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Minutes of the meeting of the Confidentiality Advisory Group 

 

31 October 2016, 10am at Barlow House, M1 3DZ 

 

Present: 

Name Capacity  

Dr Mark Taylor (Chair)  

Dr Patrick Coyle (Vice Chair)  

Mr Anthony Kane Lay 

Dr Murat Soncul (Alternate Vice Chair)  

Professor Barry Evans  

Dr Rachel Knowles  

Mr Andrew Melville Lay 

Mr David Smallacombe Lay 

Ms Kim Kingan  

Ms Sophie Brannan Lay 

Ms Diana Robbins Lay 

Dr Malcolm Booth  

 

Also in attendance: 

Name Position (or reason for attending) 

Ms Natasha Dunkley Head of Confidentiality Advice Service, HRA 

Ms Kathryn Murray Senior Confidentiality Advisor, HRA 

Ms Laura Frisby Senior Confidentiality Advisor, HRA 

Ms Rachel Heron Confidentiality Advisor, HRA (for items 5a and 5c) 

Ms Helen Penistone Internal Observer, HRA 

Ms Rhona Bratt External Observer 

 

1. INTRODUCTION, APOLOGIES AND DECLARATIONS OF INTEREST 

 

Apologies 

 

No apologies were received for this meeting. 
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Introductions  

 

Welcomes were extended to Ms Kathryn Murray and Ms Laura Frisby who had recently joined the 

HRA Confidentiality Advice team as Senior Confidentiality Advisors based in Jarrow.  Kathryn 

would have primary responsibility for the London-based meetings and Laura the Manchester 

meetings. 

 

Welcomes were also extended to Rhona Bratt, Chair Leeds East REC and Helen Penistone, HRA 

Assessor, both attending the meeting as observers. 

 

Declarations of Interest 

 

No declarations of interest were 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 22 September 2016 meeting applications.   

 
HRA approval decisions 

 
The HRA agreed with the advice provided by the CAG in relation to the 22 September 2016 meeting 
applications.   

 

3. ITEMS FOR CONSIDERATION 

 

a) PIAG 03(a)/2001 ‘Regulation 2’ annual review 

 

This annual review was provided on behalf of Public Health England and the national 
cancer registration service, operating under Regulation 2 of the Health Service (Control of 
Patient Information) Regulations 2002. It set out an update on activities, justification for 
continuing support and progression against conditions of support. Members were asked to 
consider the review and confirm whether they were satisfied to provide a positive 
recommendation to the Secretary of State for Health (for the non-research aspects) and the 
Health Research Authority (for activities related to medical research), and if there were any 
further points for comment or clarification. 

 
Confidentiality Advisory Group advice 

 
The annual review confirmed the following: 
 

 The report confirmed that there had been no change to the need to continue 
processing confidential patient information for the specified purposes within 
Regulation 2 of the Health Service (Control of Patient Information) Regulations 2002.  
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 The need to process multiple identifiers where NHS Number was not present was 
set out in addition to why anonymised information would not be sufficient to enable 
the relevant linkages. 

 The Public Health England Information Governance Toolkit reviewed submission had 
been published (version 13) as satisfactory. 

 The eight cancer registries that had been subsumed within PHE had been renamed 
to the National Cancer Registration and Analysis Service (NCRAS) 

 The two conditions of support indicated in 2015 had been satisfactorily addressed 
through evidence submission.  

 Sharing of information with third parties was set out, in addition to a link to the 
relevant cancer data releases. 

 The engagement with the National Data Guardian review was noted, in addition to 
the future plans indicated within this review in relation to the cancer registries, such 
as seeking to improve the obtaining of consent, where appropriate, at point of 
registration.  

 Two requests for patient objection had been made. 

 No data breaches or ‘Serious Incident Requiring Investigation’ had been reported in 
the previous 12 months in relation to this specific application reference.  

 
Members agreed that there was a high public interest in these activities continuing and that 
PHE had satisfactorily addressed the previous conditions and had provided a suitable 
annual review that set out the benefits to the activities.  
 
Members also particularly welcomed the public engagement that had been undertaken as 
part of broader activities and welcomed the proposals that included producing, revising and 
disseminating patient information leaflets and other materials to meet the needs of different 
cancer patient groups, and working with professionals to help better explain cancer 
registration benefits to patients.  
 
Data Releases under Regulation 5 and Regulation 2 
 
Members noted that in the disclosures log, anonymised data was considered to be supplied 
under Regulation 2. Members also noted that for some Regulation 5 disclosures, these 
were described as ‘identifiable’ (which was to be expected if confidential patient information 
is provided with support under Regulation 5 as the legal basis) with other Regulation 5 
disclosures described as ‘potentially identifiable’. The CAG was unclear as to the distinction 
between identifiable and potentially identifiable in relation to the Regulation 5 disclosures, 
and requested for an understanding to be provided to help ensure mutual understanding 
and consistency within the Regulation where possible and if not, to understand the 
distinctions.  
 
Members also discussed the three scenarios where information clearly contains identifiers 
and is considered identifiable, where datasets contain no ‘direct’ identifiers but the recipient 
can still link to other datasets and where datasets contain no confidential patient information 
and the recipient cannot link, but the data could be considered to be data enabling 
identification; in this latter instance members enquired how PHE handled this type of data.  

 
Standard Operating Procedure  
 
Members welcomed the establishment of the Office for Data Release (ODR) and requested 
details of this group to aid in transparency.  
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Members noted the link and welcomed the publication of a document that set out PHE 
decision-making. However, members noted what appeared to be inconsistency regarding 
certain terminology e.g.  Item 1.1 states ‘This document sets out the standard operating 
procedure for Public Health England’s Office for Data Release for the processing of 
application requesting access to patient level data held by Public Health England’ which is 
contradicted by item 2.1 ‘The ODR was established in January 2014 to provide a pan-
agency service function to manage the released of explicitly identifiable or potentially 
identifiable data from PHE’. This point is linked to the CAG comment above regarding levels 
of identifiability, therefore members requested clarification on the precise remit of the ODR 
in relation to different levels of data disclosure, and how these levels are defined.    

 
Confidentiality Advisory Group Conclusion  

 
As a whole, it was recommended that the approval in place should continue, subject to the 
satisfactory responses to the requests for clarification, and the standard conditions of 
support.   
 
Clarifications 
 
1. PHE to provide an understanding of the distinction between identifiable and potentially 

identifiable in relation to the published disclosures that have taken place under 
Regulation 5.  

2. PHE to set out their approach towards transparency of dissemination of data where data 
is disclosed to a data controller who does not possess the facility to undertake further 
linkages and cannot identify individuals.  

3. PHE to provide details of the Office for Data Release membership and roles to enhance 
transparency 

4. Clarification of terminology used within the Standard Operating Procedure in relation to 
‘patient level data’, identifiable’, ‘potentially identifiable’ and ‘anonymised’.  

 
In considering this application, there was a brief discussion on the types of information the 
CAG considered when providing recommendations under the Health Service (Control of 
Patient Information) Regulations 2002. It was highlighted that there was an additional category 
that had been identified within the new Care Act 2014 function when advising NHS Digital in 
relation to ‘data enabling identification.’ 
 
Action:  Chair to identify status of joint understanding in relation to ‘data enabling 

identification’ with Professor Martin Severs at NHS Digital 
 

4. NEW APPLICATIONS – Non-research 

 

a) 16/CAG/0140 – BAUS (British Association of Urological Surgeons) Audits 

 
This application from the British Association of Urological Surgeons set out the purpose of 
non-research audits into the following urological surgical procedures: 

 

 Nephrectomy 

 Radical Prostatectomy 

 Cystectomy 

 Percutaneous Nephrolithotomy (PCNL) – stone surgery 
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 Female Stress Urinary Incontinence 

 Urethroplasty 

 Retroperitoneal Lymph Node Dissection (RPLND) 

 Ureteroscopic Stone Surgery 

 Upper Tract Transitional Cell Carcinoma 
 

The application requested support to collect follow-up information on patients whose data 
had formed part of the historic audit publications and also requests support for the 
prospective collection of information about patients who will be undergoing these 
procedures.   
 
The purpose of these audits is to ascertain which surgeons are undertaking these particular 
procedures, where the surgery is being carried out and how well it is being done with the 
aim of monitoring performance and improving patient care. The audits will be used to 
monitor which surgeons are undertaking these specific procedures and to monitor their 
performance. The audit information will be used to inform commissioning and NICE 
guidance.  
 
The BAUS audit programme had historically received support for a cancer audit programme 
with a smaller focus. This application was originally considered under PIAG in 2004. 
Following notification of a change in process by the BAUS team in 2011, it was determined 
by NIGB that support was no longer required as confidential identifiable patient data was no 
longer leaving the clinical care team. 
 
The application identified that the BAUS system had subsequently changed, since the 
suspension of the previous PIAG/NIGB support, in May 2015, from which time, confidential 
patient identifiable data had been processed through the arrangement with Dendrite. It 
appeared that there was no lawful basis for the data processing from May 2015 onwards.  
 
A recommendation for class 1, 5 and 6 support was requested to cover the activities 
specified within the application.  

 
Confidential patient information requested 
 
Cohort 
 
The application covers two intended cohorts. The first cohort is intended to cover patients who 
formed part of historic audit publications and requests support to collect follow-up information on 
these individuals. The second cohort is prospective and is intended to cover those patients who 
will be undergoing the above identified urological surgical procedures moving forward. 
 
The following items of confidential patient information were requested: 
 

 Forename 

 Surname 

 Patient 

 Date of birth 

 Date of operation 

 Date of discharge/death 

 Cause of death 

 Sex 
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Support is requested to allow the disclosure of these items of data from treating Urological 
Surgeons via a web-based application to Dendrite, in their capacity as Data Processors on behalf 
of BAUS. BAUS staff will then extract non-identifiable patient data sets from the Dendrite system 
to form part of the above detailed audits.  
 
Confidentiality Advisory Group advice 
 
Public interest 
 
Members agreed that, as written, the activity had a clear medical purpose in the publication of 
audit information around the urological surgical procedures identified and it was agreed that the 
activity was important and in the public interest.  
 
Practicable alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient identifiable data 
without consent existed, taking into account the cost and technology available in line with Section 
251 (4) of the NHS Act 2006. 
 
• Feasibility of consent 
 
Members noted from the application that if consent from patients for inclusion in audits was 
mandated by BAUS for the prospective collection of data, there was significant concern that 
surgeons may use this as justification not to submit data. The response to the query raised around 
whether consent for inclusion in audits could be taken concurrently with consent for surgical 
procedures from those patients who would form part of the prospective data collection stated that 
this was the ideal and was the direction which the applicants hoped to pursue; however, at the 
current time there was no support for surgeons in taking this consent. BAUS also clarified that the 
point of data entry was retrospective, so it was unlikely that surgeons would be able to refer back 
to the patient for consent. It was further noted that the current Department of Health consent form 
did not include any reference to audit or retention of information for audit purposes.  
 
CAG was of the view that the issue of surgeon compliance was not in itself sufficient grounds to 
support not seeking prospective consent. It was noted that surgeons are obliged, following 
communications from the Secretary of State for Health, to provide information around their 
outcomes. It was further noted that presentation of this detail was required by surgeons for their 
appraisal and subsequent revalidation processes and it was suggested that non-compliance 
would not be favourably considered. 
 
The CAG acknowledged the applicants view that processing data with consent was the ideal for 
the prospective collection of data and it was suggested that this could be resolved through the 
inclusion of an additional item in the standard surgical consent form, which would also assist with 
the creation of a system to manage patient objection. It was agreed that evidence of movement 
towards this process would be required to be reported to CAG. 
 
In respect of historic data, CAG stressed that there was no remit to provide retrospective support 
for data which had been previously collected without lawful basis to do so.  
 
• Use of anonymised/pseudonymised data 
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It was acknowledged that BAUS was not intending to process identifiable information under the 
terms of the proposed support, and while they are the data controller for this activity, support 
would in effect be provided to Dendrite, in their capacity as data processors on behalf of BAUS. It 
was noted that BAUS staff who access the database as administrators were able to extract data in 
an anonymised format. The dataset contained a pseudonymised unique patient identifier to 
replace the NHS number and date of birth converted to age at the time of surgery.  
 
BAUS had previously processed the audit information in an anonymous format, which ceased the 
historic support considered under PIAG/NIGB. It was noted from the application that it became 
apparent that there was a need to retain the option of accessing NHS numbers so the audit 
information could be linked to other datasets.  
 
Justification of identifiers 
 
Members noted from the application that processing of confidential patient information was 
required to prevent duplication in data, validation purposes, follow-up over time by the clinicians 
who registered the patient and future data linkages which the applicants acknowledged would be 
subject to separate applications. Members were unclear whether the justifications cited around the 
processing of confidential information were in relation to the activities which the current application 
was concerned with, or were in reference to the potential future data linkages and it was agreed 
clarification was required.  
 
CAG expressed the view, from the information presented, that there appeared to be little work 
being undertaken to reduce the requirement for access to confidential patient information moving 
forward. It was further noted as there were no plans to delete or destroy the data collected; 
support was requested for an indefinite time period. It was agreed that further clarification was 
required around what data would be held for future data linkages. Members further stated that the 
justification provided to support the ongoing retention of information was limited and further 
evidence of the purpose of this was required.  
 
Patient Notification  
 
CAG acknowledged that whilst they had not undertaken any direct patient involvement to date, 
BAUS had established links with charities and were aware that increased engagement was 
required with wider patient groups. Members agreed that BAUS should actively take this forward 
and provide an interim report back to the CAG around the activities which had been undertaken or 
were scheduled.   
 
Data Breach 
 
Members considered the information in the initial application and response provided to the queries 
raised around the activity which had been ongoing since May 2015 without relevant support and it 
was agreed that this appeared to be a data breach in relation to the Data Protection Act 1998, due 
to the unlawful processing of confidential patient information. CAG voiced disappointment that 
BAUS had not sought the required support for activity from May 2015, as it was apparent that the 
organisation was aware of the requirements due to the historic support which had been in place.  
 
Members agreed that there was a requirement for BAUS to formally report the activity to the 
Information Commissioners Office (ICO) through the Serious Incident Requiring Investigation 
(SIRI) system. CAG was of the opinion that, due to the exceptional nature of the situation, they 
would also correspond directly with the ICO on the matter as this had been raised directly with the 
Committee in connection with an application for support. Confirmation of the notification and the 
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outcomes of the ICO investigation were required before the CAG would be able to consider 
providing support for further linkages.   
 
Additional points 
 
Members were unclear why three members of Dendrite senior staff were able to access the 
database from their homes and it was agreed that clarification around the rationale for this was 
required.  
 
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 Secretary of State, subject to satisfactory responses to the request for clarification 
and compliance with the specific and standard conditions of support.  
 

Request for further information 
 
1. The applicant to submit a SIRI report to the ICO around the unlawful processing of data 

which had been undertaken since May 2015. Sight of the outcome report from the ICO is 
required to inform the further considerations of the CAG. 

2. Provide further clarification around the justifications cited for processing confidential patient 
information and confirm whether these reference the scope of this current application or are 
in relation to potential future data linkages. 

3. Confirm what data will be held for future data linkages and whether this could be stored 
separately from the anonymised audit dataset. 

4. Provide further evidence to support the ongoing retention of confidential patient information.  
5. Clarify why three members of senior Dendrite staff are able to access the database, which 

includes confidential identifiable patient information, from their homes and what access is 
available to them. 

 

5. NEW APPLICATIONS – Research 

 

a) 16/CAG/0138 – Genetic analysis of ovarian granulosa cell tumours  

 

This application from University Hospitals of Leicester set out the purpose of improving the 
diagnosis, and prediction of recurrence of, granulosa cell tumours (GCTs) in clinical settings. For 
GCTs, the initial survival rate was high (a 90% 5 year survival rate) as the cancer was usually 
identified early.  However up to 50% of these patients would have a later recurrence of the cancer 
and life expectancy for these patients was low (20% survival rate). The recurrence could be 
between 5 and 40 years later, so was difficult to predict. 
 
Research carried out in New Zealand had identified genetic markers unique to these tumours, 
enabling prognostic tests to be carried out. The researcher wished to further explore these genetic 
markers and to ascertain whether accurate predictions could be made, using tissue samples from 
patients diagnosed with GCTs before 2005, and linking them with current survival data for each of 
these patients.  
 
A consultant pathologist would identify the tissue samples by searching history databases 
and cancer centres, using the terms ‘ovarian tumour’ and ‘granulosa cell tumour’.  After 
screening the search results to ensure the patients were suitable for the study, the 
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pathologist would obtain the patients’ pathology slides and tumour samples (consent would 
not be required for use of this tissue under the Human Tissue Act, as it was obtained before 
2006). A list of these patients would then be sent to the Cancer Registry, to obtain survival 
data and date of death. The pathologist would link this information with the tissue samples 
before stripping out the identifiers and allocating a study number to link the samples with the 
data. The pseudonymised samples would then be sent to the research team for analysis. The 
team would have access to the sample, together with age and survival data for each sample.  
 
A recommendation for class 5 and 6 support was requested for auditing, monitoring and 
analysing patient care and treatment and to allow access to an authorised user for the above 
purpose. 
 
Confidential patient information requested 
 
Access was requested to confidential patient information from UK Cancer Registry by the 
consultant pathologist at Leicester University Hospital. This would also involve the flow of 
confidential data from the pathologist to the UK Cancer Registry, for linkage.  
 
Confidentiality Advisory Group advice 
 
Public interest 
 
The CAG agreed that there was a clear medical purpose and significant public benefit to this 
study which could significantly advance the diagnosis of tumours, and predict the likelihood 
of recurrence.   
 
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 
 
Members discussed the practicality of seeking consent.  
 
As the diagnosis of cancer for these patients would have been made 10 – 20 years ago, the 
researcher argued that the majority of patients would be deceased, and to contact the 
relatives about the study would cause distress.  
 
It was also argued that to contact this cohort would require a greater disclosure of patient 
identifiable information, as the research team would need to contact the GP to find out if it 
would be acceptable to contact each individual patient (i.e. some may now have developed 
dementia) and obtain up to date contact details. 
 
Members queried why consent could not be taken during follow-up for these cancer patients, 
particularly as this involved such a small cohort. 
 
On further discussion it was acknowledged that cancer survivors were not usually followed 
up beyond 5 years, therefore it would be unlikely that those diagnosed 10 – 20 years ago 
would still be in contact with clinical care teams.  The research team would need to contact 
the GP to obtain up- to-date contact details for the patient and to ensure that it was 
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appropriate to contact them. This would involve a greater disclosure: access to names, 
addresses and some diagnostic information about patients (for example whether they had 
capacity) would be required. Members noted that the study had been designed to ensure that 
the research team did not access identifiable data.  
 
Members also discussed the possibility of non-response, should consent be sought. Given 
the small size of the cohort there was a risk that non-responders could introduce bias into the 
results. Once a consent process had been followed, it would not then be possible to apply for 
Section 251 support to use the data.  
 
Given the increased disclosure and the risk of bias, and given that the study involved minimal 
access to data by researchers, the CAG agreed that consent was not practicable.  
 
• Use of anonymised/pseudonymised data 
 
It was noted that the use of identifiable data was kept to a minimum and that the applicant 
proposed to move very quickly to the use of anonymised data. 
 
The consultant pathologist would identify the tumours and would send name and NHS number to 
the UK Cancer Registry to obtain mortality data. This data would be anonymised before transfer to 
the research team for analysis.  
 
In response to queries from the Confidentiality Advice Team, the applicant had confirmed 
that date of death was required for analysis. To minimise access to identifiable information, 
the pathologist would calculate survival time so that the date of death could be removed from 
the dataset prior to transfer for analysis. 
 
Justification of identifiers 
 
Name and NHS number would be required by the UK Cancer Registry in order to return 
mortality data on the correct patient. This data returned would include date of death.  
 
The applicant clarified that exact date of death was required to determine the time from 
diagnosis to recurrence/death, to assess the accuracy of the potential tumour markers. The 
less specific the date, the greater would be the error in this calculation; potentially 30 days if 
month/year data were used. 
 
This argument was accepted by the CAG.  
 
Additional points 
 
Members agreed that public engagement was lacking. Work had been carried out in New 
Zealand but little work done in the UK.  
 
Patient notification materials had been provided in response to the CAT. These would benefit 
from patient and public involvement. 
 
The CAG noted that early indications regarding the recurrence of tumours would not be 
shared with patients, as the research was in the early stages, however it was agreed in 
discussion that as the research progressed this information would become more valuable to 
patients. The applicant had advised that public engagement work would concern this ethical 
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issue, but had not given much detail. It was assumed that this matter would be addressed by 
the REC. 
 
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. 
 
Request for further information 
 

1. Applicant to provide more detail about the steps that will be followed to engage members 
of the public and patients with the study as it progresses, including seeking opinions on 
the acceptability of this use of patient data without consent.  

2. Applicant to ensure that patient notification materials have been reviewed and approved 
by the REC.   

 

b) 16/CAG/0136 – Personalised Risk assessment in Febrile illness to Optimise Real-life 

Management across the European Union (PERFORM)  

 

This application, submitted by Imperial College Healthcare Trust, sets out the purpose of the 
establishment of a research database to assess the management and outcome of febrile 
children who seek medical treatment in hospital whilst providing data for comparative health 
evaluation and cost effectiveness modelling.  The management and outcome of children who 
seek medical treatment in hospital (MOFICHE) component of the study will collect routine 
clinical data on patients presenting to emergency departments and the data will be used for a 
prevalence study of bacterial illness amongst febrile children in order to study the 
determinants of diversity between countries in hospital admission, antibiotic prescription and 
investigations related to clinical signs and symptoms in 50,000 febrile children, of which the 
UK is to recruit 15,000 children aged 0-18 years.  It involves the creation of a large 
multicentre database holding routinely collected electronic patient information. 
 
A recommendation for class 1, 5 and 6 support was requested to cover the activities 
specified in the application. 
 
Confidential patient information requested 
 
Access was requested to patient data via hospital databases to allow for the bulk extraction 
of emergency department presentation data.  Date of birth was specified to be the 
confidential patient data item to be extracted. 
 
Support was requested to enable members of the research team to access patient data from 
UK hospital databases.  It is at this initial stage that researchers will have access to 
confidential patient information.  It was confirmed that the extracted dataset will not contain 
any identifiable information.  
 
Confidentiality Advisory Group advice 
 
Public interest 
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The CAG felt that this was an interesting medical project which was in the public interest. 
 
Practicable alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient identifiable 
data without consent existed, taking into account the cost and technology available in line 
with Section 251 (4) of the NHS Act 2006. 
 
• Feasibility of consent 
 
The application specified that the primary reason for not seeking consent was related to the 
size of the cohort.  The documentation highlighted that seeking to consent 15,000 patients 
would be unrealistic and would require an unreasonable level of resourcing. In particular it 
was highlighted that the potential for patients to subsequently decline to provide consent 
could lead to a significant bias in the overall reported outputs. Additionally, it was asserted to 
be inappropriate to approach families at the time of attending the emergency department and 
the time spent within the emergency department was felt to be too small a window of 
opportunity to approach and obtain consent.  It was agreed that the time of presentation 
would not be conducive to seeking consent. 
 
• Use of anonymised/pseudonymised data 
 
In order to extract a pseudonymised dataset, members agreed that it would be necessary for 
the research team to have access to identifiable information in the first instance in order to 
undertake the subsequent pseudonymisation.  
 
Patient notification and objection 
 
The application provided no indication of parents having any knowledge of the study and 
potential use of their child’s data.  Members felt that every reasonable effort should be made 
to inform the cohort of the use of their data and to provide a mechanism to allow the right of 
patient objection to be implemented.    
 
Justification of identifiers 
 
Members agreed that initial access to date of birth was justified for infants to allow 
identification of precise age at presentation. 
 
However, in response to queries raised by the advice team in advance of the meeting that 
questioned the need to retain date of birth, the research team indicated that date of birth will 
not be retained once precise age at presentation is established.  CAG requested confirmation 
of the identifiable data which would now be leaving the sites. 
 
Patient and Public Involvement 
 
The CAG noted that there had not been any specific involvement activities with either 
patients or the public on this specific activity, although the application indicated some patient 
focus groups had been consulted regarding the other study components.  
 
It is a principle of the CAG that appropriate patient and public involvement helps support an 
application and the public interest in an activity being undertaken without consent. Members 
therefore expressed some disappointment in the level of patient and public involvement 
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undertaken by the research team for this component of the study and felt that action should 
be taken to improve this aspect. 
 
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. 
 
Request for further information 
 
1.  A detailed description of the steps to be taken and information to be provided to inform 

the cohort of the activity and to provide a mechanism to allow patient objection to be 
respected 

2. Steps to be taken to improve patient and public involvement on this specific activity 
3. The team was asked to clarify which data items are leaving the sites with CAG suggesting 

this be demonstrated via a data flow format 
 

c) 16/CAG/0143 – Model fidelity of early intervention services for first-episode 

psychosis in England 

 

This application from a Phd student at McGill University in Canada, working in collaboration with 
early intervention teams in England set out the purpose of strengthening the existing evidence 
base for the effectiveness of early intervention (EI) in psychosis.  
 
Research had shown that better long-term health and social care outcomes were associated with 
early care after the first episode of psychosis. However there were variations in outcomes, one 
cause of which could be how closely the actual intervention carried out with patients conformed to 
the intended programme (the ‘fidelity’ of the service model). This application concerned the 
development of a ‘survey-based fidelity instrument’ to measure this and thereby address a 
confounding variable in research on the effectiveness of EI services.   
 

The application described a 3-part study. Support from CAG was sought only for Part 1 – the 
development of the fidelity instrument – which would involve the researcher accessing patient data 
in EI teams to complete the instrument. It was confirmed that aggregated patient data (% of 
patients receiving a health service at the EI team) would be used, and that this data would not be 
used for any other part of the study.  
 
Random samples of patient files would be obtained from each of the EI teams involved, comprising 
a percentage of patients seen by the team. Two Team managers/Clinical leads from each team 
would also complete the instrument; reports would be compared for discrepancies and the 
instrument evaluated for reliability and validity. Data from this part of the study will be transferred to 
Canada. It was stated that this would involve aggregated data only. 
 
The researcher had considered the alternative of funding a member of the direct care team to 
extract the information from the medical record, and was not able to fund this as part of the PhD - 
however an application to NIHR had been made, for this purpose. The NIHR application was 
concurrent with the CAG application, to ensure support for the activity if the funding bid was 
unsuccessful.  
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Class 5 and 6 support was requested for auditing, monitoring and analysing patient care and 
treatment, and to allow access to an authorised user for the above purpose  
 
Confidential patient information requested 
 
Access was requested to patient’s medical records, to collect information on treatment by 
Early Intervention services.  
 
Confidentiality Advisory Group advice 
 
Public interest 
 
It was agreed that the activity had a medical purpose, and that there was public interest in 
this study.  
 
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 researcher had argued that the process of taking consent from this patient group (young 
adults in the early stages of psychosis) had been shown to damage the therapeutic 
relationship between patient and clinician, citing a couple of sources to evidence this 
argument.  
 
Members were not entirely convinced by this argument, but considered also that this was a 
retrospective review of case notes and that some patients would have been discharged. 
These patients may not wish to receive further contact from the mental health teams.  
 
The researcher had also argued that those who consented to participate in the study could 
differ from those who refused, and this would create bias (for example, those who refused 
could be suffering from paranoia).  
 
Taking all of these points into consideration, it was agreed that it would not be practicable to 
seek consent for this study.  
 
• Use of anonymised/pseudonymised data 
 
The researcher had stated that only anonymous data would be removed from the case notes, 
however had not provided a list of the data items to be recorded.  
 
It was noted that only aggregated data would be transferred to Canada.  
 
Justification of identifiers 
 
The CAG could not establish which fields would be extracted from case notes, and requested 
this information.  
 
Additional points 
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The CAG discussed patient notification and opt out procedures.  
 
In response to queries from the Confidentiality Advice Team, the applicant had provided 
some patient notification materials, however the materials were not written in lay language. 
The use of Canadian contact numbers and email addresses was also likely to cause concern 
in patients. 
 
Given the sensitivities around research in this patient group, and the proposed pathway for 
managing any dissent (which appeared to involve disclosure of names of those who 
dissented from the EI team to the researcher) the CAG agreed that it was not advisable to 
use patient notifications.  
 
There was an existing process in place for managing recorded dissent, which was managed 
by the EI teams and did not involve the researcher. The CAG advised that this was the only 
process that should be followed.  
 
The CAG also discussed public involvement in the study. Members agreed that public 
involvement work carried out in Canada was irrelevant. The difficulties of carrying out this 
work in the UK were recognised.  
 
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. 
 
Request for further information 
 

1. Details to be provided of the data fields/items to be extracted from the patient medical 
records.  

 
Specific conditions of support 
 

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

Information Governance Toolkit (IGT) submission. It was agreed that as this was a multi-
site study, the CAT would not ask for individual confirmation from each site. Support from 
CAG was recommended on the understanding that the each relevant site would have a 
satisfactory Information Governance Toolkit.  
 

6. MINUTES OF THE MEETING HELD ON 22 September 2016 

 

Apologies were provided that the minutes were not yet available and it was confirmed they would 

be circulated to members once complete. 

 

7. CAG OFFICE REPORT 

 

No business was provided this month. 
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8. ANY OTHER BUSINESS  

 

a) Members were informed that Dr Miranda Wolpert had regrettably tendered her resignation 

due to work pressures.  The Chair provided an update that Dr Wolpert remained happy to 

help in the future on pertinent issues and remained a supportive professional friend to the 

CAG. The Chair and members thanked Dr Wolpert for her contributions to the CAG during 

her term. 

 

b) Members were advised that the CAG meeting on 17 November 2016 had been 

exceptionally cancelled as no new applications had been received. It had been agreed that 

the two amendments received in relation to Welsh activity would be considered by virtual 

review. 

 

c) For those who were not present at the CAG away day, the Chair provided a summary of the 

issues raised. In particular, the Chair drew member attention to the session that had been 

held on the duty of candour and its applicability to CAG considerations. The CAG had been 

pleased to welcome Bertie Leigh, an experienced lawyer with Hempsons, to lead a 

discussion on the duty of candour. Mr Leigh was very clear that it was sufficient for CAG to 

consider whether, in the circumstances, there is a practicable alternative without 

considering the implications of that for an organisation’s duty of candour. He provided a firm 

steer that it was not appropriate for CAG to express a view, when reviewing an application 

for support under the Health Service (Control of Patient Information) Regulations 2002, on 

whether any organisation was satisfying its own responsibilities regarding the duty of 

candour.   

 

 

Members were thanked for their attendance and the meeting was closed. 


