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Minutes of the meeting of the Sub Committee of the Confidentiality Advisory 

Group 

 

March 2019 

 

 

Present: 

Name Capacity  Items 

Dr Patrick Coyle  Vice Chair  1.b, 1.c. 

Dr Murat Soncul Alternate Vice Chair 1.a, 2.a. 

Dr Martin Andrew CAG Member 1.b. 

Dr William Bernal  CAG Member 1.c. 

Ms Sophie Brannan CAG Lay Member  1.a. 

Dr Simon Kolstoe  CAG Member  2.a. 

Dr Harvey Marcovitch  CAG Member  1.a.  

Mr Andrew Melville CAG Lay Member 1.c.  

Ms Diana Robbins  CAG Lay Member  2.a.  

 

Also in attendance: 

Name Position (or reason for attending) 

Miss Kathryn Murray Senior Confidentiality Advisor, HRA 

 
 

1. NEW PRECEDENT SET REVIEW APPLICATIONS – RESEARCH 
 

a) 19/CAG/0044 - Evaluating the two-week wait referral system for bowel 
cancer 

 
 
Context 
 
Purpose of application 
 
This application from London School of Hygiene and Tropical Medicine set out the purpose 
of medical research which sims to understand whether the two-week wait (TWW) urgent GP 
referral system had provided any benefits for patients with suspected colorectal cancer. The 
two-week wait system was introduced as part of the 2000 NHS Cancer Plan and aimed to 
expedite pathways for diagnosis and treatment of cancer in England.  
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The applicant intends to examine whether the two-week wait is associated with 
improvements in diagnostic investigation, stage distribution, treatment and short-term 
mortality. Innovative analytical techniques will be used to consider what would have 
happened to patients diagnosed through the two-week wait system in terms of cancer 
outcomes, had they been diagnosed through a non-urgent referral. All patients referred by 
their GP to the colorectal surgical outpatient clinics in Portsmouth Hospitals NHS Trust since 
1986 will be identified and linked with wider clinical information held by the National Cancer 
Registration and Analysis Service (NCRAS) at Public Health England, Hospital Episodes 
Statistics held by NHS Digital and the National Bowel Cancer Audit, which is commissioned 
by the Health Quality Improvements Partnership (HQIP) and carried out by NHS Digital, in 
order to carry out the analysis.  
 
A recommendation for class 1, 4, 5 and 6 support was requested to cover activities as 
described in the application.  
 
Confidential patient information requested 
 
Cohort 
 
All patients referred to Portsmouth Hospitals NHS Trust for suspected bowel cancer between 
1986 and 2017.   
 
The following items of confidential patient information are requested for the purposes 
specified below: 
 

• NHS Number – sample validation and linkage, 

• Date of birth – sample validation, linkage and analysis, 

• Date of death – sample validation, linkage and analysis, 

• Postcode (District Level) – sample validation, linkage and analysis, 

• Sex – analysis. 
 
 
Confidentiality Advisory Group advice 
 
Public interest 
 
The CAG was assured that the project defined an appropriate medical purpose, which was 
medical research. Members were assured that gaining a greater understanding of the 
impact of the two-week wait referral system had a clear and justifiable public interest.  
 
Cohort 
 
The CAG agreed that further clarification was required around the patient cohort which 
would be included in the study. The inclusion timeframe would be requested from the 
applicant in DD/MM/YY format, together with an estimated cohort size to clarify the scope of 
support required.  
 
Practicable alternatives 
 
Members considered whether a practicable alternative to the disclosure of confidential 
patient information without consent existed, taking into account the cost and technology 
available in line with Section 251 (4) of the NHS Act 2006. 
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• Feasibility of consent 
 
The Group was assured that consent was not feasible due to the retrospective nature of the 
patient cohort which would be included in the study, which was stretch back up to 32 years. 
It was recognised that a proportion of this cohort would be deceased; however, vital status 
would not be known from the outset of the project, which also provided further justification to 
support proceeding without consent. No issues were raised in this area.  
 
• Use of anonymised/pseudonymised data 
 
Confidential patient information was required to facilitate the proposed data linkage which 
could not be otherwise achieved.  
 
Justification of identifiers 
 
The Group agreed that the items of confidential patient information requested appeared 
appropriate and proportionate to achieve the proposed aims. No queries were raised in this 
area.  
 
Data Flows 
 
Members recognised that wider data linkages were intended with NHS administrative 
datasets which had not been fully described in the application. A data flow chart would be 
requested which provided a clear overview of the proposed data flows within the project, 
highlighting where confidential patient information is being disclosed between organisations 
to facilitate wider 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 CAG agreed that further information was required to understand the exit 
strategy from support under the Regulations. Clarification was required around when 
confidential patient information would be disclosed by the applicant and any wider 
organisations which were facilitating data linkage for the project.  
 
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 applicant had advised that the 
application had been heavily supported by a bowel cancer survivor who also sits on the 
Expert Advisory Panel of the Cancer Survival Group at the London School of Hygiene and 
Tropical Medicine. Members received this information; however, it was noted that it was not 
clear whether any specific activity had been undertaken to test the acceptability of using 
confidential patient information without consent for this project. It was suggested that, as the 
patient cohort was being identified within the Portsmouth Hospitals NHS Trust, an 
established patient group within the Trust could be approached to test the acceptability of 
using patient data as described in the application.  
 
The Group agreed that further information was required in this area to understand patient’s 
views in relation to this specific project. Information would be requested around the activity 
which was undertaken, together with the demographics of the group involved, together with 
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an overview of the feedback which was required. If the responses given were negative, the 
CAG will 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 to objection 
and mechanism to respect that objection, where appropriate. This is known as patient 
notification. This is separate to the local obligation to comply with the principles of the 
General Data Protection Regulation and the Data Protection Act 2018. 
 
The Group commented that the application did not provide details of any mechanism to fulfil 
these requirements. It was agreed that a communications mechanism should be established 
for the project to promote the study in the public arena and to offer a means for patients to 
raise an objection to the use of their data. Members recognised that a significant proportion 
of the historic patient cohort would be deceased; however, the project should still be 
promoted in the interests of transparency. Details would be requested from the applicant, 
together with sight of any documentation which would be used to facilitate the 
communications strategy.   
 
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 the start and end dates of the inclusion timeframe for the patient cohort in 

DD/MM/YY format. 
 

2. Provide an estimate of the patient cohort size. 
 

3. Submit a clear data flow chart which provides a clear overview of the proposed data 
flows within the project, highlighting where confidential patient information is being 
disclosed between organisations to facilitate linkage with wider NHS datasets. 

 
4. Clarify when confidential patient information would be deleted by all organisations 

processing within the scope of the project to establish an exit strategy from the 
requirement for support under the Regulations.  

 
5. Patient and public involvement and engagement activity should be undertaken to test 

the acceptability of using confidential patient information without consent to achieve the 
proposed study aims. Provide information about the activity which was undertaken, 
together with the demographics of the group involved, together with an overview of the 
feedback which was required. 

 
6. A communications mechanism should be established to promote the proposed activity 

in the public domain and to offer a means for patients to raise an objection to the use 
of their data in this study. Provide an overview of this mechanism together with copies 
of any documentation which would be used to facilitate this.  
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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 – London School of 
Hygiene and Tropical Medicine has a satisfactory reviewed grade on V14.1, 
2017/18. Assurance would be required for any wider organisations processing 
with support under the Regulations).  
 

 
b) 19/CAG/0056 - Using Health Informatics to Improve Neurological Services 

 
Context 
 
Purpose of application 
 
This application from Lancashire Teaching Hospitals NHS Foundation Trust set out the 
purpose of medical research which aims to assess neurological services in the Trust 
area. Areas which will be explored include an analysis of diagnosis by geographical 
area and GP, an investigation of appointment types and patient pathways and an 
exploration of appointment attendance, non-attendance and cancellation. This will 
provide evidence for future service redesign and the provision of more efficient care. 
 
The applicant will collate routinely collected information from outpatient neurology 
appointments linked with data extracted from the wider business intelligence data at 
Lancashire Teaching Hospitals NHS Foundation Trust to create a pseudonymised 
dataset to be used for analysis. The clinical data would also be linked to publicly 
available Census information using Lower Super Output Areas (LSOA) for population-
based analysis.  
 
Attention was brought to the state of neurological services in 2011 by a National Audit 
Office (NAO) report entitled ‘Services for people with neurological conditions’. The 
issues highlighted by this report include delays in diagnoses, incorrect GP referrals, 
geographical inequalities in access to consultant neurological care, and the lack of 
good quality data on neurological conditions. Previous studies in other areas such as 
cardiology have demonstrated that routinely collected patient data can be used to 
investigate issues like these. Research has been conducted into areas including re-
visit patterns in outpatient clinics, and the effect that diagnosis has on appointment 
attendance. 
 
A recommendation for class 1, 2, 4, 5 and 6 support was requested to cover the 
disclosure of specified confidential patient information from Lancashire Teaching 
Hospitals NHS Foundation Trust to the student investigator in order to facilitate linkage 
with wider hospital data sources in order to create a pseudonymised data set for 
analysis.  
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Confidential patient information requested 
 
Cohort 
 
All patients who were offered an appointment with neurological services in Lancashire 
Teaching Hospitals NHS Foundation Trust between the 18 September 2015 and 15 
January 2019. There were 5,800 appointments offered within this study period.  
 
The following items of confidential patient information are requested for the purposes 
set out below: 
 

• NHS number – sample validation and linkage, 

• Hospital Number – sample validation and linkage, 

• GP registration – analysis, 

• Date of birth – accessed to calculate age for analysis,  

• Postcode – accessed to calculate Lower Super Output Area (LSOA) for 
analysis, 

• Sex – analysis, 

• Ethnicity – analysis.  
 
Confidentiality Advisory Group advice 
 
Public interest 
 
The CAG was assured that the application defined an appropriate medical purpose, which 
was medical research. Members accepted that undertaking an assessment of the operation 
of neurological services within the Trust area was within the public interest as this may add 
to an evidence base for future service redesign and the provision of more efficient and 
effective care for patients. 
 
Practicable alternatives 
 
Members considered whether a practicable alternative to the disclosure of confidential 
patient information 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 applicant had stated that it was not feasible to undertake the project on a consented 
basis due to the volume of retrospective appointments which would be included within the 
study. The CAG accepted this rationale and raised no further queries in this area.  
 
• Use of anonymised/pseudonymised data 
 
Confidential patient information is required to facilitate linkage between wider clinical 
datasets which could not be otherwise achieved. No issues were raised in this area.  
 
• Data Extraction by the Direct Care Team  
 
The applicant had clarified that the direct care team lacked the capacity and expertise to 
undertake the required data linkage and extraction. No issues were raised in this area.  
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Justification of identifiers 
 
The CAG commented that the number of patients under the care of wider neurological 
services at an individual GP practice was likely to be limited. Members raised concerns that 
the retention of the name of the GP practice could potentially lead to the re-identification of 
patients due to the rarity of their disease. It was agreed that further information was required 
from the applicant to understand why this information was necessary for analysis and to 
explore whether there was potential for this to be coded to reduce risks of reidentification.  
 
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. Support is requested on a time limited basis to create the analysis dataset. The 
applicant had cited that the data extraction linkage and anonymisation process was 
expected to take a two-months to complete. It was explained that a linkage file would be 
retained beyond this period; however, this would be held by an individual with a legitimate 
basis to access the data and did not require ongoing support under the Regulations. The 
CAG was assured by the exit strategy described and raised no concerns 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. The applicant had undertaken activity 
with the patient and public engagement lay panel at the Royal Preston Hospital, which is a 
site that would be involved in the study. Two patients were involved in this activity and were 
specifically asked for their views on the access to confidential patient without support. The 
feedback provided evidenced patient support for the activity proceeding on the planned 
methodology.  
 
The applicant explained that ongoing work was planned with the Research Development 
Group at the Royal Preston Hospital, which involved clinical, academic and lay people. 
 
The CAG recognised that whilst limited, the activity undertaken in this area was appropriate 
to the proposal and raised no concerns in this area.  
 
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 to objection 
and mechanism to respect that objection, where appropriate. This is known as patient 
notification. This is separate to the local obligation to comply with the principles of the 
General Data Protection Regulation and the Data Protection Act 2018. The Confidentiality 
Advice Team had raised queries with the applicant in advance of the CAG review in this 
area; however, the response provided did not address the requirements in this area.  
 
The Group agreed that further information was required in this area before any 
recommendation of support under the Regulations could come into effect. The applicant 
would be asked to provide an overview of the communication strategy to promote the study 
in the public arena together with an overview of how a project specific objection mechanism 
could be operated. Members noted that as a reasonable proportion of patients in the target 
cohort were likely to be under active follow-up, posters could be displayed in outpatient 
waiting areas, supported by information on the Trust website.  
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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. Provide further justification to support the requirement to retain GP practice name for 

analysis. If this is required in its current format, explain why this would be required, or 
alternatively, clarify how this would be coded within the analysis dataset. 
 

2. Provide details of the communications strategy which will raise the profile of the 
proposed activity within the public arena and offer a mechanism by which patients can 
object to the use of their data within the study. Copies of any documentation which 
would be used to facilitate this strategy should be provided for review.  

 
Specific conditions of support (Provisional) 
 
1. Favourable opinion from a Research Ethics Committee. (Pending) 
2. Confirmation from the IGT Team at the Health and Social Care Information Centre of 

suitable security arrangements via Information Governance Toolkit (IGT) submission. 
(Confirmed - Lancashire Teaching Hospitals NHS Foundation Trust has a 
satisfactory grade on V14.1, 2017/18). 

 
c) 19/CAG/0060 - Lancashire ANCA Vasculitis and Glomerulonephritis Study 

 
Context 
 
Purpose of application 
 
This application from Lancashire Teaching Hospitals NHS Foundation Trust aims to review 
the epidemiology and outcomes of patients with small vessel vasculitis from a single centre 
by undertaking a retrospective observational study to help address current knowledge gaps. 
Pauci-immune small vessel vasculitis is a rare disease with a peak incidence of between 65-
74 years. 
 
Patients will be identified from Department of Renal Medicine at Lancashire Teaching 
Hospitals NHS Foundation Trust as part of a single centre study. A participant list will be 
identified from a kidney biopsy registry dated from 1994 - 2017 and at a local registry of 
patients with vasculitis, which is held by the Renal Department at the participating Trust. 
Information will be extracted from patient records to create a pseudonymised data set for 
analysis. 
 
A recommendation for class 1, 4, 5 and 6 support was requested to allow activities as 
described in the application.  
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Confidential patient information requested 
 
Cohort  
 
All patients with biopsy proven ANCA-associated small vessel vasculitis treated at 
Lancashire Teaching Hospitals NHS Foundation Trust between 01 January 1994 and 31 
December 2017. The definition of ANCA-associated small vessel vasculitis as outlined by 
the 2012 Chapel Hill Consensus Conference will be used. There are 287 eligible patients to 
be included.  
 
The following items of confidential patient information are required for the purposes as set 
out below: 
 

• Name – sample validation and linkage, 

• NHS number – sample validation and linkage, 

• Date of birth – sample validation and linkage, 

• Date of death – analysis,  

• Sex – analysis.  
 
Confidentiality Advisory Group advice 
 
Public interest 
 
The CAG was assured that the application defined an appropriate medical purpose, which 
was medical research. Due the rarity of the disease, Members accepted that undertaking 
research to explore the epidemiology and outcomes of patients with small vessel vasculitis 
was within the public interest.  
 
Practicable alternatives 
 
Members considered whether a practicable alternative to the disclosure of confidential 
patient information 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 
 
Due to the typically late onset of the disease and retrospective nature of the study, the 
applicant advised that many of the patients had died and could not be consented. The CAG 
accepted the rationale and was content to provide a recommendation of support under the 
Regulations for the application to proceed without consent.  
 
• Use of anonymised/pseudonymised data 
 
The main applicant would have access to confidential patient information within the patient 
records to enable the clinical information required for analysis to be extracted. No issues 
were raised in this area.  
 
• Data Extraction by the Direct Care Team 
 
It was explained that the data extraction and linkage process required dedicated time and 
resources which was beyond the capacity of the direct care team to provide. No issues were 
raised in this area.  
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Justification of identifiers 
 
The CAG was assured that the items of confidential patient information requested were 
appropriate and proportionate to achieve the proposed. The applicant had confirmed that 
date of death would be retained in a pseudonymised format for analysis but it was not clear 
what this was. Members agreed that clarification would be sought from the applicants.  
 
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. Support was requested on a time limited basis only to facilitate the data 
extraction process. It was confirmed that only pseudonymised data would be extracted from 
patient records. The CAG was assured by the exit strategy described and raised no 
concerns 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. The applicant had engaged with the 
North-West Vasculitis patient’s support group around the project. One to one discussions 
had been carried out with two members of the patient panel who were supportive of the 
project proceeding on the described methodology. It was further reported that wider 
discussion had been undertaken with eight patient patients who also voiced support for the 
proposal.  
 
The CAG agreed that the activity which had been carried out in this area was appropriate 
and proportionate to the proposed activity and raised no further queries in this area.  
 
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 to objection 
and mechanism to respect that objection, where appropriate. This is known as patient 
notification. This is separate to the local obligation to comply with the principles of the 
General Data Protection Regulation and the Data Protection Act 2018. The Confidentiality 
Advice Team had raised queries with the applicant in advance of the CAG review in this 
area; however, the response provided did not address the requirements in this area and 
focussed mainly on the patient engagement activity which had been undertaken. 
 
Whilst it was recognised that many of the patient cohort would be deceased, the Group 
agreed that further information was required in this area before any recommendation of 
support under the Regulations could come into effect. The applicant would be asked to 
provide an overview of the communication strategy to promote the study in the public arena 
together with an overview of how a project specific objection mechanism could be operated. 
It was suggested that information could be displayed in the relevant outpatient areas or via 
the Trust website. Copies of any documentation used to support the communication 
mechanism would be requested for consideration.  
 
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 
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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. Confirm what format date of death would be retained in for analysis.  

 
2. Provide details of the communications strategy which will raise the profile of the 

proposed activity within the public arena and offer a mechanism by which patients can 
object to the use of their data within the study. Copies of any documentation which 
would be used to facilitate this strategy should be provided for review.  
 

Specific conditions of support (Provisional) 
 
1. Favourable opinion from a Research Ethics Committee. (Pending) 
2. Confirmation from the IGT Team at the Health and Social Care Information Centre of 

suitable security arrangements via Information Governance Toolkit (IGT) submission. 
(Confirmed - Lancashire Teaching Hospitals NHS Foundation Trust has a 
satisfactory reviewed grade on V14.1, 2017/18). 

 
 

2. NEW PRECEDENT SET REVIEW APPLICATIONS – NON RESEARCH 
 

a) 19/CAG/0055 - Triage-HF Plus: Cardiac Implantable Electronic Device 
Remote Monitoring Combined with Telephone Triage to Identify and Manage 
Worsening Heart Failure 

 
Context 
 
Purpose of application 
 
This application from Manchester University NHS Foundation Trust set out the purpose 
service evaluation which aims to follow-up patients who registered for remote care 
monitoring via the Medtronic CareLink platform to assess the current care monitoring 
pathway operated by the Trust and assist in the development of future state care models.  
 
Medtronic CareLink transmissions from the ambulatory Cardiac Implantable Electronic 
Device (CIED) population are routinely reviewed as part of standard clinical practice. 
Advances in heart failure diagnostics mean that it is possible to identify patients at risk of 
worsening heart failure using information from their implanted device. The Medtronic ‘Heart 
Failure Risk Score’ (HFRS) uses input from integrated device diagnostics to detect changes 
in the patient’s key physiological parameters, stratifying patients as low, medium or high-risk 
of a heart failure event in the next 30 days. Since 2016, the Trust has used HFRS-based 
alerts for the remote identification of worsening heart failure in CIED patients who are 
enrolled in the CareLink platform. High-risk HFRS alerts prompt a telephone consultation 
with the patient, using the information provided by the remote transmission and patient 
reported symptoms appropriate clinical actions in line with clinical guidelines are instigated. 
The Trust refers to this as the ‘Triage-HF Plus pathway’. 
 
The purpose of the application is to link confidential patient information in relation to the 
patient cohort enrolled on the care link platform with Hospital Episodes Statistics (HES) and 
ONS Mortality information held by NHS Digital in order collect 30 and 90 day and 12 month 
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outcome data (elective and non-elective hospital attendance and mortality information) to 
facilitate evaluation of the Triage-HF Plus Pathway.  
 
A recommendation for class 1, 4, 5 and 6 support was requested to cover activities as 
described in the application. 
 
Confidential patient information requested 
 
Cohort 
 
All patients fitted with a Cardiac Implantable Electronic Device under the care of the 
Manchester University NHS Foundation Trust, who have consented to remote monitoring via 
the CareLink platform. It is estimated that there are 1,010 patients eligible for inclusion.  
 
The following items of confidential patient information will be disclosed from Manchester 
University NHS Foundation Trust to NHS Digital to facilitate linkage with HES and ONS: 
 

• NHS number,  

• Date of birth,  

• Sex,  

• Postcode. 
 
Confidentiality Advisory Group advice 
 
Public interest 
 
The CAG was assured that the application defined an appropriate medical purpose, which 
was through the management of health and social care services. Members agreed that there 
was a public interest in assessing the current care monitoring pathway operated by the Trust 
to inform improvements in future patient care.  
 
Practicable alternatives 
 
Members considered whether a practicable alternative to the disclosure of confidential 
patient information 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 recognised that patients had provided consent to the direct care purposes; 
however, this did not extend to the disclosure of confidential patient information for wider 
service evaluation purposes. The applicant stated that to reconsent patients for this specific 
purpose would require recalling patients for a supplementary appointment for the purposes 
of consent only, which was not feasible due to the burden on both clinicians and patients. 
Members were assured by the justification provided and were content to provide a 
recommendation of support to the activity.  
 
The Group advised that consideration should be given to improving the direct care consent 
process for future patients, to include provision for data sharing for service evaluation 
purposes. It was agreed that this would be raised as an information point, but would not 
impact the recommendation in respect of this application.  
 
• Use of anonymised/pseudonymised data 
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The Group recognised that confidential patient information was required to facilitate the 
linkage to be undertaken by NHS Digital which could not be otherwise achieved. No issues 
were raised in this area.  
 
Justification of identifiers 
 
Members were assured that the items of confidential patient information requested were 
appropriate and proportionate to achieve the study aims and no queries were raised in this 
area.  
 
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. Members acknowledged that support under the Regulations was being 
requested on a time limited basis to facilitate the linkage process being undertaken by NHS 
Digital. It was unclear from the application what the intended duration of the linkage process 
was and at what stage NHS Digital would destroy confidential patient information provided 
for linkage purposes. The Group agreed that further information was required from the 
applicant to clarify the exit strategy from support under the Regulations for the proposal.  
 
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. Engagement activity had been carried 
out with patient groups around the project and the applicant confirmed that feedback 
provided had been incorporated into the project design.  
 
Members were unclear from the detail provided whether views around the acceptability of 
using confidential patient information without consent for the purposes of the service 
evaluation activity had been tested. It was agreed that further feedback was required to 
understand patient views in this specific area. If the responses given were negative, the 
CAG will 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 to objection 
and mechanism to respect that objection, where appropriate. This is known as patient 
notification. This is separate to the local obligation to comply with the principles of the 
General Data Protection Regulation and the Data Protection Act 2018. The applicant had 
provided a poster and information leaflet which would be displayed within the cardiology 
outpatient waiting rooms to promote the activity amongst the patient population. Members 
acknowledged that this followed a layered approach, providing high-level information within 
the poster which referred interested patients to further detail provided in the information 
leaflet. 
 
A mechanism had been provided within the documentation to enable patients to raise an 
objection to the use of their information within the project. The Group agreed that a contact 
email address should also be provided to supplement the telephone contact already 
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included. Revised documentation would be requested from the applicant prior to any final 
recommendation of support coming into effect.  
 
 
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 
 
1. Clarify the expected timeframe for the data linkage process and confirm when NHS 

Digital will be deleting confidential patient information in relation to the cohort to 
establish the exit strategy from support.  
 

 
2. Patient views around the use of confidential patient information without consent to 

achieve the project aims should be tested. Provide an overview of any activity which 
was undertaken to test the acceptability of the processing together with feedback 
provided. If the responses given are negative, the CAG would take this into account 
when considering whether support can be recommended, or whether further 
information is required.  

 
3. Patient information materials should be updated to include a contact email address to 

enable queries and objections to the study to be raised by patients. Provide revised 
documentation, including updated version control information.  

 
The following point in raised for information purposes, as it was recognised that amending 
consent process for direct care activities was not likely to be within the applicant’s remit to 
progress directly:  
 
4. Consideration should be given to making improvements to the patient consent process, 

to include data sharing for service evaluation purposes, to prevent the need for future 
applications of this kind.  

 
Specific conditions of support (Provisional) 
 
1. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via 

Information Governance Toolkit (IGT) submission (Confirmed - NHS Digital has a 
published satisfactory reviewed grade on V14.1, 2017/18).  

 

 

 
 

 

 
 

 


