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Minutes of the meeting of the Confidentiality Advisory Group 

 

13 July at 10:00 at Barlow House, Manchester 

 

Present: 

Name Capacity  

Dr Mark Taylor  Chair; items 3a & 5a 

Dr Patrick Coyle  Vice chair; items 6a-c. 

Ms Claire Sanderson   

Mr Anthony Kane  

Dr Miranda Wolpert  

Ms Hannah Chambers  

Dr Martin Andrew    

Mr Andrew Melville  

Ms Diana Robbins  

Ms Sophie Brennan  

 

Also in attendance: 

Name Position (or reason for attending) 

Helen Wilson HRA: Technical Talent Management 

Eleanor Ashworth HRA: Technical Talent Management 

Anna Bannister HRA: Technical Talent Management 

Alex Warren-Jones Work experience 

Rachel Heron Confidentiality Advisor 

Ben Redclift Confidentiality Advisor 

Christopher Ward Senior Confidentiality Advisor 

 

 

1. INTRODUCTION, APOLOGIES AND DECLARATIONS OF INTEREST 

 

No apologies were received. Dr Miranda Wolpert noted that she was employed by the same 

organisation as one of the applicants, but since she had no dealing with the project, it was 

agreed that this did not constitute a conflict of interest. 
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The observers, above, were welcomed to the meeting. 

 

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 10 June 2016 meeting applications.   
 
HRA approval decisions 
 
The HRA agreed with the advice provided by the CAG in relation to the 10 June 2016 
meeting applications.   
 

3. AMENDMENTS TO APPROVED APPLICATIONS 

 

a. 16/CAG/0041- Adult Inpatient Survey – Amendment 1 - treatment function code 

 

Purpose of application 

This application from Care Quality Commission set out the purpose of the 2016 Inpatient 

Survey. The inpatient survey would include all eligible trusts who would be asked to 

conduct the survey with preparations expected to begin in August 2016. All trusts will 

draw a sample of patients according to set criteria, and follow standardised materials and 

procedures for all stages of the survey. Administration of the Inpatient survey requires 

NHS trusts to share two distinct sets of information with their approved contractor; a 

mailing fila and a sample data file. 

The end product from this survey will be a set of aggregate statistical data that does not 

contain patient identifiable information. This statistical dataset is used for a wide variety 

of purposes to support ongoing improvement in overall patient experience: The survey 

data is used extensively by NHS trusts and Clinical Commissioning Groups (CCG’s) in 

local improvement. 

Approximately 1,250 patients would be included at each trust. These are inpatients aged 

16 years old or over who were discharged from acute and specialist NHS hospitals in 

July 2016 (and earlier for smaller trusts), having had one overnight stay in hospital. 

A recommendation for class 5 and 6 support was requested to cover access to 

information from relevant trusts to allow surveys to be administered. 

Confidential patient information requested 
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Access was requested to; name address and postcode, ethnicity, year of birth, date and 

time of attendance, CCG code, ICD10 code, NHS site code on admission or discharge, 

main specialty on discharge, whether admission from Treatment Centre, route of 

admission. 

Amendment request 

An amendment was requested for access to additional data items with a change to the 

sampling methodology for the study. Access was requested to treatment function code. 

This item of data will allow trusts to more accurately identify patients who are ineligible, 

particularly patients who have been treated for planned termination of pregnancy. In 

previous surveys, trusts had used “main specialty” to identify these patients, but there are 

problems with the accuracy of these codes in terms of the actual treatment received in 

certain cases. After trialling the collection of ‘treatment function’ code in 2016, the 

applicant would stop collecting ‘main specialty’ in 2017 onwards.  

The “treatment function” data would also allow more accurate sub-group analysis of 

results than “main specialty.” “Main specialty” is the specialty under which a consultant is 

registered at the trust. So he or she may work in different specialties (obstetrics and 

gynaecology is a common example) but will be registered against one or the other – not 

both. 

Confidentiality Advisory Group advice  

Members agreed that the additional data item was not a significant change to data being 

disclosed and not overly intrusive of participant information but would allow better 

analysis and identification of patients’ eligibility. 

Members noted that approval for collection of this additional data item would be too late 

to implement for the 2016 Adult Inpatient survey, however if approved it would allow this 

data item to be collected for any application for the 2017 Adult Inpatient Survey and it to 

be reviewed under the Precedent Set review process under the category repeat projects, 

if no further substantive changes were received. 

Confidentiality Advisory Group conclusion 

In line with the considerations above, the Chair agreed that the minimum criteria under 

the Regulations appeared to have been met for this amendment, and therefore advised 

recommending support to the Secretary of State for Health. 

b. 16/CAG/0041- Adult Inpatient Survey – Amendment 2 - submission of combined file 

 

Purpose of application 

This application from Care Quality Commission set out the purpose of the 2016 Inpatient 

Survey. The inpatient survey would include all eligible trusts who would be asked to 

conduct the survey with preparations expected to begin in August 2016. All trusts will 

draw a sample of patients according to set criteria, and follow standardised materials and 

procedures for all stages of the survey. Administration of the Inpatient survey requires 
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NHS trusts to share two distinct sets of information with their approved contractor; a 

mailing fila and a sample data file. 

The end product from this survey will be a set of aggregate statistical data that does not 

contain patient identifiable information. This statistical dataset is used for a wide variety 

of purposes to support ongoing improvement in overall patient experience: The survey 

data is used extensively by NHS trusts and Clinical Commissioning Groups (CCG’s) in 

local improvement. 

Approximately 1,250 patients would be included at each trust. These are inpatients aged 

16 years old or over who were discharged from acute and specialist NHS hospitals in 

July 2016 (and earlier for smaller trusts), having had one overnight stay in hospital. 

A recommendation for class 5 and 6 support was requested to cover access to 

information from relevant trusts to allow surveys to be administered. 

Confidential patient information requested 

Access was requested to; name address and postcode, ethnicity, year of birth, date and 

time of attendance, CCG code, ICD10 code, NHS site code on admission or discharge, 

main specialty on discharge, whether admission from Treatment Centre, route of 

admission. 

Amendment request 

An amendment was received for a change to the data flows with a change to the 

sampling methodology. Currently NHS trusts split patient name and address details out 

into a ‘mailing file’ which is kept separate from their demographic information held in a 

‘sample file’. This process was introduced in 2014.  During the 2015 Inpatient Survey 

however a serious error occurred, which would have been prevented had the contractor 

been able to access one combined file.  The error was reviewed alongside other 

evidence provided by the approved contractors and for 2016, the separation of the 

sampling and mailing files was recommended after they are submitted to the approved 

contractor. This change will maintain the integrity of the resulting dataset, by reducing the 

chance of sampling and mailing files becoming desynchronised due to changes 

inadvertently made to one file and not the other. 

The amendment request also covered the implementation of this process across the 

2016 A&E survey as well as other patient surveys. 

Confidentiality Advisory Group advice  

Members noted that the CAG committee had recommended the split of the data prior to 

sending it to the approved contractor to reduce the disclosure of more sensitive data 

outside of the direct care team. However it was clear from the recent data breaches that 

there was a good reason to revise processes and for the approved contractor to access 

one combined file. Members queried how long the data would be held by the approved 

contractor before it was split into two files. Also how risks would be monitored and the 

appropriateness of guidance revised in light of the potential heightened risk. The 
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potential for a conversation between the Trust and the contractor prior to the file being 

transferred was suggested.  

Members agreed that further information was required by the applicant to determine 

whether the issues associated with the breach reported for the 2016 Adult Inpatient 

survey extended to the other surveys. As this was the justification for the change and 

was not clear they were currently unable to recommend support for this change in 

sampling methodology for all other studies. 

Confidentiality Advisory Group conclusion 

In line with the considerations above, the Chair agreed that the minimum criteria under 

the Regulations appeared to have been met for this amendment, and therefore advised 

recommending support to the Secretary of State for Health. 

Specific conditions of support  

1. Confirmation of suitable security arrangements via IG Toolkit submission.  
2. Please confirm within 6 days how long the combined data file will be held by the 

approved contractor prior to it being split. 
3. Please confirm within 6 days how risks will be monitored and the appropriateness 

of process guidance revised in light of the approved contractor receiving a 
combined file form the NHS Trust. 

4. Approval covers the approved contractor receiving a combined file from NHS 
Trusts for the Adult Inpatient Survey 2016 but does not extend to the other 
surveys. 

 
c. 16/CAG/0041- Adult Inpatient Survey – Data breach  

 

Potential breaches were identified by the applicant in the breach report submitted with 

the amendment request on 03/06/2016.  During the sample checking period of the 2015 

inpatient survey, seven separate data breaches involving patient identifiable data (PID) 

occurred. In addition, there were four breaches that did not involve PID. 

 

These eleven breaches were outlined in the breech document submitted by the applicant 

which was reviewed by members. The name of the trust, their approved contractor (if 

applicable), and the type of data that was included in the breach was referenced for 

every breech identified. For every breach that involved the transmission of patient 

identifiable data via FTP to the co-ordination centre, the file was not opened and all 

copies of the file were deleted immediately. The trust and the Care Quality Commission 

were then notified that a breach had occurred. 

 

The breech was reviewed by members at meeting on 13th July. CAG was satisfied that 

the relevant parties had taken all action required. DOH notified. 

 

4. RESUBMITTED APPLICATIONS 
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a. 16/CAG/0090 Niemann-Pick Type C (NP-C) Patient Finder Initiative (prev 

16/CAG/0039) 

 

Application withdrawn. 

 

5. NEW APPLICATIONS – Non-research 

 

a. 16CAG0089 - Evaluating the efficacy and patient safety of a novel referral scheme 

designed to reduce emergency department attendances 

 

Purpose of application 

This application from North West Ambulance service (NWAS) set out the purpose to 

evaluate the safety and effectiveness of the GP referral scheme by exploring patient 

presentation, pathway and outcome using data from NWAS, Fylde Coast Medical 

Services (FCMS) and the Blackpool Victoria Hospital. The primary aim of this project is to 

identify the extent to which systematic variability plays a role in patient presentation, 

pathway and outcome using the linked data to determine the safety and effectiveness of 

referral schemes.  

At present, the extent to which variability exists in care within the different phases of an 

incident cycle following a 999 call is unknown. Data held within different, but linked care 

systems might be informative, indicating practices that might be systematically associated 

with better or worse outcomes of care. Identifying characteristics associated with more 

successful practices would allow these characteristics to be trialled for their usefulness 

elsewhere; likewise, it could indicate the need for practices associated with worse 

outcomes to be reformed. The findings may provide suggestions for improving the safety 

and efficacy of the GP referral scheme. 

As the number of 999 calls increase each year, UK Ambulance services are under 

pressure to safely deflect appropriate patients away from Emergency Departments (ED). 

An innovative scheme established across the geographical footprint of the North West 

Ambulance Service (NWAS) NHS Trust allows patients to be referred to local General 

Practitioner (GP) providers, avoiding unnecessary ED admission by providing a clinical 

safety-net. Using the Pathfinder Triage Tool () to frame their clinical decision making, 

NWAS clinicians, between April 2014 and May 2015 made 43,248 referrals, resulting in a 

91% deflection rate away from the Emergency Department, with over 50% of these 

referrals representing older medical patients. 

This study will include patients in the Blackpool area over the age of 18 and admitted to 

Blackpool Victoria Hospital for non-psychiatric related issues. One cohort will be those 

attended to by a paramedic who do not attend the emergency department and are 

referred to the General Practitioner referral scheme at Fylde Coast Medical Services and 

the second are those who were conveyed directly to the Emergency Department at 

Blackpool Victoria Hospital. 
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Fylde Coast Medical Services has provided NWAS with a list of NHS numbers of those 

referred to the GP referral scheme; this is line with the data sharing agreement between 

the two organisations. NWAS will send Blackpool Victoria Hospital the NHS number and 

date of referral and Blackpool Victoria Hospital will provide the linked patient information. 

Support is requested to allow the disclosure of confidential patient information (NHS 

number) from the North West Ambulance Service to Blackpool Victoria Hospital who will 

be providing linked data to NWAS. 

Confidential patient information requested 

Access was requested to name/postcode/NHS number/date of birth/date of death/ other 

Confidentiality Advisory Group advice 

Public interest 

Members agreed this was a study with strong medical purpose and public interest.  

Patient notification and objection 

It is a general principle of activities taking place under support that there are suitable 

patient notification materials provided to the potential cohort, and there is a mechanism 

for registering patient objection. The members wished to be reassured that the best 

efforts possible under the circumstance had been made, could, for example, posters be 

put up in the Royal Victoria Hospital or information displayed on the North West 

Ambulance Service website? These notifications and opt out materials should be provided 

to CAG for review together with information on the mechanism whereby it is proposed that 

they will be disseminated. 

Patient and public involvement 

Members felt that much greater efforts could have been made to involve patients and 

members of the public. The applicant will need to evidence that this has taken place and 

that patient public involvement groups were supportive of the study design (with special 

reference to the patient notification and opt out) before CAG can recommend support. 

Justification of identifiers 

The data flows within the application were not clear to members including at what stage 

data would be de-identified, what data items would be anonymised and what data would 

remain for analysis. In particular the committee sought clarification on what was meant by 

the “anonymization of dataset for analysis”. 

Members queried the legal basis for the North West Ambulance Service holding the NHS 

number and recommended that this aspect be addressed in any subsequent submission. 

Additional points 

It was noted that the study had been submitted as a non-research application. However 

the application seemed to imply a research objective. Members felt that further 
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clarification was needed on how the categorisation of the study as non–research had 

been assessed. 

Members were supportive of a study of this nature as the capacity of emergency 

departments was recognised as a vital issue to NHS service provision. The ambition to 

assess the safety of the referral service was seen to be important. However it was not 

currently clear how the proposed methodology would provide results on the safety and 

efficacy of the service. Members felt that an independent scientific review focussing on 

how the referral service would be improved and what outcomes were needed would 

provide this clarity. As part of this review it was suggested that two aspects also be further 

considered;  

First whether a control group consisting of those ambulance services not implementing 

the referral scheme should be established. Secondly the potential to utilise Hospital 

Episode Statistics (HES) data to provide data on hospital admissions, as this might allow 

a better sample than the transient population passing through Blackpool Victoria Hospital. 

Utilisation of HES data might also allow an assessment of whether a patient had died as it 

was not clear from the current protocol how or if this would be established and if 

occurrence of death was required. Members felt that the study would benefit from this 

review of the methodology prior to data collection alongside an assessment of what data 

items were necessary to achieve the objectives. 

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: 

1. Clarification was required on how the application had been assessed as non-research. 

2. Clarification was required on what review of the appropriate methodology had been 

conducted so far. Independent scientific review was suggested. 

3. Clarification of the data flows was required particularly to cover the stage at which data 

would be de-identified, what part of the data would be anonymised and what data would 

be retained. This should include the submission of a data flow diagram. 

4. Provision of outcome of satisfactory patient public Involvement, as set out above. 

5. Provision of suitable patient notification materials together with a description of how 

these will be disseminated, as above. 

6. Clarification should be provided on the current legal basis that allows North West 

Ambulance Service to hold the NHS number. 

 

6. NEW APPLICATIONS – Research 

 

a. 16/CAG/0087 Epidemiology of Critical Care provision after Surgery (EpiCCS). 
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Context 
 
Purpose of application 
 
This pilot study is to explore how clinicians determine the risk of death in clinical practice 
and whether these risk estimates are accurate. 
 
Data will be collected on all patients undergoing surgery requiring overnight stay in 
hospital in participating UK hospitals for one week. The researchers will measure 
complications in these patients. 
 
In a sub-group of patients, the quality of recovery after surgery (e.g. ability to self-care, 
mobility etc) will also be recorded on day 3. The researchers will learn about if and when 
patients die after surgery through linkage to national databases held by the Department of 
Health. 
 
This application from University College London set out the purpose of describing the rates 
and reasons for patients being admitted to critical care after inpatient surgery in the UK. A 
secondary aim is to estimate whether postoperative critical care admission is associated 
with patient benefit (a reduction in postoperative complications). 
 
A recommendation for class 4 and 6 support was requested to support the processing of 
identifiable data for the purpose of data-linkage. 
 
Confidential patient information requested 
 
Access was requested to: 

 Patient name 

 Date of birth 

 NHS number 

 Sex 

 Postcode 
 
At the time of data-entry onto the EpiCCS webtool, Patient Identifiable Information will be 
retained and stored securely in their original format within the database, however different 
database access privileges (dependent on usernames and passwords) will apply to 
different users of the database: 

 Local investigators within NHS Trusts will have access to their own full datasets, 
including patient identifiable information.  

 The central EpiCCS study team will only have access to an anonymised dataset for 
analysis. Among the patient identifiers, only sex will be used for analysis. In this dataset 
the NHS number will be replaced by a unique study patient identifier; Date of Birth will 
be converted to Age on date of surgery, and trimmed to month and year of birth; 
Postcode will be converted to PCT, SHA of residence, and the Office for National 
Statistics Lower Super Output Area, which allows the allocation of the Index of Multiple 
Deprivation. 

 The data custodian will extract the required patient identifiable data from the study 
database onto a password protected Excel spreadsheet, and email this securely to the 
HSCIC to perform data linkage. 
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Confidentiality Advisory Group advice 
 
Public interest 
 
Members agreed that studies of this type were potentially in the public interest. 
 
Practicable alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient 
identifiable data without consent existed, taking into account the cost and technology 
available in line with Section 251 (4) of the NHS Act 2006. 
 
• Feasibility of consent 
 
The group was content that seeking consent might introduce bias into the dataset and that 
would not be reasonably practicable to seek consent from the entire cohort. 
 
• Use of anonymised/pseudonymised data 
 
Members were satisfied that identifiable data was required to perform the linkage 
requested and for the analyses set out in the application. 
 
Justification of identifiers 
 
The members were unclear exactly which data items were required for linkage. The 
applicant should provide a justification for each data item required. 
 
Exit strategy 
 
The members noted that identifiable data would be retained within the database, with 
different levels of access granted; they were unclear how long it was proposed to retain 
this data and what, if any, exit strategy was proposed.  
 
Patient and public involvement (PPI) 
 
Members felt that much greater efforts could have been made to involve patients and 
members of the public. In particular, CAG would have liked to have heard the views of 
patients and the public in relation to whether patient notification and/or opt out was 
appropriate. The applicant will need to evidence that this has taken place and any 
suggestions with regards to the study design before CAG can recommend support. 
 
Patient notification and objection 
 
Members were concerned that notification and opt out on the day of the surgery might not 
be appropriate as patients would be more concerned with impending surgery than the 
details of the study. They also expressed a concern that this model could, potentially, be 
coercive, as patients might worry as to whether the decision to opt out would impact on the 
care they received. Members noted that many of them would attend a pre-op meeting, and 
questioned whether providing the notification at this point would be more appropriate – 
subject to the outcomes of the PPI, as above. 
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Subject to the same provisos with regards to patient notification, members recommended 
that, in drafting such materials, the applicant refer to the HRA style guide (http://www.hra-
decisiontools.org.uk/consent/) & the ICO notifications guidance 
(https://ico.org.uk/media/for-organisations/documents/1610/privacy_notices_cop.pdf). 
 
Members also noted that the information provided was unclear at points. The data 
processors should be set out, and the reference being unable to link an individual to their 
data would be clearer were it rephrased to say that none of the data would be identifiable. 
 
The group did not consider it reasonable to provide opt out via e-mail for patients who 
would be confined to a hospital bed. Alternatives, such as being able to express dissent to 
their clinicians, should be explored. If no other alternatives are reasonably practicable, a 
full justification should be provided. 
 
Finally, and also subject to the outcomes of the PPI, members agreed that opt out should 
be arranged so that the data did not leave the trust in which care was provided. 
Justification should be provided if this is not reasonably practicable. 
 
Additional points 
 
Members queried whether, as described in the application, the patients would, in every 
instance, be seen by the anaesthetist on discharge, or whether in some cases this would 
be performed by another individual. 
 
The group wished to stress that any recommendation of support would extend only to the 
pilot study and that a new full application would need to be submitted for any subsequent 
studies. The applicant should note that CAG’s remit extends only as far as England and 
Wales and that an alternative legal basis would need to be found for any processing 
conducted outside these regions. 
 
Confidentiality Advisory Group advice conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have been 
met and that there was a public interest in projects of this nature being conducted, and 
therefore advised recommending support to the Health Research Authority, subject to 
compliance with the specific and standard conditions of support as set out below. 
 
Specific conditions of support 
 

1. Justification of each data item required for linkage. 
2. Provision of a clarification and justification of the exit strategy proposed. 
3. Clarification as to whether the patients would, in every instance, be seen by the 

anaesthetist on discharge. 
4. Provision of the outcomes of PPI, as set out above. 
5. Subject to the outcomes of the PPI and taking due note of the CAG deliberations, as set 

out above, provision of suitable patient notification materials together with a description 
of how these will be disseminated.  

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

suitable security arrangements via Information Governance Toolkit (IGT) submission. 
 
Once provided, the response will be reviewed by the Chair and original reviewers. 

http://www.hra-decisiontools.org.uk/consent/
http://www.hra-decisiontools.org.uk/consent/
https://ico.org.uk/media/for-organisations/documents/1610/privacy_notices_cop.pdf
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b. 16/CAG/0088; A feasibility randomised controlled trial of mechanical chest 

compression devices for in-hospital cardiac arrest (COMPRESS-RCT). 

 

Context 
 
Purpose of application 
 
In the UK, 35,000 patients have a cardiac arrest in hospital each year. Less than one in 
five of these patients survives to leave hospital. Chest compressions are an essential 
treatment for cardiac arrest patients, but are often difficult for a person to deliver to a high 
standard (manual chest compressions). A mechanical chest compression device can be 
used to deliver chest compressions (mechanical chest compressions) instead of a person. 
Small studies suggest using these devices may improve patient survival when used as 
part of treatment for cardiac arrest patients in hospital. 
 
This application from the University of Warwick set out the purpose of conducting a 
feasibility study over a period of two years. 330 patients that have a cardiac arrest will 
participate. After initial treatment has been started (including manual chest compressions), 
patients will either continue to receive manual chest compressions or they will receive 
mechanical chest compressions. The treatment will be decided randomly. All patients will 
receive all other necessary treatments. 
 
CAG support is requested for the following activities: 

1. To continue to collect data, post-mortem, for those participants who die before 
consent or advice can be obtained from the patient or their consultee (as 
appropriate). 

2. To continue to collect data, post-discharge, for those participants who were 
discharged from hospital before consent or advice can be obtained from the patient 
or their consultee (as appropriate) where there is no response to communications 
regarding dissent to data use. The site research team will make up to three contact 
attempts. This group is estimated to  form <0.5% of all study participants 

 
A recommendation for class 1, 3, 5, and 6 support was requested to cover access to on 
baseline characteristics, treatment, safety data and outcomes to death for the participants 
in this trial who fall into the two groups set out above. 
 
Confidential patient information requested 
 
Access was requested to cover the collection of data by trust employees who are not a 
member of the care team from Heart of England NHS Foundation Trust and University 
Hospitals Coventry and Warwickshire. The following patient information will be collected 
for data validation: 

 Name 

 NHS number 

 Hospital number 

 GP details 

 Date of birth 

 Gender 
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Access was also requested to cover the processing of data from Heart of England NHS 
Foundation Trust and University Hospitals Coventry and Warwickshire to the University of 
Warwick for analysis. 

 Age (not date of birth) 

 Date of death 

 Gender 
 
Age is required to describe the patient population that participated in the study. Date of 
death is required to enable the researchers to calculate the period between key events 
during the patient's hospital stay. 
 
The researchers will collect limited sensitive patient information about the patient's 
physical health. The researchers will only collect data that is directly relevant to the 
participant's cardiac arrest. In particular, the researchers will collect information on the 
participant's relevant past medical history, details of their hospital admission, details of the 
cardiac arrest event, details of hospital care following the cardiac arrest event and 
participant survival, and neurological recovery. 
 
This information will be collected from NHS staff at the research site. They will collect 
research data from the participant's medical records and other NHS sources (e.g. 
computer records). All identifiers (excluding date of death and age, where applicable) will 
be removed from the dataset before it is transferred to the University of Warwick for 
analysis. Other than this the University of Warwick will not receive any identifiable data, 
except where the specific consent or advice has been gained for this (as part of the 
broader study, for which CAG support is not sought). 
 
In addition, access was requested to cover the transfer of data from Heart of England NHS 
Foundation Trust and University Hospitals Coventry and Warwickshire to GP surgeries, 
and from GP surgeries to Heart of England NHS Foundation Trust and University 
Hospitals Coventry and Warwickshire for those participants who fall into group 2), above. 
This would be to:  

 Check survival (as an outcome measure and to ensure that the research team do not 
cause unnecessary distress to the participant’s relatives). 

 Confirm contact details where these are uncertain (to enable the research team to 
contact the participant following discharge). 

 
Confidentiality Advisory Group advice 
 
Public interest 
 
Members agreed that studies of this type were potentially in the public interest. 
 
Practicable alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient 
identifiable data without consent existed, taking into account the cost and technology 
available in line with Section 251 (4) of the NHS Act 2006. 
 
• Feasibility of consent 
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The group was content that it would be unfeasible to seek consent or advice in relation to 
these cohorts and that attempting to do so could lead to distress. 
 
• Use of anonymised/pseudonymised data 
 
Members were satisfied that, in order to ensure that the data collection was standardised, 
it would not be possible for the care team to access and de-identify the information 
required on behalf of the research team.  
 
Justification of identifiers 
 
Whilst members were generally content that the access to the identifiers requested was 
necessary and appropriate to achieve the purposes, they requested further justification for 
the processing and retention of date of death. Members were unclear why this could not 
be replaced with fact of death (within 30 days). 
 
Exit strategy 
 
The members noted that the pilot study was proposed to extend over a period of two 
years.  
 
Patient notification and objection 
 
It is a general principle of activities taking place under support that there are suitable 
patient notification materials provided to the cohort, and there is a mechanism for 
registering patient objection. However the group noted that the PPI conducted supported 
an approach whereby the relatives of those who had died before advice or consent could 
be sought would not be informed that their relative had been included in the trial, as this 
might cause distress. Subject to the REC agreeing this position, members agreed that, in 
this instance, notification and opt out would not be required. 
 
However the group requested further information on how enquiries from family members 
would be managed. 
 
The group noted that support for group 2), above, would be contingent on a suitable opt 
out process being emplaced. Detail of this process, together with the notification materials, 
must be provided to the committee before final support can be recommended. In preparing 
the notification, members recommended the applicant refer to the guidance from the HRA 
(http://www.hra-decisiontools.org.uk/consent/style.html) and the ICO 
(https://ico.org.uk/media/for-organisations/documents/1610/privacy_notices_cop.pdf). 
 
Any applications to CAG following the conclusions of the feasibility study should include a 
report on the number of participants whose data was accessed having been discharged 
from hospital before consent or advice could be obtained from the patient or their 
consultee (as appropriate) and where there is no response to communications regarding 
dissent to data use. Details should also be provided on the number of patients who chose 
to opt out. 
 
Additional points 
 
Members expressed some concerns about this study, which they recognised fell within the 
purview of the REC, and asked the chair to raise the following the REC chair: 

http://www.hra-decisiontools.org.uk/consent/style.html
https://ico.org.uk/media/for-organisations/documents/1610/privacy_notices_cop.pdf
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 Concern as to the equipoise of the study, whether there was sufficient evidence of 
the efficacy of mechanical compression to justify conducting the trial, especially in 
the light of the comments made by reviewers (‘a leap of faith’). 

 The extent to which it is justifiable to retain data collected prior to consent or advice 
being sought (as appropriate) even if the individual decides not to continue in the 
study (or where the consultee indicates that this is what they believe the individual 
would have chosen had they retained capacity). 

 Whether a better mechanism should be emplaced to ensure that the follow up 
survey is not sent to any individual who has subsequently died. 

 The suitability of the Information Materials, especially stylistically. 
 
ACTION:  MT to share CAG concerns with REC chair. 
 
For those patients who were discharged from hospital before consent or advice can be 
obtained from the patient or their consultee (as appropriate), and where there is no 
response to communications regarding dissent to data use, CAG noted that their support 
was contingent upon the research team having made every reasonably practicable effort 
to seek consent or advice prior (as appropriate) to discharge. 
 
The group wished to stress that any recommendation of support would extend only to the 
feasibility study and that a new full application would need to be submitted for any 
subsequent studies. The applicant should note that CAG’s remit extends only as far as 
England and Wales and that an alternative legal basis would need to be found for any 
processing conducted outside these regions. 
 
Confidentiality Advisory Group advice conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have been 
met and that there was a public interest in projects of this nature being conducted, and 
therefore advised recommending support to the Health Research Authority, subject to 
compliance with the specific and standard conditions of support as set out below. 
 
Specific conditions of support 
 

1. Justification for the processing and retention of date of death, if this cannot be replaced 
with fact of death or some other less identifiable information. 

2. Provision of information as to how enquiries from the family members of individuals who 
die before advice or consent (as appropriate) can be sought will be managed. 

3. Detail of the process whereby notification and opt out will be managed for those 
participants who were discharged from hospital before consent or advice can be 
obtained from the patient or their consultee (as appropriate). 

4. Provision of patient notification and opt out materials for those participants who were 
discharged from hospital before consent or advice can be obtained from the patient or 
their consultee (as appropriate). 

5. Confirmation that the research team will make every reasonably practicable effort to 
seek consent or advice (as appropriate) for data processing prior to discharge. 

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

suitable security arrangements via Information Governance Toolkit (IGT) submission. 
 
Once provided, the response will be reviewed by the Chair and original reviewers. 
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c. 16/CAG/0096: Therapeutic Assessment RCT Long-Term Follow Up. 

 

Context 
 
Purpose of application 
 
Self-harm (SH) in young people who come into contact with mental health services in 
England is currently assessed under an information gathering and risk management 
framework. The follow up non-attendance (DNA) rate in child psychiatry has been 
estimated to be up to 70% and therefore the SH assessment appears to be a lost 
therapeutic opportunity. 
 
The TOTAL trial was conducted to identify if a novel Therapeutic Assessment (TA) method 
had the potential to improve treatment engagement and presentations to emergency 
services in adolescents who self-harmed compared to standard care services. A medium-
term follow up of this trial demonstrated sustained improvement in treatment engagement 
in adolescents who received TA versus Assessment As Usual (AAU), following an 
emergency presentation with self-harm. However, no significant differences in the 
frequency of self-harm leading to Accident and Emergency presentations were observed 
between the two assessment procedures over the two year study period. 
 
This application from King's College London set out the purpose of investigating whether 
these results still apply or if the improved engagement leads to changes in A&E 
presentations and mortality at 6 and 10 year time points post randomisation. 
 
Participants' clinical and mortality records will be reviewed at 6 and 10 years after the initial 
randomisation. Records will be sourced from a) CAMHS and AMHS electronic patient 
records within South London and Maudsley Trust, and b) A&E records of the index 
patients using HES-ONS linked data. 
 
The procedures for each at 6 and 10 year time points will be as follows: 

a. Data on the absolute number of appointments attended after initial assessment, the 
number of missed appointments, episodes of self-harm not leading to A&E 
presentation, and the proportion of the adolescents who continued to self-harm will 
be collected by a KCL research worker employed on the research study, who will 
have access to the trust's electronic patient journey system. This data shall be 
obtained using patients' NHS numbers from the original study. All relevant data will 
be inputted into a separate database which will be kept within SLaM's secure server 
until data collection is complete (maximum one month). Once completed, the 
database shall be transferred and kept securely under KCL's secure server for 
analysis. 

b. Data on the total number of A&E presentations for self-harm and other reasons, 
mortality rates and reasons for death will be obtained via the HES Data Access 
Request Service. HES-ONS linked data shall be requested once at the 6 year time 
point and again at the 10 year time point using NHS identifiers. This data shall be 
collected externally by the Health and Social Care Information Centre and 
anonymised using the linked study identifiers. Once completed, the database shall 
be transferred, combined with EPJS data, and kept securely under KCL's secure 
server for analysis. 
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A recommendation for class 1 and 6 support was requested to cover access to data 
relating to the 69 individuals who had participated in the TOTAL trail (individuals who had 
self-harmed and been referred for a psychosocial assessment) who had not withdrawn 
from the study prior to its completion. 
 
Confidential patient information requested 
 
Access was requested to NHS number to perform the linkage. Date of birth, date of death, 
gender, and ethnicity would be retained for analysis. 
 
Confidentiality Advisory Group advice 
 
Public interest 
 
Members agreed that studies of this type were potentially in the public interest. 
 
Practicable alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient 
identifiable data without consent existed, taking into account the cost and technology 
available in line with Section 251 (4) of the NHS Act 2006. 
 
• Feasibility of consent 
 
The group was content that it would be unfeasible to seek consent from a cohort of this 
type and that attempting to do so could lead to distress. 
 
• Use of anonymised/pseudonymised data 
 
Members were satisfied that identifiable data was required to perform the linkage 
requested and for the analyses set out in the application. 
 
Justification of identifiers 
 
The members concluded that the access to the identifiers requested was necessary and 
appropriate to achieve the purposes. 
 
Exit strategy 
 
The members noted that identifiable data would be processed on two occasions, at six and 
ten years. Support would not extend to any further data processing.  
 
Patient notification and objection 
 
It is a general principle of activities taking place under support that there are suitable 
patient notification materials provided to the cohort, and there is a mechanism for 
registering patient objection. 
 
The members recognised that notifying this cohort would be problematic, but wished to be 
reassured that the best efforts possible under the circumstance had been made. They 
noted that this notification need not be at an individual level. (Could, for example, posters 
be put up in psychiatric units in South London as an alternative?) These notification and 
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opt out materials should be provided to CAG for review together with information on the 
mechanism whereby it is proposed that they will be disseminated. 
 
Patient and public involvement 
 
Members felt that much greater efforts could have been made to involve patients and 
members of the public. The applicant will need to evidence that this has taken place and is 
supportive of the study design (with special reference to the patient notification and opt 
out) before CAG can recommend support. 
 
Confidentiality Advisory Group advice conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have been 
met and that there was a public interest in projects of this nature being conducted, and 
therefore advised recommending support to the Health Research Authority, subject to 
compliance with the specific and standard conditions of support as set out below. 
 
Specific conditions of support 
 

1. Confirmation that this study will be limited to the linkages at 6 and 10 years. 
2. Provision of outcome of satisfactory PPI, as set out above. 
3. Provision of suitable patient notification materials together with a description of how 

these will be disseminated, as above. 
4. Favourable opinion from a Research Ethics Committee. 
5. Confirmation from the IGT Team at the Health and Social Care Information Centre 

of suitable security arrangements via Information Governance Toolkit (IGT) 
submission. 

 
Once provided, the response will be reviewed by the Chair and original reviewers. 

 

7. OFFICE REPORT 

 

The following was reported in the June Office Report: 

 

a. 16/CAG/0073; Outcomes in Non-Alcoholic Fatty Liver Disease; Breach 

 

This application was reviewed at the CAG meeting of 10 June 2016; members raised the 

issue of a possible breach in relation to data held or otherwise being processed by the 

University of Birmingham Informatics team. 

 

The CAT wrote to the applicant to question their response (dated 7 June 2016) to a request 

for clarification to be provided for the legal basis under which the processing of confidential 

patient information (NHS number and date of birth) was being done by the Informatics 

Department at the University Hospital Birmingham NHS Foundation Trust. The applicant 

had advised as follows; 

'According to our latest HES agreement with the HSCIC the legal basis for our current 

HES agreement is the Health and Social Care Act 2012. For the HES/ONS data we 

hold it under Section 42(4) of the Statistics and Registration Service Act 2007’  
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The CAG has raised a concern as, based on their understanding of the HSCIC data 

sharing agreements and policy, they did not feel that this clarified the legal basis under 

which the informatics team would be processing the HES and ONS mortality data for the 

linkage purposes described in the application. This is based on the understanding that 

access to HES data under the Health and Social Care Act 2012 is restricted to 

pseudonymised data; it is therefore unclear how linkage using NHS number and date of 

birth could take place. In addition the members were of the understanding that the use of 

HES and ONS mortality data is restricted to a specific purpose, as set out in the application 

made to the HSCIC. The CAG has therefore requested that the following be responded to 

as a matter of urgency:  

 

The applicant was asked to clarify;  

a. what data was held by the informatics team, the format in which it is held, and on what 

legal basis this would be processed for the purposes set out in your application.  

b. to provide a copy of the agreement which the informatics department refer to.  

 

The applicant responded on 1 July 2016, however, their response was unclear and 

contradicted itself, first saying no identifiable data was held then stating identifiable data 

was held under another reference and for another purpose. 

 

CAT spoke to the Principal Research Informatician, Felicity Evison on 7 July she was 

unable to clarify the situation fully. CAT agreed to summarise their understanding in writing 

and then follow up with the CAG Chair before making a recommendation. 

 

Members will be updated in future Office Reports. 

 

8. MINUTES OF THE MEETING HELD ON 10 June 2016 

 

The minutes of the meeting held on the 10 June 2016 were agreed as an accurate record, 

subject to revision of a typo on page 15. 

 

The subcommittee minutes (07 June 2016) and precedent set minutes (03 June 2016) 

were also agreed to be an accurate record. 

 

 

 

 

 

 

   

   

Signed – Chair  Date 
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Signed – Confidential Advice Team  Date 

 


