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Minutes of the meeting of the Confidentiality Advisory Group 

 

16 May 2019 at Barlow House, Manchester 

 

Present: 

Name   Present    Notes   

Dr William Bernal  Yes  Alternate Vice Chair  

Dr Malcolm Booth  Yes     

Ms Sophie Brannan  Yes  Lay Member 

Dr Tony  Calland MBE  Yes  Chair  

Mr. David Evans  Yes     

Dr Lorna Fraser  Yes     

Mr Andrew Melville  Yes  Lay Member  

Mrs Diana Robbins  Yes  Lay Member  

Dr Murat Soncul  Yes  Alternate Vice Chair  

Mr Marc Taylor  Yes     

 

Also in attendance: 

 

Name   Position (or reason for attending)   

Ms Katy Cassidy  Confidentiality Advisor  

Ms Natasha Dunkley  Head of Confidentiality Advice Service  

Miss Kathryn Murray  Senior Confidentiality Advisor  
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1. INTRODUCTION, APOLOGIES AND DECLARATIONS OF INTEREST 

 

The following declarations of interest were noted:  

 
Agenda Item 4.a. 19/CAG/0083 
 
Mr David Evans, CAG Member, declared an interest in this item. The CAG agreed 
that Mr Evans could remain in the room but would not contribute to the discussion or 
recommendation for the item.  
 
Agenda Item 5.b. 19/CAG/0081 
 
Dr Murat Soncul, Alternate Vice-Chair, declared an interest with the application. It 
was agreed that Dr Soncul could remain during discussions but could not contribute 
to the deliberations or the recommendation in relation to the item.  
 
The CAG noted that Dr Kambiz Boomla was named investigator within the wider 
research team. As Dr Boomla had previously been a member of the CAG, the Chair 
agreed that this link should be highlighted in the interests of transparency though no 
further action was required.  
 

 

2. SUPPORT DECISIONS 

 
Secretary of State for Health and Social Care support decisions 
 
The Department for Health and Social Care senior civil servant on behalf of the 
Secretary of State for Health agreed with the advice provided by the CAG in relation 
to the 21 March 2019 meeting applications.  
 
A specific request was made by the decision-maker in relation to the outcome for 
application 19/CAG/0051. The request did not alter the recommendation provided 
by the CAG and was incorporated into the outcome prior to this being issued to the 
applicant.    
 
 
Health Research Authority (HRA) support decisions 
 
The HRA agreed with the advice provided by the CAG in relation to the 21 March 

2019 meeting applications. 
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3. RESUBMITTED APPLICATIONS  

 

a. 19/CAG/0079 (Previously ECC 4-03(h)/2012) - International Breast Cancer 

Intervention Study (IBIS-I) - Epidemiological Cohort Study 

 

Context 
 
Purpose of application 
 
This application from Queen Mary University of London set out the purpose of 
medical research to undertake an epidemiological follow-up of female patients who 
were previously consented to participate in the IBIS-I study. IBIS-I trial was the 
largest European breast cancer prevention trial investigating whether tamoxifen (a 
hormonal drug) can prevent breast cancer in pre- and post-menopausal women at 
high risk of developing breast cancer. It was a randomised clinical trial that 
internationally recruited 7,154 women aged 35-70 years (of which 4,277 were UK 
participants). 
 
This study was converted into an epidemiological follow-up in 2008, to enable 
ongoing analysis of patient outcomes via questionnaire and flagging with NHS 
Digital and NHS Wales Informatics Service to follow-up via NHS administrative 
datasets to received comprising HES/PEDW, cancer registration and mortality 
data. Further information that completes missing data relating to endpoints, such as 
tumour-specific data, is also requested from participants’ GPs. 
 
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  
 
4,277 female patients who were previously recruited to the IBIS-I trial.  
 
The following items of confidential patient information are required for the purposes 
set out below: 
 

• Name – sample validation and linkage, 

• NHS Number – sample validation and linkage, 

• Date of birth – sample validation and linkage, 

• Address and Postcode (Unit level) – sample validation and linkage,  

• Date of death – analysis, 

• Place of death – analysis, 

• Cause of death – analysis,  

• Study ID – linkage of returned pseudonymised data.  
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Confidentiality Advisory Group advice 
 
Background to Submission 
 
This CAG recognised that this project had operated with support under the 
Regulations since 22 April 2013. Following resolution of a query raised by NHS 
Digital in 2018, the Confidentiality Advice Team requested that a refreshed 
application submission was made in respect of the longitudinal study.  
 
The purpose of the refreshed application was to ensure that the project record 
appropriately reflected the scope of support which was in place for the study, was 
brought in line with the current standards required for the CAG and in relation to 
current data protection legislation. 
 
Public interest 
 
The CAG recognised that the application continued to define an appropriate 
medical purpose, which was medical research. Members were assured that the 
public interest in the application activity was enduring due to the importance of 
understanding the longitudinal effects of tamoxifen in preventing breast cancer.   
 
Scope of Support 
 
The history of the current application and the scope of support currently in place 
under the Regulations was considered at the meeting. In April 2013, the applicant 
had submitted a request to extend the scope of support which was in place under 
the Regulations to cover follow-up of the complete patient cohort. This request 
was made due to the validity of the historic consent being queried by controllers 
when applications had been made to request follow-up information. 
 
At that time, the CAG had recommended that the established non-response 
guidance was overridden and support under the Regulations was extended to the 
full patient cohort. The rationale accepted at that time was that the initial consent 
wording was no longer considered acceptable by standards at that time. The 
applicants had made an attempt to reconsent patients; however, there was 
significant proportion of non-response which equated to 22% of the overall patient 
sample. It was explained that the exclusion of these patients would have a 
statistically significant impact on the study outcome. The Group recognised that 
the applicants did not hold updated contact information for the patient cohort, it 
was possible that the consenting materials had not been received.  
 
Members concluded at that time that on balance, sufficient justification and public 
interest benefit had been provided to extend the scope of support under the 
Regulations to include the full patient cohort.  
 
Within the refreshed application, the applicant had confirmed that they were 
relying on tasks in the public interest (GDPR Article 6(1)(e)), not patient consent, 
as the legal basis for processing. The CAG accepted this information and 
remained supportive of the previous position to extend support under the 
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Regulations to the whole patient cohort. The Group felt that the application was of 
such public interest, breast cancer being a common and potentially fatal condition, 
that the introduction of bias due to an incomplete cohort could potentially put 
women at a greater risk than that posed by setting aside the Common Law and 
therefore agreed to uphold the decision made in 2013. 
 
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 
 
Members remained assured that, due to the retrospective and historical nature of 
the patient cohort, it was not feasible to seek further consent for the ongoing 
patient follow-up. The applicant had also explained that as the initial study 
recruited in 1992, with active treatment completion at least 10 years previously, 
the contact details and GP information held in relation to the cohort were likely to 
be out of date. No issues were raised in this area. 
 
• Use of anonymised/pseudonymised data 
 
Confidential patient information was required to facilitate linkage with the wider 
data sources, which could not be otherwise achieved. No issues were raised in 
this area.  
 
Justification of identifiers 
 
Applicants should justify the necessity of each identifiable data item in the context 
of how each is essential to achieve the aims, and as part of this justification 
consider whether less identifiable variants of each item would be sufficient e.g. 
month and year instead of full date of birth. 
 
Members queried whether there was an ongoing need to retain address and 
postcode for the patient sample. The applicant had stated that, due to the 
historical nature of this information, it was likely to be outdated. On this basis, the 
Group was unclear how these details could be reliably used in sample validation 
and linkage. It was further noted that as there would be no further attempt to 
contact patients, continued retention of address details did not appear to be 
justified. 
 
The CAG agreed that further information was required from the applicant in this 
area to ensure that the items of confidential patient information retained were the 
minimum required to achieve the ongoing linkage and analysis activity.  
 
The Group further queried whether it was feasible to truncate date of death to 
month and year format once survival calculations had been undertaken. This point 
would also be followed up with the applicant.  
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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. Further information was required to understand 
when the study was anticipated to end. The project website suggested that data 
would be continued to be collected until 2026; however, Members were unclear if 
this was the end date for the study.  
 
It was also noted from detail provided at Q52 and Q53 of the CAG Application 
form that study data would be held for 20 years following the end date of the 
study. It was unclear whether would include confidential patient information and if 
so, what the justification was for this ongoing retention. 
 
Members agreed that further information was required in this area to understand 
the anticipated end date for the study and when an exit strategy from support 
under the Regulations was expected to be achieved.  
  
Patient and Public Involvement and Engagement 
 
Meaningful engagement with patients, service users and the public is 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 explained that, due to the historic nature of the overarching study, there 
was no requirement to undertake activity in this area when the project 
commenced. It was explained that subsequently, the applicants had sought the 
views of the Patient and Public Involvement group, called the Queen Mary Trials 
Advisory Group (QMTAG), around the study and data collection mechanisms.  
 
Two members of this patient group had provided written response around the 
project and details were provided for consideration. Whilst Members recognised 
that the patient responses received were supportive of the proposal and ongoing 
data collection, it was unclear whether these individuals were representative of 
the patient cohort. It was further commented that the views of two patients did not 
appear to be proportionate to the scope of the ongoing activity.  
 
Members agreed that there was opportunity for more targeted activity to be 
undertaken in this area. It was suggested that a specific breast cancer patient 
group or charity be approached about the study to seek views about the ongoing 
patient follow-up. The Group commented that the importance of ongoing and 
meaningful engagement activity was strengthened due to the reduced response 
rate which was achieved at the last contact attempt with the patient cohort.  
 
It was agreed that a condition would be added to the recommendation of support 
that further activity was carried out in this area with a more specific patient group 
with feedback bring provided at the next annual review. If the responses given are 
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 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 study has an established website which 
provides ongoing information about the trial in the public domain. Opportunities for 
patients to raise objection to the ongoing use of their data were clearly presented 
on the website with a variety of communication mechanisms. 
 
Due to the retrospective and historical nature of the study, Members were 
assured that operating communications and dissent mechanism via the study 
website was the most appropriate system. No queries were raised in this area.  
 
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 a stronger justification to support the ongoing retention of historic 

address and postcode information in relation to the patient cohort. 
 

2. Clarify whether date of death could be truncated to month and year format, 
once survival calculations have been undertaken, in order to reduce the 
identifiability of the retained information. 
 

3. Confirm the anticipated end date for the study. 
 

4. Confirm the retention period for confidential patient information following the 
end of the study and provide justification to support this retention period.  

 
Specific conditions of support (Provisional)  
 
1. Patient and public involvement and engagement activity should be carried out 

with an appropriate group to seek views around the longitudinal study. Feedback 
is required at the time of next annual review around the activity which was carried 
out and the format which this took, the demographics of the group involved 
together with an overview of the feedback which was provided. If the responses 
given are negative, the CAG will take this into account when considering whether 
support should continue, or whether further actions are necessary. 
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2. All pre-existing conditions of support related to ECC 4-03(h)/2012 remain 
applicable. 

 
3. The pre-existing annual review cycle remains applicable, with the next annual 

review to be received 4 weeks before 22/04/2020, and then on an annual basis to 
this schedule.  

 
4. Favourable opinion from a Research Ethics Committee (Confirmed). 
 
5. Confirmation of suitable security arrangements (Pending –  

 

• Queen Mary University of London Data Security and Protection Toolkit 
submission remains pending.  

• NHS Digital – Data Security and Protection Toolkit, Confirmed Standards 
Met, 

• NHS Wales Informatics Service – Satisfactory CPIP Assessment.  
 

 

4. NEW APPLICATIONS – Non-Research  

 

a. 19/CAG/0083 – National Clinical Audit of Psychosis 

 

Context 
 
Purpose of application 
 
This application from the Healthcare Quality Improvements Partnership, set out the 
purpose of clinical audit which aims to provide those who commission, deliver and 
use services for people with psychosis with high quality data on the process and 
outcomes of NHS care. Healthcare Quality Improvements Partnership has 
commissioned the Royal College of Psychiatrists to undertake the audit on its behalf.  
 
The application is also supported by NHS England and NHS Digital and aims to 
move from a system whereby clinical teams enter pseudonymised information into 
bespoke online database, to one which is based on secondary analysis of data that 
Trusts currently submit to NHS Digital as part of the Mental Health Services Data Set 
(MHSDS). 
 
This application is seeking support to enable the Royal College of Psychiatrists 
(RCPsych) to collect confidential patient information from organisations in England 
providing Early Intervention Psychosis services in 2019 that will be matched with 
data from the Mental Health Service Dataset, collected by NHS Digital to establish 
whether, in future years of the audit, a system can be implemented that will be 
entirely based on secondary analysis of data already submitted to NHS Digital.     
 
The first phase of this plan will involve checking the completeness and validity of 
data submitted to MHSDS against clinical data submitted directly to the audit team 
on a random sample of people with psychosis who are receiving care provided by an 
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Early Intervention in Psychosis (EIP) team. The applicant is also seeking support to 
link information on the quality of care people in the audit receive with data on 
subsequent use of inpatient and emergency medical services from MHSDS and HES 
held by NHS Digital.  
 
A recommendation for class 4, 5 and 6 support was requested to cover activities as 
described in the application.  
 
Confidential patient information requested 
 
Cohort 
 
Patients aged 14 – 65 with First Episode Psychosis (FEP) on the caseload of an 
Early Intervention Psychosis team for six months or more on the census date: 
01/04/2019. A maximum 100 patients per team will be included which will be 
identified by random sample by NCAP team. Patients will be identified across 154 
teams within 57 organisations.  
 
The following items of confidential patient information are requested: 
 

• NHS number – for sample validation and linkage,  

• Postcode – for sample validation and linkage,  

• Date of Birth – for sample validation and linkage,  

• Year of birth – analysis, 

• Sex – analysis, 

• Ethnicity – analysis.  
 
Confidentiality Advisory Group advice 
 
Public interest 
 
The CAG was assured that this application defined an appropriate medical purpose 
through the management of health and social care services. Members agreed that 
the proposed activity was within the public interest as this would assist in auditing 
the manner and quality of care given to patients with psychosis.  
 
The application described a pilot activity which aimed to compare the completeness 
of the data submitted to the audit against that which is collected as standard within 
the Mental Health Minimum Dataset (MHMDS) by NHS Digital. The purpose of this 
activity is to determine whether it would be feasible to undertake the psychosis 
audit on the data collected as standard within the MHMDS. This would present a 
practicable alternative to the dual data collection processes which currently 
operated.  
 
Members expressed support for the pilot activity as it was recognised that the dual 
submission for the purposes of the audit and the MHMDS was a significant 
undertaking on behalf of clinicians. If the MHMDS was found to provide an 
equivalent dataset, this dual processing would be ceased, which would have a 
wider public interest benefit.  
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Scope of Support 
 
On review of the data flow chart which had been provided to support the 
application, the Group noted that one of the intended outputs from the audit was 
detailed as peer reviewed articles. This suggested there may be a wider research 
purpose to be achieved from the collected data. The current application had been 
submitted on a non-research application form and would be considered by the 
nominated decision-maker for non-research activities. As such, any 
recommendation of support which was provided under the Regulations would 
extend to these non-research audit purposes only.  
 
The CAG stated that should there be a wider research purpose which would be 
achieved using the data collected within the scope of this audit application, a 
separate application would need to be submitted to seek support under the 
Regulations. The Group agreed that this would be added as a condition of support.  
 
Associated Patient Survey  
 
The application made reference to an associated patient survey which would be 
carried out with the same target patient population. Members were unclear what 
the survey involved and which organisation would be facilitating this. It was agreed 
that further information would be requested from the applicant around the survey.  
 
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. 
 
• Reducing the flow of Confidential Patient Information  
 
When recommending support under the Regulations, the CAG need to be assured 
that access to confidential patient information with support under the Regulations 
was restricted by reducing the flow and access to data to the minimal organisations 
required to achieve the activity aims.  
 
The proposed methodology for this pilot activity involved the disclosure of 
confidential patient information from participating Trusts to the Royal College of 
Psychiatrists prior to the onward disclosure to NHS Digital to facilitate linkage with 
the MHMDS.  
 
Members were unclear why the Royal College of Psychiatrists required any access 
to confidential patient information for the purposes of the application activity. It was 
suggested that information could be disclosed by Trusts direct to NHS Digital for 
linkage prior to release of a linked pseudonymised dataset to the Royal College of 
Psychiatrists for analysis. It was further commented that NHS Digital would be able 
to flag the relevant patients within the system to enable the future follow-up to be 
undertaken without need for further disclosure of confidential patient information.  
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The Group acknowledged that support under the Regulations would still be 
necessary to support the disclosure of confidential patient information to NHS 
Digital and the subsequent flagging and processing for follow-up data. However, 
access to confidential patient information without consent would be restricted to 
NHS Digital only, reducing the scope of support required under the Regulations.  
 
It was agreed that the applicant would be asked to consider this revised 
methodology, in correspondence with NHS Digital as processor, to determine 
whether this would be a feasible alternative to the current design. If this option was 
not determined feasible, a strong and justified rationale would be required to 
support this decision.  
 
• Feasibility of consent 
 
The applicant had cited that consent was not feasible due to the potential size of 
the patient cohort to be included, which was estimated to be 10,000 patients. It was 
further noted that the MHMDS was collected as standard and analysis between the 
submission here and the audit information would be undertaken on a retrospective 
basis which also made seeking consent unfeasible for the purposes of the pilot 
activity. The Group was assured by the rationale provided and agreed that consent 
was not feasible.  
 
• Use of anonymised/pseudonymised data 
 
Processing of confidential patient information was necessary to facilitate linkage 
between the audit data and the MHMDS. The linked data would enable comparison 
to be carried out between the two sources which could not be otherwise achieved. 
Members accepted this rationale and raised no further queries in this area.  
 
However, the Group did note that currently the psychosis audit operated without 
support under the Regulations as confidential patient information was not required 
to achieve its aims. Collection of confidential patient information was required for 
this pilot exercise to enable accurate comparison to be undertaken between the 
audit submission and standard data collection via the MHMDS. This would 
determine whether the MHMDS presented a practicable alternative to dual data 
collections. The CAG stated that support was recommended for the pilot exercise 
only, to enable this option to be explored and was not recommending support more 
generally for future iterations of the psychosis audit.  
 
Justification of identifiers 
 
The CAG was assured that the items of confidential patient information requested 
were appropriate and proportionate to achieve the application aims and raises no 
queries in this area.  
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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 
applicant explains that patient and user organisations are involved in the Steering 
Group. A Service User Advisor had also been closely involved in the application 
submission. The feedback provided from patient engagement activity requested that 
information collated as part of the referenced patient survey should be separated 
from clinical information collected via the audit activity. Members agreed that 
assurance was required from the applicant that appropriate steps had been put in 
place to achieve this data separation.  
 
The CAG was assured that the activity undertaken in this area was appropriate and 
proportionate to the proposal and raised no further queries.  
 
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. Members considered the patient information leaflet which had been provided 
with the application. This document served a dual purpose of informing patients 
about the audit activity and the supplementary patient survey. The information sheet 
would be made available via the audit website and participating Trusts would also be 
informed to make this available locally. 
 
The document stated that consent was not feasible for the audit pilot due to the 
potential cohort size. Members were uncomfortable with the presentation of this 
information and recommended that this was removed, as it appeared contradictory 
against the detail around the survey completion. It was agreed that the earlier 
paragraph which explained that section 251 support was in place to legitimise the 
data collection appeared to provide sufficient information for patients.  
 
The information leaflet offered a means of patient objection via the Royal College of 
Psychiatrists. It was noted that this right of objection would only be implemented 
after confidential patient information had been disclosed. Members agreed that a 
local dissenting mechanism should be established which would enable patients to 
raise an objection prior to any information being disclosed for the purposes of this 
pilot activity. This would be followed up with the applicant and revised documentation 
requested.  
 
The applicant stated that the information sheet would also be supported by a poster, 
but this was not provided. This document would need to align with the revised 
objection mechanism requested above. The CAG agreed that sight of this document 
was required prior to any final 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 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.  
 
Minimising the Flow of Confidential Patient Information  
 
The CAG must be assured that the disclosure of confidential patient information 
within the application activity had been minimised to the least disclosive data flows 
to enable achievement of the proposed activity.   
 
1. It is suggested that confidential patient information could be disclosed from 

Trusts directly to NHS Digital to enable flagging of the cohort. This would 
reduce the flow of confidential patient information by removing access by the 
Royal College of Psychiatrists. Consider this revised methodology and either 
provide revised documentation to support this or a strong justification to support 
why this would not be feasible.  

 
Request for further information (Summary)  
 
The following points would also need to be addressed in the response.  
 
2. Provide further information around the associated patient survey and how this 

would be facilitated. 
 

3. Provide assurance that appropriate mechanisms had been put in place to 
ensure that information collated via the survey and via the audit clinical data 
collection would remain separate, as requested from the patient engagement 
activity. 

 
4. The patient information leaflet should be revised to remove the section entitled 

‘Why can’t you ask for people’s consent to collect this data?’  
 

5. A localised objection mechanism should be devised which would allow patients 
an opportunity to dissent to their inclusion in the audit, prior to any confidential 
patient information being disclosed. Provide details of how this would be 
operated, together with any documentation (new or revised) to support this.  

 
6. Provide a copy of the poster which will be displayed at Trust sites to promote 

the audit activity.  
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Specific conditions of support (Provisional)  
 
1. Support extends to the non-research audit purposes described in the application 

only. There is no support for any research purposes under this application 
reference.  

2. Confirmation from the IG Delivery Team at NHS Digital of suitable security 
arrangements via Data Security and Protection Toolkit (DSPT) submission 
(Pending – clarification requested around data flows to support the 
proposal). 

 

 

 

5. NEW APPLICATIONS – Research 

 

a. 19/CAG/0058 - Bacterial recurrent urinary tract infections V1.0 

 

Context 
 
Purpose of application 
 
This application from the University of Surrey set out the purpose of medical 
research which aims to gain a greater understanding of the bacteria associated 
with patients who suffer recurrent urinary tract infections in comparison with those 
suffering sporadic urinary tract infections at Frimley Park Hospital.  
 
The study will be undertaken in two phases – the first phase will involve screening 
medical records held onsite at the Frimley Health NHS Foundation Trust to 
identify patients who have presented with recurrent urinary tract infections, a 
single urinary tract infection or a bloodstream infection other than a UTI with 
comparable strains of bacteria to be included as a control cohort.  
 
Retrospectively identified patients will be identified by screening medical records 
onsite, which requires a recommendation of support under the Regulations. The 
study focuses on the analysis of surplus bacteria samples; however, the 
application to the CAG relates to the identification of the relevant patient cohort 
only. Patients who present prospectively will be asked to provide informed 
consent to their inclusion in the study and is out of scope for the CAG remit. 
 
A recommendation for class 1, 5 and 6 support was requested to cover access 
activities as described in the application.  
 
Confidential patient information requested 
 
Cohort  
 
150 patients will be retrospectively included in the study as follows: 50 patients 
with recurrent urinary tract infections, 50 patients with sporadic urinary tract 
infections and 50 patients with bacterial infections at sites other than urinary tract 
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treated at the Frimley Health NHS Foundation Trust between 01/01/2018 and 
31/12/2019.  
 
The following items of confidential patient information are requested for the 
purposes set out below: 
 

• NHS Number – sample validation and linkage, 

• Laboratory Number – sample validation and linkage,  

• Date of birth – sample validation and linkage,  

• Sex – sample validation, linkage and analysis.  
 
Confidentiality Advisory Group advice 
 
Public interest 
 
The CAG was assured that the application defined an appropriate medical purpose, 
which was medical research. Members were supportive in principle of the aims of the 
research as it was recognised that gaining a greater understanding of the bacteria 
profiling behind recurrent versus sporadic urinary tract infections was within the 
public interest.  
 
The Group raised concerns around the mixed methodology proposed for the study, 
which involved analysing historic surplus samples available onsite at the Trust 
against newly taken samples provided with patient consent. Members noted that 
wider supporting clinical information would collected for the prospectively taken 
samples. As a richer dataset would be available for analysis from the prospectively 
collected samples, the CAG was unclear how the data would be comparable against 
the information generated from the retrospective samples. It was recognised that 
issues relating to the science of the project were within the remit of the Research 
Ethics Committee to consider. However, Members agreed that as this issue 
impacted on the potential public interest benefit being achieved from the study, this 
concern would be raised with the applicant.  
 
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. 
 
• Direct Care Team  
 
It was explained within the application that whilst the main applicant and clinical 
supervisor undertaking the study were employees of the Trust, it could not be 
guaranteed that they were directly part of the clinical care team for all patients which 
would be included in the study.  
 
The CAG follows the guidance position set out by the National Data Guardian in the 
Information Governance Review 2013 around the definition of the direct care team. 
This stated that ‘direct care is provided by health and social care staff working in 
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‘care teams’, which may include doctors, nurses and a wide range of staff on 
regulated professional registers, including social workers...Care teams may also 
contain members of staff, who are not registered with a regulatory authority, but who 
may need access to a proportion of someone’s personal data to provide care safely’. 
 
Members acknowledged that the main applicant was an appointed Consultant 
Microbiologist and Infection Control Doctor and the clinical supervisor was a Clinical 
Urologist, both working within the Frimley Health NHS Foundation Trust. The Group 
suggested these individuals could be considered to be part of the clinical care team 
for the patient group. If so, this would suggest that the individuals would have a 
legitimate basis to access patients records without breaching the common law duty 
of confidence. The applicant was recommended to discuss this position with the 
Caldicott Guardian, or associated department at the Trust in order to ascertain their 
position within the clinical care team. If it was determined at a local level that both 
individuals would be considered to the part of the clinical care team, the remit of the 
CAG would fall away as there would be an alternative legal basis to legitimise 
access to patient records.  
 
The CAG agreed that as the status of the applicants within the clinical care team was 
unclear, it was unable to provide a recommendation of support to the proposal at this 
time.  
 
• Feasibility of consent 
 
The applicant advised that the operation of a consented model in relation to the 
retrospective patient cohort would lead to an increased timeframe to collect the 
required biological samples needed for the study analysis. Seeking support under 
the Regulations for this element of the study would reduce the resources required to 
identify the cohort and enable the study to be completed in the required timeframe. 
 
It was further explained that, due to the retrospective nature of this sub-cohort of 
patients, there was potential for the address details held for patients to be out of 
date, preventing a successful approach for consent to be made. The applicant also 
explained that patients may not have been informed at the time of treatment that 
bacteria had been isolated from their blood samples. It was suggested that an 
approach for consent which provided this information may be distressing of 
confusing for patients.  
 
The CAG considered the rationale provided by the applicant. It did not agree that the 
time and resource arguments or the potential or distress amongst patients provided 
sufficient justification to proceed on an unconsented basis. It was recognised that 
patient contact details could be checked prior to a consent approach being made.  
 
The Group noted that the study would involve a maximum of 200 patients. Due to the 
limited sample size, Members were not satisfied progression on a consented basis 
was not feasible, either by approaching retrospective patients for consent, or by 
operating a solely prospective sample collection process.  
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Should the applicant wish to submit a revised application for consideration by the 
CAG, this would need to include a stronger justification to support the necessity to 
include a retrospective patient cohort within the study. This would need to be 
supported by a more robust rationale to support why seeking consent from this 
retrospective cohort was not considered feasible.  
 
• Use of anonymised/pseudonymised data 
 
Access to confidential patient information was required in order to identify the patient 
cohort to be included in the study which could not be otherwise achieved. No issues 
were raised in this area.  
 
Justification of identifiers 
 
The CAG was assured that the items of confidential patient information requested 
were appropriate and proportionate to achieve the study aims. No queries were 
raised in this area.  
 
Exit Strategy 
 
Support under the Regulations is required on a time limited basis to support the data 
collection process. Once complete, the resulting dataset would be anonymised prior 
to analysis in order to exit from the requirement for support under the Regulations. 
No issues were raised 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. Members 
noted that, in the initial application, the questions which covered patient and public 
involvement and engagement activity appeared to have been incorrectly understood 
to relate to consenting patients. Following queries raised by the Confidentiality 
Advice Team, the applicant had established a plan to engage with the Patient 
Ambassador Group at the Frimley Health NHS Foundation Trust.  
 
The CAG commented that active engagement with patients and the public around 
the proposed activity was likely to provide a positive impact on the design of the 
study. It was also suggested that views could also be sought around the most 
appropriate communications mechanism to promote the study, if a revised 
application was to be made. The Group agreed that any revised submission would 
need to be supported by feedback from active activity in this area to understand the 
views of patients on the proposal. 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. 
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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 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 explained that a study website would be created to support the 
promotion of the study. It was confirmed that this would advertise a means of 
objection. The applicant also confirmed that records would be checked for evidence 
of historic dissent which would be respected. 
 
The Group acknowledged that the study website was good means of wider 
communications. It was suggested that this could be supported by display of 
information on site, acknowledging that part of the study focussed on patients with 
recurrent urinary tract infections who were likely to return to the hospital. 
 
It was agreed that any revised submission would need to include a clear overview of 
the communications strategy which would support the promotion of the study in the 
public arena, together with any documentation which be used. 
 
Data Protection Compliance  
 
Further information was required as part of any revised submission to evidence how 
the proposed activity was compliant with the General Data Protection Regulation and 
Data Protection Act 2018. The information provided would need to confirm what legal 
basis was being relied upon for processing.  
 
Confidentiality Advisory Group advice conclusion 
 
In line with the considerations above, the CAG agreed that further information 
would be required from the applicant in order for a recommendation under the 
Regulations to be provided.  
 
Further information required 
 
The following information should be provided to allow the CAG to continue their 
consideration of the application. A detailed covering letter would need to be 
provided to address the following points, together with a revised CAG application 
form and any supplementary of revised supporting documents.  
 
Direct Care team 
 
1. Clarification should be sought at a local level around the position of the Chief 

Investigator and Clinical Supervisor as members of the direct care team. 
Guidance should be sought from the Caldicott Guardian, or associated 
department, around this position. If it is determined locally that these individuals 
would be considered to be part of the direct care team, this would suggest that 
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the remit of the CAG has fallen away, as there would be a legitimate basis for 
patient records to be accessed. 

 
If it is determined locally that the Chief Investigator and the Clinical Supervisor are 
not considered to be part of the care team, the following points would need be 
addressed if it is decided to progress with a revised submission of the application 
for support under the Regulations.  
 
Practicable Alternatives – Consent  
 
1. A stronger justification was required to support the need for the retrospective 

patient cohort to be included in the study, as the CAG was not assured that the 
patient cohort could not feasibly be achieved on a fully consented, prospective 
basis.  
 

2. If a retrospective cohort is required for the purposes of the study, a more robust 
justification would also be required to support why these patients could not be 
approached for consent.  

 
Wider Points 
 
3. Provide further information to explain how the dataset collected from the 

retrospective patient cohort would be comparable to that collected 
prospectively from patients with consent.  
 

4. Feedback from active patient and public involvement and engagement activity 
would be required to support the submission. This should provide an overview 
of the activity carried out together with the demographics of the group involved. 
An overview of the views expressed by the group would be required, with a 
particular focus on the proposed study methodology and the use of confidential 
patient information without consent.  

 
5. Provide details of the communications strategy for the study, explaining how 

the project would be promoted in the public arena, together with copies of any 
documentation used to facilitate this. This should also explain how a project-
specific dissenting mechanism would be operated for the study. It is 
recommended that patient and public views are sought around the 
communication strategy and its supporting documentation.  

 
6. Confirm that the legal basis being relied upon processing data under the 

GDPR are Article 6(1)(E) – tasks in the public interest and Article 9(1)(J) – 
research purposes.  
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b. 19/CAG/0081 - Epidemiology of Pancreatic Cancer Using Longitudinal 

Electronic Health Record Data 

 

Context 
 
Purpose of application 
 
This application from Queen Mary University of London set out the purpose of 
medical research which aims to study risk factors related to pancreatic cancer on 
the diverse patient population based in East London. The study primarily aims to 
discover and evaluate novel and known risk factors associated with pancreatic 
cancer, and lay the foundation for potential integration with molecular data for 
further stratification of pancreatic cancer patients. 
 
The study will link health care records across primary, secondary and tertiary care 
data of patients diagnosed or reported with pancreatic or biliary diseases within 
Barts Health NHS Trust since 2007. A case-control study will be conducted, based 
on the retrospective data, between pancreatic cancer diagnosed and other 
patients, matched by the appropriate demographics, focusing on various 
epidemiological factors and clinical data. The study will collate information from 
HES, commissioning datasets and GP records.  
 
A recommendation for class 1, 4 and 6 support was requested to cover 
activities as described in the application.  
 
Confidential patient information requested 
 
Cohort 
 
The following patient cohorts will be included in the study from the Barts Health 
NHS Trust who were treated from 01/01/2007 to 31/12/2021:  

• Patients, aged over 18 years, diagnosed with pancreatic cancer,   

• Control group one – patients with cancer in small intestine, duodenum, liver, 
gallbladder and bile duct,  

• Control group two - Patients with hernia and other diseases of pancreas, 
liver, gallbladder, biliary tract and spleen. 

• It is estimated that there will be 3,750 patients in each cohort.  
 
 
The following items of confidential patient information are requested the 
purposes as set out below: 
 

• NHS Number – sample validation and linkage,  

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

• Date of death – calculation of analysis information 

• Gender – analysis, 

• Ethnicity – analysis.  
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Confidentiality Advisory Group advice 
 
Public interest 
 
The CAG was assured that this application defined an appropriate medical 
purpose, which was medical research. Members recognised that gaining a 
greater understanding of the risk factors associated with pancreatic cancer, 
which has such a poor prognosis, was within the public interest. It was 
recognised that the patient population in East London would provide a diverse 
sample to be included in the study. The Group was supportive in principle of the 
overarching aims of the study and recognised the potential for patient benefit.  
 
The Group was unclear from the detail included within the application what the 
specific risk factors associated with pancreatic cancer were which would be 
explored. It was agreed that clarification would be required in this area.  
 
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 the study would involve a large retrospective patient 
cohort, of which, it was likely that a significant proportion would be deceased. 
Members were assured that it would not be feasible to seek consent for the 
purposes of the application activity and raised no queries in this area.  
 
• Use of anonymised/pseudonymised data 
 
Confidential patient information was required to facilitate the linkage process 
between the various datasets to be included in the study which could not be 
otherwise achieved. No issues were raised in this area.  
 
Data Flows and Sources 
 
Several data providers and supporting data flows were described within the 
application form and the definitive methodology was unclear. The 
Confidentiality Advice Team had raised queries in this area in advance of the 
meeting and a revised data flow diagram had been provided; however, 
Members had found this complicated and lacking clarity.  
 
The application described three options to support the cohort identification 
through collaboration with Barts Health NHS Trust Data Warehouse or via NHS 
Digital. The applicant stated in the response to queries that the cohort would be 
identified via the third option, the Cerner Millennium System Business 
Intelligence (BI) tool on site at Barts Health NHS Trust. Members queried this 
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methodology as it was stated within the application that the feasibility of this 
approach had not been tested. The Group agreed that assurance would be 
required from the applicant that the patient cohort could be established from 
this dataset to prevent unnecessary access and processing of confidential 
patient information if this was not achievable.  
 
It was understood that primary care data would be collected following linkage 
with the NHS Discovery East London dataset. It was understood that the Barts 
Health NHS Trust covered a larger geographical area than NHS Discovery 
operating in East London. The CAG required assurance that the patient cohort 
would be appropriately restricted upon its initial identification to ensure it was 
within the required geographical region.   
 
The Group raised further queries around the dataset which was held by NHS 
Discovery. It was unclear, under what legal basis in relation to the common law 
duty of confidentiality, confidential patient information was transferred to NHS 
Discovery. It was also unclear whether the controllership for the data remained 
with the GP practices which had provided this, or whether NHS Discovery was 
itself responsible.  
 
Whilst the applicant had provided confirmation of the preferred data source 
within the response to queries, the CAG application form did not reflect this. 
Members further commented that the supporting data access arrangements 
and data flows had not been clearly articulated. On this basis, the CAG agreed 
that it was not able to provide a recommendation in relation to the project and 
the application would be deferred.  
 
The applicant would be required to provide a revised application which set out 
the agreed data sources for the project. This would need to be supported by a 
clear data flow chart which followed the flow of data for the study purposes, 
identifying who would have access at each stage of the project, which 
organisations were controller/processors within the overarching flow, what 
items of confidential patient information were being transferred at each stage 
and confirmation of who was undertaking the linkage process together with an 
overview of the resulting dataset.  
 
Members also agreed that it would be helpful to see copies of the 
documentation which was considered by the NHS Discovery Programme 
Board, as referenced in the approval letter dated February 2019.  
 
Justification of identifiers 
 
The Group identified some discrepancies between the items of confidential 
patient information detailed required at various points in the application and 
supporting documentation. Members agreed that any revised submission 
should provide a definitive list of the identifiers which were required together 
with a justification of necessity for each item to enable an informed assessment 
to be undertaken. 
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Project Categorisation 
 
The application which had been submitted to the CAG identified the project as 
a ‘Study limited to working with data (Specific Project Only)’. However, in 
review of the approval letter which had been provided from NHS Discovery’s 
Programme Board, one of the project aims was detailed as to ‘Establish a 
population-based molecular epidemiology database for public use’.  
 
Members were unclear how this aim aligned with the application activity 
described in the CAG application. If the intention was to establish a research 
database, which would be made more widely available, the project would need 
to be appropriately categorised with the IRAS system. Relevant supporting 
documentation around the database governance arrangements and application 
process would also be required. The applicant would be asked to consider the 
categorisation of the project as part of the revised submission to ensure this 
accurately reflected the purpose of the project.  
 
It was also unclear if there were any intended linkages between the study 
database and the referenced pancreatic cancer research tissue bank, which 
would also need to be clarified in the revised submission.  
 
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 were unclear around the 
timeline for the study due to discrepancies in dates provided. The application 
stated that the study was funded until 31 December 2021. However, it was also 
referenced that confidential patient information would be retained until 30 June 
2022 to ensure that data linkage could be validated.  
 
The Group agreed that further information was required in this area to 
understand the project timeframes and to establish when the exit strategy from 
support under the Regulations would be realised.  
 
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 application provided an overview of activity which been undertaken 
in relation to the establishment of a Pancreatic Cancer Research Tissue Bank. 
Whilst Members agreed that this activity was relevant due to the target patient 
group, it did not appear that any activity had specifically been carried out in 
relation to this application. It was also noted that the use of confidential patient 
information without consent was not considered during this engagement 
activity, which was a key consideration for the CAG. 
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The Group further commented that the control cohorts which would be included 
in the study should also be accounted for during patient and public involvement 
and engagement. As the control cohort involved healthy patients who were 
unlikely to directly benefit from the research outcomes, the importance of 
seeking the views of a lay group around the use of the confidential patient 
information of health patients without consent was highly important.  
 
Members agreed that work should be undertaken in this area to seek the views 
of both a relevant patient population, but also the public more generally around 
this specific project. Views should be sought around the access to confidential 
patient information without consent to achieve the study aims. Feedback from 
this activity would be required as part of the revised application submission to 
support the overarching public interest in the activity proceeding. 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 an overview of a communications strategy to support the project 
in response to queries raised by the Confidentiality Advice Team. A copy of a 
poster which would be displayed throughout the Trust was provided for 
consideration. 
 
Members noted that the poster did not include an active dissenting mechanism. 
The information which was provided stated that if patients had not previously 
registered a dissent it would be assumed that they were content to participate 
in the study which was not deemed appropriate.  
 
The CAG also commented that the communications strategy would need to 
account for the control cohort of patients which would also be included in the 
project.  
 
The Group agreed that the revised application would need to be supported by a 
detailed communications strategy, together with any documentation which 
would be used to facilitate this. A project-specific dissenting mechanism would 
also need to be established, which would be promoted via patient facing 
materials. An overview of how patient dissent would be respected was also 
required for consideration.  
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Confidentiality Advisory Group advice conclusion 
 
In line with the considerations above, whilst supportive in principle of the 
project, the CAG agreed that further information would be required from the 
applicant in order for a recommendation under the Regulations to be provided.  
 
Next Steps – Process  
 
Details are provided below around the further information which is required 
from the CAG. Once a formal response to this request has been received, the 
information will be reviewed by a sub-committee of the CAG in the first 
instance.  
 
Following this initial review of the response, it may be necessary to arrange a 
meeting between representatives of the CAG and the research team to discuss 
the revised submission. Further information or revisions may be requested at 
this point if a clear response has not been provided.   
 
Once all issues have been resolved and a final revised submission is received, 
this will be considered at the next available CAG meeting. At this stage it may 
be necessary to request further information.  
 
Further information required (Summary) 
 
The following information should be provided to allow the CAG to continue their 
consideration of the application. A detailed covering letter should be provided to 
address the following points, together with a revised CAG application form and 
additional or revised support documentation.  
 
1. Clarify whether the project would be more appropriately categorised as a 

research database. If so, the project categorisation in the IRAS system 
would need to be amended and wider supporting governance 
documentation relating to a research database would need to be provided.  
 

2. Provide a clear overview of the data sources to be included in the study, 
confirming which organisations would be providing data and facilitating 
linkage.  
 

3. This information should be supported by a clear data flow diagram which 
follows the flow of data for the purposes of the application activity. The 
document should identify data sources, what items of confidential patient 
information are flowing between organisations and who would have access 
at each stage and confirming where linkage would be undertaken. 

 
4. Assurance should be provided that the chosen data sources and linkage 

methodology was appropriate and proportionate to achieve the study aims.  
 

5. Confirm what items of confidential patient information are required for the 
purposes of the study, providing a clear justification for each item.  
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6. Clarify under what legal basis, in relation to the common law duty of 

confidentiality, confidential patient information is held by NHS Discovery 
East London. Confirmation is also required around which organisation(s) 
acts as controller for the information held by NHS Discovery.  

 
7. Provide assurance that the patient cohort to be included in the study would 

be appropriately restricted in terms of geography, to enable onward linkage 
with primary care data to be undertaken by NHS Discovery. 

 
8. Provide further information around the specific risk factors associated with 

pancreatic cancer which would be explored within the scope of the project. 
 

9. A detailed overview is required around what information would be included 
in the analysis dataset.  

 
10. Confirm if it is intended to link information collected within this study to data 

held by the reference Pancreatic Cancer research Tissue Bank.  
 

11. Provide a clear timeline for the project, including details of funding and 
anticipated end date in order to clarify when the exit strategy from support 
under the Regulations is expected to be achieved.  

 
12. Provide copies of the wider study documentation which was considered by 

the NHS Discovery Programme Board for consideration.  
 

13. Provide feedback from project-specific patient and public involvement and 
engagement activity. This should account for views from an appropriate 
patient population and the public, to represent the patient and control 
cohorts to be included in the study. An overview of the activity undertaken, 
the demographics of those present together with feedback around the 
project would be required. This should specifically focus on the use of 
confidential patient information without consent.  

 
14. Details of the project-specific communications strategy and dissenting 

mechanism would be required. This should address the patient and control 
cohorts. An overview of the strategy would be required together with copies 
of any documentation used to support this for review.  

 
15. The poster document requires specific revision to offer a means of project-

specific dissent.  
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c. 19/CAG/0092 – ‘OxMIV' violence risk assessment tool: external validation 

study. V1.0 

 

Context 
 
Purpose of application 
 
This application from the University of Oxford set out the purpose of medical 
research which aims to assess the accuracy of a tool which is used to assess the 
risk of patients, who are under the care of the community mental health teams as 
part of the Early Intervention in Psychosis program, turning violent.  
 
The OxMIV tool has previously been trialled in Sweden and the applicant wishes to 
test its efficacy in England. It utilises data which is routinely collected by clinicians to 
predict the likelihood of patients turning violent. This study aims to test the accuracy 
of the tool’s estimations on a historic patient cohort. To achieve this, routine 
information from electronic healthcare records for patients who were previously 
treated under the Oxford Health NHS Foundation Trust’s Early Intervention in 
Psychosis (EIP) services will be accessed in order to calculate the OxMIV score. 
Police and health care records will then be checked for evidence of subsequent 
violence which will be utilised to evaluate the accuracy of the tool.  
 
The applicant will require access to patient’s medical records for the 12-month 
period following the EIP referral to examine for incidents of violence. Access to 
police records for the same duration would also be required to establish a complete 
picture of patient violence following the intervention.  
 
A recommendation for class 1, 4 and 6 support was requested to cover activities as 
described it the application.  
 
Confidential patient information requested 
 
Cohort 
 
1300 consecutive referrals EIP referrals, up to May 2018, within the Oxford Health 
NHS Foundation Trust will be accessed in order to identify approximately 1000 
eligible patients for inclusion.   
 
Access to the complete patient record will be required in order to identify eligible 
patients for inclusion in the study and to enable wider data required for analysis to be 
extracted. The following items of confidential patient information are specifically 
required for the purposes set out below: 
 

• Name – sample validation and linkage, 

• Date of birth – sample validation and linkage, 

• Date of Early Intervention Service referral – analysis,  

• Sex – analysis.  
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Confidentiality Advisory Group advice 
 
Public interest 
 
The CAG was assured that the application defined an appropriate medical 
purpose, which was medical research. Members acknowledged that the risk of 
violence was an important clinical problem within the mental health service. The 
project aimed to test the accuracy of the described tool in predicting violence in 
this patient group. The Group was assured that the activity was within the 
public interest.  
 
Scope of Support 
 
The remit of the CAG extended to the confidential patient information contained 
in patient records held at Oxford Health NHS Foundation Trust only. The 
applicant had confirmed in advance of the application review that an alternative 
legal basis had been established to legitimise access to and extraction from the 
Thames Valley Police database. Members received this assurance and it was 
agreed that a condition would be added to clarify the scope of the 
recommendation of support being provided under the Regulations for the 
activity.  
 
Cohort  
 
It was explained that approximately 1300 consecutive patient records would be 
accessed onsite at the Trust, to establish a cohort of 1000 patients to be 
included in the study. The applicant had estimated that of this sample, around 
100 patients were expected to have subsequent violent activity.   
 
It was unclear within the application whether the predictive tool would be 
applied to the full cohort of 1000 patients, to determine which would have been 
predicted to progress to violence and which would not. The Group agreed that 
this point would be clarified with the applicant to ensure the full scope of the 
proposal was understood.  
 
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 explained that, as the predictive tool was not yet validated, it was 
important that testing of this did not impact on the patient care pathway. This 
supported the proposed methodology of testing against a retrospective patient 
cohort. Members accepted this rationale in support of the study design and 
were in agreement that seeking consent from the retrospective cohort was not 
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feasible due to the size of the sample involved. No issues were raised in this 
area.  
 
• Use of anonymised/pseudonymised data 
 
Access to confidential patient information was necessary to establish the 
patient cohort to be included in the study and to extract the relevant clinical 
information required to test the predictive tool. Confidential patient information 
would also be used to facilitate linkage with the wider data sources, which could 
not be otherwise achieved. No issues were raised in this area.  
 
• Direct Care Team  
 
Due to the retrospective nature of the study, the applicant explained that 
patients may no longer be under the care of the Trust. It was further added that 
the initial treating clinicians may also have left the service, which made 
identifying an appropriate direct care team member difficult.  
 
It was also noted that, much of the information to be extracted from patient 
records related to the clinical judgement and practice undertaken by the direct 
care team. On this basis, the applicant stated that involving members of the 
clinical care team in the data extraction process could introduce unmeasured 
bias into the study.  
 
The applicant further advised that as the treating clinician would have direct 
knowledge of the patient, this had the potential to influence the views of the risk 
assessment undertaken. This could impact on the accuracy of the validation of 
the predictive tool being undertaken within the scope of the project.  
 
The Group was assured by the applicant’s rationale that data extraction by the 
direct care team was not a feasible option for the project.  
 
Justification of identifiers 
 
The CAG was assured that the items of confidential patient information 
requested were appropriate and proportionate to achieve the study aims. No 
issues were raised in this area.  
 
Analysis Dataset  
 
Members noted at Q36 of the CAG application form that information would be 
included within the analysis dataset in relation to members of the patient’s 
family. It was stated that parental history of drug and alcohol abuse and violent 
crime would be recorded together with sibling history of violent crime. The 
Group commented that the inclusion of third-party data within the analysis 
dataset increased the sensitivity of the data collected. It was noted that the 
source and extent of this information were unclear, and clarification would be 
sought from the applicant.  
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Data Flows 
 
To prevent a disclosure of confidential patient information to the Thames Valley 
Police, the applicant would transfer confidential patient information via laptop to 
the site. Only the main applicant would have access to this information and 
would personally undertake the searches via the police database.  
 
Members accepted that the purpose of transferring information via laptop was 
to restrict access to confidential patient information and prevent the 
requirement to disclose this to the police force. Assurance would be requested 
from the applicant that the laptop would be appropriately encrypted as an 
additional security measure.  
 
Exit Strategy 
 
Support was required on a time limited basis to identify the patient cohort and 
link information from additional sources. Once this had been completed, the 
analysis dataset would be anonymised to establish an exit from the 
requirement for support under the Regulations.  
 
The applicant explained that the patient cohort would be extracted in working 
batches of 50 patients at a time to limit the amount of confidential patient 
information being processed at any time.  
 
Assurances were provided that no data will be retained by Thames Valley 
Police. It was also noted that the searches performed via the police database 
would not leave any trace on records accessed. Due to the sensitivity of the 
study information, the CAG agreed that a condition would be added to the 
recommendation of support to reinforce that this could only be used for the 
study purposes.  
 
The applicant anticipated that the study database would be anonymised by 
October 2019. Members commented that this appeared to be quite a short 
timeframe to undertake the data extraction and linkage process. However, no 
issues were raised around the proposed methodology and exit strategy from 
support under the Regulations.  
 
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 study formed the first part of a NIHR funded research fellowship. 
As part of the review process for the fellowship, the proposal was considered 
by the patient group attached to the Oxford Health Biomedical Research 
Centre which were supportive of the project.  
 
The applicant had also discussed the project with the Co-Chair of the Patients 
and Research group. From the information provided, it appeared that the only 
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feedback provided around the use of confidential patient without consent was 
from this individual. Members were unclear of the position of this individual and 
whether their views could be determined to be representative of the focus 
patient group. 
 
It was further explained that the applicant was forming a study-specific patient 
and public involvement group which would meet for the first time in May 2019. 
This group would include a minimum of three members including one with lived 
experience of psychosis and one carer. The Group considered the sensitivities 
of the project and agreed that it would be important to understand the views of 
the project-specific patient group and their families about the proposed activity 
prior to any recommendation of support coming into effect. It was agreed that 
the applicant would be asked to provide feedback from the initial group meeting 
to ensure that this representative sample were supportive of the principles of 
the project and the methodology proposed to achieve this.  
 
If the responses given are 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 an information sheet which would be made available at base sites 
providing treatment for the patients. It was further referenced that information 
would be made available in patient information packs. The Group was unclear 
what this additional information was and agreed that this would be followed up 
with the applicant.  
 
It was further noted that information would be displayed on the University 
website, with a link to the Oxford Health NHS Foundation Trust website. Copies 
of this text would be requested from the applicant for consideration.  
 
A dissenting mechanism was described within the patient information leaflet 
and assurance was provided that any objection would be respected. No issues 
were raised in this area.  
 
Security Assurance 
 
It is the policy position of the Department of Health that all approved 
applications seeking support under these Regulations must evidence 
satisfactory Data Security and Protection toolkit compliance. Assurance was 
required in respect of the University of Oxford and Oxford Health NHS 
Foundation Trust.  
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In order to complete this element, the CAG must receive confirmation of 
satisfactory security arrangements directly from NHS Digital, confirming that 
the DSPT submission had achieved a ‘Standards Met’ review. The applicant 
would need to follow-up this review with the IG Delivery Team at NHS Digital.  
 
 
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. Confirm whether the OxMIV tool will be applied to all 1000 patients included 

in the study. 
 

2. Clarify the source of third-party data, in relation to the parents and siblings 
of the patient cohort, and the extent of information to be included in the 
analysis dataset. 

 
3. Provide assurance that the laptop computer to be used in data transfer will 

be appropriately encrypted.  
 

4. Feedback from the initial meeting of the project-specific patient and public 
involvement group is required. Provide details around the demographics of 
the group and the format of the initial meeting, together with an overview of 
discussions held and the views expressed by the group around the project 
and proposed methodology.  

 
5. Provide copies of the additional information which would be provided to 

patients in the patient packs for consideration. 
 

6. Provide copies of the text to be displayed on the University and Trust 
websites for consideration.  

 
 
Specific conditions of support (Provisional)  
 
1. Support extends to the processing of confidential patient information from 

records at the Oxford Health NHS Foundation Trust only. An alternative legal 
basis has been established to legitimise access to and extraction from the 
Thames Valley Police database.  

2. Support extends to the use of confidential patient information and supporting 
clinical information extracted from medical records at Oxford Health NHS 
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Foundation Trust within the scope of this project only. Data cannot be used 
by the applicant or the Thames Valley Police for any wider purposes.  

3. Favourable opinion from a Research Ethics Committee (Confirmed). 
4. Confirmation from the IG Delivery Team at NHS Digital of suitable security 

arrangements via Data Security and Protection Toolkit (DSPT) submission 
(Pending).  

 

 

6. MINUTES OF THE MEETING HELD ON 21 MARCH 2019  

 

The minutes were received and accepted as a true and accurate record of 

proceedings.  

 

 

7. CAG CHAIR REPORT  

 

The CAG received a report from the Chairman for April 2019.  

 

 

8. ANY OTHER BUSINESS 

 

No further business was raised. The Chair thanked Members for their attendance 

and the meeting was closed.  


