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Minutes of the meeting of the Confidentiality Advisory Group 

 

09 March 2017 at Skipton House, SE1 6LH 

 

Present:  

Name   Present    Notes   

Dr Tony Calland  Yes  Vice Chair 

Professor Barry  Evans  Yes     

Mr Anthony Kane  Yes     

Dr Harvey Marcovitch  Yes     

Ms Clare Sanderson  Yes  Alternate Vice Chair 

Dr Murat Soncul  Yes  Alternate Vice Chair  

Ms Gillian Wells  Yes     

 

In attendance:  

Name   Present   Capacity    

Ms Kathryn Murray  In Attendance Senior Confidentiality Advisor 

 

 

1. INTRODUCTION, APOLOGIES AND DECLARATIONS OF INTEREST 

 

Nothing was noted.  

 

2. APPROVAL DECISIONS 

 

The following was shared with the CAG for information. 
 
Secretary of State approval decisions 

 
The DH senior civil servant on behalf of the Secretary of State for Health (SofS) agreed with the advice provided 
by the CAG in relation to the 09 February 2017 meeting applications.   
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HRA approval decisions 
 

The HRA agreed with the advice provided by the CAG in relation to the 09 February 2017 meeting applications.   
 

3. NEW APPLICATIONS – Research 
 

a. 17CAG0029 - Invasive Listeria in Babies 

 

Context 
 
Purpose of Application 
 
This application from St George’s University set out the purpose of medical research into Listeria infection 
in infants. Listeria is a rare bacterial infection that can cause severe disease in babies under 3 months old 
and in pregnant women. Pregnant women can pass the infection to their unborn babies. This can cause 
miscarriage, premature birth or severe disease (such as meningitis) in newborn babies, often leaving the 
baby with long-term disabilities or resulting in death.  
 
Through the British Paediatric Surveillance Unit (BPSU), the applicants will ask paediatricians to inform 
them of all babies with listeria infections in the UK and Ireland over a two years period. Paediatricians will 
be requested to complete a questionnaire during the illness and one when the baby is 12 months old. Data 
on listeria infections routinely submitted to microbiology laboratories will also be collected. The study will be 
included on the BPSU’s established “orange card” system of surveillance of rare diseases.  
 
Current NICE guidelines, advising doctors on antibiotic treatment for babies younger than 3 months, 
recommend an antibiotic combination that will treat listeria infection; however, this does not happen 
everywhere and some babies with possible listeria infection do not get the right antibiotics. Conversely, a 
recent national study of meningitis reported that only babies younger than 1 month of age had listeria 
meningitis, which suggested a possibility that thousands of babies between 2 and 3 months of age may be 
receiving antibiotics that were not needed. 
 
This study will define how common listeria is in babies aged under 3 months in the UK and Ireland, its short 
and long-term health complications and inform about the appropriateness of the national antibiotic 
guidelines in order to better prevent and treat this infection. The study will also help define the ethnic 
groups and areas where listeria may be a more common problem, this information is instrumental to 
increase awareness in pregnancy and alert the obstetricians of the need to cover listeria when treating at 
risk pregnant women. 
 
A recommendation for class 1, 2, 4, 5 and 6 support was requested to cover activities as outlined within the 
application.  
 
Confidential Patient Information Requested 
 
Access was requested to the following items of identifiable patient information for the reasons set out:  
 

 NHS number – to triangulate data with national reference laboratories, 

 Sex – analysis to establish whether there is a prevalence for the disease in either sex,  

 Date of birth – to ensure all cases are captured when accessing HES/ONS and analysis to enable 
calculation of age at infection,  

 Date of death  - to calculate precise age at time of death, 

 Partial postcode – for analysis to establish whether there are areas at higher risk of disease and/or 
clustering, 

 Ethnicity – for analysis to establish whether there is a higher prevalence amongst particular ethnic 
groups.  
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The cohort is all babies under the days of 90 days (3 months) with a clinical diagnosis of invasive listeria 
infection or suspected listeria infection treated for at least five days with appropriate antibiotics. The 
applicants highlight the importance of capturing every case. It is anticipated that there will be approximately 
100 cases identified.  
 
Confidentiality Advisory Group advice 
 
Public Interest 
 
The CAG agreed that the application defined a clear medical purpose which had a strong public interest as 
the results would inform clinical antimicrobial guidelines. Members acknowledged that the project would 
help the understanding of the epidemiology of the Listeria disease which could improve prevention and 
treatment. The data from the study may also reduce unnecessary antibiotic prescribing in young infants.  
 
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 CAG acknowledged that the applicants were utilising the established British Paediatric Surveillance 
Unit (BPSU) methodology to conduct the project and it was noted that the applicants had stated that in rare 
diseases, complete ascertainment was required and was the best way to minimise bias. Members 
considered the applicants rationale that if refusal to participate occurred this would lead to the reporting of 
inaccurate incidence which could have consequences for the research findings, which was why BPSU 
disease surveillance were undertaken without seeking informed consent and had done so for the last 30 
years. Members were satisfied with the rationale provided and agreed that consent was not feasible in this 
project.  
 
• Use of anonymised/pseudonymised data 
 
Members considered the rationale supplied by the applicants to support the requirement to process 
identifiable data items to achieve the project aims and it was agreed that the proposal could not be 
undertaken without access to the data items requested.  
 
Justification of Identifiers 
 
The CAG considered the items of confidential patient information requested to undertake the proposal to be 
justified. Members noted a typographical error in the data flow table which had been submitted to support 
the application as it was identified that the applicants had not specified from which source the ethnicity of 
the infant would be collated; however, it was assumed that this would be from the local database, together 
with the other demographical data items required. The CAG understood and supported the rationale for 
ethnicity to be utilised in final analysis; however, it was agreed that the table should be updated for 
completeness.  
 
Scope of Support 
 
Members stated that support could only be recommended to cover England and Wales in line with the remit 
of the CAG. Alternative arrangements to support the processing of confidential patient information would 
need to be found for the other nations within the British Isles.  
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Patient Notification and Objection  
 
It is a general principle of the CAG, when recommending support under Regulation 5, for reasonable 
measures to be taken to inform the relevant population of the activity and to provide a right and mechanism 
to respect objection, where appropriate.  This is known as patient notification. This is separate to the local 
obligation to comply with the principles of the Data Protection Act 1998.  
 
Members acknowledged that the applicants ideally required 100% ascertainment to ensure that the study 
results were accurate and reliable; however, the requirement to undertake patient notification and offer an 
opt-out system to those who object to the use of their child’s data still applied to the project. The CAG 
agreed that the notification poster which had been supplied was proportionate to the project and allowed 
the balance between achieving the project aims and allowing dissent to be achieved. It was noted that 
poster required some minor revisions to ensure that it is clear to those reviewing the information that 
identifiable data items will be processed and Members agreed that these amendments would be 
recommended as a condition of support for the project.  
 
Patient Involvement 
 
The applicants provided reference to historic patient engagement work which had been undertaken by the 
BPSU in order to support their established methodology. Members also observed that the applicants had 
involved the charity BLISS in the design of the project and had utilised their patient and public involvement 
group for guidance around the lay summary of the project and information materials. The CAG was satisfied 
that the evidence of patient engagement was proportionate to the project described.  
 
NHS Digital Application 
 
The CAG noted that the applicant had not yet approached NHS Digital about the project and it was noted 
that approval would need to be sought from them to support the data processing described within the 
application.  
 
Additional Points 
 

 Future Use of Archived Tissue 
 

Members identified from information provided in response to question 9-2 of the CAG application form that, 
in future, the applicants may wish to access tissue samples from laboratories which have stored listeria 
isolates. It was noted that the use of archived tissues was not part of the application which had been 
submitted and any future requirement to access stored tissues and their associated data would need to be 
submitted as an amendment or a new application for support, depending on the aims associated with this 
amendment. 
 

 Multiple Births 
 
The CAG was unclear from the application how the applicants intended to manage data collated in relation 
to multiple births; however, it was acknowledged that as the BPSU methodology was long-established, a 
system would already be in place to manage data collated from multiple-birthed infants and no further 
assurance was required.  
 
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. 
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Specific Conditions of Support 
 
1. Support extends to England and Wales only.  
2. Use of archived tissue samples and associated data was not considered as part of this application for 

support. Any future requirement to use these tissue samples and their associated data would need to 
be submitted as an amendment to this project.  

3. Patient Notification – the patient notification poster should be revised to clearly state that identifiable 
data will be processed during the project. Confirmation that this poster has been updated should be 
provided at first annual review.  

4. Data Flow Diagram – the diagram should be updated to correct the typographical error and highlight 
where infant ethnicity has been collated from. Confirmation can be provided at first annual review that 
this revision was made.  

5. Support is required for the project from NHS Digital to enable the data processing and linkage 
described in the application. An update on the status of the application to NHS Digital should be 
provided at first annual review. 

6. Favourable opinion from a Research Ethics Committee. (Confirmed – Yorkshire and the Humber – 
South Yorkshire REC, issued on 29/11/2016) 

7. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 
Governance Toolkit (IGT) submission. (Confirmed – Version 13 2015/16 reports a reviewed 
satisfactory grade at 66%).  

 

 

4. APPLICATIONS PROMOTED FROM PRECEDENT SET REVIEW 

 

a. 17CAG0025 - Liver transplantation as a Treatment for Hepatocellular Carcinoma 

 

Context 
 
Purpose of Application 
 
This application from the LSHTM set out the purpose of improving the role that liver transplantation could 
play as a treatment for patients with Hepatocellular carcinoma (HCC), a cancer of the liver. Survival rates 
were poor and liver transplantation was increasingly used as a treatment, leading to a shortage of livers. 
This in turn had led to an increase in the use of liver donors after cardiac death as well as brainstem death 
donors.  The researcher aimed to explore the incidence and mortality of HCC, assess the validity of linked 
national databases as a data source for HCC research, identify the impact of sociodemographic and clinical 
factors on treatment selection and survival of patients, and identify the outcomes of liver transplantation for 
patients who received a cardiac death liver donor.  
 
The applicant requested linkage with three national databases: the National Cancer Registration and 
Analysis (NCRAS) database, the Hospital Episode Statistics (HES) linked to ONS database and the UK 
Liver Transplant (UKLT) database in order to evaluate the outcome of transplantation in HCC patients.  
 
A recommendation for class 4, 5 and 6 support was requested to cover access to the linkage of patient 
identifiable information obtained from more than one source, for auditing, monitoring and analysing patient 
care and treatment and to allow access to an authorised user for one or more of the above purposes.  
 
Confidential Patient Information Requested 
 
Access was requested to data items listed on the application, including full date of death.  
 
The patient’s NHS number, gender, date of birth and postcode would be provided by the applicant to NHS 
Digital who would perform linkage with HES/ONS datasets and manage linkage with NHSBT and NCRAS 
datasets (data sent from NHSD and returned to NHSD). 
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Confidentiality Advisory Group Advice 
 
Promotion from Precedent Set Review 
 
Members considered the information provided in the outcome letter from the previous precedent set sub-
committee review of the application and it was acknowledged that the application had been escalated for 
consideration at a full CAG meeting as the proposal did not meet the precedent set criteria, as date of death 
was included within the dataset required for final analysis.  
 
The CAG considered the additional issues which had been identified by the precedent set sub-committee to 
which the applicant had provided further written response.  
 
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 CAG acknowledged the previous acceptance from the sub-committee review that consent was not 
feasible given the cohort size of over 50,000, many who were likely to be deceased.  
 
• Use of anonymised/pseudonymised data 
 
Members acknowledged that the applicants were able to pseudonymise the data items requested with the 
exception of date of death, which was required in full for final analysis. The applicants had explained that 
the date of death was essential to enable analysis of outcomes following treatment (or not) for patients 
with HCC. The CAG considered the rationale and agreed that this supported the request to retain date of 
death for analysis.  
 
Justification of Identifiers 
 
The precedent set sub-committee identified that the applicant aimed to assess validity across datasets but 
repeatedly mentioned linking all three datasets. Members had requested further clarification if an individual 
appeared in two but not the third dataset, as it was not clear whether the research team would receive the 
individual’s details in this circumstance. 
 
The applicants provided confirmation in writing that they would receive information on patients in this 
instance. It was explained that due to the nature of the study it was feasible that the applicants would 
receive details of the same patient in either all three databases, two databases or even just one database if 
linkage was incomplete. The applicants provided the example that they would receive patients in the 
NHSBT transplant database that had been transplanted for reasons other than HCC and as such, their 
records would not be available from the NCRAS database but should be linked to HES.   
 
The applicants advised that access to these records, without the NCRAS record, was vital as it allowed 
comparison of those transplanted with HCC (NCRAS, HES and NHSBT databases) against those 
transplanted for other indications, such as alcoholic liver disease (HES and NHSBT). Members were 
satisfied with the response provided and no further issues were raised.  
 
Clarification had also been sought from the previous review around whether the Kings College HCC dataset 
referenced within the protocol involved the use of identifiers, or was used for comparison of aggregate 
statistics only and therefore did not require consideration as part of this application of support.  
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The applicant confirmed in writing that the Kings College HCC database required comparison of aggregate 
statistics only and was outside of the scope of the request for support. Members received the clarification 
and no further issues were raised in this area.  
 
Patient and Public Involvement and Engagement 
 
Members commended the level of public and patient engagement which had been undertaken throughout 
the application process.  
 
Patient Notification and Objection  
 
The CAG considered the previous recommendation provided by the Sub-Committee which requested that 
information about the study was placed on the NCRAS and UKLT (NHS Blood and Transplant) websites, 
with a lead-in time to allow for any objections to be registered. Whilst it was acknowledged by Members that 
this previous request had only been a recommendation with report due at first annual review, the applicant 
had provided an interim response on this point. The applicant confirmed that contact would be made with 
both NCRAS and NHSBT to request that the study information was placed on their respective websites; 
however, the applicant was unable to provide confirmation that this would occur. The applicants advised 
that the study would be advertised on both the Royal College of England and the LSTHM websites and as a 
NIHR funded project, information would also be available on the NIHR website. 
 
Members received the response and agreed that report should be made back at annual review around the 
progress of the study advertisement on the NCRAS and NHSBT websites.  
 
The CAG queried how the study results would be disseminated as it was acknowledged that the outcomes 
would be of national significance. It was agreed that the applicant would be asked to report back at first 
annual review around the intended publication for the project. 
 
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 
 
8. Patient Notifications – provide an update at first annual review around the progress with displaying 

study information on the NCRAS and NHSBT websites. 
9. Study Findings Dissemination and Publication – provide an overview at first annual review around the 

proposed dissemination of study findings and publication.  
10. Favourable opinion from a Research Ethics Committee. (Confirmed – Brighton and Sussex REC 

issued on 10 February 2017).  
11. Confirmation from the IGT Team at the NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission. (Confirmed – Version 13 2015-16 shows a reviewed 
satisfactory grade at 70%).  

 

 

5. RESUBMITTED APPLICATIONS 

 

a. 17CAG0035 (Resubmission of 17CAG0003) – Building a Loco-Regional 

Hepatology Database for South East England 
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Context 
 
Purpose of Application 
 
This application from Royal Surrey County Hospital set out the purpose of the establishment of a 
hepatology database for the South East of England region in order to provide a better understanding of the 
impact of liver disease in the area. Currently, the information is fragmented as it is held in different hospitals 
and GP surgeries as there is currently no established hepatology database for this region. Adults (living 
and deceased) with a history of liver disease will be eligible for inclusion on the database. Data will be 
collected from GP surgeries, hospitals, clinical laboratories, histopathology departments and the liver 
transplant registry. The database will be used to improve the perception of the burden of liver disease in the 
South East England region, provide an in-depth understanding of regional liver disease epidemiology and 
identify any disease clustering. 
 
A recommendation for class 1, 2, 4 and 6 support was requested to cover activities described in the 
application.  
 
Confidential Patient Information Requested 
 
Cohort 
 
The applicant is unable to estimate the number of participants to be included in the database; however, it is 
stated that any adult (living or deceased) who has encountered liver disease (has/have had) will be eligible 
for inclusion. The applicants clarified that they would like to include records back to 2009, together with the 
prospective collection of information moving forward.  
 
The following items of confidential patient identifiable information are requested for the stated purposes: 
 

 NHS Number – to identify patient and perform linkage, 

 Hospital ID – to enable linkage between a particular patient and the treating hospital where records of 
their liver disease are kept, 

 Date of birth – to calculate age at diagnosis, progression free survival and age at death, 

 Date of death – to calculate survival statistics including progression free and overall survival, 

 Postcode (Sector Level) – to identify geographical clustering,  

 Gender – ascertain disease preponderance in either sex, 

 Ethnicity – ascertain disease prevalence in ethnic groups.  
 
Confidentiality Advisory Group Advice 
 
The previous outcome had set out a number of points to be addressed in the resubmission. A detailed 
response had been provided via letter, together with the revised application form. A summary of the issues 
raised and outcomes are summarised below.   
 
Scope of Support Requested  
 
Members had asked for a clearer description of the proposed data collection methodology for the project to 
gain a better understanding of what the request for support was intended to cover. The applicants provided 
a detailed response in writing which explained why it was not possible for the data collection for the 
database to be undertaken by searching for ICD10 codes as it was identified that these codes were only 
attached to inpatients stays and may not always capture the full diagnostic picture. The applicants also 
identified limitations in the coding system as these would only be added in connection to the cause of the 
inpatient stay, rather than the wider health problems of the patient. The CAG received this response and 
whilst it was agreed that this explained why ICD10 code searches could not be used to populate the 
database, the applicants had not provided a clear explanation of how the data to populate the database 
would be collected. Members noted that the applicants had advised that their proposed method of manual 
data collection from various sites and sources would cover the gaps highlighted with the ICD10 code 
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searches; they had not actually provided details of how this data would be collected, including how many 
records would need to be accessed in order to ascertain whether the patient was relevant to the cohort.  
 
Scope of Data Sources 
 
The CAG had requested that the applicants consider the limitations of the data gathered from the Royal 
College of GP’s database and what potential impact this may have on the project. The applicants were 
asked to provide further rationale to support how the overall project aims could be achieved on the limited 
dataset provided from this source.  
 
The applicants provided response in writing and it was noted that the 22 GP practices registered with the 
RCGP accounted for 100,000 registered patients; however, Members noted that the approximate population 
of the South East area was around 12 million people, so the available cohort which could be provided by the 
RCGP was an incredibly small proportion of the population in that area. It was further noted that only a 
percentage of those patients registered within the 22 GP practices would have liver disease, and Members 
agreed that this further highlighted the concerns around the public interest in the project as it was unclear 
whether the purpose of the database could be achieved without including the full cohort of patients with liver 
disease in the specified locality, which was one of the supporting arguments provided for the impracticality 
of seeking consent. 
 
The CAG recommended that the applicant undertake the linked disease-specific project in the first instance 
to assess the practicality of the project design and see whether the project aims could be achieved. It was 
recommended that the initial results from the disease-specific project are assessed before a resubmission is 
made to support the project design.  
 
As part of the resubmission, the applicants had submitted a letter of support and approval of the data 
request from the Royal College of GP’s Research and Surveillance Centre; however, it was noted from the 
document that the project supported was the linked PBC project (which was reviewed under 17CAG0036) 
and it was unclear from the documentation provided whether the RCGP had been approached about this 
generic hepatology database and clarification was required around this, to ensure the use of data has been 
authorised for the dual purposes.  
 
Database Content 
 
The CAG requested confirmation around whether it was the intention to include all records within the 
database, or only those where linkage between primary and secondary care datasets had been possible. 
The applicant confirmed in writing that the database would include all individuals with liver disease and the 
database would track where linkage with primary care data has been possible. The response was received 
and no further issues were raised in this area.  
 
Public Interest  
 
Members had requested further information to support the public interest in the project together with more 
detail around how the anticipated outcomes of the project would benefit the population. The applicant 
provided written response which highlighted the importance of liver disease and rare diseases on the 
national and European health agendas. The applicant also referenced letters of support which had been 
submitted with the application from charities and experts in the field, some of which had formed part of the 
previous submission. Members noted that the letters from the RCGP and the British Liver Trust referenced 
only the linked PCB project, not this generic database. It was also noted that the letter from the PBC 
Foundation appeared to be in support of that specific application; however, there were no references within 
the document.  
 
The CAG was still unclear what the intended outcomes for the database were and as such, the public 
benefit remained unclear as it was also articulated how the applicants were intending to utilise the 
information gathered in the database and how the outputs could be utilised in the interests of improving 
patient care. Members stressed that the scope and purpose of the project required clearer definition to 
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understand what the proposed outputs from the database were to enable a clearer confirmation of the 
public benefit of the proposed activities to be realised.  
 
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 CAG had requested that the applicant give further consideration to the feasibility of consent. It was 
noted that the population living with liver disease were likely to be under regular follow-up which provided an 
opportunity for consent to be taken at a follow-up appointment. Members further noted that as the intention 
was for the database to be prospective and ongoing, it was unclear why future patients who will receive a 
liver disease diagnosis could not be consented.  
 
The applicant provided written response advising that the provision of consent would add additional burden 
on to already pressurised clinics. It was further explained that liver disease patients could be referred for 
care via other specialist routes due to the presence of other concomitant medical problems and were 
generally managed by a multi-disciplinary team, which make any consenting process difficult and 
fragmented. It was further explained at this stage in the response that the database will be managed by the 
main applicant (the research fellow) in isolation and as such it was not feasible for this person to attend all 
clinics in order to facilitate a consenting process; however, they would be able to collect and process data. 
Members accepted that it would not be feasible for an individual to undertake the consenting process alone 
across this proposal; however, they raised concerns around the feasibility of one individual undertaking the 
data collection and processing required to establish the database. It was further queried at this stage how 
this would be managed moving forward if the database was to be ongoing and prospective, as it was noted 
that the research fellow was likely to be appointed on a time-limited contract.   
 
The applicant advised that they had previously considered postal consent; however, it was noted that this 
require accessing further items of patient identifiable information which was not required for the database 
and it had been agreed that this was not a feasible proposal.  
 
• Use of anonymised/pseudonymised data 
 
The CAG requested further clarification around who would hold the pseudonymisation algorithm supplied by 
the Royal College of GP’s. The applicant confirmed that this would be himself alone. Members received and 
acknowledged the response and it was agreed that the applicant should approach the local IG managers to 
ensure that this approach was compliant with the relevant policies.  
 
Exit Strategy  
 
In response to queries raised in connection with the previous submission, the applicants had stated that the 
identifiability of the dataset could be reduced once calculations had been completed by translating both date 
of birth and death into month and year format. The CAG requested agreement from the applicant to this 
term and it was further requested that disease diagnosis and events should be recorded in age at the time 
of the event.  
 
Members considered the response provided by the applicant in both the covering letter and to further 
queries raised and it was commented that it was not clear what the proposal was from the applicant and 
further clarity was sought. It was noted in the response letter that all dates were required in their original 
format until calculations had been undertaken; however, it was not clear what these calculations were and 
how long this would require retention of the data. The applicant had stated that the dates would be 
converted at the end; however, as this was an ongoing prospective database, further clarification was 
required around the applicant’s intention here.  
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The CAT had raised a query with the applicant in advance of the meeting around the information which was 
provided here as it noted that the applicants only required dates in a month and year format to formulate the 
Kaplan-Meier survival curves. The applicants confirmed that the calculations were undertaken on dates in a 
month and year format but referenced that date of birth would be utilised to remove or prevent duplications 
in the database.  
 
Members agreed that it remained unclear which identifiers were required for validation and which for 
analysis and further clarification would be required from the applicants to confirm what their request 
entailed. The CAG commented that identifiability of the dataset should be reduced where possible and clear 
rationale would need to be articulated to support the retention of the dates in full when it had been 
confirmed that the relevant calculations could be undertaken on truncated dates. It was also unclear what 
the retention period was for information and clarification was required.  
 
Patient and Public Involvement 
 
The CAG had stated that appropriate patient and public engagement should be undertaken to support the 
public interest in the project. The CAG provided guidance around this could be achieved through working 
with the patient groups which were advertised on the National Liver Trust. Members specifically requested 
that the applicants test acceptability around the use of confidential patient information for this purpose 
without consent.  
 
The written response provided by the applicants repeated information which had been provided earlier in 
the response around public interest referencing the letters of support which had been provided for the 
project; however, Members again noted that the key documents provided related to the linked PBC specific 
project.  
 
The CAG commented that the response provided to this request did not outline any specific patient 
involvement or engagement which had been undertaken or was planned. There was no evidence provided 
to confirm that any work carried out to test the acceptability of using patient data without consent for these 
purposes. Members acknowledged that the applicant within a wider team, held a large NIHR Research for 
Public Benefit grant which required the conduction of regular focus groups with liver patients. It was queried 
whether the applicant would be able to discuss this proposed database at one of these patient sessions 
which were mandated as part of the NIHR grant.  
 
Members stated that the response received to the queries which were previously raised was incomplete and 
required further consideration and action by the applicant.  
 
Patient Notification and Objection  
 
The CAG had requested that the applicant provide further information in relation to patient notifications and 
objection. It was requested that a clearer explanation of the existing patient objection systems which were in 
place in secondary care was provided including details around how these objections would be identified and 
managed for the purposes of this database. The applicant had also been asked to provide further 
information around how a project specific notification and objection system could be operated and Members 
provided broad suggestions of appropriate environments for this to be advertised.  
 
The applicant provided a description of the existing secondary care opt-out system together with the 
associated documentation a patient would be required to complete to facilitate this. Confirmation was 
provided that the opt-out was advertised on the public-facing website. The CAG received and accepted the 
response provided in this area.  
 
In response to the project-specific patient notifications and objection, the applicant had initially detailed that 
an information leaflet had been designed which would be disseminated at liver clinics; however, when a 
copy of this document was requested for consideration, the applicant confirmed that this was no longer part 
of the submission. The rationale given for this was due to the multi-disciplinary nature of PBC treatment; 
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however, this related to the PBC disease project which was to be considered for standalone review and 
thus the rationale was not appropriate here. It was further noted by the applicant that there were multiple 
clinics seeing patients with liver disease and there were already existing robust procedures in place for 
standard care. 
 
The applicants did provide a copy of a poster for consideration which they had designed prior to the 
decision to remove project-specific notifications. It was further noted that the applicant would approach the 
PBC Foundation website and the British Liver Trust to advertise the database on their website.  
 
The CAG were not satisfied with response provided in this area and it was stressed that project specific 
patient notifications were a key consideration of the CAG together with providing a legitimate dissenting 
process for the project. Members acknowledged that it may not be possible to publicise the project to all 
patients who may potentially be included in the database; however, displaying project information in the 
appropriate clinics was not a difficult undertaking and should raise awareness of the establishment of the 
database with the relevant patient population. The CAG stated that reasonable attempts should be made by 
the applicant to inform the relevant patient population how their data was being used without their consent.  
 
Members agreed that further work needed to be undertaken by the applicant to improve the patient 
notifications in place for the project and to establish a meaningful objection process.  
 
Additional Points 
 
The CAG had requested further clarification around the facilitation and management arrangements for the 
research database, detailing areas of responsibility and who was accountable. 
 
The applicant confirmed that he would be responsible for the database at the present as the current clinical 
research fellow. It was explained that the clinical research fellow positions were appointed for a period of 2-
3 years and this role would maintain responsibility for the database.  
 
The applicant confirmed that the project was sponsored by the Royal Surrey County Hospital NHS 
Foundation Trust. The database will be operated under the auspices of the hepatology department and 
would be subjected to the local information governance policies and the auditing processes of the R&D 
department. The applicant confirmed that overall ownership of the database belongs to the Royal Surrey 
County Hospital and the Department of Gastroenterology & Hepatology. 
 
The CAG noted the response provided and whilst concerns remained around the capacity of one individual 
to undertake the data collection and database facilitation, no further issues were raised. However, it was 
noted that should the ownership of the database change on the appointment of a new clinical research 
fellow, an amendment would be required to the CAG application.  
 
Confidentiality Advisory Group Advice Conclusion 
 
In line with the considerations above, the CAG agreed that further information would be required from the 
applicant in order for a recommendation under the Regulations to be provided.  
 
Further information required 
 
The following information should be provided to allow the CAG to continue their consideration of the 
application. Response should be provided in a detailed covering letter, together with a revised CAG 
application form which has been updated in line with any amendments made or additional work undertaken. 
Details as follows:  
 
1. The scope and purpose for the research database needs to be clearly articulated to enable a clearer 

and more specific patient benefit to be defined. Further specific information needs to be provided to 
confirm what the intended outputs for the project are and how it is proposed that the outputs will 
improve patient care.  
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2. Provide clear explanation of how data collection will be undertaken? The CAG have considered the 
dataflow chart and understand the intention is for the applicant to undertake the collection himself; 
however, it is unclear how this will be done, e.g. data mining through paper or electronic medical 
records. 

3. Undertake the linked disease-specific project in the first instance as a pilot trial for the project design. 
Use initial findings to inform the resubmission of this generic application as evidence to support the 
project design.   

4. The letter provided from the Royal College of GP’s appears to provide approval for the linked PBC-
project – provide confirmation as to whether the RCGP has provided approval for their data to be 
used for both projects. Also confirm whether the RCGP has provided confirmation that their data can 
be entered into and retained in the generic prospective research database. 

5. Confirm which identifiers are required for validation (i.e. removal of duplicates) and which are required 
for analysis calculations. If the proposed calculations can be undertaken on truncated dates, as stated 
in your previous response, this should be actioned to reduce the identifiability of the dataset held.  

6. Linked with point five – confirm how long you intend to retain items of identifiable patient data.  
7. Seek guidance from local IG Managers to confirm that the applicant’s retention of the 

pseudonymisation algorithm is compliant with local policies.  
8. Patient Involvement and Engagement – address the following issues: 

a. Work should be undertaken with an appropriate patient group to test the acceptability of using 
patient identifiable information without consent for these purposes. Established liver patient and 
public involvement groups could be approached as previously referenced – it was noted that the 
British Liver Trust website details groups by locality, so an approach could be made to a group 
within the geographical area. 

b. Broader engagement should be undertaken about the project as a whole – feedback on the 
outcomes of these activities should be provided in response. This may also support the public 
interest and benefits of the project. 

9. Patient Notifications and objections – address the following issues: 
a. Provide clear and confirmed plans for project specific patient notification, detailing what 

information will be displayed and where, to enable the patient cohort to view, 
b. Design a meaningful mechanism to enable patient’s to raise objection to the use of their data in 

this project and confirm how this would be managed and any objections respected,  
c. Provide copies of any patient notification materials which have been designed for consideration,   
d. Make contact with the referenced charities to seek approval for patient notifications to be placed 

on their website. Clarify whether information will also be displayed on the Royal Surrey County 
Hospital website.  

 

 

b. 17CAG0036 (Resubmission of 17CAG0004) – Real-World Primary Biliary 

Cholangitis (PBC) Patient Pathways in South East England 

 

Context 
 
Purpose of application 
 
This application from University of Surrey set out the purpose of a feasibility study into Primary biliary 
cholangitis (PBC) (ICD-19 K74.3), an important rare liver disease and which is described as a model 
autoimmune condition. Studying rare liver diseases is challenging and case-finding is limited due to the low 
prevalence of the disease. There is paucity of real-world data on PBC mainly due to lack of awareness 
around this disease as well as due to fragmentation of data on patients with this rare condition. Currently, 
the availability of this information is held in different hospitals, GP surgeries and clinical laboratories. The 
applicants hypothesise that triangulating information from primary care, clinical laboratories and secondary 
care will provide an accurate real-world picture of the burden of PBC in South East England and overcome 
the limitations recognised in the data collected by the UK-PBC consortium.  
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A recommendation for class 1, 2, 4 and 6 support was requested to cover activities as detailed in the 
application.  
 
Confidential Patient Information Requested 
 
Cohort 
 
The applicants have estimated a cohort of between 40 and 100 patients within the geographical region to 
be studied; however, a much larger dataset will need to be studied in order to identify patients with this rare 
condition. The specified cohort will be identified from the hepatology database which had been considered 
by the CAG under application 17CAG0035 (previously 17CAG0003).  
 
Access was requested to the following items of confidential patient information for the purposes as 
specified: 
 

 NHS Number – to identify patient and perform linkage, 

 Hospital ID – to enable linkage between a particular patient and the treating hospital where records of 
their liver disease are kept, 

 Date of birth – to calculate age at diagnosis, progression free survival and age at death, 

 Date of death – to calculate survival statistics including progression free and overall survival, 

 Postcode (Sector Level) – to identify geographical clustering,  

 Gender – ascertain disease preponderance in either sex, 

 Ethnicity – ascertain disease prevalence in ethnic groups.  
 
Confidentiality Advisory Group Advice 
 
The previous outcome had set out a number of points to be addressed in the resubmission. A detailed 
response had been provided via letter, together with the revised application form. A summary of the issues 
raised and outcomes are summarised below.   
 
Scope of the Application  
 
The CAG requested further reassurance that the project outcomes would be achievable on an extraction 
from the generic database, acknowledging the limitations identified with the data sources compiling the 
database. Members had also requested further information around how mapping of patient pathways will 
be managed when it had been identified that linking between primary and secondary care was not likely to 
be widely possible. 
 
The applicants acknowledged the limitations identified by the CAG; however, it was explained that this was 
a feasibility project into a rare disease and was looking to overcome one of the commonest problems faced 
by healthcare systems in relation to data-linkage, which the applicants identified to be the extreme 
fragmentation of data within NHS. The applicants stated that even if the feasibility study did not identify all 
patients with PBC within the region, it would provide a model on which they could expand their efforts in the 
future. 
 
The CAG received the response and was satisfied with the rationale provided to support the data collection 
for this feasibility study. It was noted that the applicants would need to provide some revised clarifications 
around how this feasibility project would be operated in the interim, pending approval of the wider database 
project. Members noted from previous correspondence with the applicants, that it was possible for this 
project to standalone, should the generic project not receive approval. As support for the generic database 
had been deferred, detail around how this specific application would be managed was now required.  
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Public Interest  
 
The CAG requested more detailed explanation around how the intended outcomes for the project will 
improve the care of PBC patients within the specified locality, to strengthen the public interest in the 
application.  
 
The applicants provided response highlighting how liver disease and rare disease were key items on the 
national and European health care agenda at the present time. Letters of support for the project were 
submitted from the Royal College of GP’s, the PBC Foundation and the British Liver Trust and the CAG 
acknowledged the high profile support for the proposal which satisfied the potential for public benefit to be 
realised from the project outcomes.  
 
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 
 
During the previous review, the CAG had accepted that consent was not a feasible option for this proposal 
and this issue was not raised again.  
 
• Use of anonymised/pseudonymised data 
 
Members had asked the applicants to provide further information around how they intended to publish 
findings to ensure patients could not be identified, acknowledging the small and geographically restricted 
patient cohort to be studied. 
 
The applicants confirmed that no individual patient results would be published and any publication would 
not be personable to any patient. The applicants confirmed that only summative data for the pool of 
patients would be published. The CAG received the response and no further issues were raised.  
 
Exit Strategy  
 
Confirmation was requested that the research/personal data which would be retained for five years after the 
study had ended would not include confidential patient identifiable data. 
 
The applicants provided written confirmation that the data held would not include any patient identifiable 
data. 
 
The CAG received the response and were satisfied; however, it was agreed that clarification was required 
around when the patient identifiers would be removed from the dataset.  
 
Patient and Public Involvement  
 
Members had requested appropriate patient and public engagement to be undertaken to support the public 
interest in the project and provided suggested examples of how this could be managed.  
 
The applicants provided a written response referencing information which was previously detailed around 
the support provided from various charities; however, no confirmation of patient engagement or 
involvement had been provided. Members acknowledged that the applicant within a wider team, held a 
large NIHR Research for Public Benefit grant which required the conduction of regular focus groups with 
liver patients. It was queried whether the applicant would be able to discuss this proposed project at one of 
these patient sessions which were mandated as part of the NIHR grant. 
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The CAG queried whether the applicant would be able to utilise the established links with the PBC 
Foundation to access any patient groups they may have already established, to become involved with the 
project. It was agreed that further information was required around the proposed patient involvement and 
engagement strategy for the project before support could be recommended.  
 
Patient Notification and Objection  
 
The CAG requested that the applicant provide details around what project specific patient notification and 
objection could be undertaken. 
 
The applicants provided detail around the established opt-out systems within secondary care; however, no 
detail was provided around a project-specific dissent process. The applicant had identified that an approach 
would be made to the PBC Foundation, the Royal College of GP’s and the British Liver Trust to advertise 
the project when approval was in place. The applicants further confirmed that the project would be 
advertised on the Royal Surrey County Hospital website to raised awareness. The applicants also advised 
that they had applied for the project to be included on the national portfolio and if successful, the project 
would be advertised widely on the government websites.  
 
The CAG received the response and agreed that the patient notification approach appeared to be 
proportionate for this study; however, it was agreed that project specific opt-outs would be required to be 
included within these notifications. It was agreed that the applicants would need to provide an overview of 
how the opt-out mechanism would be managed for the project before approval could be recommended; 
however, an update on the progress of patient notifications could be provided at first annual review.  
 
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 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. Provide clarification around how this disease specific study would be managed as a standalone 

project. 
2. Confirm at what stage patient identifiable data would be deleted from the dataset. 
3. Patient Involvement and Engagement – address the following issues: 

a. Provide an overview of planned patient involvement and engagement activities to be undertaken 
during the course of the project, 

b. Contact the PBC Foundation to utilise any established patient groups they may have to discuss the 
project with an appropriate patient cohort. 

4. Patient Notification and Objection – provide details of a project specific opt-out mechanism and advise 
how this would be managed.  

 
Once received, the information will be reviewed by a sub-committee of members in the first instance and a 
recommendation and decision issued as soon as possible. At this stage it may be necessary to request 
further information or refer to the next available CAG meeting. If the response is satisfactory, the HRA will 
confirm approval.  
 
Specific Conditions of Support 
 
1. Patient Involvement and Engagement – provide an update at first annual review around the activities 

which have been undertaken in relation to plans set out in point three above. 
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2. Patient Notification and Objection – provide an update on any patient notifications which have been 
undertaken, provide confirmation of which websites the project is advertised on and a summary of any 
dissent received (in line with point four above). This update can be provided at first annual review.  

3. Favourable opinion from a Research Ethics Committee. (Confirmed – 18/01/2017)  
4. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission. (Confirmed - Royal Surrey County Hospital has a reported 
grade of satisfactory at 70% (Version 13, 2015-16) 

 

6. MINUTES OF THE MEETING HELD ON 09 FEBRUARY 2017  

 

The minutes were agreed as an accurate record. 

 

7. CAG OFFICE REPORT 

 

The office report was not prepared ahead of the CAG meeting and would be circulated ahead of the 

next meeting.  

 

8. CAG CHAIR REPORT  

 

The CAG Chair report was not prepared ahead of the CAG meeting and would be circulated ahead of 

the next meeting.  

 

9. ANY OTHER BUSINESS 

 

No further business was noted. 

 

The meeting was closed.  

 


