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Minutes of the meeting of the Confidentiality Advisory Group 

 

Room 3, Manchester Office, 3rd Floor, Barlow House, 4 Minshull Street, Manchester, M1 3DZ 

10:00 10 June 2016 

 

Present: 

Name Capacity  

Dr Patrick Coyle (Vice Chair)  

Ms Gillian Wells (Alternative Vice Chair)  

Mr C Marc Taylor  

Dr Rachel Knowles  

Mr Andrew Melville  

Ms Kim Kingan  

Ms Sophie Brennan  

Dr Harvey Marcovitch  

Dr Katie Harron  

Dr Miranda Wolpert  

 

Also in attendance: 

Name Position (or reason for attending) 

Dr Janet Messer Director of Research Systems, Standards & HRA Approval 

Programme 

Ms Diane Pryce Senior confidentiality Advisor 

Mr Christopher Ward Senior Confidentiality Advisor  

Mr Ben Redclift Confidentiality Advisor (via phone) 

 

 

1. INTRODUCTION, APOLOGIES AND DECLARATIONS OF INTEREST 

 

Apologies were received from. 

 Dr Miranda Wolpert – CAG member 

 Helen Wilson - HRA technical talent programme 
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No conflict of interests were declared:  

 

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 April meeting applications.   

 
HRA approval decisions 

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

 

3. NEW APPLICATIONS – Non-research 

 

a) 16/CAG/0070 - Perinatal Mental Health Data Linkage Project 

 

Purpose of application 

This application from East Midlands Strategic Clinical Network and Senate set out the 

purpose to identify unmet needs in women who develop a mental illness in pregnancy and 

the first year of childbirth. The method used was to match mental health and maternity 

records in one mental health trust and one acute trust using NHS number as the unique 

identifier, so that women who were under the care of mental health services and maternity 

services at the same time (i.e. women in pregnancy and the first year following childbirth who 

had a mental illness) can be identified.  This could not be achieved using current data sets. 

This is a retrospective cohort of women in pregnancy and in the first year following childbirth 

who were in contact with mental health services. 

The project will, for the first time, enable all pregnant and postnatal women who are under 

the care of a mental health service to be identified, using routinely collected mental health 

and maternity data.  This will be possible by extracting service level data from the patient 

information systems of the five mental health trusts and eight acute trusts in the East 

Midlands. Initially, the project will be piloted in Nottinghamshire Healthcare NHS Foundation 

Trust and Nottingham University Hospitals Foundation Trust, prior to further roll-out. 

The project will help identify and estimate the possible need, evaluate the completeness of 

service provision or identify existing unmet need i.e. those women who should be receiving 

specialised care and treatment. 

A recommendation for class 1, 4, 5 and 6 support was requested to allow the disclosure of 

confidential patient information from trusts to FACE Recording and Measurement Systems 

Ltd, a 3rd party data processor. 

Confidential patient information requested 
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Access was requested to NHS number for linkage purposes. 

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 

Members were not persuaded by the justification put forward by the applicant for not seeking 

consent. Members queried whether there was an opportunity to seek consent at the time of 

booking. 

Members were in agreement that consent was not practicable for the retrospective cohort for 

the pilot but were of the view that for any prospective collection or use of patient information 

consent was feasible.  

Justification of identifiers 

Members were in agreement that NHS number would be required for the linkage process. 

Patient notifications 

Members were of the view the patient notification approach was weak, and the applicant had 

not put forward a proposal for managing opt out. 

The response put forward by the applicant in the CAT advice form led members to believe 

that the applicant was perhaps conflating the requirement to notify patients about the use of 

their information and the issue of consent. The applicant was reminded that it was a 

requirement of the DPA, 1st principle, to inform patients about the use of their data and 

provide the option to opt out should they wish to do so; this was a separate issue to seeking 

consent. 

Members noted that for the pilot the information has already been collected therefore the use 

was retrospective, they reminded the applicant that this did not remove the need to make 

best efforts to inform these patients. 

Patient and public involvement 

Members agreed that user involvement had not been addressed noting that engagement had 

been with one individual. This should be improved and done on an ongoing basis. The 

applicant should make use of mechanisms already in place e.g. through the strategic clinical 

network to do this. 
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Additional points 

Members referred to the NICE guidelines [CG192] and noted that all providers must provide 

a plan against these. They were of the opinion the applicant was initiating this application in 

order to address the NICE requirements and although supportive in principle, agreed that this 

should be done at a national level. 

Taking this into account and noting that initially the project was to be a pilot with roll out 

nationally at a later date, they were unclear why the applicant was coming forward with a 

proposal for a national programme and requested further information about what 

communication there has been with national bodies; NHS England and the HSCIC. 

In particular members questioned why NHS England had not taken the lead with this work to 

direct the HSCIC to put a national solution in place, noting that the HSCIC already hold one 

half of the data to be linked. Members agreed that for this to be rolled out nationally the 

appropriate body to do this would be the HSCIC. 

Confidentiality Advisory Group advice conclusion 

In line with the considerations above, the CAG agreed that there appeared to be a 

practicable alternative to seeking support under the Regulations as HSCIC could undertake 

the data collection at a national level, and therefore did not recommend support to the Health 

Research Authority. 

In the event that the applicant does not agree with this decision and considers the practicable 

alternative described does not exist, he should provide his rationale, specify any concerns in 

writing and address the points below, this will be considered at the next available sub-

committee meeting. 

Further information required if the applicant does not consider the practicable alternative 

exists 

The following information should be provided to allow the CAG to continue their consideration of 

the application: 

1. Confirm that consent would be sought on a prospective basis or provide strong justification 
for not seeking consent 

2. Provide a clear plan for patient notification, including draft materials and the process for opt 
out 

3. Provide a clear plan of how patient and public engagement would be carried out 
4. Clarify what communication there had been with national bodies 
 
 

b) b) 16/CAG/0076 (previously 16/CAG/0044) - National Bariatric Surgery Registry (NBSR) 

 

Purpose of application 
 
This resubmission from the National Bariatric Surgery Register set out the purpose of recording 
data on a national scale for patient outcomes after Bariatric Surgery (weight loss surgery). 
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From April 2013 data entry into the NBSR became mandatory for all NHS providers.  Currently 
they are mandated to collect data for 2 years, which is the standard follow up period 
recommended by NHS for all patients who have undergone bariatric surgery.  At every visit to 
the bariatric team, data are regularly logged into the database, which includes comorbidities 
associated with bariatric surgery, mobility, weight changes, revision surgery and complications. 
 
The data currently recorded was identified by date of birth, local hospital number, date of 
operation, and gender. However, with moving populations it was difficult to track the patients for 
their long term outcomes looking at weight reduction –changes in comorbidities, complication 
rates, mortality, and revision surgery during this period –as the initial entry was specific to the unit 
and cannot reliably be traced to other units. Therefore, support for the addition of name and NHS 
number was requested 
 
A recommendation for class 4, 5 and 6 support was requested to cover the activity specified in 
the application. 
 
Confidential patient information requested 
 
Access was requested to data in relation to patient outcomes after Bariatric Surgery from clinical 
care teams to the NBSR, and from the NBSR to the care teams. The following data would be 
included: name, date of birth, NHS number, local hospital number, date of operation, and gender. 
 
Confidentiality Advisory Group advice 
 
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 was impracticable to seek consent for access to the data for 
patients who had already undergone bariatric surgery. However, the members felt that the 
applicant had not given sufficient response to their previous recommendation, that: 
 

‘[…] as surgery of this type was elective, it may be possible to move toward a consent 
model prospectively. This should be explored by the applicant in the resubmission. In 
order to ensure that bias was excluded, consent to inclusion on the registry could be a 
condition of consent to surgery and be included in this consent.’ 

 
As such, the applicant should, if they wish to resubmit the application, explore the possibility of 
making inclusion on the registry a condition of the consent to surgery or justify if this will not be 
reasonably practicable. 
 
Justification of identifiers 
 
The members were satisfied that the inclusion of name, in addition to NHS number and date of 
birth, was required in order to perform the necessary linkages. 
 
Patient notification and objection 
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Whilst the members felt that the patient notification materials were much improved, they did not 
consider them to be sufficiently accessible on the website. The applicant should relocate these 
pages so that they are easier to find. The applicant was also asked to consider the possibility of 
providing information, in leaflet or poster format, either prior surgery or at follow-up, or to justify 
why this would not be reasonably practicable. 
 
The group also considered that the patient notification materials could make the distinction 
between the non-research component and the research component (for which future permission 
must be sought). 
 
Patient and public involvement 
 
The group felt that greater efforts could have been made to include the views of patients and the 
public in setting up this study. 
 
Any resubmission provided by the applicant should include a patient and public involvement 
plan, against which they will be expected to report in their first annual review to the group. 
 
The members also recommended that the applicant seek a second review from patient and 
public representatives of their resubmission (this should include a review of the patient 
notification materials). 
 
Additional points 
 
Clarification was requested as to where the patient outcomes were to be sourced from (for 
example, clinical notes or the HES). 
 
The members were content that it was appropriate for the National Bariatric Surgery Registry to 
act as data controller, as they were commissioning the work from Dendrite; however, the 
members requested confirmation that the National Bariatric Surgery Registry was a legal entity, 
and therefore able to take on this role. 
 
In the applicant’s response (dated 25 April 2016) to CAG’s request that clarification be provided 
as to the legal basis under which the processing of confidential patient information (date of birth) 
was presently taking place, the applicant had stated that they had obtained the following 
response from Dendrite: 
 

‘Dendrite did enquire about this to ICO a few years ago and were informed that this was 
legal to hold.  Rules may have changed since; however the date of birth is only 
visible/available to clinicians at the point of care.  Data exports never include date of birth; 
only age at operation is uploaded.’  

 
The group did not feel that their previously expressed concern re the prior collection of date of 
birth had been allayed, as they were unclear under what legal basis identifiable data items (date 
of birth) are being, or have been, processed by Dendrite for the National Bariatric Surgery 
Registry. A separate letter on this matter will be issued and the applicant advised that a 
response on following be provided as a priority. 
 

1. Provision of a copy of the advice received by Dendrite relating to this.  

2. Further guidance should be sought from the ICO, to ensure that the advice provided is up 
to date. 
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3. If a breach is found to have taken place, details of the steps which have been and/or will 
be put in place to manage this.  

 
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. A response to CAG re the possibility of making inclusion on the registry a condition of the 
consent to surgery or justify why this would not be reasonably practicable. 

2. A web-link showing where the patient notification pages have been relocated to. 
3. The applicant is also asked to consider the possibility of providing information, in leaflet or 

poster format, either prior surgery or at follow-up, or to justify why this would not be 
reasonably practicable. 

4. Provision of updated patient notification materials; these should include greater clarity as 
to the research and non-research components of the registry, as above. 

5. A patient and public involvement plan, against which the applicant will report in their first 
annual review to the group. 

6. A copy of the review of the resubmission from patient and public representatives (this 
should include the patient notification materials). 

7. Confirmation that the National Bariatric Surgery Registry is a legal entity; if not, 
confirmation as to who the data controller is. 

8. Clarification as to where patient outcomes are to be sourced from. 
 
Once received the information will be reviewed by a sub-committee of members in the first 
instance. 
 

c) 16/CAG/0079 - National Clinical Audit of Breast Cancer in Older Patients 

 

Purpose of application 

This application from the Clinical Effectiveness Unit (CEU) at The Royal College of Surgeons 

in collaboration with the Association of Breast Surgery set out the purpose to evaluate the 

process of care and outcomes for women aged over 70 years with a histological diagnosis of 

breast cancer and who are treated within England and Wales. The data controller for this 

study is the Healthcare Quality Improvement Partnership (HQIP), the applicant is the data 

processor. 

About 45,000 new cases of breast cancer are diagnosed each year in England and Wales.  

National clinical guidelines provide health services with evidence about the best care for 

breast cancer, and these emphasize that treatment should be based on clinical need and 

fitness for treatment rather than age.  However, various publications have revealed that UK 

services have a non-standard approach to managing breast cancer in older patients, and this 
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might be one reason for why the survival of women aged 75 years and older was particularly 

low in the UK and Ireland compared to other European countries. 

The patterns of care observed for women in this later age group will be compared with those 

among women diagnosed with breast cancer aged 50-70 years. All women aged 50 years 

and over, with a diagnosis of breast cancer (ICD-10 codes C50 and D05), accessing 

secondary care services in England and Wales from April 2016 to March 2019 will be 

included in the cohort. The Audit will cover the care pathway from referral for diagnosis to the 

end of the primary therapy, and provide information on the comparative performance of 

Breast Cancer Units. An important part of the audit will be to take account of how planned 

and actual treatments are modified for women who differ in their ability to tolerate specific 

therapies because they are frail or have comorbidities.   

The Audit will use existing sources of patient data collected by national organisations.  The 

main source will be the national cancer registration datasets in England and Wales.  These 

datasets provide information about the type of cancer that women have (eg, invasive, non-

invasive) and the process of diagnosis.  The Registry data will be linked to routine hospital 

datasets (Hospital Episode Statistics for England and Patient Episode Data for Wales) to 

provide information about surgical treatments, and with other national cancer datasets for 

radiotherapy and chemotherapy.   

To comply with information governance requirements in relation to patient identifiable data, 

the linkage of databases will be managed by the Cancer Registries in England and Wales, 

for data on English patients this will be the National Cancer Registration and Analysis 

Service and the Health and Social Care Information Centre. The Health and Social Care 

Information Centre will be responsible for linking the patient records from the COSD dataset 

to HES and the ONS Death Register.  The National Cancer Registration and Analysis 

Service is responsible for linking the patient records from the COSD dataset to the 

radiotherapy (RTDS) and chemotherapy (SACT) datasets, as it is the data controller for 

these data collections. The National Cancer Registration and Analysis Service / Public Health 

England has already obtained Section 251 approval for the linkage of the English datasets. 

Patient survival will be determined from information in the Office for National Statistics (ONS) 

Death Registry. These linkages will be repeated annually. The CEU will not receive these 

patient identifiers in the datasets supplied for analysis, instead, the CEU will receive a 

dataset in which patient records have been assigned a unique pseudonymised identifier that 

will allow their records to be linked across different anonymised datasets.   

A recommendation for class 4, 5 and 6 support was requested to link patient identifiable 

information obtained from more than one source, for auditing monitoring and analysing 

patient care and treatment. And to allow access to an authorised user for one or more of the 

above purposed. 

Confidential patient information requested 

Access was requested to Name/postcode/NHS number/date of birth/sex for linkage. 

In addition, the CEU will receive the following data items:  
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1. Age at diagnosis (years). 

2. Geographical identifiers for both patient residence and site of treatment, such as 

Lower Layer Super Output Areas (LSOA). 

3. Dates of all episodes of care (including diagnosis) / Dates of admissions and 

discharge for relevant procedures 

4. Date of death, cause of death, and location of death 

Confidentiality Advisory Group advice 

Public interest 

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

Practicable alternatives 

Members considered whether a practicable alternative to the disclosure of patient identifiable 

data without consent existed, taking into account the cost and technology available in line 

with Section 251 (4) of the NHS Act 2006. 

• Feasibility of consent 

It was noted that consent would be problematic to obtain particularly since the Royal College 

of Surgeons was a number of steps removed from the point of data collection. 

• Use of anonymised/pseudonymised data 

Members agreed that identifiable data was required for linkage. 

Justification of identifiers 

Members felt that the application was slightly unclear on what information was required for 

linkage and what for analysis. There was some uncertainty on the requirement to collect date 

of death but members confirmed that this should be included in any support provided as it 

was potentially identifiable information. 

Patient Notification 

It was noted that patient notification was currently limited. Members queried how many 

potential participants would look at the audit website. Given the participation of user groups 

in the development of the study members wondered whether these groups and charities as 

well as the project board and the audits clinical reference group could provide ideas on how 

these women might be approached with information. The application detailed that opt-out 

was reliant on the opt-out process for the national cancer registries but it was currently 

unclear how information on this aspect would be provided to patients. Members agreed that 

the Royal College of Surgeons would not be able to process opt-outs as they would not be 

receiving identifiers to do so. However, the committee felt that participants should be 

provided with information on the cancer registries, what identifiers and data they held and 

clarification that identifiable information being provided to the audit team was restricted. It 
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was noted that the HQIP website provided links to useful information about the audits they 

managed but contained no information about audit programmes privacy policy and 

participant opportunity to object. 

Confidentiality Advisory Group advice conclusion 

The CAG agreed that the minimum criteria under the Regulations appeared to have been met 

and that there was a public interest in projects of this nature being conducted, and therefore 

advised recommending support to the Secretary of State, subject to compliance with the specific 

and standard conditions of support as set out below.  

Specific conditions of support 

1. Specific Patient Information Leaflets should be available about the audit. The applicant was 
asked to consider using the existing channels of advice including cancer charities and patient 
support groups to examine how potential participants might be best approached and seek help 
with the distribution of patient information material. Further guidance on opt-out should also be 
included in this information including a name and telephone number for patients to contact. 

2. The applicant was asked to confirm how patients might find the information required on 
national cancer registries noting the Information Commissioner Office (ICO) advice on privacy 
policies. The applicant was asked to demonstrate where on the related websites participants 
might be directed for further information. 

3. Confirmation from the IGT Team at the Health and Social Care Information Centre of suitable 
security arrangements via Information Governance Toolkit (IGT) submission. Please see 
security review requirement section of the HRA website: 
http://www.hra.nhs.uk/resources/confidentiality-advisory-group/confidentiality-advisory-group-
cag-application-advice/ and contact Exeter.helpdesk@nhs.net with any queries. 

 

4. NEW APPLICATIONS – Research 

 

a) 16/CAG/0073 - Outcomes in Non-Alcoholic Fatty Liver Disease 

 
Purpose of application 

This application from the University of Birmingham set out the purpose of using routinely 

collected healthcare data to provide outcome data for a large cohort of patients with Non-

Alcoholic Fatty Liver Disease (NAFLD). These data can be accessed via nationally held 

databases such as Hospital Episode Statistics (HES) and GP Episode Statistics (GPES). No 

additional tests, interviews or any form of patient contact was required. 

This proposed study was seeking support to access data held in various databases without 

direct patient consent. Whilst unique patient identifiers are required to allow the relevant data to 

be extracted and sorted, all analysis and subsequent reports will not refer to patient level data 

and no individual will be identifiable. 

Non-alcoholic fatty liver disease (NAFLD) is the commonest liver condition in the UK and other 

developed nations. It is closely associated with obesity, diabetes and hypertension and has been 

increasing in prevalence in parallel with these conditions. Whilst only a minority of patients with 

NAFLD develop significant liver disease, this still represents a large number of people given the 

increasing prevalence of NAFLD. Importantly, NAFLD is also a risk factor for cardiovascular 

http://www.hra.nhs.uk/resources/confidentiality-advisory-group/confidentiality-advisory-group-cag-application-advice/
http://www.hra.nhs.uk/resources/confidentiality-advisory-group/confidentiality-advisory-group-cag-application-advice/
mailto:Exeter.helpdesk@nhs.net
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disease and there is some evidence that it increases the risk of cancer. Patients with NAFLD 

therefore seem to be at risk of a number of adverse health related outcomes. 

Despite being a common disease, there is a lack of data regarding the natural history of NAFLD. 

Knowledge at present is based on small series of patients without good data on outcomes other 

than liver disease. University Hospital Birmingham NHS Foundation Trust (UHB) has a large 

specialist NAFLD clinic. This cohort is considered to represent a unique group of patients and 

would be the largest reported natural history cohort to date. The purpose of this application is to 

record data from this group of patients including outcome data on them recorded on other 

databases. 

The data will be used to describe the prevalence of particular outcomes that have been 

associated with NAFLD, and to analyse risk factors at baseline that might predict liver-related, 

cardiovascular and cancer-related morbidity and mortality. 

A recommendation for class 4, 5 and 6 support was requested to cover the extraction of NHS 

number and date of birth by Dr Parker and Prof Newsome, the treating clinicians, to pass to the 

staff in the informatics department at the University Hospital Birmingham in order for the 

informatics team to extract HES and ONS data and pass back to the 2 treating clinicians. 

 Confidential patient information requested 

Access was requested to NHS number and date of birth for linkage purposes. 

Date of birth, date of death, post code (at unit level) plus the attributed HES and ONS mortality 

data for analysis purposes. 

Confidentiality Advisory Group advice 

Public interest 

Members agreed that studies of this type were potentially in the public interest and demonstrated 

a medical purpose. 

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 were not persuaded by the justification put forward by the applicant that consent was 

not practicable and felt that a stronger justification was required for not seeking consent. 

Members also noted that the number of participants to be included in the research varied 

throughout the application and requested clarification on this. 

Justification of identifiers 

Members were in agreement that the identifiers requested would be required for linkage 

purposes. 
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Patient and public involvement 

Members were of the view that the patient and public involvement for the research had not been 

adequately addressed, noting that there had been no involvement in the planning and that the 

intention was to involve patients in the dissemination process only. The applicant had not put 

forward the justification for this approach. 

Patient notifications and opt out 

Members noted that the applicant had not addressed this issue; information available to patients 

was lacking and there was no opt out process in place. They were concerned that it was 

possible that patients would not be aware of the use of their information for this research. 

Members expressed the view that perhaps there was some misunderstanding about consent 

and the requirement for patient notifications and would remind the applicant that under the Data 

Protection Act, 1st principle, it was the Data Controllers responsibility to ensure patients are fully 

aware of how their data was used and to be provided with information about how they could 

object should they wish to do so. 

Exit strategy 

Members were supportive of the exit strategy put forward but noted that the applicant had stated 

the data can be anonymised for analysis purposes but that a copy of the combined data sets 

containing identifiers was to be kept by the PI. Members sought assurances about the 

anonymisation standard to be used and would advise the applicant to refer to the ICOs Code of 

practice on anonymisation;https://ico.org.uk/media/1061/anonymisation-code.pdf  

Members also stated that, as with all applications to CAG, the data to be kept by the PI could 

only be used for the purposes of this application. 

Additional points 

Members noted from s53 of the application form that study data was to be stored for a period of 

3 years but it was not clear what format this data would be in.  

Members were confused as to what the roles of the various organisations mentioned in the 

application were taking, noting in particular that no letter of support had been received from the 

University Hospital Birmingham and they had not signed the application form.  Members 

requested clarification on this and asked that the application form was signed by the required 

parties. 

The group did not feel the question asked about the legal basis for the informatics department at 

the University Hospital Birmingham NHS Foundation Trust to access national Hospital Episodes 

Statistics and ONS mortality data, had been adequately answered. It was not clear that there 

was a legal basis for this activity. A separate letter on this matter will be issued and it was 

advised that a response on this matter should be provided as a priority. 

Following on from this point, members questioned whether the applicant had made any 

approach to the HSCIC for linkage to the HES and ONS mortality data. 

https://ico.org.uk/media/1061/anonymisation-code.pdf
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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. Further justification for not seeking consent, including clarification on the number of 
patients in the cohort 

2. Provide justification for  the approach taken to patient and public involvement and provide 
a draft plan of how this will be addressed 

3. Provide draft patient information literature including the process to manage opt out and 
how patient can do this 

4. Provide details of the anonymisation standard to be used 
5. Confirmation on what data is being stored for the period of 3 years indicated in s53 
6. Clarify the roles of the organisations mentioned in the application, particularly clarifying  

which organisation is the applicant and re-submit a signed application form if proceeding 
with the request 

7. Confirm what, if any, approach has been made to the HSCIC and why the linkage is not 
via the HSCIC. 
 

b) 16/CAG/0074 - Working Title: Sixteen Plus: Whole family approach to understanding and 

protecting the rights and interests of people with advanced or progressive illness under the 

Children & Families Act 2014, Care Act 2014 and Mental Capacity Act 

 

Purpose of application 
 
This application from NHS Solihull Clinical Commissioning Group set out the purpose of 
researching whether or not persons with care and support needs’ wishes, views, goals, and 
(where applicable) advanced decisions for refusals to treatment are being identified and 
followed. 
 
The research will explore patients and their carers’ (not including paid professional carers) 
experiences through their pathway of care and support, as well as their experiences in regards 
to equal access to justice. 
 
Two cohorts are proposed. The data will be wholly provided by the Local Authority (Solihull 
Metropolitan Borough Council) for the 16—18 cohort, and primarily by the Local Authority for the 
18+ cohort (GP practices within NHS Solihull Clinical Commissioning Group filling in any gaps). 
 
CAG support was requested to identify the individuals in order to recruit forty to fifty of them into 
the research project; thereafter all of the research would be conducted with consent (or Mental 
Capacity Act equivalent). 
 
A recommendation for class 3, 4, and 6 support was requested to cover the disclosure of 
confidential patient information from Solihull Metropolitan Borough Council and NHS Solihull 
Clinical Commissioning Group to the research team. 
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Confidential patient information requested 
 
Access was requested to name, address, postcode, and disability status (to allow person 
specific communications). 
 
Confidentiality Advisory Group advice 
 
REC opinion 
 
CAG noted that the research had received an unfavourable opinion from the West Midlands - 
Coventry & Warwickshire Research Ethics Committee. As a favourable opinion from a HRA 
Research Ethics Committee (REC) is a condition of support for research applications to CAG, 
members agreed that they would not be able to recommend support for this study.  
 
Public interest 
 
Members agreed that studies of this type were potentially in the public interest. However concern 
was expressed that distress might potentially be caused by the researcher approaching potential 
participants directly. 
 
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 noted the applicants’ alternatives that consent was not reasonably practicable due to 
time sensitivity and the need to tailor the approach to potential participants on the basis of 
disability status. However, CAG was unclear as to why members of the care team, knowing the 
potential participants, would not be able to offer a more tailored approach than the applicant; this 
approach might, in addition, also lessen any potential distress. Members agreed that this 
constituted a possible practicable alternative. 
 
As such, prior to any resubmission to CAG, the applicant should trial an approach by members 
of the care team in order to evidence whether or not it would be reasonably practicable for them 
to approach participants. 
 
• Use of anonymised/pseudonymised data 
 
Members were content that identifiable data would be required in order to contact potential 
participants. 
 
Justification of identifiers 
 
The members concluded that the access to the identifiers requested was necessary and 
appropriate to achieve the purposes. 
 
Exit strategy 
 



15 

 

The group noted that the recruitment phase was anticipated to last six months at most; thereafter 
support would not be required. 
 
Patient notification and objection 
 
Members shared the concern of the REC re the suitability of the participant information, as they 
felt it was not written in a way that was accessible to the cohorts under consideration. The 
applicant should provide audience specific patient notification through the service providers 
(Solihull Metropolitan Borough Council and NHS Solihull Clinical Commissioning Group) in any 
future submission; offering the opportunity to opt-out via phone or e-mail. 
 
Confidentiality Advisory Group advice conclusion 
 
In line with the considerations above, the CAG agreed that that they were not able to offer a 
recommendation under the Regulations.  
 
Further information required 
 
A new application to CAG should be submitted if support is still required. This should include the 
following: 
 
1. A favourable opinion from a REC.  
2. Justification as to why the care team cannot approach participants; this should include the 

results of the trial, as set out above. 
3. Provision of audience specific patient notification through the service providers (Solihull 

Metropolitan Borough Council and NHS Solihull Clinical Commissioning Group); offering the 
opportunity to opt-out via phone or e-mail. 

 
Once received the information will be reviewed at the next available CAG meeting. 

 

5. MINUTES OF THE MEETING HELD ON 6 May 2016 

 

The minutes were agreed as an accurate record, subject to confirmation from members who were 

in attendance on 6 May 2016 but not present at the meeting today. 

 

6. Education Items 

 

Members put forward two topics for inclusion as future education items; 

 The Chair team should produce a short presentation on confidentiality considerations vs 

the DPA with particular attention in relation to fair processing, patient notifications and 

consent. It was suggested that a session should be run at the London and Manchester 

meetings and made available to all members and utilised as guidance for applicants. 

 Interaction between s251, MCA and Safeguarding legislation 

 

7. ANY OTHER BUSINESS 

 

Public Engagement – Mark Taylor's chair report referred to plans to develop PPI understanding 

to help inform CAG activity. Gillian gave members an overview of this; building on Welcome trust 

research to better understand public views on use of PID, University of Sheffield were 
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conducting a workshop to test a number of scenarios involving edge cases of PID use. Members 

were asked to send comments on the scenarios suggested by U of S. It was suggested that 

CAG then reviewed the information from the workshop internally at their next CAG Awayday. It 

was further suggested that CAG then used this information to host an external PPI event in the 

first quarter of 2017. Again members were asked to add any comments/suggestions on this over 

the course of coming weeks.  

Further to this members put forward a suggestion that there should be specific focus on 

applications from commercial organisations using confidential patient information. 

HSCIC Class Action – A paper has been drafted in response to the HSCIC briefing paper 

submitted to the CAG and the Head of the CAG Service was to discusg this with the HSCIC. The 

Senior Confidentiality Advisor provided some background to members about the HSCIC Class 

Action briefing. 

Members agreed that the detail of the HSCIC briefing was lacking and more information was 

needed before they would be in a position to confirm a definite process and timeline to the 

HSCIC. Details are contained in the response paper which was circulated to members on 8 June 

2016. 

 

 

   

   

Signed – Chair  Date 

   

 

 

  

   

Signed – Confidential Advice Team  Date 

 


