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

 

MARCH 2019 

 

 

 
1. NEW APPLICATIONS 

 
Name    Notes   

Ms Clare Sanderson Alternate Vice-Chair  

Dr William Bernal   CAG Member 

Mr. Myer Glickman  CAG Member 

Professor Jennifer Kurinczuk CAG Member  

Ms Diana Robbins  CAG Lay Member  

Miss Kathryn Murray Senior Confidentiality Advisor 

 
Application title: Long-term outcomes in Hirschsprung's and 

anorectal malformations 

CAG reference: 19/CAG/0012 

 
Context 
 
Purpose of application 
 
This application from Alder Hey Children’s Hospital NHS Foundation Trust set out the purpose of 
establishing a long-term follow-up of patients born with Hirschsprung’s disease (HSCR) or an anorectal 
malformation (ARM) who were previously treated at the site. 
 
The application has been submitted to the CAG in order to seek support under the Regulations to trace 
past patients, who were previously treated at the Alder Hey Children’s Hospital, but have been 
discharged into the care of adult services, to enable these patients to be invited to participate in the 
study. A pre-survey card will be sent to adult patients, together with an information sheet, informing them 
of the study. This includes a consent form and also a means to raise an objection. Following this initial 
approach in writing, if no response is received within 30 days, patients will be contacted by telephone a 
maximum of three times, following which they will be assumed to dissent to participation. Patients who 
are still under the care of the Alder Hospital will be approached in clinic or in writing by their current 
clinician.  
 
A recommendation for class 1, 2, 3, 4 and 6 support was requested to cover activities as described in 
the application.  
 
Confidential patient information requested 
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Cohort  
 
The study will include all patients who have been treated at the Alder Hey Children’s Hospital since 1991 
with histologically confirmed Hirschsprung’s Disease and those diagnosed with anorectal malformation 
on the basis of the position of the anus in relation to the external sphincter. It is anticipated that the 
patient sample will include 1,200 patients, of which it is anticipated that 720 will participate. The CAG 
application relates to a sub-cohort of these patients who are now adult and have been discharged from 
the care of the Alder Hey Hospital.  
 
Confidential patient information from historic patient records held at Alder Hey Children’s Hospital will be 
checked by members of the historic clinical care team in order to identify eligible patients. Confidential 
patient information will be used to trace adult patients who have been discharged from Alder Hey in 
order to check mortality status and update contact information to facilitate the invitation process.  
 
The following items of confidential patient information are required for the purposes as set out: 
 

• Name – sample validation, linkage and invitation process, 

• NHS Number – sample validation, linkage and invitation process, 

• Hospital ID – sample validation, linkage and invitation process, 

• Full address and postcode – sample validation, linkage and invitation process, 

• Telephone number – invitation process.  
 
Patient identifiers are required for analysis purposes; however, these will be retained with patient 
consent as the lawful basis in relation to the common law duty of confidentiality.  
 
Confidentiality Advisory Group advice  
 
A Sub-Committee of the CAG considered the applicant’s response to the request for further information 
detailed in the provisionally supported outcome in correspondence.  
 
1. Clarify how diagnosis would be confirmed prior to the invitation process, if a patient’s 

medical record was not available to check the accuracy of clinical coding. 
 
The applicant confirmed that, should a patient’s medical records be unavailable to check the accuracy of 
the clinically-coded diagnosis, this individual would be excluded from the study and any confidential 
patient information destroyed. 
 
The Sub-Committee received the response and raised no further issues in this area.  
 
2. Confirm when confidential patient information relating to those individuals who actively 

decline participation or do not respond to the invitation request would be destroyed.  
 
The applicant confirmed that any confidential patient information relating to those individuals who 
actively decline participation would be destroyed immediately, at the time that this is acknowledged by 
the research team.  
 
Regarding patient who did not respond to the invitation request or three subsequent telephone calls, the 
applicant confirmed that no further attempt would be made to contact that individual. This would be 
recorded by the research team and confidential patient information would be destroyed at that time. 
 
The applicant further explained that, should a patient withdraw consent after initial participation in the 
study, clarification would be sought from the individual as to whether the data already collected can be 
used for the study and this would be recorded electronically in a secure database. All confidential patient 
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information would be deleted at the time of dissent including any data recorded should the individual not 
wish for this to be used.  
 
The Sub-Committee received the response and no further issues were raised.  
 
 
3. Patient and public involvement and engagement activity – the following points should be 

addressed in this area: 
 

a. Provide further information around the activity which has been undertaken with the 
CHAMPS charity, including confirmation of the website link, 

 
The applicant provided links to the public and private Facebook groups. It was clarified that the private 
group was specifically for adults with Hirschsprung’s disease and parents/carers, grandparents and 
extended family of a child with Hirschsprung's disease and the individual’s details were checked prior to 
admittance to the group.  
 
The applicant confirmed that these groups were managed by one of the founders of the CHAMPS 
charity. It was explained that the website was currently down due to technical issues; however, 
information was provided around the engagement activity which was undertaken.  

 
b. Further activity should be carried out to specifically seek the views of patients with 

anorectal malformation around the proposed study. An overview of the activity which was 
undertaken, together with the feedback provided is required for consideration, 

 
The applicant confirmed that a member of the wider research team had attended the specialist anorectal 
malformations clinic and at Alder Hey on 11/02/19 and spoke with children and their parents regarding 
the study. Study materials were shared including the information leaflet, pre-survey card and age 
appropriate questionnaires together with an overview of the purpose of the study and how it will be 
carried out. Feedback from four parents of children with anorectal malformations using anonymous 
patient feedback forms. The specialist Hirschsprung’s Disease clinic was also attended on 26/02/19 and 
feedback was obtained from children in the same manner. An separate document was provided which 
detailed feedback provided.  
 

c. Views around the use of the sensitive patient questionnaires should be specifically 
sought and feedback provided,  

d. If the responses given were negative, the CAG would take this into account when 
considering whether support can be recommended, or whether further actions are 
necessary. 

 
The applicant confirmed that the charity lead had included information on the website to seek feedback 
from adults around the questionnaires which would be used in the study. An overview of this was 
provided for review.  
 
The Sub-Committee received the response together with the supplementary information and raised no 
further queries in this area.  

 
4. Provide a copy of the text which will be displayed on the CHAMPS website around the study, 

together with a link showing where this information would be published.  
 
The applicant provided a copy of the website text for review.  
 
The Sub-Committee received the document and raised no queries in this area.  
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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 (Final) 
 
1. Favourable opinion from a Research Ethics Committee (Confirmed – 20 December 2018). 
2. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission (Confirmed – Alder Hey Children’s Hospital NHS 
Foundation Trust has a published satisfactory (with improvement plan) reviewed grade on 
V14.1, 2017/18).  
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Name    Notes   

Dr Patrick Coyle  Vice-Chair  

Dr Martin Andrew CAG Member  

Mr David Evans    CAG Member 

Dr Liliane Field  CAG Member  

Ms Diana Robbins  CAG Lay Member  

Miss Kathryn Murray Senior Confidentiality Advisor 

 
Application title: National Asthma and COPD Audit Programme 

(NACAP): Paediatric Asthma Clinical Audit 

CAG reference: 19/CAG/0001 

 
Context 
 
Purpose of application 
 
This application submitted by the Royal College of Physicians on behalf of the Healthcare Quality 
Improvement Partnership (HQIP), sets out the purpose of establishing the Paediatric Asthma Clinical 
Audit. The audit is commissioned as part of the National Asthma and COPD Audit Programme (NACAP). 
The wider audit programme also covers Chronic Obstructive Pulmonary Disease (COPD), Adult Asthma, 
Pulmonary Rehabilitation and primary care. This will be a continuous audit of children and young people 
admitted to hospital with asthma attacks.  
 
Support under the Regulations is in place for the Chronic Obstructive Pulmonary Disease (COPD) and 
Adult Asthma elements of the Audit Programme under reference CAG 8-06(b)/2013. The other activities 
within the wider audit programme either operate on a consented basis or do not require collection of 
confidential patient information.  
 
The overarching aims of the paediatric asthma audit reflect those of the NACAP programme generally, 
and will be to: identify variability and deficiencies in the care received by children and young people 
admitted to hospital with asthma attacks, support improvement by providing timely and relevant 
data/feedback to paediatricians and local hospital teams, and improve the basic standards of care for 
children and young people admitted to hospital with asthma attacks. 
 
The application to the CAG will cover the audit in England and Wales. The audit also extends to 
Scotland; however, a separate application is being made to the Public Benefit and Privacy Panel for this 
element.   
 
A recommendation for class 1, 4, 5 and 6 support was requested to cover activities as described within 
the application.  
 
Confidential patient information requested 
 
Cohort 



Appendix 1. Confidentiality Advisory Group Sub Committee Minutes 

6 

 

 
All patients (approximately 30,000 per annum) admitted to hospitals in England and Wales with a 
primary diagnosis as follows: 

• Patients aged between 1 and 5 years – asthma attack or viral wheeze (which is responsive to 
salbutamol),  

• Patients aged between 5 and 16 years – asthma attack, 

• Patients aged 17 and 18 years – asthma attack, if treated on paediatric wards only. If treated on 
adult wards, these patients would be entered into the adult audit.  

 
Patients would be prospectively identified by the clinical care teams or retrospectively at discharge by 
specified ICD-10 codes. The audit will run from 01 June 2019 through to 28 February 2021.  
 
The following items of confidential patient information are required for the purposes of the audit. They 
will be entered into the online web-tool, hosted by Crown Informatics, by participating Trusts and will be 
used to facilitate linkage with wider NHS administrative datasets.  
 

• Study ID,  

• NHS number,  

• Date of birth,  

• Postcode,  

• Date, time and cause of death, 

• Sex, 

• Ethnicity.  
 
Confidentiality Advisory Group advice 
 
A Sub-Committee of the CAG considered the applicant’s response to the request for further information 
detailed in the provisionally supported outcome in correspondence.  
 
1. Confirm what definition of anonymised is being applied to information disclosures from 

Crown Informatics as depicted by the blue line on the data flow chart. 
 
The applicant explained that the confidential patient information being collected as part of this audit 
includes date of birth, NHS number and postcode (and date of death if the patient died in hospital). This 
identifiable information is stored securely by Crown as outlined in Section (s) of the application form.  
 
The applicant confirmed that the definition of anonymised used by Crown involves the following:  
 

• Removal of NHS number  
• Generation of random study-IDs and record identifiers  
• Transformation of date of birth to age in years  
• Transformation of date of death to survival after a specified period (yes/survived or no/deceased)  
• Transformation of postcode to Lower Layer Super Output Area (LSOA)  

 
It was confirmed that only once this anonymisation process had taken place would Crown release 
patient-level data to Imperial for analysis. It was explained that this was depicted as the blue line on 
the data flow chart. 
 
The applicant reiterated that Crown would only release identifiers (as shown by the red line from 
Crown on the data flow chart) to NHSD and NWIS (and, whilst out of scope for the CAG application, 
eDRIS for Scotland) to be linked with HES, ONS and PEDW data (and National Records of Scotland 
and ISD Scotland data for Scotland). The purpose of this linkage is to understand longer-term 
outcomes of the audit cohort, including readmission and mortality rates at one and three months post 
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discharge. This linked, identifiable data is then returned to Crown, which goes through the same 
anonymisation process described above before being released to Imperial for analysis. 
 
The Sub-Committee received the response and raised no further queries in this area.  
 
2. Confirm whether time of death is required for the data analysis. If so, provide a rationale to 

support the requirement of this data item. 
 
It was confirmed that time of death was required for data analysis and data validation purposes.  
 
Time of death was recorded to assist in determining any correlation between a patient’s death, their 
clinical acuity and the timing of key care processes (e.g. provision of systemic steroids within the first 
hour of admission). If a patient were to be admitted and die on the same day, without time of death, it 
would be impossible to determine which key care processes had taken place prior to their death and 
whether any correlation could be made. To provide context, the National Review of Asthma Deaths 
(NRAD) report highlighted failings in timely medical care as a factor in some asthma deaths. This was 
one of the findings that led to the recommendation that a national audit of care should be commissioned.  
 
Time of death recording also assists in data validation, as the web tool prohibits a patient being marked 
as deceased at a time before they were admitted. This improves data accuracy and the quality of 
analyses that determine correlations between timing of key care processes and death. 
 
The Sub-Committee received the response and was assured by the rationale provided.  
 
3. Patient and public involvement and engagement – provide further information to address 

the below points: 
a. Confirm whether the views of patients and their parents were sought around the use 

of confidential patient information without consent to achieve the audit aims – 
provide an overview of feedback in this area, 

 
The applicant explained that a focus group was held on 21 October 2017 consisting of nine participants 
recruited via Asthma UK’s network of research and policy volunteers. This purpose of this group was to 
support the Asthma Audit Development Project, commissioned by HQIP to inform the development of, 
and undertake preparation work required for a national asthma audit. The focus group had 
representation from people from a range of cultural and socioeconomic backgrounds as well as a range 
of asthma characteristics.  
 
While the group was not specifically asked their views on the use of confidential patient information 
without consent, the audit methodology was outlined (including this aspect). No concerns were raised 
during the focus group on any aspects of the methodology.  
 
The focus group did discuss the importance of breaking down the results by various patient 
characteristics in detail. This included their view that the following should be provided as part of the audit 
output:  
 
• A breakdown of people with mild, moderate and severe asthma to give comparisons with peak flow, 

hospital admissions and elements of care received.  
• Geographical variation with provision of ‘gold standard’ care down to county level.  
• Geographical variation in recorded asthma triggers.  
• Separate reporting for underrepresented groups like children, older people with dementia and those 

with mental illness.  
 

It was explained to the group that this detailed analysis would require patient identifiable information to 
be collected, and their conclusions were unaltered by this understanding. It was also highlighted that in 
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order to produce the most accurate reports on these metrics, as many patients as possible would need 
to be included in the audit, and obtaining consent at the point of care would likely reduce the number of 
patients due to the distress experienced at this time (as noted in the original Section 251 application).  
 
In addition, the NACAP Patient Panel met in May 2018 (5 children and young people and 6 adults 
attended). At this meeting the audit methodology was outlined and discussed. No comments were 
received that raised concerns in relation to the collection of confidential patient information without 
consent.  
 
Finally, all patient information for children was then reviewed during a group session (‘roadshow’) 
facilitated by the Royal College of Paediatrics and Child Health in September 2018. Children (n=15) and 
their parents/carers were given the opportunity to review the child specific patient information (which 
includes details of the collection of identifiable information without consent). The applicant confirmed that 
no concerns were raised that data would be collected without consent. 
 
The Sub-Committee received the response and raised no queries in this area.  
 

b. Provide an overview of the feedback provided from the November 2018 patient 
survey, 

 
The applicant explained that the children and young people patient survey was launched later than 
originally planned and is currently open until 25 March 2019. The survey was designed to collect 
information on positive and negative experiences of children and young people and their parents/carers 
as they navigate the asthma care landscape. Questions are included on positive and negative 
experiences in both primary and secondary care settings. Responses from the survey will be used to 
determine patient care priorities that will inform quality improvement activities. This survey will coincide 
with 10 clinic chats (hosted by RCPCH) taking place across the country from January to March 2019. It 
is anticipated that approximately 60 – 70 patients will take part in the clinic chats.  
 
Preliminary themes from responses (n=132) already received include the importance of:  
 

• Consistency of treatment and medications between GP and secondary care services  
• A more thorough investigation and discussion by GPs with patients/parents/carers before issuing 

repeat prescriptions  
• Better collaboration and education between hospital and school services  
• Having availability of rapid access clinics for nebuliser treatment rather than waiting in A&E  
• Psychological support in hospital and availability of social/support groups for patients and 

parents/carers  
 
The patient improvement priorities generated from the survey and clinic chats will be included in future 
datasets if they are missing and appropriate and will be reported on in national, regional and local 
reports to assist hospitals to develop their own quality improvement priorities based on what matters 
most to patients. Patient reports will also address the improvement priorities that were identified (i.e. so 
patients can track progress and evaluate success).  
 
An impact log (Appendix 1) has been developed to describe how the feedback and priorities of patients 
across all areas of NACAP are being used to shape development of the programme. This includes how 
NACAP is addressing patient priorities that were identified as part of the adult asthma survey and this 
process will be repeated following identification of priorities from the children and young people cohort.  
Outcomes and priorities from all patient surveys will continue to be utilised to inform reporting and 
quality improvement activities to assist hospitals to improve the quality of services they are providing 
for patients across the country. 
 
The Sub-Committee received the response and raised no issues in this area.  
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c. Provide details of the membership of the patient group which is being convened to 

support the audit, clarifying how many children and young people and their parents 
will be included, 

 
It was explained that the Royal College of Paediatrics and Child Health (RCPCH) are supporting NACAP 
in recruitment of children, young people and their parents/carers to the Patient Panel. The applicant 
wants to ensure that we include children/young people with a mix of moderate to severe asthma, 
genders, and ethnicities, and from various regions around the country. Ideally there will also be a range 
of patients who have been admitted to hospital within the last year and those not admitted to hospital but 
who receive or should be receiving regular primary care.  
 
Five children and young people have been recruited to the NACAP Patient Panel to date. However, 
active recruitment was ongoing (in part via the clinic chats described above), as the aim is to have ten 
children/young people with asthma and other long-term health conditions present on the panel, as well 
as two/three carers (alongside 15 adults with asthma and/or COPD who have already been recruited).  
 
In summary, the applicant advised that the NACAP has worked collaboratively to ensure the patient 
panel includes children and young people from a variety of backgrounds, with varied experiences of 
asthma and/or other chronic diseases. The variety of engagement methods used has (and will continue 
to as we complete the recruitment process) ensured the views and priorities of the patient panel are as 
representative as possible of the views of all children and young people with asthma, and their parents 
and carers, in England, Wales and Scotland. 
 
The Sub-Committee received the response and raised no issues in this area.  
 

d. Provide details of the advisory panel which has been convened to support the audit, 
clarifying how many children and young people will be included. 

 
The applicant confirmed that patients were represented at four levels of the NACAP governance 
structure, including:  
 
• NACAP Board – one adult with COPD, one adult with asthma, one/two children and young people 

with asthma and one carer of a child/young person with asthma.  
• COPD Advisory Group – one adult with COPD and another person with COPD with experience of 

pulmonary rehabilitation.  
• Asthma Advisory Group – one adult with asthma, two children and young people with asthma, and 

one carer of a child/young person with asthma.  
• Patient Panel – 15 adults with asthma, ten children and young people with asthma and two/three 

carers.  
 
The Asthma Advisory Group and the Board included representation from two children/young people who 
sit on the Patient Panel (with attendance from the RCPCH Engagement Lead as chaperone) and one 
parent/carer of a child/young person with asthma. These representatives are not fixed/named (i.e. each 
meeting will have different Patient Panel representatives). This reduces burden and demand on the 
young person/parent/carer, but also ensures that a variety of patient priorities and experiences are being 
heard and shared. Comments received and decisions made during the Asthma Advisory Group and the 
Board are fed back to the Patient Panel (by the representatives who attend).  
 
As governance groups sometimes occur during school time (though it is aimed to convene meetings in 
holiday periods, where possible), it is not always possible to have real-time representation. In these 
instances, materials will be provided to the participants out of session to allow for comment. 
 
The Sub-Committee received the response and raised no further queries in this area.  
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4. Consideration should be given to the dissenting mechanism which is in place for the audit 

and how this may be improved taking into account the suggestions referenced above. A 
revised dissenting mechanism should be described, supported by any revised patient-
facing materials as necessary. If it is determined that the dissenting mechanism cannot be 
extended, a strong rationale should be provided to support this decision. 

 
The applicant provided a clear and detailed response to explain why the two potential dissenting 
mechanisms which had been suggested by the CAG were not feasible. These mechanisms were 
providing a specified named contact within each participating Trust and central opt-out managed by 
Crown Informatics Service. 
 
An alternative mechanism was described by the applicant which involved a centralised patient opt-out 
mechanism via the NACAP helpdesk.  
 
The Sub-Committee received the response and recognised that the applicant had established an 
alternative means for offering and respecting patient objections which appeared appropriate. No 
further issues were raised in this area.  
 
5. Clarify what protocol has been established to manage differing views between patients and 

their parents around the inclusion of information within the audit.  
 
The applicant confirmed that whilst a written protocol had not been established for the purposes of the 
audit to manage this situation, they were informed by existing guidance which was available in this area 
from NHS Digital and the Information Commissioner’s Office.  
 
It was explained that, in England and Wales, there was no specified age at which a child was considered 
to be competent to provide their own consent to data processing. Parents or other guardians are only 
allowed to exercise data protection rights on behalf of a child if the child authorises them to do so, when 
the child does not have sufficient understanding to exercise their rights themselves, or when it is evident 
that this is in the best interest of the child. 2 However, NHS Digital, which operate the National Data Opt-
Out programme for England, wrote to all patients aged 13 years and over with information about opting 
out of secondary data usage. Any patient in England over the age of 13 is able to set up their own 
National Data Opt-Out request.  
 
Due to the lack of specific determination in this area, the applicant confirmed that the entry of any data in 
England or Wales would be at the discretion of the local clinical lead that has been identified for the 
audit. Equally, any decisions around whose choice to respect about including data in the audit would be 
those of the named clinical lead. It would be suggested that considering guidance from the Information 
Commissioner’s Office, any dispute between parents and children with regards to submitting data to the 
audit should be resolved in favour of the child’s decision, unless the child is deemed incompetent to 
make their own decision.  
 
It was confirmed that FAQ documents developed for local audit staff and clinicians would be updated to 
reflect this and to highlight the age at which patients are able to make their own decisions, and to direct 
local audit staff to seek the decision of the local clinical lead in any contentious circumstances. It is the 
responsibility of each hospital or Trust in England to ensure that information is not entered into the web 
tool for patients that have a national data opt-out in place.  
 
Additionally the applicant confirmed that patient information had been developed to ensure that patients 
and parents were able to understand data flows and were provided with the opportunity to make an 
informed choice as to the inclusion of their personal information in the audit. 
 
The Sub-Committee received the response and raised no further issues in this area.  
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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 Secretary of State, subject to compliance with the specific and standard 
conditions of support as set out below.  
 
Specific conditions of support 
 
1. Support under this application extends to the non-research audit purposes only. There is no support 

in place for the processing of information collected within the audit for research purposes.  
2. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission – Confirmed:   

• Crown Informatics, Aimes Management Services and NHS Digital have published satisfactory 
reviewed grades on Version 14.1, 2017/18,  

• NHS Wales Informatics Service, CPIP Assurance in place.  
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Name    Notes   

Dr Tony Calland MBE  Chair  

Professor Jennifer Kurinczuk CAG Member  

Mr Andrew Melville  CAG Lay Member  

Miss Kathryn Murray Senior Confidentiality Advisor 

 
 

Application title: Predicting recovery and treatment responses in post-

stroke aphasia 

CAG reference: 18/CAG/0125 

 
Context 
 
Purpose of Application 
 
This application from University College London set out the purpose of medical research which aims to 
explain the variability in recovery of speech and language capabilities in patients who have suffered a 
stroke. It is stated that this variation in recovery has traditionally been treated as a fixed limit on the 
available understanding of the recovery process from stroke. However, a differing view is now emerging 
in that, as different regions of the brain serve different functions, it is suggested that the consequences 
of stroke should depend on the details of the brain regions which were damaged or preserved. High-
resolution imaging technology can be used to measure these details non-invasively and in large 
numbers of patients whose are outcomes are already known. 
 
The proposed research will employ similar techniques to relate the details of brain lesions caused by a 
patient’s stroke to both the recovery of their language skills and response to speech and language 
therapy in the first weeks after the stroke occurred. This will involve the use of high resolution brain 
images and associated clinical notes for patients who were treated for stroke at University College 
Hospitals London NHS Trust to see if details of the brain damage that stroke survivors have suffered can 
be used to predict likely recovery trajectories and responses to therapeutic interventions. Support is 
requested to allow access by the main applicant to confidential patient information held at University 
College Hospitals NHS Trust, to enable brain scans to be linked with information from clinical notes. A 
pseudonymised dataset would be extracted for analysis. 
 
A recommendation for class 1, 5 and 6 support was requested to cover activities as described in the 
application.  
 
Confidential patient information requested 
 
Cohort 
 

• Stroke patients, aged 18 and over, who were treated at the University College Hospitals NHS Trust 
Hyper-Acute Stroke Unit and transferred to the Acute Brain Injury Unit between 01/01/2008 and 
31/12/2017.  

• Eligible patients must have an acute structural MRI scan and MDT meeting notes recorded on file. 

• It is anticipated that 1,500 patients will be included in the study. 
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The following items of confidential patient information are requested for the purposes stated: 
 

• Hospital ID number – linkage, 

• Date of birth – to calculated age at stroke onset (to nearest year) for analysis. 
 
Wider clinical details will be used to facilitate linkage (date of admission) and for analysis. 
 
Confidentiality Advisory Group advice 
 
A Sub-Committee of the CAG reviewed the applicant’s response to the request for further information 
detailed in the provisionally supported outcome in correspondence.  
 
1. Provide a copy of the project-specific website text for consideration. Confirmation is also 

required around where this information would be displayed.  
 
The applicant provided a draft of the website text for review. 
 
Members received the document and raised no queries in this area.  
 
2. Provide an overview of how the objection mechanism would be operated for the study, 

together with confirmation that any raised or known objection would be respected.  
 
The applicant confirmed that patients could make contact via email, telephone or post, to dissent from 
the use of their information within the project. These contact details had been included within the drafted 
website text. It was explained that patients did not have to be sure that they were a UCLH patient during 
the relevant period (2008-2018), as this can be checked on their behalf. Patient name and date of birth 
would be used track patients and exclude any data. The applicant confirmed that any dissent which was 
raised would be respected. It was explained that a lead-in time had been established to allow for 
meaningful objections as once data is anonymised, objections could no longer be respected. The 
applicant had set a date of 01/07/2019 to facilitate this mechanism. 
 
The Sub-Committee received the response and raised no further queries in this area.  
 
 
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 (Final)   
 
1. Favourable opinion from a Research Ethics Committee (Confirmed). 
2. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission (Confirmed – University College London Hospitals NHS 
Foundation Trust shows a reviewed satisfactory grade on Version 14.1, 2017/18). 
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Name    Notes   

Dr Patrick Coyle  Vice-Chair  

Ms Diana Robbins  CAG Lay Member  

Miss Kathryn Murray Senior Confidentiality Advisor 

 
Application title: Prospective epidemiological surveillance of Retinal 

Dialysis in the United Kingdom: Incidence, demographics 

and clinical features 

CAG reference: 18/CAG/0078 

 
Context 
 
Purpose of Application 
 
The application from NHS Greater Glasgow and Clyde set out the purpose of medical research which 
would utilise the established BOSU methodology to investigate incidence of retinal dialysis in the UK. 
Reporting Ophthalmologists will report to the BOSU unit that they have seen a case within their clinic. 
The BOSU unit will pass details of the reporting clinician to the researcher, to enable follow-up with a 
data collection questionnaire.  
 
The applicants will record incidence across England, Wales and Scotland over a one year reporting 
period. Follow-up will be undertaken at six months following initial incidence report. The remit of the CAG 
extends to the data reported from England and Wales only – the applicant has been advised to make 
alternative arrangements for the reporting in Scotland and Northern Ireland.  
 
A recommendation for class 1, 5 and 6 support was requested to cover activities as described in the 
application.  
 
Confidential Patient Information Requested 
 
Cohort 
 
All newly reported incidence of retinal dialysis across the UK within a one year reporting period, with the 
CAG remit extending to cases reported within England and Wales only. 
 
The following items of confidential patient information are requested for case identification and to prevent 
duplication:  
 

• Hospital Number (England and Wales), 

• Month and Year of birth – retained for analysis,  

• First half postcode,  

• Sex – retained for analysis. 
 
Confidentiality Advisory Group advice 
 
A Sub-Committee of the CAG considered the applicant’s response to the request for further information 
detailed in the provisionally supported outcome in correspondence.  
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1. Provide copies of the study patient information materials will be used to promote the project 

in participating Hospital Eye Units. 
 
The applicant provided a draft of the patient information leaflet which would be distributed and made 
available in participating eye units. This would be supplemented by posters to inform patients of the study 
and their right to object.  
 
The Sub-Committee considered the information leaflet and it was commented that the language used 
was quite technical and may not be accessible to all patients. A revised document was requested from 
the applicant. 
 
The applicant provided a revised patient information leaflet as requested. 
 
The Sub-Committee received the revised document and raised no further issues in this area.  
 
Security Assurance 
It is the policy position of the Department of Health in England that all approved applications seeking 
support under these Regulations must evidence satisfactory security assurances through completion 
and satisfactory review by NHS Digital of the NHS Information Governance Toolkit (and its new format 
moving forwards).   
 
It was noted that relevant organisations in Scotland do not routinely complete the English Information 
Governance Toolkit; however, the application detail confirmed that processing of confidential patient 
information would take place at Scottish sites.  
 
It was noted that separate to the CAG consideration, a process had been agreed that where the 
Scotland’s Public Benefit and Privacy Panel (PBPP) had approved relevant processing in relation to 
Scottish sites, that this would be accepted as adequate for security assurance purposes.  
 
The applicant had provided a copy of the final approval letter from the PBPP, which was accepted as 
providing adequate security assurances in relation to Scottish sites. It was also noted that at time of 
annual review, the most current and up to date letter from PBPP should be provided as evidence of 
continuing support.  
 
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 (Final) 
 
1. Favourable opinion from a Research Ethics Committee (Confirmed – 26 March 2018).  
2. Final approval letter from the Scottish Public Benefit and Privacy Panel (PBPP) in relation to this 

study (Received – submission of the most current and up-to-date outcome letter from PBPP 
should also be provided at the time of annual review as evidence of continuing support) 
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Name    Notes   

Miss Kathryn Murray Senior Confidentiality Advisor 

 
 

Application title: Anticipatory Prescribing in Terminal Care Study (APT 

Study) 

CAG reference: 19/CAG/0014 

 
Context 
 
Purpose of application 
 
This application from the University of Cambridge set out the purpose of medical research which aimed 
to evaluate the use of anticipatory prescribing. The study would involve patients treated by 12 GP 
practices in Cambridgeshire and Hertfordshire. Anticipatory prescribing (AP) is the prescription and 
dispensing of injectable medications to a named patient, in advance of clinical need, for administration 
by nurses or General Practitioners (GPs) if symptoms arise in the last days of life. The practice is 
endorsed by national policy; however, it is unclear which patients could or do benefit from the practice.  
 
The study will involve a retrospective medical record review to gather detailed data on the frequency of 
issuing and use of anticipatory prescribing across a range of illnesses for patients in the community at 
the end of life. The 30 most recent eligible deceased patients will be included from each GP practice. 
The student investigator will visit the GP practices and two associated community nursing organisations 
in order to review patient records and extract relevant information for analysis. Pseudonymised data will 
be collected on to an electronic case report form from patient records. Confidential patient information 
will also be extracted and stored within a master file, separate from analysis information, and retained for 
a period of six months following the data extraction from the relevant study site. 
 
A recommendation for class 1, 2, 4, 5 and 6 support was requested to cover activities as described in 
the application.  
 
Confidential patient information requested 
 
Cohort 
 
Patients aged 18 or above, who were registered at a participating GP practice at the time of their death 
and received anticipatory prescribing at part of end of life care. Participating GP practices will be located 
in the Cambridgeshire and Hertfordshire district. 360 patients will be included within the study.  
 
The following items of confidential patient information will be provided by the GP practices in order to 
identify patient records, facilitate linkage with community nursing records and to create the 
pseudonymised dataset which will be used in the study analysis:   
 

• Name – sample validation and linkage, 

• NHS number – sample validation, linkage and analysis, 

• Date of death – sample validation, linkage and analysis,  

• Sex – sample validation, linkage and analysis, 

• Ethnicity – sample validation, linkage and analysis.  
 



Appendix 1. Confidentiality Advisory Group Sub Committee Minutes 

17 

 

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 (Final) 
 
1. Favourable opinion from a Research Ethics Committee (Confirmed). 
2. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission (Confirmed):   
a. University of Cambridge Clinical School has a published satisfactory reviewed grade 

on V14.1, 2017/18, 
b. 12 GP practices and two associated community nursing organisations – Not requested 

for each site; support is based on the assumption that the applicant will ensure that 
satisfactory security assurances are in place for each site.  
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2. NEW AMENDMENTS 
 

Name    Notes   

Dr Murat Soncul Alternate Vice-Chair 

Mr Marc Taylor  CAG Member  

Miss Kathryn Murray  Senior Confidentiality Advisor  

 

Application title: UK collaborative clinical audit of health care for 
children and young people with suspected epileptic 
seizures (Epilepsy12) 

CAG reference: 17/CAG/0184 
 
Amendment request 
 
The amendment requested support under the Regulations to revise the data collection methodology for 
the audit to enable all Trusts involved of the care of the patient to able enter clinical information into the 
audit dataset. The designated audit lead at the Trust managing the patient’s care would be required to 
approve any data entered by wider members of the clinical care team based at other Trusts, prior to 
submission.  
 
Confidentiality Advisory Group advice  
 
The amendment requested was considered by a Sub-Committee of the CAG which recognised that the 
provision of care to epilepsy patients was non-linear. The proposed change in methodology would 
ensure that all care providers were able to include relevant clinical information within the audit around 
the patient’s treatment, ultimately improving the quality and completeness of the audit dataset.  
 
Members acknowledged that the proposed methodology would enable a more accurate picture of 
patient care to be created, which would improve the outcomes of the audit, and more accurately 
reflected how care was provided to patients. The CAG was assured that the improved data collection 
proposed via the new methodology was within the public interest and raised no queries around the 
amendment.  
 
Confidentiality Advisory Group conclusion 
 
In line with the considerations above, the CAG agreed that the minimum criteria under the Regulations 
appeared to have been met for this amendment, and therefore advised recommending support to the 
Secretary of State for Health and Social Care. 

 
 

Specific conditions of support  
 
3. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission. (Confirmed - Net Solving Ltd and Royal College of 
Paediatrics and Child Health show a reviewed satisfactory grade on Version 14.1, 2017/18). 
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Name    Notes   

Dr Tony Calland MBE Chair 

Miss Katy Cassidy   Confidentiality Advisor  

Miss Kathryn Murray  Senior Confidentiality Advisor  

 

Application title: LAUNCHES QI: Linking AUdit and National datasets in Congenital    

HEart Services for Quality Improvement 

CAG reference: 18/CAG/0180 

Amendment request 
 
The amendment has been submitted in order to gain support to request the hospital name from the 
data sources, to be retained for analysis purposes. The study team were also requesting support to 
receive the place of death, recorded as a category, e.g. home, hospice, hospital, care home, rather 
than the address. 
 
The amendment set out the rationale as being the addition of the new data items was suggested by 
the steering committee. It was indicated that the addition of the hospital name will allow the study team 
to study in more detail the geographical information and the potential impact of rural versus urban 
areas on services. The rationale for including place of death was in order to provide information about 
variations in patient trajectories and to allow the study team to identify metrics for service quality 
improvement.  
 
Confidentiality Advisory Group advice  
 
The amendment request was considered by Chair’s action.  
 
The Chair noted that the amendment fulfilled a relevant medical purpose, and that if supported, the 
change would allow for the collection of the names of the relevant hospitals so they can be identified. It 
was agreed that this and the inclusion of place of death will enable greater granularity to the analyses.  
 
It was therefore agreed that this was a reasonable amendment in line with the aims of the originally 
supported application, and a positive recommendation would be provided to the decision-maker.  
 
Confidentiality Advisory Group conclusion 
 
In line with the considerations above, the CAG agreed that the minimum criteria under the Regulations 
appeared to have been met for this amendment, and therefore advised recommending support to the 
Health Research Authority. 
 
Specific conditions of support  

 
1. Confirmation of suitable security arrangements via IG Toolkit submission. (Barts NHS Trust 

(covering NICOR), University of Leeds (SEED covering Picanet), ICNARC (covering Case Mix 
Program), NHS Digital, show a satisfactory reviewed grade on Version 14.1 2017-2018) 

2. Confirmation of a favourable opinion from a Research Ethics Committee (Confirmed) 
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Name    Notes   

Dr Tony Calland MBE Chair 

Miss Kathryn Murray  Senior Confidentiality Advisor  

 

Application title: Prevalence of hip femoroacetabular impingement 
(FAI) syndrome in the general population  

CAG reference: 18/CAG/0151 
  
Amendment request 
 
The amendment requests support under the Regulations for the following changes to the study: 
 

• Extension the duration of support under the Regulations to September 2019. 

• To allow access to pseudonymised X-Rays to study collaborators at the University of Warwick, which 
already have access to the associated data,  

• To allow access to pseudonymised X-Rays and data to study collaborators in the Netherlands. 
These named collaborators were also added to the wider study contacts.  

 
Confidentiality Advisory Group advice  
 
The amendment request was considered by the Chair’s Action. The delays experienced by the applicant 
during the initial application process were noted and it was agreed that on this basis, the extension to 
the duration of support under the Regulations was appropriate. The wider access to the pseudonymised 
analysis data by wider study collaborators at the University of Warwick and in the Netherlands was 
acknowledged. The applicant had made clear that the wider study collaborators would not be able to 
access confidential patient information in relation to the cohort. The CAG was content to provide a 
recommendation of support to the amendment.  
 
Confidentiality Advisory Group conclusion 
 
In line with the considerations above, the CAG agreed that the minimum criteria under the Regulations 
appeared to have been met for this amendment, and therefore advised recommending support to the 
Health Research Authority. 
 
Specific conditions of support  

 
1. Confirmation of suitable security arrangements (Confirmed – Project specific Data Security and 

Protection Toolkit has been reviewed as Standards Met – confirmed by NHS Digital email 
15/11/2018) 

2. Confirmation of a favourable opinion from a Research Ethics Committee (Confirmed). 
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Name    Notes   

Dr Murat Soncul Alternate Vice-Chair 

Miss Kathryn Murray  Senior Confidentiality Advisor  

 
 

Application title: Caerphilly Ischaemic Heart Disease Study 
Speedwell Study - Longitudinal Study Of Ischaemic 
Heart Disease 

CAG reference: CR20/2014 
 
 

Amendment request 
 
The amendment seeks support to transfer data held for the Caerphilly Ischaemic Heart Disease Study 
from the University of Bristol to the Dementia Platform UK, held by Swansea University. Once 
transferred, ongoing cancer and mortality information will then be released from NHS Digital to Swansea 
University.  
 
There will be no transfer of confidential patient information as the dataset is retained with a 
pseudonymised ID; however, NHS Digital require confirmation that the new processor is included in the 
CAG application, to enable them to release data which it has processed with support under the 
Regulations to this newly appointed organisation.  
 
Confidentiality Advisory Group advice  
 
The amendment requested was considered by the Confidentiality Advisory Group who recognised that 
the proposal would not involve the transfer of confidential patient information; however, the flagged 
cohort would continue to receive updated cancer registration and mortality data from NHS Digital.  
 
It was acknowledged that as the Dementia Platform UK, held by Swansea University would not be 
processing confidential patient information with support under the Regulations, evidence of security 
assurance was not required for this site  
 
The Group had no queries around the scope of the amendment and recognised that this arrangement 
would be ongoing.  
 
Confidentiality Advisory Group conclusion 
 
In line with the considerations above, the CAG agreed that the minimum criteria under the Regulations 
appeared to have been met for this amendment, and therefore advised recommending support to the 
Health Research Authority. 
 
Specific conditions of support  

 
1. Confirmation of suitable security arrangements via IG Toolkit submission (Confirmed - Bristol 

Medical School (University of Bristol) SSCM (Cohorts) has a published satisfactory reviewed 
grade on V14.1, 2017/18).  

2. Confirmation of a favourable opinion from a Research Ethics Committee (Confirmed – 
applicant confirmed that this change of data retention does not require support from 
the NHS REC) 
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Name    Notes   

Dr Tony Calland MBE Chair 

Miss Katy Cassidy  Confidentiality Advisor  

Miss Kathryn Murray  Senior Confidentiality Advisor  

 

Study title:     TARN (Trauma Audit and Research Network)   

CAG reference: ECC 7-05(g) 2011  

 
Amendment request 
 
TARN currently has support to receive HES data from NHS-Digital and PEDW data from NHS Wales 
Informatics Service. Currently the HES data includes patients’ NHS numbers but the PEDW data does 
not.  
 
This amendment is submitted to seek support to include NHS Numbers in the PEDW data in order to 
allow TARN to feedback NHS numbers to Welsh Health Boards trust about patients who had not been 
included in the Health Board’s submission to TARN. Health Boards would then have a more complete 
Trauma Audit and greater case ascertainment.  
 
The applicant advised that inclusion of the NHS Number would improve the data completeness/case 
ascertainment, and that without an accurate understanding of case ascertainment at each site, it would 
be difficult to be able to effectively review hospitals when reporting on rates of survival.  
 
Confidentiality Advisory Group advice  
 
The amendment requested was considered by the Confidentiality Advisory Group, which recognised 
that by including NHS numbers in the data extract from PEDW, case ascertainment and data 
completeness would be improved. The CAG accepted that this was in the public interest, and it was 
acknowledged that NHS Digital provided NHS Numbers in relation to the English cohort.  
 
Confidentiality Advisory Group conclusion 
 
In line with the considerations above, the CAG agreed that the minimum criteria under the Regulations 
appeared to have been met for this amendment, and therefore advised recommending support to the 
Secretary of State for Health and Social Care. 

 
 

Specific conditions of support  
 
1. Confirmation of suitable security arrangements via IG Toolkit submission. (Confirmed: Trauma 

Audit and Research Network J160 shows a satisfactory reviewed grade on Version 14.1 2017-
2018) 
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Name    Notes   

Dr Patrick Coyle  Vice-Chair 

Miss Katy Cassidy  Confidentiality Advisor  

Miss Kathryn Murray  Senior Confidentiality Advisor  

 
 

Application title:  Inflammatory Bowel Disease Registry  

   
CAG reference:  18/CAG/0131 
 
Amendment request 
 
This amendment requested changes to the clinical dataset within the IBD Registry. The changes fall into 
four categories. The first three categories are concerned with fields already included in the dataset. The 
fourth category is concerned with the addition of new fields to the dataset.  
 
No items of confidential patient information were added or changed as a result of this amendment. The 
applicant provided a spreadsheet which listed the revised dataset. The following details were changed: 
 
1. Additions to the values allowed in nine existing fields:  

• Current diagnosis and Earliest diagnosis, 

• Smoking status, 

• Drug code, 

• Drug dose unit, 

• Drug frequency, 

• Biologic treatment type, 

• Biologic event type, 

• Biologics review -  Treatment plan, 

• Main surgical procedure.  

• Removal of the mandatory requirement for data in three existing fields: 

• Reason for stopping previous, 

• Concomitant immunosuppression, 

• Biologics - specify drugs not tolerated.  

• Change from allowing a single item to allowing multiple items to be held in four existing fields: 

• Biologics review - adverse reactions IBD audit, 

• Biologics review - adverse reactions Registry, 

• Biologics review -  Treatment plan, 

• Reason for admission.  
4. Eight new fields to provide additional information about data items already contained in the dataset: 

• Date of referral, 

• Drug change reason, 

• Drug change date, 

• Date of adverse reaction, 

• Immunity - TB test type, 

• Immunity - CMV Serology, 

• Immunity - EBV Serology, 

• Date of test. 
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The study team have made these changes due to concerns that the Registry dataset is not aligned with 
modern practices in IBD care. Some records are being rejected due to the clinicians not being able to 
record accurate drug doses and a complete picture of key clinical events is not being captured.  
 
Confidentiality Advisory Group advice  
 
The amendment requested was considered by Chair’s action. The Chair determined that there was no 
change to confidentiality and that the study team had provided sufficient justification for the changes to 
the fields on the grounds of developments in practice and practical issues regarding rejection of 
submissions when fields are unnecessarily mandatory. 
 
Confidentiality Advisory Group conclusion 
 
In line with the considerations above, the CAG agreed that the minimum criteria under the Regulations 
appeared to have been met for this amendment, and therefore advised recommending support to the 
Secretary of State for Health and Social Care. 

 
 

Specific conditions of support  
 

1. Confirmation of suitable security arrangements via IG Toolkit submission. (IBD Registry Ltd has 
a satisfactory score of 66% for IG Toolkit v14.1as published on website).  
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Name    Notes   

Dr Tony Calland MBE Chair 

Dr Patrick Coyle  Vice-Chair 

Ms Clare Sanderson  Alternate Vice-Chair  

Dr Murat Soncul Alternate Vice-Chair  

Miss Katy Cassidy  Confidentiality Advisor  

Miss Kathryn Murray  Senior Confidentiality Advisor  

 

Study title:  Audit evaluation of availability of patient contact details for use in the 

NHS Patient Survey Programme  

CAG reference:  18/CAG/0076 
 

Amendment request 
 
The original project design intended that participating Trusts would sample all patients and service users 
who were in contact with the Trust in a particular month, and apply strict eligibility criteria such as 
removing those who indicated dissent, those who were deceased and those who did not fit the age 
requirements of the Audit. A limit of a maximum of 2,000 patients per Trust was placed on the samples 
that were to be provided as part of the project.  
 
The amendment requested support to remove this previously proscribed limit on the number of patients 
per Trust that can be included within the audit. The eligibility criteria would still apply, but Trusts would 
submit a census of all eligible patients/ service users who visited the Trust in the month of October 
2018, rather than a sample of 2,000. No other changes are required in relation to this amendment. 
 
The amendment explained that the difference in cohort size would differ between Trusts; however, it 
was known that around 5% of participating Trusts would have less than 2,000 patients to report. From 
preliminary research, it was determined that the average census file size for Trusts who participate will 
be between 8,000 and 9,000 patients, however there was a considerable range regarding total sample 
size.  
 
The applicant explained that to receive a sample file of only 2000 patients from larger Trusts (all 
community mental health Trusts and 97% of acute Trusts), would introduce significant bias into the data, 
undermine the precision and robustness of the evaluation and limit what findings can be drawn from this 
project and limit the ability to make informed recommendations for how the NHS Patient Survey 
Programme can continue to remain current, and also evolve and be seen as world leading in the field of 
patient experience measurement.  
 
Confidentiality Advisory Group advice  
 
The amendment request as originally shared for consideration via Chair’s Action; however, this was 
escalated for review by Sub-Committee, involving Officers of the CAG. The rationale for the review by a 
wider group of Members was concern that the removal of the sampling limit previously supported for the 
audit, would involve a much more significant disclosure of confidential patient information to the 
applicant.  
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The Sub-Committee noted that the previously described exclusion criteria would still be applied to the 
patient sample prior to the disclosure of confidential patient information to the applicant. Members 
further recognised that the sample would be limited to data collection within one calendar month. The 
CAG considered the informed estimated figures provided by the applicant around the average number 
of patients to be seen per month in a Trust, to give an indication of the scope of the amendment request. 
The Group agreed that these figures supported the provided amendment justification that the current 
sample limitations would introduce bias and impede the quality of the audit’s findings.  
 
The Group noted the significant public interest of this project and was in agreement that the amendment 
request had been appropriately justified.   
 
Confidentiality Advisory Group conclusion 
 
In line with the considerations above, the CAG agreed that the minimum criteria under the Regulations 
appeared to have been met for this amendment, and therefore advised recommending support to the 
Secretary of State for Health and Social Care. 

 
Specific conditions of support  
 
1. Confirmation of suitable security arrangements via IG Toolkit submission. (Picker Institute Europe 

shows a satisfactory reviewed grade on Version 14.1 2017-2018) 
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Name    Notes   

Dr Murat Soncul Alternate Vice-Chair  

Miss Katy Cassidy  Confidentiality Advisor  

Miss Kathryn Murray  Senior Confidentiality Advisor  

 
 

Application title:  

 

 British Paediatric Surveillance Study of Food Protein 

Induced Enterocolitis Syndrome (FPIES) presenting to 

Paediatricians in the UK and Republic of Ireland 

CAG reference:  18/CAG/0113 

 

Amendment request 
 
This amendment has been submitted to obtain support to allow response questionnaires to be sent 
electronically by treating clinicians, as well as by post. The questionnaire will be returned in the following 
order of preference: 
 

1. The questionnaire may be returned via e-mail, from nhs.net to nhs.net accounts. This is also 
password protected. 

2. The questionnaire may be returned from NHS email to NHS email with password protection and 
password sent in a different email. 

3. The questionnaire may be returned by recorded post. 
 
The applicant states that this change will further enhance the security of data when transferred from a 
consultant reporting the case to the study team and was made at the request of the Public Benefit and 
Privacy Panel for Health (PBPP), which required support to facilitate data collection in Scotland, but will 
also be implemented across England and Wales.  
 
The PBPP also requested that changes to the Public Information Leaflet were made to align with GDPR, 
which amounted to the inclusion of the weblink to the University Hospitals of Leicester NHS Trust privacy 
notice. 
 
The BPSU re-reviewed the Consultant Notification form and requested that a minor administrative 
change was made to the document.   
 
Confidentiality Advisory Group advice  
 
The amendment requested was considered by Chair’s Action. It was recognised that the proposed 
change to the methodology for returning questionnaires provided greater security and no issues were 
raised in this area.  
 
The revised study documentation was also received and no queries were raised around the minor 
revisions which had been made.  
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Confidentiality Advisory Group conclusion 
 
In line with the considerations above, the CAG agreed that the minimum criteria under the Regulations 
appeared to have been met for this amendment, and therefore advised recommending support to the 
Health Research Authority. 
 
Specific conditions of support  

 
1. Confirmation of suitable security arrangements via IG Toolkit submission. (Confirmed University 

Hospitals of Leicester NHS Trust has a satisfactory reviewed score on v14.1 (2017/18) 
2. Confirmation of a favourable opinion from a Research Ethics Committee (Confirmed) 
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Name    Notes   

Dr Patrick Coyle Vice-Chair  

Miss Katy Cassidy  Confidentiality Advisor  

Miss Kathryn Murray  Senior Confidentiality Advisor  

 
 

Application title: UK Collaborative Trial of Ovarian Cancer Screening 

CAG reference: 15/CAG/0115 

 

Amendment request 
 
The amendment seeks support under the Regulations to facilitate follow-up of patients included within 
the study cohort directly with the National Cancer Registration Service at Public Health England and also 
to enable follow-up for Welsh patients via the Patient Episodes Dataset Wales (PEDW) dataset. Support 
is already in place for the follow-up of patients in England via NHS Digital’s HES dataset.  
 
Confidentiality Advisory Group advice  
 
The amendment requested was considered by Chair’s Action. It was acknowledged that the request 
detailed a change in data source for cancer registration information to enable this to be provided directly 
by the National Cancer Registration Service operated by Public Health England. It was further noted that 
the addition of follow-up of Welsh patients via the PEDW dataset would bring this sub-cohort in line with 
that which was already supported for the English cohort. No issues were raised in this area.   
 
Confidentiality Advisory Group conclusion 
 
In line with the considerations above, the CAG agreed that the minimum criteria under the Regulations 
appeared to have been met for this amendment, and therefore advised recommending support to the 
Health Research Authority. 
 
Specific conditions of support  

 
1. Confirmation of suitable security arrangements via IG Toolkit submission (Confirmed – Public 

Health England has a satisfactory reviewed grade on V14.1, 2017/18. NHS Wales Informatics 
Service has a satisfactory CPIP Turn Out Report).  

2. Confirmation of a favourable opinion from a Research Ethics Committee (Confirmed – REC 
favourable opinion in place for follow-up until 31/12/2024).  

 

 



Appendix 1. Confidentiality Advisory Group Sub Committee Minutes 

30 

 

 

Name    Notes   

Dr Patrick Coyle Vice-Chair  

Miss Kathryn Murray  Senior Confidentiality Advisor  

 
 

Application title: HPS-4/TIMI 65/ORION-4: A double-blind randomized placebo-

controlled trial assessing the effects of inclisiran on clinical 

outcomes among people with atherosclerotic cardiovascular 

disease 

CAG reference: 18/CAG/0100 

Amendment request 
 
This amendment seeks support to allow batched data files containing confidential patient information to 
be sent securely from the study coordinating centre to Paragon Customer Communications Ltd (referred 
to as Paragon), a commercial mailing company, to undertake the printing and distribution of invitation 
materials. The following patient identifiers will be disclosed to facilitate the invitation process: name, title 
and address. 
 
Confidentiality Advisory Group advice  
 
The amendment request was considered by the Confidentiality Advisory Group who recognised that the 
applicant was utilising the commercial mailing company to undertake the printing and distribution of 
invitation materials to potentially eligible patients. The applicant had confirmed that this would increase 
efficiency and reduce costs associated with the invitation process.  
 
Supplementary assurance was provided that Paragon was under a formal contractual relationship with 
the University of Oxford which prevent the information disclosed by the applicant from being used for 
any other purposes. The applicant had also provided updated website text which explained the 
involvement of the third party mailing company.  
 
The CAG recognised that the use of third party mailing companies was an established precedent. 
Assurance had been provided by the applicant that Paragon was under formal contractual processor 
arrangements. The Group was content to provide a recommendation of support to the addition of this 
processor within the scope of the application support. 
 
Confidentiality Advisory Group conclusion 
 
In line with the considerations above, the CAG agreed that the minimum criteria under the Regulations 
appeared to have been met for this amendment, and therefore advised recommending support to the 
Health Research Authority. 
 
Specific conditions of support  

 
1. Confirmation of suitable security arrangements via IG Toolkit submission (Confirmed - Paragon 

Customer Communications Ltd (8JJ73) has a reviewed satisfactory grade on V14.1, 2017/18 
by direct email from NHS Digital received 14/03/2019).  

2. Confirmation of a favourable opinion from a Research Ethics Committee (Confirmed – 
amendment does not require the submission of a substantial amendment to the REC). 
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Name    Notes   

Dr Patrick Coyle Vice-Chair  

Miss Kathryn Murray  Senior Confidentiality Advisor  

 
 

Application title:              Renal Replacement Anticoagulation Management 
 
CAG reference:                18/CAG/0070  
 
 

Amendment request 
 
The amendment has been submitted to seek support to extract confidential patient information and 
clinical information in relation to patients who are identified in the CIS (computerised information 
system) at Oxford University Hospitals NHS Foundation Trust between 2009 – 2015 as having 
undergone continuous renal replacement therapy.  
 
Core demographics data will be extracted, which includes date of admission to the ICU, date of birth 
and weight, together with wider clinical variables describing the continuous renal replacement therapy. 
Once extracted, the dates will be converted to age on admission and items of confidential patient 
information would be destroyed. The anonymised dataset would be transferred to ICNARC (The 
Intensive Care National Audit and Research Centre) for analysis. 
 
Confidentiality Advisory Group advice  
 
The amendment requested was considered by Chair’s action. The Chair noted that the amendment 
was seeking support to use an additional source for patients and their data, which was in line with the 
overall remit for the study. No issues were raised around the scope of the amendment request.  
 
Confidentiality Advisory Group conclusion 
 
In line with the considerations above, the CAG agreed that the minimum criteria under the Regulations 
appeared to have been met for this amendment, and therefore advised recommending support to the 
Health Research Authority. 
 
Specific conditions of support  
 
1. Confirmation of suitable security arrangements via IG Toolkit submission (Confirmed: 

ICNARC and Oxford University Hospitals NHS Foundation Trust have satisfactory 
reviewed scores for IGT v14.1, 2017/18) 

2. Confirmation of a favourable opinion from a Research Ethics Committee (Confirmed – Non-
Substantial amendment confirmed 12/12/2018). 
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Name    Notes   

Ms Clare Sanderson  Alternate Vice-Chair  

Miss Katy Cassidy  Confidentiality Advisor 

Miss Kathryn Murray  Senior Confidentiality Advisor  

 
 

Application title: National Confidential Inquiry into Suicide and Safety in Mental Health (NCISH)  

CAG reference: PIAG 4-08(d)/2003 

 
Amendment request 
 
The amendment request sought support to extend the duration of support under the Regulations from 
31 March 2019 until 31 March 2022.  
 
The Inquiry has been awarded further funding by the Healthcare Quality Improvement Partnership to 
cover this extension.  
 
Confidentiality Advisory Group advice  
 
The amendment requested was considered by the Confidentiality Advisory Group, who recommended 
support for the extension of support. 
 
Confidentiality Advisory Group conclusion 
 
In line with the considerations above, the CAG agreed that the minimum criteria under the 
Regulations appeared to have been met for this amendment, and therefore advised recommending 
support to the Health Research Authority. 
 
Specific conditions of support  
 
1. Confirmation of suitable security arrangements via IG Toolkit submission (Confirmed 

University of Manchester - National Confidential Inquiry into Suicide and Homicide 
shows a satisfactory reviewed grade for v14.1, 2017/18) 

2. Confirmation of a favourable opinion from a Research Ethics Committee (This amendment 
has been submitted as a non-substantial amendment to REC/Assessment and do not 
require REC review). 
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Name    Notes   

Dr Patrick Coyle Vice-Chair  

Miss Kathryn Murray  Senior Confidentiality Advisor  

 
 

Study title:  National Confidentiality Enquiry into Patient Outcome and Death 

CAG reference:  PIAG 4-08(b)/2003 

Amendment Request 
 
In line with the original application, the applicant had been commissioned by HQIP to undertake two 
confidential reviews of case notes this year. This amendment covered the first which is ‘In hospital 
management of out of hospital cardiac arrests’. The methodology follows the standard retrospective 
case identification case note review as previous reviews, but the topic is new. 
 
It was confirmed that there are approximately 30,000 treated out of hospital cardiac arrests in the UK 
each year. Among these patients, 27.5% (8250) experience return of spontaneous circulation and 8.4% 
survive to hospital discharge. The applicant confirmed that a sample size of approximately 1000 patients 
will be selected from the identified patients for clinician questionnaire dissemination and case note 
review. The number of cases included will be limited to a maximum of 10 per hospital. 
 
Confidentiality Advisory Group Advice  
 
The amendment request was reviewed by the Vice-Chair who noted that the request was for an 
extension to apply the same methodology that had been previously used and for which the applicant 
already had support. 
 
Confidentiality Advisory Group Conclusion 
 
In line with the considerations above, the Confidentiality Advisory Group agreed that the minimum 
criteria under the Regulations appeared to have been met for this amendment, and therefore advised 
recommending support to the Secretary of State for Health and Social Care. 
 
Specific Conditions of Support  
 
1. Confirmation of suitable security arrangements via IG Toolkit submission. (Confirmed – National 

Confidentiality Enquiry into Patient Outcome and Death (NCEPOD), Version 14.1, 2017-18, 
reviewed grade of satisfactory confirmed by email 06/07/2018).  
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Name    Notes   

Dr Patrick Coyle Vice-Chair  

Miss Kathryn Murray  Senior Confidentiality Advisor  

 
 

Study title:  National Confidentiality Enquiry into Patient Outcome and Death 

CAG reference:  PIAG 4-08(b)/2003 

Amendment Request 
 
In line with the original application, the applicant had been commissioned by HQIP to undertake two 
confidential reviews of case notes this year. This amendment covered the second which is ‘Dysphagia 
in Parkinson’s Disease’. The methodology follows the standard retrospective case identification case 
note review as previous reviews, but the topic is new. 
 
Parkinson’s disease (PD) is a neurodegenerative disease which is increasingly prevalent. It is more 
common with increasing age. Parkinson’s UK estimated the number of cases of PD in the UK to be 
145,519, and estimate this to increase and have almost doubled by 2065. Dysphagia has been defined 
as difficulty moving food from the mouth to the stomach.  
 
The aim of the review is to examine the pathway of care of patients with Parkinson’s disease (PD) who 
are admitted to hospital when acutely unwell. In particular, to identify and explore multidisciplinary care 
and review organisational factors in the process of identifying, screening, assessing, treating and 
monitoring the ability to swallow.  
 
Data will be collected on patients aged 16 and older admitted to hospital with an ICD10 code for 
Parkinson’s Disease over an eight-week period, from Monday 7th January (00:00) – Sunday 3rd March 
(23:59) 2019. It is anticipated that approximately 80% of patients with Parkinson’s Disease will also 
have dysphagia. 
 
The anticipated sample sizes of each type of data collected are as follows: 
 

• Organisational questionnaire – 300, 

• Clinician questionnaires – 500,  

• Case note review – 500.  
 
Confidentiality Advisory Group Advice  
 
The amendment request was reviewed by the Vice-Chair who noted that the request was for an 
extension to apply the same methodology that had been previously used and for which the applicant 
already had support. 
 
Confidentiality Advisory Group Conclusion 
 
In line with the considerations above, the Confidentiality Advisory Group agreed that the minimum 
criteria under the Regulations appeared to have been met for this amendment, and therefore advised 
recommending support to the Secretary of State for Health and Social Care. 
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Specific Conditions of Support  
 
1. Confirmation of suitable security arrangements via IG Toolkit submission. (Confirmed – National 

Confidentiality Enquiry into Patient Outcome and Death (NCEPOD), Version 14.1, 2017-18, 
reviewed grade of satisfactory confirmed by email 06/07/2018). 

 



Appendix 1. Confidentiality Advisory Group Sub Committee Minutes 

36 

 

 

Name    Notes   

Dr Patrick Coyle Vice-Chair  

Miss Kathryn Murray  Senior Confidentiality Advisor  

 
 

Application title:  The UK Flexible Sigmoidoscopy Screening Trial (UKFSST) 
 

CAG reference:  
 

PIAG 4-07(j)/2002 

  
Amendment request 
 
The amendment request set out a number of changes to the project as follows: 
 

• Change to the Chief Investigator to Dr Amanda Cross,  

• Introduction of guidelines to discontinue follow-up of patients if certain criteria are met at interim 
analysis, 

• Use of study data for wider secondary analyses and to validate the findings of a wider research study 
which is undertaken by the applicants.  

 
Confidentiality Advisory Group advice  
 
The amendment requested was considered by Chair’s Action. It was recognised that the change to the 
Chief Investigator, an administrative change from the CAG perspective, was processed at Office level to 
update the register of approved applications on receipt of the amendment submission.  
 
The CAG was assured that the proposed wider uses of the study data were legitimate. The introduction 
of guidelines to cease follow-up at an earlier stage for patients who met the relevant criteria provided a 
safeguard to prevent unnecessary further processing of the data.  
 
Confidentiality Advisory Group conclusion 
 
In line with the considerations above, the CAG agreed that the minimum criteria under the Regulations 
appeared to have been met for this amendment, and therefore advised recommending support to the 
Health Research Authority. 
 
Specific conditions of support  

 
1. Confirmation of suitable security arrangements via IG Toolkit submission (Confirmed - Imperial 

College London, Faculty of Medicine, Cancer Screening and Prevention Research Group has 
a satisfactory reviewed grade on V14.1, 2017/18).  

2. Confirmation of a favourable opinion from a Research Ethics Committee (Confirmed – 
03/01/2019)  
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Name    Notes   

Dr Patrick Coyle Vice-Chair  

Dr Rachel Knowles  CAG Member  

Dr Harvey Marcovitch CAG Member  

Miss Kathryn Murray  Senior Confidentiality Advisor  

 
 

Application title: Is the Current Threshold for Diagnosis of "Abnormality", 

including non-ST Elevation Myocardial Infarction, using 

Raised Highly Sensitive Troponin Appropriate for a 

Hospital Population? The CHARIOT Study 

CAG reference: 17/CAG/0083 (previously 17/CAG/0022) 

 

Amendment request 
 
The amendment seeks support under the Regulations to allow the disclosure of specified items of 
confidential patient information from the applicant at University Hospital Southampton to NHS Digital in 
order to facilitate one-year mortality status follows-up via linkage with HES and ONS data.  
 
The applicant has confirmed that NHS number, date of birth and gender will be disclosed to facilitate the 
linkage. NHS Digital will return one-year mortality status, cause of death and number/duration of further 
hospital admissions following linkage.  
 
Confidentiality Advisory Group advice  
 
The amendment requested was considered by a Sub-Committee hope recognised that, as with the initial 
application, the proposed amendment had a high public interest. The Group was assured that there was 
no practicable alternative to further processing of confidential patient information in order to facilitate the 
required linkage. The applicant had provided a revised patient notification document which included 
details of the additional linkage, which would be placed on the Trust website. Members raised no 
concerns with the amendment request.  
 
Confidentiality Advisory Group conclusion 
 
In line with the considerations above, the CAG agreed that the minimum criteria under the Regulations 
appeared to have been met for this amendment, and therefore advised recommending support to the 
Health Research Authority. 
 
Specific conditions of support  

 
1. Confirmation of suitable security arrangements via IG Toolkit submission (Confirmed – University 

Hospitals Southampton NHS Foundation Trust and NHS Digital have a published satisfactory 
grades on V14.1, 2017/18).  

2. Confirmation of a favourable opinion from a Research Ethics Committee (Confirmed). 


