
Minutes of the meeting of the Sub Committee of the Confidentiality Advisory 

Group 

 

04 November 2016 

 

 

Present: 

Name   Profession   Present    Notes   

Mrs Hannah Chambers   Yes     Reviewed 16/CAG/0145 

Mr Andrew Melville   Yes    Reviewed 16/CAG/0145 

Dr Katie Harron  Yes Reviewed 16/CAG/0144 

Dr Sophie Brannan  Yes Reviewed 16/CAG/0144 

Dr Mark Taylor (Chair)   Yes   Reviewed 16/CAG.0144 

and  16/CAG/0145 

 

Also in attendance: 

Name Position (or reason for attending) 

Rachel Heron Confidentiality Advisor, HRA 

 
1. NEW PRECEDENT SET REVIEW APPLICATIONS – RESEARCH 

 
a) 16/CAG/0144 – LAL Deficiency Register 

 
Purpose of application 

 
This application from Alexion Pharmaceuticals, USA set out the purpose of 

establishing a global Registry containing anonymous data on patients and carriers of 

LAL Deficiency, a rare disorder about which little was known. The Registry would 

provide data to help improve the care for patients with LAL Deficiency through 

improved understanding of the disease and long-term effectiveness of therapeutic 

interventions, including sebelipase alfa. In response to queries, the applicant further 

clarified that the Registry was also being conducted, in part, to fulfil post-marketing 

commitments and requirements agreed to by the Sponsor as a condition for sebelipase 

alfa approval in the EU and the USA.  

Consent would be sought from living patients for inclusion on the Registry. The 

application concerned the inclusion of data from deceased patients only. The data 

would be entered by clinicians at secondary care sites, which are listed in the attached 

documents. The clinician would enter the required information onto the eCRF (also 

included) and the information would be pseudonymised before being transferred to the 



sponsor. Each individual would be allocated a code and the clinician would be able to 

link the information back to the patient. 

A recommendation for class 1 and 6 support was requested for the process of 

extracting and anonymising the information and to allow access to an authorised user 

for the above purpose (not entered by applicant).  

Confidential patient information requested 
 

S251 support is requested to cover access to initials, date of birth, date of death, 

country of birth, gender and ethnicity.  

Confidentiality Advisory Group advice 
 
Public interest 

 
Members were not entirely convinced of the public interest of this activity, given that the 
proposal was to transfer identifiable data to the USA under the sponsorship of a commercial 
company for partly commercial reasons (ie ‘to fulfil post marketing commitments’). The 
potential benefits to the relatives of the deceased and general benefit to NHS patients were 
not clear.  
 
More information would also be required on the possibilities of results from the registry 
producing findings which would have genetic significance to the deceased’s family.   
 
Practicable alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient identifiable 
data without consent existed, taking into account the cost and technology available in line 
with Section 251 (4) of the NHS Act 2006. 
 
• Feasibility of consent 
 
The applicant had produced a consent form to be used with relatives of deceased patients, 
to ask permission to use the deceased person’s data. The applicant was advised that 
consent could not be sought from relatives for the use of a deceased person’s data. Consent 
was not feasible in this case.  
 
• Use of anonymised/pseudonymised data 

 
The applicant was under the impression that the data was not identifiable, however was 
informed that date of birth and date of death were both considered to be identifiable. It was 
also made clear to the applicant that if the data was not identifiable, there would be no need 
to apply for a legal basis to process the information under Section 251 of the COPI 
Regulations.  

 
Justification of identifiers 
 
The Sub-Committee suggested that it might be possible to achieve the aims of the Registry 
without using identifiable data. For example, age instead of date of birth could be used, or 
month and year rather than full date.  
 
 



Confidentiality Advisory Group advice conclusion 
 
The applicant had stated that the data was not identifiable.  
The applicant was informed that date of birth and date of death were identifiable. The 
applicant was also advised that support under Section 251 of the COPI Regulations applied 
to the use of identifiable data without consent. If the data was not identifiable, an application 
would not be required.  
 
The applicant was advised that the application could be withdrawn if the applicant was 
satisfied that the data was not identifiable in this context.  
 
If identifiable data would be used, the application would need to be reviewed at a full 
meeting as it met two of the exclusion criteria for Precedent Set: use of data for commercial 
purposes, and transfer of data outside the EEA.  
 
For this reason, a decision could not be taken by the Precedent Set Sub-Committee.  
 
The applicant responded in an email dated 16 December 2016: 

We confirm that we are only requiring the minimum data set for UK subjects as we are only 

collecting partial dates of death and birth (month/year) and this data is required to support 

classifications of subjects based on age.  The data being collected is not identifiable as the 

sites in the UK will not be required to enter deceased subject initials, gender and 

ethnicity.  Based on these grounds, Alexion wishes to formally withdraw their application to 

CAG for the LALD Registry. 

The Sub-Committee acknowledged the withdrawal of the application. The applicant was 
advised that the responsibility to make a determination with regards to the identifiability of 
the data rested with the data controller and those responsible for the disclosure of the data.  
 
 

b) 16/CAG/0145 - An investigation of decision making around treatment 
escalation 
 

Purpose of application 
 
This application from University Hospital Southampton NHS Foundation Trust (UHSFT) set 
out the purpose of understanding the decision-making processes of clinicians during 
deterioration and death of patients. The aim of this work was to identify opportunities to 
improve patient care through the use of Treatment Escalation Plans (TEPs) and inform 
future TEP escalation work.  
 
The study would build upon an audit of data on deaths in hospital, collected by the Trust. 
Data had already been collected on the relationships between admission demographics, 
characteristics of condition on admission, illness trajectories, escalations 
decisions/discussions, intensive care involvement, complex clinical/social factors, potentially 
avoidable and failed discharges, frequency of palliative care team involvement and record of 
‘do not attempt cardiopulmonary resuscitation’ order decisions. The proposal from the 
University of Southampton was for 2 researchers to further interrogate the medical records 
of deceased patients in order to better understand decision making processes in relation to 
people who deteriorate and die while in hospital, to track the trajectories of these patients 
and the resources mobilised. These trajectories could create difficult decisions for clinical 



staff particularly where there were issues with loss of capacity or situations distressing for 
relatives such as resuscitation.  
 
Structured, procedure specific TEPs were a useful means of improving understanding and 
communication when these types of decisions needed to be made and acted upon. This 
study aimed to gather information to inform the implementation and evaluation of TEPs.  
 
The 2 researchers would complete an in-depth survey of case notes for a stratified sample of 
cases included in the Trust audit between 2 January 2015 and 3 July 2015 – a total of 45 
cases would be examined. Prior to the study their approach would be piloted on a sample of 
4 case notes, and a proportion would be cross-checked to ensure consistency (by the same 
2 researchers). Data extracted would be pseudonymised and entered onto a spreadsheet. 
Data extraction would take place at the hospital site. Data extracted would be stored on the 
University of Southampton’s server.  
 
Data collection would take 20 days.  
 
A recommendation for class 1 and 6 support was requested for the process of extracting and 
anonymising the information and to allow access to an authorised user for the above 
purpose.  
 
Confidential patient information requested 
 
Access was requested to hospital ID number and month and year of birth in order to access 
the case notes of the individual at the UFHST site, and to establish patient age. This would 
be retained until analysis was complete. 
 
Date of death, gender, age, admitting speciality, date of admission, co-morbidities, history of 
presenting admission and functional status on admission and cause of death would be 
retained for analysis.  
 
Confidentiality Advisory Group advice 
 
Public interest 
 
Members agreed that the study had an identified medical purpose and was potentially in the 
public interest.  
 
Practicable alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient identifiable 
data without consent existed, taking into account the cost and technology available in line 
with Section 251 (4) of the NHS Act 2006. 
 
• Feasibility of consent 
 
It was clear to members that consent was not possible as patients were deceased.  
 
• Use of anonymised/pseudonymised data 
 
Members considered the process for anonymising data. In response to queries, the applicant 
had stated that 'the process of analysis will facilitate full anonymisation of the data’. It was 
the understanding of the CAG that extracted data would be pseudonymised and that the 
analysis would be at 'group level', abstracted from individual level data. 
 



Justification of identifiers 
 
The date of death would be processed. While accepting that this was necessary, concern 
was expressed given the small cohort (45 patients within a limited timeframe), which could 
make individuals easier to identify. On reading the Protocol members understood that data 
would be anonymised during the process of analysis and that the research team were aware 
of the potential risks of identification, and on this basis were supportive of the application.  
 
Additional points 
 
The CAG discussed patient notifications and public involvement. As the patients were 
deceased, there would be no value in providing patient notifications and method for 
expressing dissent.  
 
The PPI approach consisted of the involvement of one PPI champion. While this was of 
value, the opinion of this one person did not represent a wide variety of public opinion. 
Members agreed that transparency was important given that there were no patient 
notifications for this study. Public involvement work would concern family members and 
carers of the deceased patients. While this was a sensitive topic, members agreed that 
information about the study should be available to the public.  
 
While the lack of public involvement would not prevent the CAG from supporting the 
application, it was recommended that some further work be carried out.  
 
Confidentiality Advisory Group advice conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have been 
met and that there was a public interest in projects of this nature being conducted, and 
therefore advised recommending support to the Health Research Authority, subject to 
compliance with the specific and standard conditions of support as set out below. 
 
Specific conditions of support 
 

1. The CAG recommended that more public involvement work was carried out to 
improve transparency around this research. This could take the form of disseminating 
information on a website or newsletter to ensure that relatives or carers of patients 
who had died were able to become aware of this research. (please note that this is a 
recommendation only, and that support is not conditional on this point)  

2. Favourable opinion from a Research Ethics Committee. 
3. Confirmation from the IGT Team at the Health and Social Care Information Centre of 

suitable security arrangements via Information Governance Toolkit (IGT) submission.  
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1. NEW PRECEDENT SET REVIEW APPLICATIONS – RESEARCH 

 

a) 16/CAG/0148 Surveillance of presumed Ocular Tuberculosis in United 

Kingdom over 1 year 

Purpose of application 

This application from Royal Victoria Hospital Belfast set out the purpose of finding out 

more about Ocular Tuberculosis – including the incidence of the condition and whether 

clinical management varied in the Ophthalmology centres in the UK. Little was known 

about this to date and the researchers believed that the survey would be invaluable in 



finding information on the number of annual cases of Ocular Tuberculosis, the impact 

on the vision of affected patients and current treatment regimes. 

 
The study would use the BOSU survey methodology, an established methodology 
approved in principle by the CAG. The survey was overseen by the Royal College of 
Opthalmologists, who would send a reporting card to all UK Opthalmologists for 
compulsory reporting of any cases of Ocular Tuberculosis. Any new reported cases 
would be forwarded to the investigators, who would send each of the clinicians an initial 
and follow-up questionnaire (at 12 months).  
 
The questionnaires returned to the investigators by clinicians would include the following 
identifiers: hospital number (NI included), month and year of birth, gender, first half of 
postcode.  
 
Class 1, 2, 5 and 6 support was requested for the process of extracting and 
anonymising the information, to obtain and use information about past or present 
geographical location, for auditing monitoring and analysing patient treatment and to 
allow access to an authorised user for the above purposes. 
 
Confidential patient information requested 
 
Access was requested to hospital number including NI, month and year of birt, gender 
and first half of postcode.  
 
Confidentiality Advisory Group advice 
 
Public interest 
 
Members agreed that there was a public interest in this type of study being carried out.  
 
Practicable alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient 
identifiable data without consent existed, taking into account the cost and technology 
available in line with Section 251 (4) of the NHS Act 2006. 
 
• Feasibility of consent 
 
BOSU is a surveillance unit that collects information for rare diseases.  It has been 
argued that introducing consent would prevent complete ascertainment, which is 
necessary in the study of rare diseases. Members accepted this rationale, as part of the 
methodology which was approved in principle by CAG.   
 
• Use of anonymised/pseudonymised data 
 
Members agreed that the data flow diagram contained insufficient detail and did not 
enable CAG to determine the scope of the application. It was agreed that a 
comprehensive data flow diagram was required, which should clarify exactly what data 
items were flowing, where to, and at which point the data would be identifiable and at 
which point it would be pseudonymised.  
 
Members suggested that it could be helpful to the applicant to ask BOSU to provide a 
data flow diagram from a previously approved study, to assist them in this task.  
 



It was also noted that the applicant had not confirmed which data items would be in the 
non-identifiable dataset outlined in Q46 of the IRAS form. It was not clearly explained 
how identifiers (such as ethnicity and gender, as well as month/year of birth and 
postcode) would be erased. The applicant had not fully clarified that this data would be 
stored separately from the clinical dataset, and linked only with a study number, and had 
not made it clear that the identifiable dataset would be destroyed at the end of the study. 
These queries could also be resolved by the submission of a clear data flow diagram.   
 
Justification of identifiers 
 
It was noted that first half of postcode was requested to calculate area-level deprivation, 
but in fact full postcode would be needed to obtain this information. Members advised 
that the applicant should explain how they would convert the data to the deprivation 
code, providing assurance that the original postcode would then be destroyed. If full 
postcode was required, this should be requested and adequate justification provided for 
the request.  
 
Members also observed that at Q26 on the IRAS form the applicant mentioned capture-
recapture analysis. This would require a second independent source of data on the 
same cases. This was again something which had not been requested as part of the 
application for Section 251 support under the COPI Regulations, and therefore it could 
not be undertaken without an amendment to the study, which would have to be 
submitted and approved before the original data was destroyed. Further clarification was 
needed on this point.  
 
Additional points 
 
The applicant had stated different periods for retaining data in answer to questions on 
the IRAS form. This should be clarified in the data flow diagram or in the applicant’s 
response.  
 
The Sub-Committee discussed patient notification. The applicant had stated that the 
patient notification process was completed by BOSU, however there was no study 
specific information on the BOSU website. It was agreed that this was an issue which 
could be discussed with BOSU. The applicant should provide details of their study in lay 
language, with details of how to opt out.  
 
It was also suggested that information leaflets were provided for clinicians to 
disseminate at clinics or as a poster on their ward, clinic or ICU poster board. These 
should also give details of who to speak to in order to dissent.  
 
It was noted that the study would take place in Northern Ireland. Members wished to 
clarify that support from CAG would apply to data collection in England and Wales only. 
Separate applications would be required for England and Wales.  
 
On the same note, assurance documentation for the security of information processing 
would be required from the Northern Ireland site. CAG is currently advised by the 
Department of Health to accept the Information Governance toolkit, which is currently in 
place in England and Wales. The application is advised to contact the Department of 
Health with regards to an equivalent assurance which would be adequate for Northern 
Ireland.  
 
Patient involvement was discussed. It was noted that no attempts had been made to 
involve patients and the public in this study, however members recognised how difficult 
this would be to achieve, and agreed that future patient involvement could arise from 



greater knowledge about the prevalence of the condition, which this study would help to 
achieve.  
 
 
Confidentiality Advisory Group advice conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have 
been met, however, further information would be required / they were supportive in 
principle, however further information would be required prior to confirming that the 
minimum criteria under the Regulations had been met and therefore advised 
recommending provisional support to the Health Research Authority, subject to 
satisfactory responses to the request for clarification and compliance with the specific 
and standard conditions of support as set out below.  
 
Request for further information 
 
1. A comprehensive data flow diagram should be submitted, which would indicate the 

precise data items, where they were flowing, and the scope of flows included within 
the current CAG application 

2. The application was for district level (first half) postcode but the applicant indicated 
that they wish to derive area-level deprivation.  Clarification was required on this 
point.  

3. The application mentioned capture-recapture analysis. CAG understood that this 
required a second independent source of data on the same cases, but the 
application did not seek support for an additional flow of data (or the data source). 
Confirmation was required that capture-recapture would not be undertaken without 
putting in an amendment to support this, or the applicant should include this activity 
within the current application.  

4. The response to Q46 should be clarified. The identifiable information (month and 
year of birth, gender, ethnicity and first half of postcode) together with the study 
number should be kept separately from the clinical information gathered from the 
ophthalmologists. Any identifiers that are not required should be destroyed as soon 
as they are no longer required or should be degraded (e.g. date of birth converted to 
month/year and other dates converted to age) at study end 

5. The periods for retaining data all appeared different in Q52, 53 and 54. Confirmation 
was required as to how long the data would be retained.  

 
 
Specific conditions of support 

1. Sufficient details of this specific study should be provided for a patient notification to be 
added to the BOSU website.  

2. Applicant informed that CAG support applies to patients treated in England and Wales 
only and does not extend to those treated in Scotland.  

3. CAG suggested that patient information could be made available to clinicians for 
dissemination. This was a recommendation only and that support was not conditional on 
this point.  

4. Favourable opinion from a Research Ethics Committee. 

5. Confirmation from the IGT Team at the Health and Social Care Information Centre of 
suitable security arrangements via Information Governance Toolkit (IGT) submission. 
CAG is currently advised by the Department of Health to accept the Information 

Governance toolkit, which is currently in place in England and Wales. The 



application is advised to contact the Department of Health with regards to an 

equivalent assurance which would be adequate for Northern Ireland.  

 

b) 16/CAG/0149 Measuring inequalities in the access to and utilisation of 

genetic and genomic services across the Collaboration for Leadership in 

Applied Health Research and Care North West Coast Region [CLAHRC 

NWC]. 

Purpose of application 
 
This application from University of Central Lancashire set out the purpose of examining 
what helped patients make use of genetic services and possible reasons for not using 
these services. Research evidence had shown that factors like ethnicity, gender and 
level of education could affect whether or not people attended genetic services. The 
study would also examine if factors such as availability of transport or living in the 
countryside affected whether people attended the services. The research would provide 
evidence to inform service development across the region, and findings could be 
generalizable to other regional genetics services working on a similar model of service 
delivery.  
 
The applicant would analyse data retrospectively for all new patients referred to the 
genetics service between 01 April 2013 and 31 March 2016.   
 
On-site access was requested by the applicant to a limited patient dataset which would 
be extracted by IT services. This dataset would contain: date of referral, gender, date of 
birth, patient category e.g. ‘adult,'paediatric, 'pre-natal' 'cancer, source of referral e.g. 
'hospital' 'GP, postcode of referrer, patient ethnicity, patient postcode. The applicant 
would then convert date of birth to age and postcode to MOSA area before transferring 
the dataset to University servers.  
 
A recommendation for class 1 and 6 support was requested to cover access to the 
process of extracting and anonymising the information and to allow an authorised user 
access for the above purpose.  
 
Confidential patient information requested 
 
Access was requested to date of referral, gender, date of birth, patient category e.g. 
‘adult,'paediatric, 'pre-natal' 'cancer, source of referral e.g. 'hospital' 'GP',  postcode of 
referrer, patient ethnicity, patient postcode.  
  
The dataset to be uploaded would consist of: Date of referral, gender, age, patient 
category e.g. ‘adult, 'paediatric, 'pre-natal' 'cancer, source of referral e.g. 'hospital' 'GP', 
postcode of referrer, patient ethnicity, MOSA area.  
 
Confidentiality Advisory Group advice 
 
Public interest 
 
Members agreed that there was a public interest in the aim of the research, but queried 
whether the scientific method was adequate to meet this aim.  Although the study set 
out to explore inequalities in referral/uptake to genetics service, information was only 



available for individuals who had been referred. No information was available for those 
who had not been referred. 
 
It was agreed that the REC would consider the scientific value as part of their review. 
The CAG agreed to accept the opinion of the REC on this matter.  
 
Practicable alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient 
identifiable data without consent existed, taking into account the cost and technology 
available in line with Section 251 (4) of the NHS Act 2006. 
 
• Feasibility of consent 
 
It was accepted that the sample size of 7000 made consent unfeasible.  
 
• Use of anonymised/pseudonymised data 
 
It was noted that the applicants had worked with the Trust to minimise the identifiable 
data viewed by the PhD supervisor, who would then pseudonymise the data before 
transferring it to UCLAN secure servers.  
 
Justification of identifiers 
 
Concern was raised about the further disclosure of data to the PHE web service in order 
to convert the postcode to MSOA code. Although the geographical area was large, out 
of area referrals would also be mapped. Given that these areas would have few 
dwellings per postcode and the disease was rare, this increased the risk of identifiability.  
 
Members agreed that assurance was required with regards to the PHE website tool. It 
was not clear whether data would be stored on the website tool, and if so who would be 
able to access the data, whether appropriate controls were in place to restrict access, 
and how long the data would be kept. 
 
Additional points 
 
Members noted that patient notification was not in place.  
 
As a general principle of CAG support, patient notification was required. Members 
agreed that this should be done via the regional genetics service in addition to a 
notification on the hospital website, and a clear opt out process should be described.  
The opt-out process should ensure that the hospital IT department were made aware of 
any dissent, and could remove the appropriate data before providing the extract to the 
applicant.  
 
It was agreed that there would need to be a period of a couple of months from 
notification, before the data was extracted. 
 
The Sub-Committee noted that an employee of UCLAN was accessing and anonymising 
the data. A request was made for evidence that the academic supervisor had signed a 
confidentiality undertaking as part of their employment.  
 
 
 
 



Confidentiality Advisory Group advice conclusion 
 
The CAG agreed that they were supportive in principle, however further information 
would be required prior to confirming that the minimum criteria under the Regulations 
had been met and therefore advised recommending provisional support to the Health 
Research Authority, subject to satisfactory responses to the request for clarification and 
compliance with the specific and standard conditions of support as set out below.  
 
In order to complete the processing of this application, please respond back to the 
following request for further information within one month:  
 
Request for further information 
 
1. Clarification was required about the PHE web tool, answering the following queries: - 
is the data stored on the application and if so what access controls are there around the 
data, and how long will it be stored there? 
 
Specific conditions of support 
 

1. Information about the study should be posted on the hospital website and the local 
genetics services web site with a clear process for patients to opt out should they wish 
to do so.  

2. Confirmation should be provided that data would not be extracted until at least 2 months 
after these notifications had been posted 

3. Confirmation should be provided that UCLAN required the academic supervisor to sign 
an undertaking in relation to duty of confidentiality 

4. Favourable opinion from a Research Ethics Committee.  
5. Confirmation from the IGT Team at the NHS Digital of suitable security arrangements 

via Information Governance Toolkit (IGT) submission.  
 


