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Minutes of the meeting of the Confidentiality Advisory Group 

 

19 April 2018 at Barlow House, Manchester  

 

Group Members:  
 

Name   Present    Notes   

Ms Sophie Brannan  Yes  Lay 

Dr  Tony  Calland MBE Yes  Chair 

Dr Patrick Coyle  Yes  Vice Chair   

Professor Barry  Evans  Yes     

Dr Rachel  Knowles  Yes     

Dr Simon Kolstoe  Yes   

Professor Jennifer  Kurinczuk  Yes     

Dr Harvey Marcovitch  Yes     

Mr Andrew Melville  Yes  Lay  

Mrs Diana Robbins  Yes  Lay  

 

Also in attendance:  

Name   Position (or reason for attending)   

Ms Natasha  Dunkley  Head of Confidentiality Advice Service  

Miss Kathryn  Murray  Senior Confidentiality Advisor  

Dr Alan Lamont  Observer  
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1. INTRODUCTION, APOLOGIES AND DECLARATIONS OF INTEREST 

 

Introduction 

 

The Chair welcomed Dr Alan Lamont to the meeting. Dr Lamont explained that he was the current Chair of 

the Cambridge East REC and was in attendance to observe the CAG to gain a better understanding of the 

Group’s business.   

 

Declarations of Interest 

 

18/CAG/0070 (Agenda Item 4.b) – Professor Jennifer Kurinczuk explained that this application had been 

submitted by the University of Oxford, her employing institution. She confirmed that the application did not 

originate from her Department and she did not have any knowledge of the proposal. The Group 

acknowledged that the information and agreed this should be recorded for transparency; however, 

confirmed that this did not constitute a true declaration of interest. No further action was required.  

 

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 and Social Care (SofS) agreed 
with the advice provided by the CAG in relation to the 22 February 2018 meeting applications.   
 
HRA Approval Decisions 
 
The HRA agreed with the advice provided by the CAG in relation to the 22 February 2018 meeting 

applications. 

  
3. RESUBMITTED APPLICATIONS  

 

a. 18/CAG/0072 (Previously 18/CAG/0039) – Getting it Right First Time 

  

Context 
 
Purpose of Application 
 
This application from NHS Improvement set out the purpose of service evaluation to determine the specific 
causes of medical negligence claims with surgical specialities through detailed case analysis.  The 
programme aims to identify poor practice and influence national guidance to address to reduce the number 
of claims and improve patient care and experience of the NHS.  
  
The purpose of the Getting It Right First Time (GIRFT) programme is to determine specific causes of 
clinical negligence claims against all NHS services from both medical and surgical specialities as well as all 
areas in which NHS Resolution receive claims in order to improve patient care. The GIRFT programme will 
also monitor the volume and cost of these claims to drive service improvements. The previous approved 
programme had looked solely at surgical specialities.  
 
The updated GIRFT programme would like to access specific litigation data held by NHS Resolution on its 
claims management system. This reflects the Secretary of State for Health and Social Care extending the 
remit of the programme, as part of the Lord Carter recommendations, to include over 34 specialities, both 
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medical and surgical, and the role that both NHS Improvement GIRFT and Model Hospital teams are to 
play in order to help NHS Resolution and NHS trusts learn from claims. 
 
A recommendation for class 5 and 6 support was requested to cover activities as described in the 
application.  
 
Confidential Patient Information Requested 
 
Cohort 
 

 All individuals who have notified NHS Resolution of an intention to make a claim against an NHS Trust 
since 01/01/2003 to 31/12/2020.  

 An accurate sample size cannot be estimated from the outset of the project; however, it is stated that 
57,761 claims have been made in the last five years alone. 

  
The following items of data will be released from NHS Resolution to NHS Improvement: 
 

 Patient age at incident, 

 NHS Resolution Claim Reference and Claim ID, 

 Sex,  

 Description of medical negligence claim including dates of incident, date of case creation (notification), 
case status and outcome, damages paid, case costs, causes and injury sustained.  

 
Confidentiality Advisory Group Advice 
 
This application was a resubmission of application 18/CAG/0039, originally considered at the CAG meeting 
held on 22 February 2018. The CAG deferred making a recommendation against the project at this meeting 
pending further information from the applicants. A written response to the request for further information 
was provided to support this revised submission.  
 
Public Interest 
 
The CAG had been assured during its initial consideration of the application that the proposed activity 
defined a medical purpose, as it described a service evaluation aimed at improving the provision of care 
through the management of health and social care services, which was within the public interest, so no 
further consideration was necessary in this area. 
 
Remit of the CAG – Scope of Support 
 
Further clarification had been requested to explain how the data which would be released to facilitate the 
project was defined as confidential patient information to ensure that it was within the remit of the CAG to 
provide a recommendation of support under the Regulations to legitimise the data processing.  
 
The applicants confirmed that the data which would be released by NHS Resolution would fall within the 
definition of patient information, as set out in Section 251 (10) of the NHS Act 2006, as the data was 
generated in circumstances which would lead to a duty of confidence and would also contain information 
around the health, diagnosis, care or treatment of an individual. It was acknowledged that the data which 
would be released by NHS Resolution to facilitate the project did not include any direct patient identifiers; 
however, the applicants explained that due to the granularity of the data which would be provided, together 
with the descriptive information released in the supporting free text field, this data would fall within the 
definition of confidential patient information as set out in Section (11) of the NHS Act 2006, as this data 
source was so rich, an individual patient may become identifiable.  
 
It was confirmed that NHS Resolution would only release a specific extract from the overall claim file to NHS 
Improvement for the purposes of the proposal. The applicants confirmed the data field headings which 
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would be released to provide clarity around the granularity of the data which was required to facilitate the 
application activity.   
 
The Group agreed that the additional information had provided a clearer overview of the data required to 
facilitate the proposal. Members accepted the rationale provided by the applicants to support how the 
dataset to be released by NHS Resolution fell within the definition of confidential patient information and 
agreed that the proposed activity fell within scope of the remit which the CAG can advise around, as defined 
in Section 251 of the NHS Act 2006 and its Regulations.  
 
Members considered the requested data fields. It was stated that the age of the patient at the time of the 
incident would be supplied for analysis. Confirmation was required that this would be supplied in years only, 
as it was acknowledged that a more granular format, such as in number of days as an example, would 
enable the patient’s date of birth to be calculated. Clarification around this point was required from the 
applicant.  
 
The Group acknowledged that the free text field within this dataset was particularly sensitive, as this would 
include a narrative of the incident which gave rise to the claim. The applicants had stated that field may 
include information in relation to the patient and third parties. It was reiterated that the remit of the CAG 
extended to confidential patient information only and any recommendation of support which was given 
under the Regulations would not legitimise the disclosure if information in relation to third parties. 
Clarification would be required around this element either to confirm that there would be no information in 
relation to third parties included within the data extract, or to provide confirmation that an alternative legal 
basis has been established to support the disclosure of this information.  
 
Data Transfer and Access  
 
The applicants clarified that the extracts from the litigation files would be transferred through an encrypted 
secure file transfer platform which was hosted by NHS Resolution, where authorised individuals at NHS 
Improvement were able to access the data for the purposes of this project only. The data would be 
downloaded by IT staff within NHS Improvement on to a local strategic information platform, controlled by 
an Access Control Policy. It was confirmed that only approved staff, including members of the GIRFT 
analytics and clinical teams and NHS Improvement IT and analytics teams, were able to access this data. 
Access would be managed by the GIRFT Information Governance Team.  
 
The Group was assured by the additional information provided around the data transfer and access 
arrangements for the project and no further issues were raised in this area.  
 
Cohort 
 
The CAG received the additional information provided around the inclusion dates for the cohort, which 
would run from 01 January 2003 to 31 December 2020 and raised no further issues in this area.  
 
Data Controllership Arrangements 
 
Confirmation was provided that the NHS Trust Development Authority and Monitor were acting as joint data 
controllers for the application activity. The CAG received the clarification and raised no further issues in this 
area.  
 
Patient and Public Involvement and Engagement 
 
Meaningful engagement with patients, service users and the public is considered to be an important factor 
for the CAG in terms of contributing to public interest considerations as to whether an unconsented activity 
should go ahead. In response to the request for further information, the applicants expressed a view that 
patient and public engagement and involvement activity was something which would be traditionally built 
into a research proposal and didn’t appear to be relevant to the proposed activity. Links were provided to 
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recommendations given by the Public Accounts Committee as a reference of public opinion towards this 
work.  
 
The CAG expressed regret that the recommendations which had been provided in this area as part of the 
previous review had not been progressed. Whilst it was acknowledged from the response that the 
applicants intended to continue their work with the Patients Association, it had not been clarified whether 
this activity would involve interaction with a wider audience than the President and CEO of the 
organisation. The Group noted that the applicants had a further meeting planned with the Patients 
Association; however, the nature of this was unclear.   
 
Members were supportive of this important project proceeding; however, it was agreed that further work 
was required in this area before any recommendation of support could come into effect for the activity. The 
sensitivity of the subject area was recognised; however, it was commented that this strengthened the 
importance of undertaking meaningful engagement with patients and the public around the programme to 
ensure there was appropriate support for the activity proceeding.  
 
The Group agreed that evidence of planned interaction around the project with a relevant patient or public 
group would be required prior to support coming into effect. It was strongly recommended that contact be 
made with the previously referenced ‘Action against Medical Accidents’ charity to support this work. The 
applicants would also be asked to provide an overview of planned activity in this area to be undertaken as 
the project proceeded. If the responses given were negative, the CAG would take this into account when 
considering whether support can be recommended for the application activity.  
 
Patient Notification and Dissent 
 
It is a general principle of the CAG, when recommending support, for reasonable measures to be taken to 
inform the relevant population of the activity and to provide a right and mechanism to respect objection, 
where appropriate.  This is known as patient notification. This is separate to the local obligation to comply 
with the principles of the Data Protection Act 1998.  
 
The applicants provided a draft of project-specific website text, together with a copy of NHS Improvement’s 
generic privacy notice for consideration by the CAG. It was confirmed that both NHS Resolution and NHS 
Improvement would be placing the project-specific text on their websites. The applicants further stated that 
they did not believe a patient opt-out mechanism should be facilitated for this programme. The rationale 
provided to support this request explained that, by allowing even one patient to opt-out of the programme, 
had the potential to cause serious harm to other patients.  
 
Members recognised that the facilitation of a patient notification mechanism for this project was difficult due 
to the geography covered by the programme together with the retrospective nature of the claims being 
analysed. It was agreed that the proposed communications plan for the programme was sufficient; 
however, it was recommended that the applicants discuss this as part of the patient and public engagement 
activity, to seek feedback around how this strategy could be improved in order to raise the profile of the 
activity.  
 
The Group was not assured by the rationale provided by the applicants to support the request to waive the 
patient’s right to object to the use of their data. The applicants could not provide a definitive number in 
terms of claims which would be reviewed over the duration of the programme; however, it was noted that 
56,761 claims had been made over a five year period alone. The CAG was unclear how or why when 
considering such a large sample size, enabling even one opt-out would require the whole project to start 
again. It was suggested that this particular patient population were likely to be invested in making 
improvements to the care provided by the NHS and as such, it was likely that they would be supportive of 
the use of their data to facilitate this; however, this should be optional. Members noted that patients had the 
right object to the use of their data and it was agreed that a dissenting mechanism should be built into the 
programme to enable patients to opt-out of the use of their data for these purposes. Further information 
was required from the applicants to explain how this mechanism would be operated and how any patient 
objections would be respected.  
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Security Assurance 
 
It is the policy position of the Department of Health that all approved applications seeking support under 
these Regulations must evidence satisfactory Information Governance toolkit compliance. It was noted that 
a self-assessed score for Monitor (Organisation Code: 8HJ98, encompassing NHS Improvement) had been 
published in respect of version 14.1 (2017/18) of the toolkit; however, these self-assessments had not yet 
been reviewed by NHS Digital.  In order to complete this element, the CAG must receive confirmation of 
satisfactory security arrangements directly from NHS Digital, or via population of the ‘reviewed grade’ field 
on the IGT website. This would need to be addressed by the applicant. 
 
Confidentiality Advisory Group Advice Conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have been met, however, 
further information was required and therefore advised recommending provisional support to the Secretary 
of State for Health and Social Care, subject to satisfactory responses to the request for clarification and 
compliance with the specific and standard conditions of support as set out below.  
 
Request for Further Information (Summary)  
 
1. Confirm that the ‘Patient’s Age at Incident’ field would be provided in years or months only. 
2. Confirm that the data extracts provided by NHS Resolution would not include any information in relation 

to third parties. Alternatively, provide clarification of the alternative legal basis under which the data 
relating to third parties would be disclosed.  

3. Patient and Public Involvement and Engagement – further work is required in this area to address the 
following points: 
a. An overview of planned involvement and engagement activity with an appropriate group of patients 

and the public to discuss the programme and the use of patient data, should be provided to explain 
how work would continue in this area as the programme proceeded, 

b. Provide further clarification around the engagement with the Patient’s Association, to clarify whether 
there is wider involvement outside of the executive team, 

c. Activity in this area should include discussions around how the communication strategy for the 
project can be strengthened in order to raise the profile of this activity, 

d. It is recommended that appropriate charities are approached about the programme – feedback 
should be provided around this element, 

e. If the responses given were negative, the CAG would take this into account when considering 
whether support can be recommended for the activity. 

4. Provide an overview of how and by whom a mechanism to respect patient objection to the use of their 
data would be operated for the project. Provide copies of any revised or supplementary documents 
which support this for information.  

 
Once received, the information will be reviewed by a sub-committee of members in the first instance and a 
recommendation and decision issued as soon as possible. At this stage it may be necessary to request 
further information or refer to the next available CAG meeting. If the response is satisfactory, the SofS will 
confirm approval.  
 
Specific Conditions of Support (Provisional) 
 
1. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission. (Pending – confirmation of NHS Digital’s reviewed grade on 
Version 14.1, 2017/18 for NHS Improvement).  
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4. NEW APPLICATIONS – Research 

 

a. 18/CAG/0066 – UK Childhood Cancer Study Version 2 

 

Context 
 
Purpose of Application 
 
This application from the University of York set out the purpose of medical research to undertake follow-up 
of patients who were previously enrolled in the UK Childhood Cancer Study (UKCCS), which recruited 
childhood cancer patients and matched controls between 1991 and 1996. The UKCCS was established 
with the primary aim of investigating the potential causes of cancer diagnosed before 15 years of age, in 
England, Scotland and Wales.  
 
The UKCCS has a case-control design: each child diagnosed with cancer (n=4430) during the study period 
(1991-1996) was matched on sex, date of birth (month and year), and area of residence (Family Health 
Service Authority in England & Wales, and Health Board in Scotland) to two children of the same age who 
did not have cancer. 
 
The proposed study aims to continue the longitudinal follow-up of the established cohorts via linkage with 
hospital episode statistics, cancer registrations and mortality information, to be undertaken by both NHS 
Digital and NWIS.  
 
A recommendation for class 1, 4, 5 and 6 support was requested to cover activities as described within the 
application.  
 
Confidential Patient Information Requested 
 
Cohort 
 
English and Welsh patients previously enrolled within the UK Childhood Cancer Study (UKCCS). The 
cohort comprised of 4,430 cases of childhood cancer and 9,758 matched controls. It is estimated that 3934 
cases and 8641 controls were resident in England and Wales.   
 
The following items of confidential patient information are required for the purposes as described:  
 

 NHS number (Old-Style only) – linkage,  

 Date of birth – linkage/validation and analysis,  

 Gender – linkage/validation and analysis. 

 Date of death – analysis, 

 Cause of death – analysis, 

 Ethnicity – analysis.  
  
Wider clinical information will also be returned following the data linkage for analysis, including cancer site, 
type and behaviour and date of diagnosis. 
 
Confidentiality Advisory Group Advice 
 
Public Interest 
 
The CAG was assured that the application defined an appropriate medical purpose, which was medical 
research. Members agreed that there was a strong public interest in the continued longitudinal follow-up of 
the established cohort of childhood cancer patients and matched control cohort.  
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History of the UK Childhood Cancer Study  
 
It was acknowledged that the UKCCS was a longitudinal study, which established its patient and control 
cohorts in the early 1990s, with the majority of patients being included via parental consent. The project 
had received a recommendation of support from the Ethics and Confidentiality Committee under reference 
ECC 5-02(FT5)/2009, to receive HES, cancer and death registration information on a small sub-cohort of 
patients, who were not consented in the project. This revised submission had been made following a 
request from the Confidentiality Advice Team in 2015 – the applicants were advised that, due to changes in 
the application submission and review process, a revised application was required via the IRAS system as 
the proposal covered research purposes. This requirement was attached as an additional condition of 
support to the 2015 annual review outcome.  
 
The applicants clarified that the resubmission was delayed following the publication of the Partridge Report, 
which reviewed data releases and resulted in difficulties in obtaining data from NHS Digital. The applicants 
decided to delay the refreshed submission of the application to ensure procedures and processes were in 
place to facilitate the timely release of data.  
 
The CAG was content with the rationale which supported the delayed submission; however, it was 
acknowledged that the applicants had not kept up to date with the submission of annual reviews on the 
existing application during this time period. The applicants were reminded that submission of an annual 
review was a standard condition of support for all applications which receive a recommendation of support 
under the Regulations.  
 
Extension to the Scope of Support  
 
The refreshed application included a request to extend the scope of support which was provided under the 
Regulations. This application sought support to link the complete UKCCS cohort of patients, rather than the 
sub-cohort of patients who were not consented into the study. Details were provided around the historic 
consent which was taken from the parents of children included within the study for information purposes. 
The CAG considered this information and agreed that this historic consent was no longer valid for the 
purposes of the study. The Group was content to provide a recommendation of support to the whole 
UKCCS cohort of patients within England and Wales. 
 
It was recognised that the UKCCS had also recruited within Scotland; however, the remit of the CAG 
extended to England and Wales only. The applicants had confirmed in advance of the meeting that an 
application had been submitted to the Patient Benefit and Privacy Panel to facilitate the required data 
processing for the Scottish cohort of patients.  
 
The applicants also sought to extend the scope of the HES-linkage beyond the inpatient-HES dataset. It 
was proposed that linkage would be extended to include HES-Outpatients; HES-Admitted Patient Care; 
HES-Accident and Emergency and the Welsh Demographics Service, to enable the equivalent linkage to 
be undertaken by NWIS in Wales to provide information from the Patient Episodes Dataset Wales (PEDW). 
Members recognised that the wider follow-up information would provide further insight into this unique 
study cohort and were content to provide a recommendation of support to this linkage. 
 
The applicants had advised that the UKCCS cohort would be linked with cancer registration information; 
however, the application did not reference any linkage via Public Health England, who maintained the 
National Cancer Registration and Analysis Service (NCRAS). The applicants would be required to confirm 
whether it is intended that the study cohort will be linked with the NCRAS dataset and provide clarification 
around whether PHE had been approached to confirm agreement in principle to the proposed linkage. 
Specific confirmation was required that the proposed linkage could be achieved using the old-style NHS 
number.  
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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 assured that it was not feasible to approach all patients who were included within the 
original UKCCS study for revised consent for the additional linkages proposed in the refreshed submission.  
 
• Use of anonymised/pseudonymised data 
 
Members recognised that the proposed linkage could only be achieved by processing confidential patient 
information. No issues were raised in this area.  
 
Justification of Identifiers 
 
The CAG recognised that the identifiers retained by the applicants in relation to the patient cohort were 
already limited to the minimum required to facilitate the proposed linkage and raised no queries in this area.  
 
Data Flows 
 
Members agreed that the supporting dataflow chart provided a clear overview the organisation’s involved 
and the flow of data with the study. NHS England was named on the flow diagram and it was unclear what 
involvement this organisation had in the project. Members agreed that clarification was required around this 
point.  
 
Exit Strategy 
 
It is generally a principle that steps should be taken to move away from this potential support; such as 
through the seeking of consent or removing identifiable information once completed. The refreshed 
proposal intended to follow-up the cohort for a further 20 years; however, the applicants had provided an 
overview of planned exit strategy from the requirement for support for the duration of this follow-up period. 
It was proposed that over the course of the next five years, the applicants would be able to delete the 
confidential patient information which was currently held when flagging had been established and 
maintained at the relevant third party organisations which were facilitating linkage.  
 
The CAG considered this proposed exit strategy from the requirement for support under the Regulations. 
Concerns were expressed by Members in relation to this proposed strategy at it relied on the security and 
continuity of external organisations to maintain the link to patients identity. The value of this unique cohort 
was recognised and it was commented that the applicants should futureproof the ability to link the cohort 
with any wider datasets which may become necessary. The Group was content to provide a 
recommendation of support under the Regulations to facilitate the ongoing retention of patient identifiers to 
facilitate future linkage.  
 
Patient and Public Involvement and Engagement 
 
Meaningful engagement with patients, service users and the public is considered to be an important factor 
for the CAG in terms of contributing to public interest considerations as to whether an unconsented activity 
should go ahead. 
 
Members acknowledged the detailed overview provided by the applicants in relation to the work which was 
planned in this area. Whilst it was noted that, to date, work had been limited, the applicants had provided a 
robust plan moving forwards. The Group agreed that activity should progress in this area in line with the 
proposal and a report would be required at the time of annual review, detailing what had been achieved. It 
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was suggested that the applicants could use this activity to inform the plan for dissemination of research 
findings. If the responses given were negative, the CAG would take this into account when considering 
whether support should continue, or whether further actions are necessary. 
 
Patient Notification and Dissent 
 
It is a general principle of the CAG, when recommending support, for reasonable measures to be taken to 
inform the relevant population of the activity and to provide a right and mechanism to respect objection, 
where appropriate.  This is known as patient notification. This is separate to the local obligation to comply 
with the principles of the Data Protection Act 1998.  
 
The Group acknowledged that the document which had provided was very much in its initial draft phase; 
however, it was agreed that considerable revision was required to make the document fit for purpose. It 
was commented that whilst the remit of the CAG extended to England and Wales only, the patient 
notification materials would need to cover the whole project scope and include the Scottish cohort. Revised 
materials were required in this area and it was recommended that engagement activity with patients and 
the public be undertaken to ensure the documentation was accessible to a wide audience. It was also 
recommended that views be sought around the communications strategy for the project. Sight of a revised 
text would be required prior to any recommendation coming into effect; however, Members agreed the 
additional work to be undertaken with patients and members of the public could proceed with the study, 
with feedback and revised materials being provided at annual review. 
 
The applicants had stated that, as the items of confidential patient information which they retained for the 
study were limited to an old-style NHS Number and date of birth, they were unable to operate an objection 
mechanism for the project. Patients would be advised to register a Type-2 objection to ensure their data 
was not shared with the research team. Members were not supportive of this proposal as by registering a 
Type 2 objection, the patient would be opted out all secondary use of their data, when they may only have 
had an objection to its use in the study. It was recognised that the data retained by the applicants was 
sufficient to enable linkage with existing records by NHS Digital and NWIS. It was suggested that the 
organisations which were undertaking linkage for the project were likely to be able to operate a checking 
service since they would be able to use the identity of any individual wishing to opt out and link it to the 
cohort specific ID number. Returning this ID number to the researchers would enable the relevant individual 
to be removed from the database thereby enabling that individual to opt-out from the use of their data for 
the study purposes. The applicants would be asked to explore this further and provide details of how a 
project-specific dissenting mechanism could be operated without needing to resort to using Type 2 opt 
outs. Clarification would be required around this point prior to any recommendation of support coming into 
effect. 
 
Security Assurance 
It is the policy position of the Department of Health that all approved applications seeking support under 
these Regulations must evidence satisfactory Information Governance toolkit compliance. It was noted that 
a self-assessed scores for University of York, Department of Health Sciences and NHS Digital had been 
published in respect of version 14.1 (2017/18) of the toolkit; however, these self-assessments had not yet 
been reviewed by NHS Digital.  In order to complete this element, the CAG must receive confirmation of 
satisfactory security arrangements directly from NHS Digital, or via population of the ‘reviewed grade’ field 
on the IGT website. This would need to be addressed by the applicant. 
 
Confirmation would need to be provided by NWIS that the proposed linkage was covered by a Caldicott 
Principles into Practice Assurance Report.  
 
Research Ethics Committee Favourable Opinion 
 
It is a requirement under the Health Service (Control of Patient Information) Regulations 2002 that those 
processing confidential patient information without consent can do so once approved by the Health 
Research Authority (following advice from the CAG), and providing a favourable ethical opinion is in place. 
Evidence of the ethical opinion is required before any support can come into effect. 
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Confidentiality Advisory Group Advice Conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have been met, however, 
further information would be required and therefore advised recommending provisional support to the 
Health Research Authority, subject to satisfactory responses to the request for clarification and compliance 
with the specific and standard conditions of support as set out below.  
 
Request for Further Information (Summary) 
 
1. Clarify whether cancer registration information will be obtained via linkage with the National Cancer 

Registration and Analysis Service (NCRAS) maintained by Public Health England. If so, confirm that 
PHE have provided agreement in principle to the linkage via old-style NHS number and provide a 
revised data flow chart to include this data flow. 

2. Clarify what involvement NHS England has in the project. 
3. Provide confirmation that the items of confidential patient information held will be retained in order to 

futureproof the project in order to facilitate linkage with wider NHS datasets. 
4. Patient Notifications and Dissent – further work is required in this area to address the following points:  

a. A project-specific dissenting mechanism should be established – an overview should be provided 
around how the objection mechanism would work to ensure than any patient dissent is respected, 

b. The draft website text should be revised to ensure this is accessible to a wide patient audience, 
includes a clear overview of the full project and includes details of how a patient can raise an 
objection to the use of their data within the project.  

 
Once received, the information will be reviewed by a sub-committee of members in the first instance and a 
recommendation and decision issued as soon as possible. At this stage it may be necessary to request 
further information or refer to the next available CAG meeting. If the response is satisfactory, the HRA will 
confirm approval.  
 
Specific Conditions of Support (Provisional) 
 
1. Support extends to England and Wales only.  
2. Support is extended to the complete cohort of patients and controls recruited to the UKCCS within 

England and Wales.  
3. Patient and Public Involvement and Engagement activity – work in this area should proceed as per the 

overview provided within the application. 
a. An overview the activity undertaken together with any feedback from patients should be provided at 

the time of annual review, 
b. The patient notification materials and communications strategy should be discussed as part of this 

work to see if further improvements can be made,  
c. The dissemination of research findings should be discussed in order to improve the mechanism to 

share results,  
d. If the responses given were negative, the CAG would take this into account when considering 

whether support should continue, or whether further actions are necessary. 
4. Favourable opinion from a Research Ethics Committee (Pending).  
5. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission (Pending – Version 14.1, 2017/18 assurance pending for 
University of York, Department of Health Sciences and NHS Digital).  

6. Confirmation from the Head of Information Governance at NHS Wales Informatics Services of suitable 
security arrangements in respect of Welsh data processing via Caldicott Principles into Practice 
Assurance Report (Pending). 
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b. 18/CAG/0070 – Renal Replacement Anticoagulant Management 

 

Context 
 
Purpose of Application 
 
This application from the Intensive Care National Audit & Research Centre (ICNARC) set out the purpose 
of medical research which aims to study the effects of two anticoagulants, heparin and citrate, on patients 
who are undergoing continuous renal replacement therapy (CRRT). CRRT is often used in intensive care 
units when a patient is suffering from an acute kidney injury which prevents their kidneys working properly. 
CRRT is a machine which takes over the kidney functions until the patient’s own kidneys recover.  
Traditionally heparin is added to the patient’s blood as it enters the CRRT machine to prevent it from 
clotting. Recently, citrate anticoagulation is being used as it may be more controllable and cheaper. Both 
heparin and citrate anticoagulation therapies are associated with different risks for the patients and it is 
currently unknown whether either form of anticoagulation is more effective.  
 
Detailed electronic health records are available for all patients admitted to UK ICUs. The applicants will use 
these records to identify adult patients treated in 184 non-specialist adult ICUs in England that needed at 
least one day of CRRT between 01/04/2009 and 31/03/2017. By surveying these ICUs to see which have 
swapped to citrate anticoagulation and when this changeover occurred, the applicants will examine the 
effects of changing from heparin to citrate on patients’ well-being.  
 
Confidential patient information will be released by ICNARC and the UK Renal Registry to NHS Digital to 
facilitate linkage with HES and ONS datasets. Linked records will be returned to the applicants in a 
pseudonymised format by study ID for analysis.  
 
The applicants will look at patients' survival, degree of sickness and how fast they recover. Analysis will 
also be undertaken to measure the cost of the two types of anticoagulation so we can assess the 
cost/benefit trade-off for both types of anticoagulation. 
 
The ICNARC Case Mix Programme operates with support under the Regulations under reference: PIAG 2-
10(f)/2005.  
 
A recommendation for class 2, 4 and 6 support was requested to cover activities as described in the 
application.  
 
Confidential Patient Information Requested 
 
Cohort 
 
All patients aged 16 and over, admitted to an adult or general ICU in England and Wales, which 
participates in the ICNARC case mix programme, between 01/04/2009 and 31/03/2017. Patients would 
have been in receipt of CRRT for at least one calendar day during the ICU stay. It is estimated that 85,000 
patients would be included within the project. 
 
The following items of confidential patient information are requested for the purposes described:  
 

 NHS number – linkage,  

 Date of birth – linkage and analysis, 

 Date of death – linkage and analysis,   

 Postcode – linkage and converted to LSOA for analysis, 

 Gender – analysis,  

 Ethnicity – analysis. 
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Confidentiality Advisory Group Advice 
 
Public Interest 
 
The CAG was assured that the application defined an appropriate medical purpose, through medical 
research. It was recognised that there was a strong public interest in understanding which of the two 
anticoagulation therapies provided better outcomes and value for money.   
 
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 applicants stated that consent was not feasible for the proposal due to the size of the cohort to be 
included. It was also noted that the ICNARC database did not include sufficient patient identifiers to 
facilitate contact for consent, so a wider disclosure would be required to facilitate this. Members were 
satisfied that consent was not a feasible practicable alternative.  
 
• Use of anonymised/pseudonymised data 
 
Processing of confidential patient information was required in order to facilitate linkage between the various 
datasets within the study, which would not otherwise be achieved.  
 
Justification of Identifiers 
 
The Group was assured that the items of confidential patient information requested were appropriate and 
proportionate to the proposed activity. No further issues were raised in this area.  
 
Data Sources 
 
The applicants had stated that the study would include all patients within England and Wales which met the 
cohort inclusion criteria. Members noted that the Patient Episodes Database Wales (PEDW), which holds 
the equivalent HES data for Welsh patients, maintained by NHS Wales Informatics Service, had not been 
included as a data source within the project. Clarification was required from the applicants around the 
inclusion of Welsh patients and the data linkage required for this sub-cohort.  
 
Exit Strategy 
 
It is generally a principle that steps should be taken to move away from this potential support; such as 
through the seeking of consent or removing identifiable information once completed. It was acknowledged 
that confidential patient information was only required to facilitate linkage – the applicants would be 
undertaking analysis on a pseudonymised dataset.  
 
Patient and Public Involvement and Engagement 
 
Meaningful engagement with patients, service users and the public is considered to be an important factor 
for the CAG in terms of contributing to public interest considerations as to whether an unconsented activity 
should go ahead. The Group commented that the activity which had been undertaken in this area to date 
was limited; however, it was noted that there was a patient representative and charity involvement in the 
project oversight board. No further issues were raised in this area.  
 
Patient Notification and Dissent 
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It is a general principle of the CAG, when recommending support, for reasonable measures to be taken to 
inform the relevant population of the activity and to provide a right and mechanism to respect objection, 
where appropriate.  This is known as patient notification. This is separate to the local obligation to comply 
with the principles of the Data Protection Act 1998.  
 
Members agreed that the language which had been used in the notification material was quite complex and 
would benefit from revision with input from patient and public representatives, to ensure the information 
was accessible to a wide audience.  
 
The applicants had stated that the information materials would be displayed on the ICNARC website; 
however, the Group recommended that this information was also displayed on the UKRR website. It was 
acknowledged that the applicants had established links with a charity group and it was queried whether the 
information materials could also be displayed on this website, in order to raise the profile of the activity 
more widely. It was further suggested that the engagement activity with patients and the public could inform 
a wider communications strategy for the project. It was agreed that further information was required in this 
area.   
 
The dissenting mechanism described in the documentation advised patients to contact their healthcare 
team in order to raise an objection to the use of their data for the study. It was commented that, due to the 
retrospective nature of the patient cohort to be included within the study, patients may no longer remember 
who it is they need to contact to exercise their right to objection. It was queried whether a contact number 
could be provided to assist patients by providing guidance and signposting to the relevant teams if they did 
wish to dissent. Members also agreed that information in relation to dissent could be made more prominent 
within the documentation.  
 
The applicants had also provided copies of the patient notification materials which supported the ICNARC 
Case Mix Programme for information purposes. It was noted that neither the poster nor the leaflet directed 
interested readers to the ICNARC website for further information. It was recommended that the 
documentation be updated to provide this link.  
 
Research Ethics Committee Favourable Opinion 
 
It is a requirement under the Health Service (Control of Patient Information) Regulations 2002 that those 
processing confidential patient information without consent can do so once approved by the Health 
Research Authority (following advice from the CAG), and providing a favourable ethical opinion is in place. 
Confirmation of the favourable ethical opinion was required prior to any recommendation of support coming 
into effect for the project.  
 
Confidentiality Advisory Group Advice Conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have been met, however, 
further information would be required and therefore advised recommending provisional support to the 
Health Research Authority, subject to satisfactory responses to the request for clarification and compliance 
with the specific and standard conditions of support as set out below.  
 
Request for Further Information (Summary) 
 
1. Clarify whether Welsh patients would be included within the project. If so, confirm whether linkage was 

also intended with the PEDW dataset, maintained by NWIS, to follow up this sub-cohort of patients. 
Confirmation would be required that NWIS had provided agreement in principle to the linkage. 

2. Patient Notifications and Dissent – further work is required in this area to address the following points: 
a. The proposed website text should be revised, with input from patient and public representatives, to 

ensure the language is accessible to a wide audience,  
b. Additional contact details should be provided as part of the dissenting mechanism in order to 

provide patients with additional information, should they no longer be able to recall who had 
provided their historic care,  
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c. The information around dissent should also be made more prominent within the document,  
d. Information should also be displayed on the websites of the UK Renal Registry and associated 

charity to raise the profile of the study, 
e. Patient and public representatives should be approached to discuss a wider communications 

strategy for the project – feedback should be provided on any additional suggestions agreed to 
widen the publicity of the project.   

 
The following point is a recommendation only and adherence to this point does not impact the 
recommendation on this proposal.  
 
1. It is recommended that the patient information materials for the ICNARC Case Mix Programme are 

updated to direct interested patients to the website for further information.  
 
Once received, the information will be reviewed by a sub-committee of members Chair in the first instance 
and a recommendation and decision issued as soon as possible. At this stage it may be necessary to 
request further information or refer to the next available CAG meeting. If the response is satisfactory, the 
HRA will confirm approval.  
 
Specific Conditions of Support (Provisional)  
 
1. Favourable opinion from a Research Ethics Committee (Pending).  
2. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission (Pending – assurance against Version 14.1, 2017/18, is 
required for ICNARC and NHS Digital).   

 

 

c. 18/CAG/0071 – Avoiding Cardiac Toxicity in Lung Cancer Patients 

 

Context 
 
Purpose of Application 
 
This application from Leeds Teaching Hospitals NHS Foundation Trust set out the purpose of medical 
research which aims to understand the link between the dose of radiotherapy treatment given treat patients 
with lung cancer and potential damage caused to surrounding organs, including the heart, which is caused 
by the radiation therapy. The proposed trial will use retrospectively collected radiotherapy data from the 
Leeds Teaching Hospitals NHS Foundation Trust and the Christie NHS Trust, in Manchester, to investigate 
this.  
 
The overall project comprises of seven work packages, of which this application concerns work packages 
one and two. The hypothesis of this study is that by sparing radiation sensitive cardiac sub-structures, 
survival in lung cancer patients after radiotherapy can be improved by at least 10% at one year. The 
applicants explain that the two work packages included in this application are not designed to answer this 
question, but will contribute to a body of evidence linking radiation heart dose and survival of lung cancer 
patients.  
 
Patients will be identified from electronic radiotherapy records held at each institution by members of the 
clinical care team. Confidential patient information will be disclosed to Public Health England in order to 
linkage with the National Cancer Registration and Analysis (NCRAS) dataset.  
 
A recommendation for class 1, 4, 5 and 6 support was requested to cover activities as described in the 
application.  
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Confidential Patient Information Requested 
 
Cohort  
 
Patients who received curative intent radiotherapy in the Leeds Teaching Hospitals NHS Foundation Trust 
and the Christie NHS Trust for lung cancer, between 01/01/2010 and 30/12/2016. There is a proposed 
sample of 2,050 patients.  
 
The following items of confidential patient information will be used for the purposes described: 
 

 NHS Number – linkage, 

 Date of birth – linkage and analysis (used to calculate age at diagnosis), 

 Sex – linkage, 

 Ethnicity – analysis.  
 
Confidentiality Advisory Group Advice 
 
Public Interest 
 
The CAG was assured the application described an appropriate medical purpose, which was medical 
research. Members agreed that there was a public interest in the activity proceeding as it would help 
establish a link between radiation therapy and damage to the surrounding organs, including the heart. It 
was recognised that there was a wider work programme for this project and this current proposal would 
form part of the evidence base to inform the future work packages.  
 
Practicable Alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient identifiable data without 
consent existed, taking into account the cost and technology available in line with Section 251 (4) of the 
NHS Act 2006. 
 
• Feasibility of consent 
 
The CAG was assured that consent was not feasible due to the retrospective nature of the cohort to be 
included in the project, as patients may have died or no longer be in oncological follow-up care.  
 
• Use of anonymised/pseudonymised data 
 
Processing of confidential patient information was required to facilitate linkage with the NCRAS database 
maintained by Public Health England, which could not be otherwise achieved. No further issues were 
raised in this area.  
 
Justification of Identifiers 
 
The Group agreed that the patient identifiers requested were appropriate and proportionate to facilitate the 
proposed linkage.  
 
Exit Strategy 
 
It is generally a principle that steps should be taken to move away from this potential support; such as 
through the seeking of consent or removing identifiable information once completed. The applicants 
confirmed that following linkage, the dataset would be pseudonymised in line with the ICO Code of Practice 
on Anonymisation prior to analysis. Support under the Regulations was requested for a period of two years 
to facilitate this activity. Whilst Members were clear that a pseudonymised dataset would be generated for 
analysis, clarification was required around how the applicants would retain the source data from which this 
analysis dataset would be generated and whether this would be anonymised.  
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Patient and Public Involvement and Engagement 
 
Meaningful engagement with patients, service users and the public is considered to be an important factor 
for the CAG in terms of contributing to public interest considerations as to whether an unconsented activity 
should go ahead.  
 
The applicants had not undertaken any activities to date in this area in order to test the acceptability of 
using confidential patient information for the purposes of the application activity without consent. It was 
suggested within the application that patient and public involvement and engagement activity may be 
carried out as part of the wider programme.  
 
Members agreed that activity was required in this area to seek the opinions of a relevant patient group 
around the proposed use of confidential patient information without consent, in order to support the public 
interest in the activity proceeding. It was queried whether, if channels for patient and public involvement 
and engagement had been established as part of the wider programme, the applicants could utilise this 
network to explore the relevant issues here. Feedback would be required prior to any recommendation of 
support coming into effect. If the responses given were negative, the CAG would take this into account 
when considering whether support can be recommended, or whether further actions are necessary. 
 
Patient Notification and Dissent 
 
It is a general principle of the CAG, when recommending support, for reasonable measures to be taken to 
inform the relevant population of the activity and to provide a right and mechanism to respect objection, 
where appropriate.  This is known as patient notification. This is separate to the local obligation to comply 
with the principles of the Data Protection Act 1998.  
 
The applicants had not established a patient notification and dissenting mechanism for the project. 
Members commented that whilst the project involved a retrospective cohort, a communications strategy 
was still required in order to raise the profile of the activity. Further work was required from the applicant in 
this area in order to establish a communications strategy to inform patients and the public of the activity and 
its purpose. Copies of any documentation would be required for review. Details should also be included to 
explain how a patient can object to the use of their data. An overview of how the dissenting mechanism 
would be managed was also required to ensure any patient dissent was respected. The Group suggested 
that this requirement could be discussed as part of the engagement activity with patients and the public.  
 
Security Assurance 
It is the policy position of the Department of Health that all approved applications seeking support under 
these Regulations must evidence satisfactory Information Governance toolkit compliance. It was noted that 
a self-assessed scores for Public Health England had been published in respect of version 14.1 (2017/18) 
of the toolkit; however, these self-assessments had not yet been reviewed by NHS Digital.  In order to 
complete this element, the CAG must receive confirmation of satisfactory security arrangements directly 
from NHS Digital, or via population of the ‘reviewed grade’ field on the IGT website. This would need to be 
addressed by the applicant. 
 
Research Ethics Committee Favourable Opinion 
 
It is a requirement under the Health Service (Control of Patient Information) Regulations 2002 that those 
processing confidential patient information without consent can do so once approved by the Health 
Research Authority (following advice from the CAG), and providing a favourable ethical opinion is in place. 
Confirmation was required that a favourable ethical opinion was in place for the study prior to any 
recommendation of support coming into effect. 
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Confidentiality Advisory Group Advice Conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have been met, however, 
further information would be required and therefore advised recommending provisional support to the 
Health Research Authority, subject to satisfactory responses to the request for clarification and compliance 
with the specific and standard conditions of support as set out below.  
 
Request for Further Information   
 
1. Provide further information around the retention of the source database, from which the 

pseudonymised database to be used for analysis, would be created to confirm whether this data will be 
retained, for what duration and in what format and who will have access to this information.   

2. Patient and Public Involvement and Engagement – further work should be undertaken in this area in 
order to explore the acceptability of using confidential patient without consent for the application 
purposes. An overview should be provided around the activity which has been carried together with 
feedback from those involved. If activity has not yet been carried out in this area, a detailed plan of 
work which is planned in this area should be provided for consideration. If the responses given from 
any patient interaction were negative, the CAG will take this into account when considering whether 
support can be recommended, or whether further actions are necessary.  

3. Patient Notifications and Dissent – a communications strategy should be established for the project, 
which also enables a meaningful dissenting mechanism for patients. Copies of any documentation 
should be provided for review by the CAG, together with an overview of how the dissenting mechanism 
will be maintained. It is recommended that assistance is sought from patients and members of the 
public to review any documentation, to ensure the information is accessible to wide audience and this 
should form part of the ongoing plans for PPI engagement.  

 
Once received, the information will be reviewed by a sub-committee of members in the first instance and a 
recommendation and decision issued as soon as possible. At this stage it may be necessary to request 
further information or refer to the next available CAG meeting. If the response is satisfactory, the HRA will 
confirm approval.  
 
Specific Conditions of Support (Provisional)  
 
1. Favourable opinion from a Research Ethics Committee. 
2. Confirmation from the IGT Team at the Health and Social Care Information Centre of suitable security 

arrangements via Information Governance Toolkit (IGT) submission (Pending – Public Health 
England (X25) shows a self-assessed grade of satisfactory on Version 14.1, 2017/18 of the IGTK; 
however, confirmation of NHS Digital’s reviewed grade is pending).  

 

 

5. NEW APPLICATIONS – Non-Research  

 

a. 18/CAG/0076 – Audit: Evaluation of Availability of Patient Contact Details for use in the NHS 

Patient Survey Programme 

 

Context 
 
Purpose of Application 
 
This application which was submitted by the Picker Institute, on behalf of the Care Quality Commission, 
sets out the purpose of audit which aim is to understand the availability and validity of digital contact 
information, including mobile telephone numbers and email addresses held by NHS organisations on their 
information systems (most likely PAS) in relation to patients. The audit is being undertaken as part of a 
wider assessment to understand whether it would be feasible to move data collection for the NHS Patient 
Survey Programme to a digital methodology.  
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The applicants will be requesting that all organisations which participate in the NHS Patient Survey 
Programme transfer confidential patient information in relation to their patients within a specific time period 
to the Coordination Centre, based at Picker Institute Europe, for analysis by Picker Staff. The analysis will 
enable the CQC to determine whether new methodologies can be employed to facilitate the gathering of 
patient feedback.  
 
A recommendation for class 5 and 6 support was requested to cover activities as described in the 
application.  
 
Confidential Patient Information Requested 
 
Cohort 
 
This audit involves the retrospective sample of all patients, regardless of what contact information is held, 
as follows: 
 

 Trusts will be asked to sample all patients who were discharged during May 2018 (for the adult 
inpatient survey), 

 Community mental health services would be asked to sample all service users in contact with the 
service in May 2018,  

 Specialist children’s trusts, we would ask for all children discharged during May 2018, 

 There will be a maximum of 2,000 patient per Trust included within the audit.  
 
The following individuals would be excluded from the audit sample:  
 

 Patients under the age of 16 years old (for the adult inpatient, emergency department and maternity 
populations only), 

 Service users under the age of 18 years old (for the community mental health population only), 

 Parents of children and young people for children inpatient and day-case services, 

 Patients and service users who were not accessing an NHS based service (ie: include private patients), 

 Patients who had specifically indicated that their use of contact details should be for nothing other than 
their clinical care.  

 
The following items of confidential patient information will be provided for analysis to be undertaken:   
 

 Unique identifier/ record number: this would be assigned when the sample is compiled, 

 Year of birth, 

 Gender, 

 Ethnicity, 

 Telephone number (mobile number only), 

 Email address, 

 Flag to indicate whether telephone number is for the patient,  

 Flag to indicate whether email address is for the patient,  

 Date contact information collected (for both contact details separately), 

 Date of validation (if applicable) (for both contact details separately), 

 Whether consent given for contact information to be used (for both contact details separately). 
 
Confidentiality Advisory Group Advice 
 
Public Interest 
 
The CAG was assured that the application defined an appropriate medical purpose through the 
management of health and social care services. Members acknowledged the importance of the NHS 



20 

 

Patient Survey Programme and it was agreed that there was public interest in evaluating if there was scope 
to move this programme to operate via a digital methodology.  
 
Practicable Alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient identifiable data without 
consent existed, taking into account the cost and technology available in line with Section 251 (4) of the 
NHS Act 2006. 
 
• Feasibility of consent 
 
The CAG was assured that consent was not feasible for the programme due to the size of the patient 
cohort to be included, which would be up to 2,000 per Trust.  
 
• Use of anonymised/pseudonymised data 
 
It was acknowledged that the completeness of the items of confidential patient information was a key 
output for the audit activity and could not be achieved without the transfer of this data to the applicants.  
 
Cohort 
 
Members agreed that clarification around the cohort for inclusion was required. It was stated that from 
specialist children’s Trusts, information in relation to all children discharged in May 2018 would be 
requested for inclusion; however, it was stated that parents of children and young people for children 
inpatient and day-case services would be excluded from the audit. Clarification was requested around the 
distinction between these two points.  
 
Justification of Identifiers 
 
The Group was assured the patient identifiers requested were appropriate and proportionate to the 
proposed activity.  
 
Exit Strategy 
 
It is generally a principle that steps should be taken to move away from this potential support; such as 
through the seeking of consent or removing identifiable information once completed. The applicants have 
stated that access to confidential patient information was required for a period of two months following 
collection, in order to facilitate analysis. It was stated that destruction of all information which was collated 
was anticipated by July 2018.  
 
Patient and Public Involvement and Engagement 
 
Meaningful engagement with patients, service users and the public is considered to be an important factor 
for the CAG in terms of contributing to public interest considerations as to whether an unconsented activity 
should go ahead. No activity had been undertaken in this area to date as this was planned to be taken 
forward as part of any work to revise the methodology of the NHS Patient Survey Programme.  
 
Members acknowledged that more significant patient and public involvement and engagement activity 
would be required should the plans to change the survey methodology progress. The Group agreed that 
there was still a requirement to test the acceptability of using confidential patient information for this earlier 
part of the programme with an appropriate patient cohort. Patient groups were established at most Trusts 
and there were also national agencies which could be approached to assist in this area. It was agreed that 
feedback would be required prior to any recommendation of support being provided that there was patient 
and public support for the use of confidential patient information without consent for the application 
purposes. If the responses given were negative, the CAG will take this into account when considering 
whether support should continue, or whether further actions are necessary. 
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Patient Notification and Dissent 
 
It is a general principle of the CAG, when recommending support, for reasonable measures to be taken to 
inform the relevant population of the activity and to provide a right and mechanism to respect objection, 
where appropriate.  This is known as patient notification. This is separate to the local obligation to comply 
with the principles of the Data Protection Act 1998.  
 
A draft poster to be displayed in the participating Trusts had been provided for information. Members 
agreed that this document required further revision as it did not clearly articulate that this was an audit of 
patient’s contact details. It was further commented that the reference to patients being selected to take part 
did not clearly explain the cohort which would be included in the audit. The Group agreed that the 
document needed to be revised to clearly explain the purpose of the audit, what details would be shared 
and also explain the inclusion criteria, to ensure patients could identify themselves as being part of the 
audit programme should they wish to raise an objection.  
 
The applicants confirmed that Trusts would be asked to exclude any patient who has registered a dissent 
against the use of their data for purposes wider than clinical care. The Group raised some concerns around 
the wider fields which would be populated in the audit dataset. One of the fields which would be populated 
was around whether consent had been given for contact information to be used and Members were in 
agreement that, in cases where consent had not been given, these details should not be transferred to the 
Picker Institute, as this would appear to contradict the wishes of the patient.  
 
Security Assurance 
 
It is the policy position of the Department of Health that all approved applications seeking support under 
these Regulations must evidence satisfactory Information Governance toolkit compliance. It was noted that 
a self-assessed scores for Picker Institute Europe had been published in respect of version 14.1 (2017/18) 
of the toolkit; however, these self-assessments had not yet been reviewed by NHS Digital.  In order to 
complete this element, the CAG must receive confirmation of satisfactory security arrangements directly 
from NHS Digital, or via population of the ‘reviewed grade’ field on the IGT website. This would need to be 
addressed by the applicant. 
 
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 for Health and Social Care, subject to satisfactory responses to the request for 
clarification and compliance with the specific and standard conditions of support as set out below.  
 
Request for Further Information (Summary)  
 
1. Clarify the inclusion criteria in relation to child patients and their parents within the audit.  
2. The acceptability of using confidential patient information for the application purposes should be 

tested with an appropriate patient and public group. Feedback from this activity should be provided 
ahead of any recommendation of support coming into effect. 

3. The patient notification poster should be revised to provide a clearer explanation of what the audit 
involves, what patient data will be shared and what the inclusion cohort is intended to be. A revised 
draft should be provided for consideration. 

4. Provide confirmation that, for patients who have not provided consent for contact information to be 
used, their contact details would not be disclosed by the Trust.  

 
Once received, the information will be reviewed by a sub-committee of members in the first instance and a 
recommendation and decision issued as soon as possible. At this stage it may be necessary to request 
further information or refer to the next available CAG meeting. If the response is satisfactory, the SofS will 
confirm approval.  
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Specific Conditions of Support (Provisional) 
 
1. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission. (Pending – confirmation of NHS Digital’s review of Picker 
Institute Europe, Version 14.1, 2017/18) 

 

 

6. MINUTES OF THE MEETING HELD ON 22 FEBRUARY 2018  

 

The minutes were agreed as an accurate record of proceedings, with no amendments raised.  

 

 

7. CAG CHAIR REPORT  

 

The Chair’s Report was received and noted by the CAG.  

 

 

8. ANY OTHER BUSINESS 

 

The Chair thanked Members for their time and consideration and the meeting was concluded.  

 

 

 


