as the process is very inefficient. The direct care team is not able to spend time identifying and 

introducing the patients to the HOTB team during very busy clinic hours and consequently the 

number of identified patients is currently very low. 
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Haematological malignancies comprise a variety of different tumour types affecting the bone 

marrow, blood and lymph glands. Collectively, they remain the third biggest cause of cancer 

deaths, and the incidence and age of patients with haematological malignancies are rising. The 

treatments available are frequently toxic and often cannot be given to older or unfit patients. 

There is therefore a continued need to better understand these malignancies, and the HOTB 

will help a number of local, national and international researchers to investigate the causes of 

haematological cancers, in order to improve diagnosis, early detection, preventative strategies 

and treatment for haematological cancer patients in the future. 

 

Members of the HOTB team, who are not members of the direct care team, will use Barts Health 

patient records such as Cerner Millennium Powerchart, NHS.net calendars and EPR to identify 

and screen patients that may be appropriate to approach for consent. Any patient who has 

opted out via the national data opt out will be removed from the screening process. This process 

is still in development but will be implemented by September 2021.  All patients that may be 

eligible for HOTB (with a suspected or diagnosed haematopoietic malignancy) will be recorded 

on the shared calendar of the BCI (Barts Cancer Institute) Tissue Bank shared NHS.net email 

address (within the Barts health NHS Trusts servers). In order to undertake screening, HOTB 

staff will view confidential patient information (Full name, NHS Number, Hospital number, Date 

of birth). HOTB staff will record if a patient is eligible or not on a shared calendar of an NHS.net 

email address on the Barts NHS Trust servers, using the stated items of confidential patient 

information. This will show whether a patient needs to be approached to request consent.  

 

The HOTB team member will use the shared calendar entries to approach the direct care team 

and ask whether it is appropriate to approach the identified patient for consent. Providing the 

direct care team are happy that it is appropriate to consent the patient for research purposes 

the HOTB team member will approach potential patients in order to gain consent. Patient 

consent or dissent to the Tissue Bank will continue to be recorded on the patient’s record on 

Millennium Powerchart to prevent a dissented patient being inadvertently re-approached. 

However, the identifiable details of any patient that dissents will not be recorded or stored in 

the HOTB systems. Any hard copies of screening will be destroyed through confidential waste 

or shredded, although the applicant has confirmed there should not be any paper copies. 

 

A recommendation for class 1, 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 All patients attending Haemato-Oncology clinics and wards at 
Barts Health NHS Trust with a suspected or diagnosed 
haematological malignancy  
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Approximately 160 patients a week will be screened, to identify 

approximately 20 eligible patients.  

 

Data sources 

 

Barts Health NHS trust: Electronic Patients Record (EPR) and 

Care Record Service (CRS)/Millennium Powerchart, WinPath, 

CyberLab and Varian prescribing system.  

 

This includes lists of patients attending day-unit, clinics or 
wards, which could be provided by direct care team, as well as 
the physical procedure diary on the day-unit, and NHS.net 
calendars. 
 

Identifiers required 

for identification of 

cohort 

 

1. Full name 
2. NHS Number 
3. Hospital number  
4. Date of birth 
 

Identifiers required 

for analysis 

purposes 

6. N/A – undertaken with consent 

 

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 members agreed this application had a clear medical purpose and was in the public 

interest. 

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 
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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 Sub-Committee were content 

with the justification provided. 

• Use of anonymised/pseudonymised data 
 

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

screening of the patient for eligibility. Data is collected with consent at the earliest opportunity, 

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

The Sub-Committee were content that this could not be undertaken in any other less disclosive 

manner. 

 

‘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.  

 

Information leaflets and patient information leaflets have been provided, however they are not 

relevant for the breach occurring during screening. Currently Barts Health NHS Trust privacy 

policy includes information to inform trust patients on use for medical research and that they 

may be approached to participate in research studies. 

 

As a response to queries, and in line with a previous precedent, the applicant has stated that 

they are planning to have a piece of text in the clinical appointment letters about research, 

providing patients with the option to opt out before screening pre-consent, but this is currently 

still in draft. A notification will also be placed on the HOTB website to inform potential 

participants of the pre-screening process.  

 

The national data opt out will be applied, and in line with a previous precedent, the applicants 
suggest they will implement a study specific opt out mechanism via an email address in the 
clinic appointment letter and on a website.   
 
The Members were content with the suggestions, however, support cannot be provided until 

the text that will be in the letter, and on the website, has been provided. As part of the text, it 

needs to be made clear that the eligibility screening will be undertaken by staff who are not 

members of the direct care team. The letter needs to signpost patients to further details about 

the HOTB, including a link to the website. The use of the National Data Opt-Out and the local 
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opt-out mechanism needs to be explained. The opt-out information also needs to include a 

telephone contact as well as email.  

 

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.  

 

There are three lay members on the HOTB Management Committee. Another member of the 

HOTB Management Committee also chairs the Patient and Public Involvement (PPI) research 

and advisory group at the Barts Cancer Centre that includes eight volunteer members. She will 

consult and involve the group regarding their views on any aspect of the tissue bank which 

would benefit from additional PPI involvement, but this has not yet been undertaken. Surveys 

were performed with 20 patients attending Haemato-Oncology clinics in regards to accessing 

identifiable data before consent for research. There was general acceptance (95% of patients) 

that processing of identifiable data without consent was acceptable for this purpose, and the 

information provided to the patients has been provided. 

 

The members were content that enough patient and public involvement has been undertaken, 

explicitly discussing the use of confidential patient information. The Group were pleased to see 

the applicant plans to undertake further work, and have ongoing involvement of lay people in 

their HOTB Management Committee, with access to the Barts Cancer Centre research and 

advisory group. 

Exit strategy 

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

Where consent is not obtained, the identifiable data is deleted. A note remains on the patients 

electronic medical records to show they have declined the biobank, however support not 

required for this element. However, as applicants are continuously screening, ongoing support 

for the process is required. Applicants are applying for 5 years ethics renewal, CAG support 

requested for 5 years in line with REC.  

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

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

conditions of support where indicated, within one month.  

 

Request for further information 

 

1. Please provide the favourable opinion from the REC when available (standard condition 
of support, see below). 
 

2. The text notification for the clinic appointment letter, and website, needs to be provided 
in line with the advice provided in 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 and the outstanding actions listed in the specific conditions of support 

are met, a final support outcome will be issued.  

 

Specific conditions of support 

 

The following sets out the specific conditions of support.  

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

final outcome letter depending on the responses to queries.  

 

1. Support provided for 5 years in line with REC favourable opinion. A duration amendment 
will be required at this time to extend support. 
 

2. Favourable opinion from a Research Ethics Committee. Pending 
 

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 19/20 DSPT review for Barts NHS Trust was confirmed as ‘Standards 

Met’ on the NHS Digital DSPT Tracker (checked 25 May 2021) 
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Minutes signed off as accurate by correspondence from 

Ms Clare Sanderson, CAG Alternate Vice-Chair 

 21 July 2021 

   

   

Signed – Officers of CAG  Date 

   

Caroline Watchurst  21 July 2021 

   

Signed – Confidentiality Advice Team  Date 

   

 


