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

 

JANUARY 2019 

 

 

 
1. NEW APPLICATIONS 

 
Name    Notes   

Dr  Tony  Calland MBE Chair  

Dr. Liliane Field   CAG Member 

Dr Lorna Fraser   CAG Member 

Mr. Myer Glickman   CAG Member 

Miss Kathryn Murray Senior Confidentiality Advisor 

 
Application title: Cost effectiveness modelling for adaptive liver 

surveillance in uveal melanoma patients screened with 

Magnetic Resonance Image or Ultrasound using the 

Liverpool Uveal Melanoma Prognosticator Online 

(LUMPO). 

CAG reference: 18/CAG/0181 

IRAS project ID: 247503 

REC reference: 18/NW/0748 

Purpose of application 

This application from the University of Liverpool set out the purpose of medical research which aims to 
assess the cost-effectiveness and sensitivity of a mathematical model (LUMPO) that estimates 
prognosis and screening intervals for patients with uveal melanoma, a cancer of the eye. A retrospective 
analysis will be undertaken of the predictions made by LUMPO compared with the actual screening and 
outcome data for the same individuals, to enable a determination of the effectiveness and sensitivity of 
LUMPO to improve quality of life by reducing the number of unnecessary scans to be made.  

It is explained that despite being associated with a high metastatic risk, there is no consensus in the 
ophthalmology or oncology community on the frequency of liver surveillance for the detection of 
metastatic disease in patients with uveal melanoma. Currently, prediction for patients with uveal 
melanoma is undertaken using a mathematical model called LUMPO, by inputting clinical and 
histological features of the tumour together with genetic information. It is explained that it is now 
important to determine the effectiveness of this system to determine surveillance screening intervals in 
patients at high risk of developing metastatic disease. 
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Patients will be identified from the Ocular Oncology Biobank, established by Royal Liverpool and 
Broadgreen University Hospital NHS Trust. Patients have provided their consent to the use of their 
tissue samples and data in the biobank; however, this consent extends to the use of anonymised data 
only. This application requires the release of Hospital Numbers to the student investigator, working 
under an honorary contract, to enable access to hospital records in order to view ultrasounds and MRI 
reports. Pseudonymised data will be extracted from records and returned to the biobank. A 
pseudonymised dataset will be provided for the research analysis.  

A recommendation for class 1, 4 and 6 support was requested to cover activities as described in the 
application.  
 
Confidential patient information requested 
 
Cohort 
 
Patients between 18 – 100 years who were diagnosed with uveal melanoma and underwent MRI or 
ultrasound screening, between August 2008 and August 2018, and are registered in the Ocular 
Oncology Biobank, established by Royal Liverpool and Broadgreen University Hospital NHS Trust. It is 
estimated that 500 patients would be included in the study.  
 
Hospital Number will be disclosed from the Ocular Oncology Biobank to facilitate access with wider 
hospital records. The student investigator will access patient records via hospital systems in order to 
view MRI and ultrasound scans. 
 
Confidentiality Advisory Group advice 
 
A Sub-Committee of the CAG considered the applicant’s response to the request for further information 
detailed in the provisionally supported outcome in correspondence.  
 

1. Clarify what data items would be included within the pseudonymised data set produced for 
the project analysis.  
 

The applicant confirmed that the following information would be extracted from hospital records:  
 

 Dates of the scans, 

 Number of scans,  

 Time period from the diagnosis to the first scan, 

 Time interval between scans,  

 When metastases are present, then:  
o Location of the metastases  
o Number and size of metastases 
o Time from the diagnosis of the primary tumour to the first metastases  
o Date of the last follow up scan 
o Time from the first metastasis to death  

 Time from the diagnosis to death, date of death.   
 
The applicant explained that once extracted, the data would be returned to the OOB custodian (Dr Helen 
Kalirai), who will replace the patient identifiers with the unique OOB ID prior to the creation of the 
research database for this study. After collection of all data, additional clinical, histological and genetic 
data already held by the OOB would also be provided to complement the collected data, including:  
 

 Age at primary management 

 Gender  
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 Tumour characteristics of prognostic value (such as basal diameter, tumour thickness, tumour 
location within the uvea, presence/absence of extraocular extension, presence/absence of 
epithelioid cells, presence/absence of closed loops, mitotic count, chromosome 3 status, and 
chromosome 8 status).  

 
The Sub-Committee received the response and was unclear why date of death would be required as part 
of the analysis dataset, when survival calculations were being provided. It was also unclear how the 
dataset could be considered pseudonymised if this data item would be provided in its true format. 
Members agreed that date of death within the analysis dataset should be coarsened to month and year 
format and support would be recommended conditionally on this basis.   

2. Confirm that confidential patient information extracted for the purposes of the study will be 
destroyed upon completion of the extraction and linkage process, in order to establish a 
timely exit strategy from requirement for support under the Regulations. If there is a 
requirement to retain this information until the end of the PhD programme (cited as 
30/09/2021), a stronger rationale is required to support this.  
 

The applicant confirmed that once data had been extracted from the hospital records and provided to the 
OOB, confidential information would be removed and the data would only be linked by the unique OOB 
ID. It was confirmed that there was no requirement to hold the personal data by the research student 
until the end of the PhD.  
 
The clarification was received by the Sub-Committee and no queries were raised.  
 
3. Activity should be undertaken to test the acceptability of the proposed methodology, of 

enabling access researcher access to confidential patient information, with an appropriate 
patient group. Feedback should be provided around the activity which was undertaken, how 
this was carried out and overview of the outcomes of this activity for consideration. 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. 
 

The applicant informed that a project summary had been given at the UM Cure 2020 Patient’s Meeting, 
which was held in Liverpool in November 2018. Patients and carers were then asked whether based on 
the information provided they agreed, in principle that a non-biobank researcher accesses their medical 
health records for the purposes of the study. A feedback slip was given to each patient and/or carer, 
where they could anonymously register their opinion. Patients and carers were also given the 
opportunity to ask further questions about the study. All of the slips were collected by a member of the 
uveal melanoma patients' group OcuMel UK and MPNE representative, who provided a supplementary 
letter detailing patient/carer responses. All patients and carers present were supportive of this activity 
progressing.  
 
The Sub-Committee received the response and raised no queries in this area.  

4. A project specific communication strategy and objection mechanism should be established 
to satisfy the patient notification requirements. The following points should be considered: 
a. Information should be displayed in the hospital clinics treating this patient group, which 

described the study and provided details of how an objection to the use of information 
could be raised. A copy of this document is required for review, 

b. A lead-in time for patient dissent should be established to enable any objections to be 
respected prior to any access to confidential patient information by the research team, 

c. A copy of the webpage text should also be provided for consideration.  
d. An overview of how the objection mechanism would operate is required for consideration. 
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The applicant provided copy of text to be included in leaflet form and on the LOORG webpage for 
consideration by the CAG. It was confirmed that after the webpage has gone live and the leaflets have 
been made available in the clinics, the applicants would allow one month lead in time for dissent to be 
raised before data collection commenced. 
 
The patient-facing materials provided contact details for both the Chief Investigator and the biobank data 
custodian in order to facilitate patient objections.  
 
Members received the documentation and clarification around the dissenting mechanism and raised no 
queries.  
 
Confidentiality Advisory Group advice conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have been met and that 
there was a public interest in projects of this nature being conducted, and therefore advised 
recommending support to the Health Research Authority, subject to compliance with the specific and 
standard conditions of support as set out below. 
 
Specific conditions of support 

1. Date of death should be coarsened to MM/YY format within the analysis dataset.  
2. Favourable opinion from a Research Ethics Committee (Confirmed – 21 November 2018). 
3. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission (Confirmed – Royal Liverpool and Broadgreen University 
Hospital NHS Trust has a published reviewed grade on V14.1, 2017/18).  
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Name    Notes   

Mr. Myer Glickman  CAG Member 

Mr Andrew Melville  Lay Member 

Ms Clare Sanderson  Alternate Vice-Chair 

Miss Kathryn  Murray  Senior Confidentiality Advisor  

 

Application title: HPV primary testing in cervical cancer screening: using 

behavioural science to understand anxiety and 

attendance 

CAG reference: 18/CAG/0118 

IRAS project ID: 236982 

REC reference: 18/EM/0227 

Purpose of application 

This application from University College London set out the purpose of medical research which aims to 
understand attendance and anxiety around cervical screening and Human Papillomavirous (HPV) 
testing. HPV is a common sexually transmitted infection which causes nearly all cervical cancers, of 
which there are around 3,000 new cases each year in the UK. It is noted that the NHS Cervical 
Screening Programme will be introducing primary HPV testing of all cervical screening before deciding 
whether to look for abnormal cells, which will be rolled out across England in 2019. This will mean that 
women attending cervical screening will be informed of their HPV test result together with notification of 
any abnormal cells changes, following their screening test. 

The applicants explain that knowledge about HPV and its links to cervical cancer is poor among women 
in the UK. One group of patients who may potentially struggle the most with the test results are those 
who test positive for HPV, but are not found to have abnormal cell changes requiring further 
investigation. It is acknowledged that this specific situation may be difficult to understand and for the 
screening programme to communicate within standard letters.  

This study comprises of two main areas as follows: 

1. A survey will be used to assess women testing HPV positive with normal cytology which will be 
circulated shortly after their screening result, with prospective 12 month follow-up. Within this 
element of the study, two cohorts will be established through the use of two invitation letters – half 
will receive a standard cover letter and the second cohort will receive a cover letter with behavioural 
science applied throughout the wording and format. The CAG is being asked to consider this element 
of the project as researchers will access confidential patient information on site at the participating 
Trusts in order to identify the eligible patients. 1,475 women will be approached and will receive an 
invitation letter, information sheet and questionnaire to their home address. For those who do not 
respond, a reminder pack containing the same information will be sent three weeks later. CFH 
Docmail, a mailing company, will undertake all printing and postage of invitation materials.  
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2. Interviews will be conducted with up to 40 women testing HPV positive with normal cytology. The 
patient sample will be derived from those who participated in the questionnaire and indicated that 
they would be interested in participating in an interview. This element is out of scope for the CAG 
application as participants will have consented to the contact about the interviews.  
 

A recommendation for class 2, 3 and 6 support was requested to cover activities as described in the 
application.  

Confidential patient information requested 

Cohort 

Women aged between 24 and 65, who undertake a cervical screening test at Manchester University 
Hospitals NHS Foundation Trust and London North West Healthcare NHS Trust and received a HPV 
positive result with normal cytology would be invited to participate in the study. The recruitment process 
will be carried out over a period of 2 – 5 months and 1,475 women will be invited to participate in the 
trial.  

The following items of confidential patient information are required for the purposes as set out: 

 Name  - to facilitate invitation, 

 Address and postcode – to facilitate invitation, 

 Study ID – for linkage purposes.  
 

Confidentiality Advisory Group advice 

A Sub-Committee of the CAG considered the applicant’s written response to the request for further 
information outlined in the provisionally supported outcome in correspondence.  

1. Provide evidence that the researchers accessing confidential patient information are 
required to act with an equivalent duty of confidentiality to that of a health professional. 
 

The applicant confirmed that the researcher accessing confidential patient information would be 
entering on a NHS research passport, with equivalent duty of confidentiality to that of a health 
professional. As part of this contractual process, the researcher would be completing NHS Digital's 
Data Security Awareness course, GDPR training, and Good Clinical Practice training. 

The Sub-Committee received the assurance and raised no queries in this area.  

2. Provide a planned overview of patient and public involvement and engagement activity to 
be undertaken as the project progresses for consideration. Feedback would be required at 
the time of first annual review around the actual activity undertaken in this area.  
 

The applicant explained that they had recently held an additional steering group meeting, which has two 
patient and public representative panel members, and discussed the section 251 application in detail. It 
was advised that the study team would hold regular four-monthly meetings to review progress. Any opt-
outs and/or negative feedback would be recorded, and informed to the CAG. It was also confirmed that 
the patient and public representatives had commented on all the study patient-facing materials.  

The applicant explained that they were planning to release a Public Health England blog, which would 
be available to both healthcare professionals and the public. As part of this, public views and feedback 
on the study would be welcomed. The CAG would be informed of any negative feedback as this 
progressed. 

The Sub-Committee received the response and no queries were raised. It was noted that feedback 
from any patient and public involvement and engagement activity should be submitted as part of the 
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formal annual review process, in line with the condition which had been added to the recommendation 
of support.  

3. Confirm whether it is possible for Public Health England to include a reference to the areas 
that the study is recruiting from within the screening invitation letters. 
 

The applicant explained that the notification method which had initially been proposed was no longer an 
option. In the original application, it had been described that additional text would be inserted into Public 
Health England (PHE) leaflets to inform women that the study was ongoing. Unfortunately, due to 
changes in the PHE mailing system and issues with timing, this is no longer an option. It was explained 
that, by the time the project had received provisional CAG/REC approvals, PHE had decided on content 
and pre-printed patient materials in bulk. The opportunity to re-word leaflets only happens periodically 
and will not happen again for the foreseeable future. This is whilst the NHSCSP prepare for changes to 
their IT systems to accommodate the switch to HPV primary screening, which is scheduled for late 2019.  

The applicant confirmed that PHE remained incredibly supportive of the study and has offered to 
facilitate alternative methods of opt-out. The applicants have discussed this subject in detail with PHE 
and propose to:  

1. Co-produce and publish a PHE cervical screening blog about the study, along with details of opt-out. 
This blog is usually written by the cervical screening programme manager (Ruth Stubbs). It is public 
facing and promoted to healthcare professionals who work in screening across England. Ruth 
Stubbs has previously received public contact through this blog, which suggests that this will be a 
helpful way to ensure that our study is visible to some of our relevant audience.  
 

2. Cascade information, electronic notices, and the blog to CCGs and primary care practices in the two 
NHS Trusts proposed in this study (North West London and Central Manchester). PHE will facilitate 
access to the relevant email circulation lists. The information will be aimed at healthcare 
professionals and GPs working in screening, providing details about the study, as well as details for 
patient opt-out. The email will encourage health professionals to discuss the study with women being 
screened where relevant. We will also use this as an opportunity to signpost to our blog.  

 
Copies of the documentation to facilitate these revised notification methods was provided for review. It 
was explained that the content would largely stand; however, edits may be made following co-
production with PHE and NIHR, as well as edits to the poster design.  

The Sub-Committee received the response and supplementary documents. Members recognised that 
the change to the methodology was out with the applicant’s control. The Group commented that the 
revised communications methodology was more limited in scope than that which had initially been 
proposed; however, were content to provide a recommendation of support for the activity on this basis.  

4. In relation to the first principle of the GDPR, confirm under which lawful basis patient 
information is being processed for the purposes of the study. 
 

The legal basis for processing will be public task (public interest) and purpose of processing is 
research. 

The response was received and no queries were raised.  

Additional Points 

During the initial application review, the Manchester site had been confirmed as Central Manchester 
University NHS Foundation Trust, for which security assurance remained pending. In email 
correspondence received in January 2019, the applicant confirmed that this Trust had been merged 



Appendix 1. Confidentiality Advisory Group Sub Committee Minutes 

8 

 

with another local Trust to form Manchester University NHS Foundation Trust. Security assurances 
were provided for under this new organisational reference.  

Confidentiality Advisory Group advice conclusion 

The CAG agreed that the minimum criteria under the Regulations appeared to have been met and that 
there was a public interest in projects of this nature being conducted, and therefore advised 
recommending support to the Health Research Authority, subject to compliance with the specific and 
standard conditions of support as set out below. 

Specific conditions of support 

1. Feedback would be required at the time of first annual review in relation to the additional patient and 
public involvement and engagement activity which has been undertaken as the project progressed. 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 

2. Favourable opinion from a Research Ethics Committee (Confirmed – 19 December 2018). 
3. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission (Confirmed –  

 CFH Docmail Ltd. has a published reviewed grade of satisfactory on Version 14.1, 2017/18.  

 London North West University Healthcare NHS Trust has a published reviewed grade of 
satisfactory on Version 14.1, 2017/18 

 Manchester University NHS Foundation Trust (Org Code: R0A) does not have a published 
V14.1 2017/18 Toolkit.  
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Name    Notes   

Dr William  Bernal  CAG Member 

Dr  Tony  Calland MBE Chair  

Mr Anthony Kane  Lay Member 

Professor Jennifer J Kurinczuk  CAG Member 

Mr Andrew Melville  Lay Member  

Miss Kathryn  Murray Senior Confidentiality Advisor 

 

Application title: Take home naloxone Intervention Multicentre Emergency 

setting feasibility trial (TIME) 

CAG reference: 18/CAG/0176 

IRAS project ID: 248818 

REC reference: 18/WA/0337 

Purpose of application 

This application from Swansea University set out the purpose of medical research which aims to 
investigate the impact of the distribution of Take Home Naloxone kits on the reduction of deaths from 
opioid overdose. Naloxone is a medicine that reverses opioid drug overdoses and is routinely used by 
paramedics and doctors in emergency settings. There are schemes in the UK and in other countries 
where naloxone is included in 'kits' which are given to drug users, along with brief training in how to use 
them. These ‘Take Home Naloxone’ (THN) kits contain a dose of naloxone, a means of administering 
this dose, and written/graphic instructions. Despite the increasing popularity of THN kits, very little is 
known about the relative harms and benefits of this intervention, especially on a population level. 

The proposed study will investigate whether it is possible for paramedics and emergency department 
doctors and nurses to give out THN kits to drug users and if data could be collected in a future trial to 
determine whether this method of distributing THN reduces deaths from overdose. The study will be 
carried out in four areas of the UK – in two areas, THN kits will be given to patients who are at risk of 
overdose via the emergency department and the ambulance service. Information will be collected about 
deaths, overdoses, and related emergency ambulance calls and emergency department attendances 
and admissions. This information will be compared with figures from the further two areas where THN is 
not distributed in this way. 

Consent will not be taken from patients within the study – the application has been submitted to the CAG 
in order to seek support under the Regulations to legitimise access to confidential patient information by 
members of the research team in order to facilitate follow-up via NHS administrative datasets held by 
NHS Digital (for English sites) and Secure Anonymised Information Linkage (SAIL) databank and NHS 
Wales Informatics Service (NWIS) (for Welsh sites).  
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The study also involves and qualitative interview element which will be operated on a consented basis 
and is out of scope of the application to the CAG.  

A recommendation for class 1, 4 and 6 support was requested to cover activities as described in the 
application.  

Confidential patient information requested 

Cohort 

 For the intervention, the patient cohort will include adult (18 years of age or over) patients attended 
for overdose or acute intoxication, as well as those attended for opioid use related problems such as 
needle site injuries/infections or falls/other injury related to opioid intoxication. 

 For comparison group, the patient cohort will include adult (18 years of age or over) opioid users at 
high risk of fatal opioid overdose who make up a wider peer group and may overlap with those 
eligible to receive the intervention. 

 Approximately 1,520 patients will be included, 760 across the intervention sites and 760 at the 
control sites. The study is scheduled to run from 01/09/2018 to 01/09/2019.  
 

The following items of confidential patient information will be extracted from patient medical records held 
in the emergency department and ambulance service databases for the purposes stated: 

 Name – sample validation and linkage, 

 NHS Number – sample validation and linkage, 

 Hospital ID No – sample validation and linkage,  

 Date of Birth – sample validation, linkage and analysis, 

 Postcode (District Level) – sample validation and linkage, 

 Sex – sample validation, linkage and analysis, 

 Date of death – analysis. 
 

Confidentiality Advisory Group advice 

A Sub-Committee of the CAG considered the applicant’s response to request for further information 
detailed in the provisionally supported outcome in correspondence.  

1. Clarify how the duration of the follow-up period for patients included in the study.  
 

The applicant confirmed that a twelve month follow up period was intended. For patients eligible for the 
intervention, this period ould start from the point at which they were deemed eligible (control) or received 
(intervention) the intervention. For the wider peer-group, it was intended to use the mid-point of the 
twelve month recruitment period. 

The Sub-Committee received the response and raised no queries.  

2. Confirm when confidential patient information will be destroyed by those processing with 
support under the Regulations, in order to clarify the anticipated timeframe for the project’s 
exit strategy.  
 

It was confirmed that confidential patient information held by the study team would be destroyed as soon 
as confirmation was received from the trusted third parties (NHS Digital, NWIS and SAIL) that the 
anonymisation and linkage procedures had been executed satisfactorily. It was anticipated that this 
would be within six months of the end of patient recruitment. 
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The Sub-Committee received the clarification; it was recognised that the ongoing requirement to process 
confidential patient information with support under the Regulations would need to be assessed as part of 
the standard conditions at annual review. No queries were raised in this area.   

3. Update the section entitled ‘Why do I need to know about it?’ within the patient information 
sheets to explain that patients ‘medical’ information’ may be included in the study.  
 

Updated patient information sheets were provided for the Bristol & Hull intervention sites, which 
addressed the query raised.  The applicant confirmed that the documentation would require further 
amendment once the start date for recruitment had been confirmed. 

The Sub-Committee received the revised documentation which had addressed the previous point raised. 
It was agreed once the recruitment period had been confirmed, the revised documentation should be 
submitted for notification only, on the basis that the updates related solely to this point.  

4. Confirm whether patient records at treating sites will be checked for evidence of historic 
dissent and provide assurance that this would be respected where recorded.  
 

It was confirmed that patient records at study sites would be reviewed for evidence of expressions of 
dissent, which would be respected, regardless of how this was recorded in the patient record. 

The Sub-Committee received the assurance and raised no queries.  

5. Clarify the revised timeframe for study recruitment and update any study documentation 
appropriately.   
 

It was confirmed that, following discussions between the study team and the independent Trial Steering 
Committee, patient recruitment would commence on 01 February 2019; however, this may require 
revision if any significant delays were experienced in gaining all necessary regulatory approvals and 
paramedic and ED staff training. Based on this starting date, the key parts of the study timeline would 
then be: 

 December 2018 - January 2019 Paramedic and ED staff training,  

 February 2019 – January 2020 Patient recruitment,  

 February 2020 – July 2020 Patient anonymisation & linkage,  

 July 2020 Deletion of patient identifiable data (or earlier, on confirmation of successful linkage),  

 July 2020 – October 2020 Initial analysis of linked outcomes. 
  

The applicant confirmed that all study documentation would be updated to reflect these revised timelines 
when the recruitment start date had been finalised. 

The Sub-Committee received the response and raised no issues. 

Security assurance arrangements 

The CAG has been provided with a report titled System Level Security & Governance Assessment 
(SLSGA) Formal Response NWIS REF – 1118-01, CAG REF 18/CAG/0176. The assessment score 
for study is 73%. CAG has been informed that the Department of Health has agreed a percentage mark 
of 91% for a CPiP assessment is considered to be equivalent to the minimum standard of level 2 for the 
English Information Governance Toolkit. While the study assurance report is not at this stage, provision 
of this document provides confirmation that NWIS are taking responsibility for the assurance. Support 
would be recommended on the basis that the applicant would need to take action to improve the 
assurance score to be in line with the require standard by the time of first annual review, to ensure that 
the project is meeting the minimum standards necessary for adequate security assurance where 
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processing confidential patient information without consent under support. This recommendation will be 
subject to the following: 

 The expectation is for the assessment to reach 91% within one year from final approval to 
avoid jeopardising the state of future approval. It is understood that the report confirms that 
updates would be provided to WIGB, via NWIS of updates to the project to ensure assurance 
standards are achieved.  

 A detailed report at time of annual review showing compliance with all outstanding actions. If 
there is any possibility that at time of annual review that all aspects have not been achieved, or that 
an improvement plan exists, this must be flagged in advance with the Advice Team following the 
reporting to NWIS.  
 

Confidentiality Advisory Group advice conclusion 

The CAG agreed that the minimum criteria under the Regulations appeared to have been met and that 
there was a public interest in projects of this nature being conducted, and therefore advised 
recommending support to the Health Research Authority, subject to compliance with the specific and 
standard conditions of support as set out below.  

Specific conditions of support (Final)  

1. Favourable opinion from a Research Ethics Committee (Confirmed – 16 October 2018). 
2. Security assurance arrangements: 
a. The expectation is for the CPiP assessment to reach 91% within one year from final 

approval to avoid jeopardising the state of future approval. It is understood that the report 
confirms that updates would be provided to WIGB, via NWIS of updates to the project to ensure 
assurance standards are achieved. 

b. Hull Royal Infirmary (Hull and East Yorkshire NHS) and Northern General Hospital Sheffield (Hull 
and East Yorkshire NHS) (RWA) – satisfactory reviewed grade on V14.1, 2017/18 of NHS IG 
Toolkit – confirmed by email from NHS Digital, 27/12/2018, 

c. Yorkshire Ambulance Service (RX8) – satisfactory reviewed grade on V14.1, 2017/18 of NHS IG 
Toolkit – confirmed by email from NHS Digital, 28/12/2018. 
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Name    Notes   

Ms Sophie Brannan  Lay Member  

Dr  Tony  Calland  MBE CAG Member 

Mr Anthony Kane  Lay Member 

Dr Murat Soncul  Alternate Vice Chair 

Miss Kathryn Murray Senior Confidentiality Advisor 

 

Application title: Evaluating the real-world implementation of the Family 

Nurse Partnership in England: a data linkage study  

CAG reference: 18/CAG/0013 

IRAS project ID: 230351 

REC reference: 18/EM/0014 

Purpose of Application 

This application from University College London set out the purpose of medical research to evaluate how 
the real-world implementation of the Family Nurse Partnership varies across England. The research will 
complement results from the trial, by providing a more detailed assessment of whether there are 
particular settings in which the Family Nurse Partnership works well. To do this, we will use electronic 
records that are routinely collected as part of health, education, and social care services to compare 
outcomes for the Family Nurse Partnership participants with similar families who did not take part in the 
Family Nurse Partnership.  

The applicants will look at outcomes for children (e.g. emergency hospital admissions for possible 
neglect or abuse, development at school-age, referrals to social services) and mothers (e.g. continuing 
education after birth, subsequent pregnancies, hospital admissions due to violence or injuries). Exploring 
whether the Family Nurse Partnership works better for some families (e.g. the youngest teenagers) than 
others will help improve targeting of resources and highlight groups in need of alternative support. 
Findings from the study will help policy-makers decide whether the Family Nurse Partnership should be 
offered to families in their local setting. Evidence generated by this study will support commissioners in 
providing improved services for mothers and children who could benefit most, and lead to increased 
efficiency through more effective targeting of resources.  

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 

 Mothers (aged 13-24 years) and their children born between April 2010 and March 2017.  

 There will be two cohorts – those within the Family Nurse Partnership and a control cohort which was 
not.  

 It is estimated that the total sample size will be around 1 million patients, of which approximately 
25,000 will have been included in the Family Nurse Partnership.  
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The following data items are required for the purposes set out below:  

 Name – linkage (FNP and HES) 

 NHS number – linkage (FNP and HES) 

 GP Registration – linkage (FNP and HES) 

 Date of birth – all linkages,  

 Postcode – all linkages and analysis (converted to district level for deprivation scoring),  

 Sex – all linkages and analysis, 

 Ethnicity – for analysis, 

 Date of death – will be provided in MM/YY format for analysis.   
 

Amendment Request 

The amendment requested support for the following changes: 

 The removal of data linkage with the Department for Education from the study scope, 

 An extension to the duration of support to the end of July 2021, in line with the extended study 
funding.  
 

Confidentiality Advisory Group advice 

A Sub-Committee of the CAG considered the applicant’s response to the request for further information 
detailed in the provisionally supported outcome in correspondence. The subsequent amendment request 
was also considered alongside this response.  

1. Patient and Public Involvement and Engagement – further information is required to 
address the following points: 
a. Provide a detailed overview of plans for additional patient and public involvement and 

engagement activity as the project progresses, 
b. The plan should detail how the scope of activity in this area will be widened in scope to 

include a larger cohort. 
 

The applicant provided a detailed overview of planned patient and public involvement and engagement 
activity which would be carried out as the study progressed.  

The Sub-Committee received the plan of activity in this area and raised no queries in this area.  

2. Patient Notifications and Dissent – further work is required in this area to address the 
following points: 
a. Documentation aimed at the FNP cohort: 

i. The document should clearly state that patient name will be used for linkage,  
ii. Include additional means of communication to supplement the email addresses 

provided. 
b. Documentation aimed at the non-FNP cohort: 

i. Revise the document to include a similar level of information about the project, 
items of confidential patient information to be processed and organisations 
involved, as is provided within the FNP cohort document, 

ii. Clearly state that patient name will be used for linkage, 
iii. Provide details of who can be contacted for further information about the study 

including contact details via a number of communication methods, 
iv. Include a section which explains how a patient can raise an objection to the use of 

their data for the study purposes.  
 

The applicant submitted a revised document which addressed the points raised by the CAG.  
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The Sub-Committee received the document and raised no queries in this area.  

Amendment Request 

The amendment request had been submitted to request the removal of linkage with the Department for 
Education from the scope of the project at this stage. The applicants had experienced significant delays 
to the project whilst pending confirmation of satisfactory security assurance arrangements from NHS 
Digital with respect of the data processing which was being carried out by the Department for Education. 
A decision was made to remove this element from the project until such time as the required assurance 
could be provided, to enable the wider elements of the proposed data linkage to be carried out by NHS 
Digital to proceed. The applicant had provided a revised patient notification document, which in the 
interests of transparency, still provided details of the planned linkage with Department for Education data, 
but provided information around the revised data flows.  

The applicant confirmed that funding for the project had been extended until the end of July 2021. An 
extension to the duration of support under the Regulation was requested in line with this revised funding 
period. 

The CAG was sympathetic to the delays experienced by the applicant and was content to provide a 
recommendation of support to the revised project scope.  

Confidentiality Advisory Group advice conclusion 

The CAG agreed that the minimum criteria under the Regulations appeared to have been met and that 
there was a public interest in projects of this nature being conducted, and therefore advised 
recommending support to the Health Research Authority, subject to compliance with the specific and 
standard conditions of support as set out below. 

Specific conditions of support 

1. Patient and Public Involvement and Engagement – a report will be required at the time of first 
annual review around the activity which has been undertaken in this area together with any 
feedback. 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. 

2. Favourable opinion from a Research Ethics Committee. (Confirmed – 22 January 2018). 
3. Confirmation from the IGT Team NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission. (Confirmed – University College London, School of Life 
and Medical Science and NHS Digital have reviewed reported satisfactory grades on 
Version 14.1, 2017-18). 
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Name    Notes   

Miss Kathryn Murray Senior Confidentiality Advisor 

 

Application title: Defining delirium and its impact in Parkinson’s 

Disease(DELIRIUM-PD) 

CAG reference: 18/CAG/0207 

IRAS project ID: 252956 

REC reference: 18/YH/0486 

Purpose of application 
 
This application from Newcastle University set out the purpose of medical research which aims to follow-
up on a previous study, DETERMINE-PD (17/CAG/0191), which was a pilot study that aimed to 
understand the incidence of delirium in Parkinson’s disease.  
 
The aim of the project is to find out how common delirium is in people with Parkinson’s, record and 
describe the symptoms of delirium in Parkinson’s. Patients with Parkinson’s who are admitted to 
hospitals in Newcastle upon Tyne will be invited to take part. An electronic alert will notify researchers of 
their admission; this system is already in use by the hospitals. The applicant will visit participants who 
consent to participate over consecutive days whilst in hospital and will complete a delirium assessment. 
Three months after participants’ discharge from hospital, they will be invited to a follow up visit where 
these assessments will be repeated. To find out about people’s unique experience of delirium in hospital 
participants, their relative/carer and healthcare professionals will be invited to take part in interviews. 
Outputs from the study will include an assessment tool to identify delirium in Parkinson’s and dementia, 
and educational material for people with Parkinson’s, their relatives/carers and health professionals. 
Raising awareness and correctly identifying delirium in Parkinson’s could reduce adverse outcomes, 
such as increased risk of death and dementia. 
 
All patients who attend movement disorder services in Newcastle upon Tyne in treatment of Parkinson’s 
disease will receive a letter and information sheet about the study which will explain that, should they be 
admitted to hospital, they will be approached by a researcher about the study. Support is requested to 
disclose confidential patient information from the Newcastle upon Tyne Hospitals Foundation Trust to the 
research team to facilitate postal invitations and to enable alerts to be made upon admission to 
hospitals. This follows the same recruitment methodology that was used in the pilot study, which was 
supported under reference 17/CAG/0191 which was carried out to inform this larger scale trial.  
 
A recommendation for class 3 and 6 support was requested to cover activities as described in the 
application.  
 
Confidential patient information requested 
 
Cohort  
 
Patients with a diagnosis of Parkinson's disease or Parkinson’s disease dementia according to UK Brain 
Bank Criteria made by a movement disorder specialist, who have  attended the Newcastle-upon-Tyne 
Hospital (NuTH) Foundation NHS Trust movement disorder clinics for the management of their 
Parkinson’s within 18 months of the start of the study. Patients who are subsequently admitted to a 
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hospital within NuTH during the 20 month recruitment period will be approached to participate in the 
study.  
 
The following items of confidential patient information will be disclosed from Newcastle upon Tyne 
Hospitals Foundation Trust to facilitate the recruitment process: 
 

 Name – sample validation and invitation process,  

 Hospital Number – sample validation and invitation process,  

 Full address and postcode – sample validation and invitation process. 
 
Confidentiality Advice Team Review  
 
The applicant provided the below written response to the request for further information set out on the 
provisionally supported outcome, which was received by the Confidentiality Advice team.  
 

1. Confirm what lawful basis which is being relied upon for data processing in the study in 
relation to Article 6 and Article 9 of the GDPR.  

 
The applicant confirmed the following:  
 

Article 6: This is a study for medical research and undertaking this study is in the public interest. 
Therefore, Paragraph 1 Article (e) applies: processing is necessary for the performance of a task carried 
out in the public interest or in the exercise of official authority vested in the controller. 
 
Article 9: Processing is necessary to identify, pre-notify potential participants about the study and give 
the right to objection to participate in medical research. Therefore, Paragraph 9 Article (j) applies: 
processing is necessary for archiving purposes in the public interest, scientific or historical research 
purposes or statistical purposes in accordance with Article 89(1) based on Union or Member State law 
which shall be proportionate to the aim pursued, respect the essence of the right to data protection and 
provide for suitable and specific measures to safeguard the fundamental rights and the interests of the 
data subject. 
 
The Confidentiality Advice Team received the response. No further issues were raised.  
 
Confidentiality Advisory Group advice conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have been met and that 
there was a public interest in projects of this nature being conducted, and therefore advised 
recommending support to the Health Research Authority, subject to compliance with the specific and 
standard conditions of support as set out below.  
 
Specific conditions of support (Final) 
 
1. Favourable opinion from a Research Ethics Committee (Confirmed – 10/01/19). 
2. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission (Confirmed – Newcastle upon Tyne Hospitals NHS 
Foundation Trust has a published satisfactory reviewed score on V14.1, 2017/18). 
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Name    Notes   

Dr. Liliane Field  CAG Member 

Mr. Myer Glickman  CAG Member 

Mr Anthony Kane  Lay Member  

Mrs Diana Robbins  Lay Member 

Dr Murat Soncul  Alternate Vice Chair  

Miss Kathryn  Murray Senior Confidentiality Advisor 

  

Application title: A POPULATION BASED STUDY OF GENETIC 

PREDISPOSITION AND GENE-ENVIRONMENT 

INTERACTIONS IN BREAST, OVARIAN & ENDOMETRIAL 

CANCER  

CAG reference: 18/CAG/0142 

IRAS project ID: 228577 

REC reference: 99/5/007 

Purpose of application 

This application from the University of Cambridge sets out the purpose of medical research which is part 
of the overarching SEARCH programme, which is a study which is investigating the role of inherited 
genetic variation in cancer risk and clinical outcomes. The focus of this study is breast, ovarian and 
endometrial cancers. Potentially eligible patients will be identified and invited to participate in the study 
which will require provision of a tumour sample and completion of questionnaires. The primary research 
question is to investigate the role of germline genetic variation in susceptibility to breast, endometrial and 
ovarian cancer; predisposing to different molecular subtypes of breast, endometrial and ovarian cancer; 
and their determining of clinical outcomes. 

The SEARCH study started recruiting breast cancer cases from the region served by the former East 
Anglian Cancer Registry in 1996.  The study was expanded to include ovarian cancer in 1999 and 
endometrial cancer in 2001.  In the following 20 years the study has recruited over 15,000 patients into 
the breast cancer study and over 3,500 patients into each of the endometrial and ovarian cancer studies. 
It is stated that larger genome-wide association studies (GWAS) are required to provide evidence and 
identify additional common risks across cancers, which is the justification provided to support the 
ongoing recruitment into the studies. Historically, the study has recruited via the cancer networks; 
however, the proposed application proposed a change in methodology to facilitate recruitment via the 
NCRAS database.  

The purpose of the application to the CAG is to seek support under the Regulations to support the 
identification of eligible participants and recruitment process. There are two proposed recruitment 
pathways for the study, only one of which requires CAG consideration. These are as follows: 
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 Public Health England will identify potentially eligible patients from the NCRAS database (National 
Cancer Registration and Analysis Service). This list of eligible patients would be disclosed to NHS 
Digital to enable list cleaning to undertaken and updated contact details for the patient and their GP 
to be added to the sample, prior to its release to the research team. This process will be undertaken 
on an annual basis and support is requested on an ongoing basis to facilitate this recruitment 
method. This recruitment pathway requires to the establishment of a legal basis under the common 
law duty of confidentiality to legitimise processing. 

 Local cancer networks identify eligible patients and invite them to take part in the study by providing 
the study information leaflet.  
 

A recommendation for class 3 and 6 support was requested to cover activities as described in the 
application.  

Confidential patient information requested 

Cohort 

Eligible participants are men and women diagnosed with breast cancer and women diagnosed with 
endometrial or epithelial ovarian cancer in England, Wales and Scotland.  Patients must be aged 
between 18 and 69 at diagnosis, and have been diagnosed during the last five years. 

The following items of confidential patient information are required to facilitate the recruitment of patients 
and will be provided by Public Health England’s NCRAS database and detail cleaned by NHS Digital 
prior to recruitment:  

 Name,  

 NHS Number, 

 GP Registration and address details, 

 Date of birth, 

 Full Address and Postcode.  
 

Confidentiality Advisory Group advice 

A Sub-Committee of the CAG considered the applicant’s written response to the request for further 
information detailed in the provisionally supported outcome in correspondence.  

1. The retention period for the NHS numbers of patients who have declined participation or not 
responded to the invitation request should be reduced – confirmation is required of the 
revised retention period. If it is determined that the ongoing retention of this information is 
required for the five year period cited, a stronger rationale should be provided to support this, 
together with an explanation of how this ongoing retention is compliant with current data 
protection legislation and the Information Commissioner’s Office Guidance around non-
response.  
 

The applicant explained that retention for less than five years may result in non-responders being 
contacted from the annual PHE list more than once.   Retaining this minimal data is in their legitimate 
interest because the applicant had the compelling justification to respect their decision and not contact 
them repeatedly. 

However, it was explained that in reviewing the responses to the 65,000 invitations to take part in 
SEARCH in the past when the East Anglian Cancer Registry sent the invitation, of the 46,000 responses 
88% were received within the first year, 12% by the end of two years, and less than 1% thereafter. 
Therefore the applicant confirmed that they would reduce the time for retaining confidential patient 
information for non-responders to two years. There will still be a small risk of re-contacting non 
responders should they develop another primary cancer. 
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The Sub-Committee received the response and were satisfied with the justification provided to support 
the revised retention period. No issues were raised in this area.  

2. Patient and Public Involvement and Engagement – further information is required in this area 
to address the following points: 
a. Further work should be undertaken to the acceptability of the revised recruitment 

methodology, and the requirement to process confidential patient information with 
support under the Regulations, with an appropriate group. An overview of the activity 
which was carried should be provided, together with detail of the feedback provided. If the 
responses given were negative, the CAG would take this into account would take this into 
account when considering whether support can be recommended, or whether further 
actions are necessary. 

b. Feedback should be provided from the activity which has been directed in this area by 
Public Health England. 

 

The applicant provided an overview of a telephone survey which was carried out with 20 patients who 
had previously been recruited to the SEARCH study, following recruitment by the East Anglian Registry. 
All were supportive of the research programme and the use of confidential patient information to support 
it. 

A link was provided to the output report to the Public Health England activity which had been discussed 
in the application. 

The Sub-Committee received the supplementary information and raised no queries in this area.  

3. Patient Notification and Dissent – further action is required in this area to address the 
following points:  
a. A project-specific notification is required which provided clear information around the 

revised recruitment process for the study, explaining which organisations are involved 
and the items of confidential patient information used to facilitate this and to include a 
project-specific dissenting mechanism, 

b. Confirmation is required of where this information would be displayed, 
c. It is recommended that the revised communication materials are reviewed as part of the 

further patient and public engagement activity,  
d. An overview should be provided around how the project-specific objection mechanism 

would be operated to ensure any dissent is respected. 
 

The applicant confirmed that information about the study had been added to the SEARCH website in 
order to facilitate patient notifications and offer a dissenting mechanism. A link to the information was 
provided, which gave telephone, email and postal contact details for the research team.  

The Sub-Committee received the response and raised no further issues in this area.  

4. The patient recruitment materials should be revised to include a clearer explanation of the 
recruitment process and how a patient has come to be invited to participate in the study and 
provide clear information around how an objection to the use of data can be raised.  
 

The applicant confirmed that a revised version of the covering letter had been drafted, which included 
explanation of the recruitment process, how a patient had come to be invited to participate in the study, 
and opt out information.  

The Sub-Committee was content with the response provided around the revised document content. No 
issues were raised in this area.  
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5. Confirm what lawful basis is being relied upon for the processing of data and special 
category data in order to show compliance against principle A of the GDPR. 

The applicant provided written confirmation around the lawful basis which were being relied upon for data 
processing under GDPR.  

The response was received by the Sub-Committee.  

Confidentiality Advisory Group advice conclusion 

The CAG agreed that the minimum criteria under the Regulations appeared to have been met and that 
there was a public interest in projects of this nature being conducted, and therefore advised 
recommending support to the Health Research Authority, subject to compliance with the specific and 
standard conditions of support as set out below.  

Specific conditions of support  

1. Favourable opinion from a Research Ethics Committee (Confirmed – issued 04/09/2018). 
2. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission (Confirmed - NHS Digital, Public Health England and 
University of Cambridge – School of Clinical Medicine all have a published satisfactory 
reviewed grade on V14.1, 2017/18).  
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Name    Notes   

Miss Kathryn  Murray Senior Confidentiality Advisor 

 

Application title: The effect of early cryoprecipitate transfusion versus 

standard care in women who develop severe postpartum 

haemorrhage: A pilot cluster randomised trial. 

CAG reference: 18/CAG/0199 

IRAS project ID: 237959 

REC reference: 18/LO/2062 

Purpose of application 

This application from Queen Mary University of London set out the purpose of medical research which 
aims to investigate the feasibility of administering cryoprecipitate early (within 90 minutes of major 
haemorrhage protocol activation) in pregnant women who are actively bleeding and who require blood 
transfusion within 24 hrs of delivery, as compared to standard treatment, where cryoprecipitate is given 
later or not at all.  

There will be four participating sites within the study (three within Barts Trust) and randomisation will 
occur at site level (cluster randomisation). The intervention group will deliver cryoprecipitate within 90 
minutes to any women who meet the eligibility criteria. The control arm will continue to give 
cryoprecipitate in response to low fibrinogen level or if they have received massive transfusion, defined 
as greater than eight units of red blood cells. The study will be fully unblinded to participants, clinical staff 
and the central research team. 

Data will be collected retrospectively to enable this to be undertaken with patient consent. Routine 
baseline and clinical information will also be collected from all women who fulfil study criteria up to 
hospital discharge, or 28 days post-delivery (whichever is sooner).  

The application has been submitted to seek support under the Regulations to allow the research team 
access to patient records to identify those eligible for inclusion to enable an approach for consent to be 
made.  Support is also sought for a sub-cohort of women who die or are discharged from hospital prior to 
the approach to consent and/or the approach to a personal/professional consultee being made, in the 
event that the patient is seemed to lack capacity to consent.   

There are further future elements to the study which will be undertaken on a consented basis which will 
include collection of outcome data at three months, MFI Questionnaire, qualitative interviews and 
collection of residual blood samples from hospitals. These are out of scope for the CAG consideration as 
patients will consent to these elements.  

A recommendation for class 1 and 6 support was requested to cover activities as described in the 
application.  

Confidential patient information requested 

Cohort  
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Pregnant women at greater than 20 weeks gestation who are actively bleeding after childbirth (up to 24 
hrs), and for whom major haemorrhage protocol has been activated, and/or transfusion of at least one 
unit of red blood cells has been started for treatment of bleeding. 200 patients will be recruited to the 
study across the two participating Trusts. The scope of support under the Regulations extends to the 
collection of data in relation to women who die or are discharged from hospital before an approach for 
consent is made.  

The research team would have access to complete patient records of all women who deliver at the 
participating sites. The following items of confidential patient information are required for the purposes of 
sample validation and to enable an approach for consent to be made:  

 Name, 

 NHS Number, 

 Hospital ID Number, 

 Date of birth, 

 Date of death, 

 Ethnicity – analysis.  
 

Confidentiality Advisory Group advice conclusion 

The CAG agreed that the minimum criteria under the Regulations appeared to have been met, and 
therefore advised recommending support to the Health Research Authority, subject to compliance with 
the specific and standard conditions of support set out below. 

Specific conditions of support (Final)  

1. A report should be provided at the time of first annual review around the number of patients who died 
or were discharged prior to a formal approach for consent being made.  
 

2. Favourable opinion from a Research Ethics Committee (Confirmed – 15 January 2019). 
 

3. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 
Governance Toolkit (IGT) submission (Confirmed – Barts Health NHS Trust and Homerton 
University Hospital NHS Foundation Trust both have a published reviewed grade on V14.1 
2017/18).  
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Name    Notes   

Dr Martin Andrew  CAG Member 

Dr Patrick Coyle  Vice Chair    

Mr Anthony Kane  Lay Member 

Mrs Diana Robbins  Lay Member  

Mr Marc Taylor  CAG Member 

Miss Kathryn  Murray Senior Confidentiality Advisor 

 

Application title: Longitudinal study of pelvic floor dysfunction, and its 

relationship with childbirth (ProLong20+). 

CAG reference: 18/CAG/0200 

IRAS project ID: 246411 

REC reference: 18/SS/0095 

Purpose of application 

This application from the Glasgow Caledonian University set out the purpose of medical research 

which aims to follow-up the UK-based participants of the Pro-Long study, which originally recruited 

8,000 women across England (Birmingham), Aberdeen (Scotland) and Dunedin (New Zealand) three 

months after giving birth, to study the effects of childbirth on pelvic floor dysfunction (urinary and faecal 

incontinence, pelvic organ prolapse and sexual dysfunction). The previous study showed a steady 

increase in the reporting of problems from the patient cohort up to 12 years post birth.  

The proposed study will trace the previous participants, who are likely to be around the age of the 

menopause, when pelvic floor dysfunction is thought to be even more common and invite them to take 

part in a postal questionnaire and attend for a pelvic floor examination. The application has been made 

to the CAG to enable the patients to be traced via NHS Digital, prior to circulation of invitations, to 

enable mortality status to be checked via ONS and address details to be updated via the Patient 

Demographics Service. The application relates only to English patients – a separate application is 

being made to the Public Benefit and Patient Privacy Panel on Scotland. The applicants are also 

seeking to update records via linkage with NHS administrative datasets; however, this linkage would 

only be carried out for patients who provided consent to this data linkage.  

A recommendation for class 2, 3, 4 and 6 support was requested to cover activities as described in the 

application.  

Confidential patient information requested 

Cohort  
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Women who previously consented to participate in the ProLong study. The CAG application extends to 

patients in England. 

Confidential patient information will be released by the Glasgow Caledonian University to NHS Digital 

to facilitate linkage with ONS and PDS datasets. For patients found to be deceased, only fact of death 

would be reported and no updated address details provided. The following items of confidential patient 

information are required for the study purposes: 

 ProLong Study ID – sample validation and return of linked data, 

 Name – sample validation and linkage – updated by NHS Digital and returned to facilitate invitation 
process, 

 NHS Number – sample validation and linkage,  

 Date of birth – sample validation and linkage,  

 Sex– sample validation and linkage, 

 Postcode – sample validation and linkage,  

 Current address and postcode – to facilitate invitation process, 

 Mortality status – sample validation – fact of death only. 
 

Confidentiality Advisory Group advice  

1. Confirm that the consenting process for the 12 year follow-up would include specific 
consent for any future follow-up. This should include specific consent for any tracing of 
validation activities to be carried out via wider NHS organisations prior to the approach for 
consent. Revised patient information and consent materials should be provided for 
information.  
 

The applicant agreed that this was a positive step and provided a revised patient information sheet and 

questionnaire which addressed this point.   

The Sub-Committee received the documentation and raised no queries in this area.  

2. Consider providing wider patient notification materials within relevant outpatient clinics at 
Birmingham Women’s NHS Foundation Trust, in order to raise the profile of the follow-up 
study more widely. Copies of any documentation used to facilitate these wider 
communications should be provided for review.  
 

The applicant submitted a poster document for review. This provided a summary of the study 

background, the current study and the plans with respect to accessing previous participants’ up-to-date 

details. Information about where to find more detailed information (the study website address or by 

contacting the study team) was been provided, including a QR code which can be scanned to locate the 

study website easily using a smartphone. Contact details for the study team were included together with 

brief details about how to opt out of the processing of their confidential information. 

The applicant explained that agreement had obtained from the Birmingham Women’s and Children’s 

NHS Foundation Trust to display the poster in Gynaecology and Urology outpatient clinics within the 

Trust. It was further explained that the Trust was also planning to display the poster in other public 

places within the Trust buildings, such as in lifts and washrooms, in order to raise awareness of the 

forthcoming study as much as possible.  

The poster and supporting information was received by the Sub-Committee and no queries were raised.  
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3. Confirm how patients would be able to object to the processing of confidential patient 
information prior to the formal approach for consent. Revise any patient-facing materials as 
necessary to include this objection mechanism and provide for review.  
 

The applicant confirmed that the poster and supporting website text would inform patient of their right to 

object to their information being used in the study. The study posters would be displayed for six week 

lead in time to enable objections to be raised in advance of the study commencing. Objections would be 

raised with the study team and would be respected.  

The Sub-Committee received the clarification and raised no issues in this area.  

Confidentiality Advisory Group advice conclusion 

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

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

recommending support to the Health Research Authority, subject to compliance with the specific and 

standard conditions of support as set out below.  

Specific conditions of support  

1. Favourable opinion from a Research Ethics Committee (Confirmed). 
2. Confirmation of satisfactory security assurance from NHS Digital (Confirmed – Glasgow 

Caledonian University has DSPT has been reviewed as standards met (equivalent of 
satisfactory reviewed grade on IGTK) and NHS Digital has a published satisfactory reviewed 
grade on V14.1 2017/18 of the IG Toolkit).  



Appendix 1. Confidentiality Advisory Group Sub Committee Minutes 

27 

 

 

Name    Notes   

Dr  Tony  Calland MBE Chair  

Mr. David Evans  CAG Member 

Prof Jennifer J Kurinczuk  CAG Member 

 Miss Kathryn  Murray  Senior Confidentiality Advisor  

 

Application title: Emergency Medical Dispatcher recognition of maternity 

emergencies using the International Academy Medical 

Priority Dispatch System: a mixed methods study 

CAG reference: 18/CAG/0202 

IRAS project ID: 252545 

REC reference: 18/LO/2027 

Purpose of application 

This application from London Ambulance Service NHS Trust (LAS) set out the purpose of medical 
research which aims to evaluate how accurately emergency medical dispatchers triage pregnancy, 
childbirth and miscarriage related emergency calls by linking information recorded at the time of 
emergency call with outcome data recorded in the HES database held by NHS Digital. These calls are 
triaged via questions provided in ‘Protocol 24’. The study will also include a qualitative element, of focus 
groups with emergency medical dispatch staff; however, this be will operated on a consented basis and 
is out of scope for the CAG consideration.  

Patients will be retrospectively included in the study, using the previous 3,000 calls which were triaged 
via protocol 24. The CAD reference (Computer Assisted Dispatch) will be used together with wider 
variables collected at the time of the emergency call to identify patients from wide records and access 
confidential patient information required to facilitate linkage with wider datasets. Information will be 
disclosed by LAS to NHS Digital in order to link with the HES dataset in order to extract relevant 
information about the care provided.  

A recommendation for class 1, 2, 4 and 6 support was requested to cover activities as described in the 
application.  

Confidential patient information requested 

Cohort 

The inclusion criteria for the retrospective data will be any adult patient (>16 years) triaged using MPDS 
protocol 24 by the London Ambulance Service NHS Trust during the data collection period. Neonatal 
data (such as date of birth/death and level of neonatal care) will be used to help determine the 
emergency situation for the mother at the time of 999 call. The most recent 3,000 eligible calls will be 
included in the study.  

The following items of confidential patient information are required for the purposes cited: 
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 Name – sample validation and linkage, 

 NHS Number – sample validation and linkage, 

 Date of birth – sample validation and linkage, 

 Postcode (unit level) – sample validation and linkage, 

 Ethnicity – analysis. 
 

Confidentiality Advisory Group advice 

1. Clarify whether date of death is required for the purposes of study analysis. If so, confirm in 
what format this would be supplied and provide a clear justification for its requirement. 
 

The applicant confirmed that date of death was required to give a clear indication of an emergency 
situation and therefore provide the primary outcome variable for the retrospective data analysis. The 
variable birth status (requested from NHS Digital) will provide details of whether the pregnancy resulted 
in a live or still birth.  This will indirectly provide date of death of any neonates.  Similarly, from the 
ambulance clinical record it would be possible that a mother may be recognised as life extinct by the 
ambulance clinicians and the date of death would therefore be known. 

The Sub-Committee received the response and raised no queries in this area.  

2. Provide a copy of the study-specific website text for consideration. 
 

A copy of the website text was provided, together with confirmation that this had been reviewed by the 
study’s lay representative.  

The Sub-Committee received the document and raised no queries. 

3. Explain how a study-specific objective mechanism would be operated.  
 

The applicant explained that, when discharged by an ambulance clinician, patients are provided with a 
copy of their clinical records which provided information and contact details around the use of this 
information for research purposes. The section of text was provided for review. Information from the 
London Ambulance Service website which provided details of how patient information was used for 
research purposes together with a mechanism for raising an objection. The applicants confirmed that 
any dissenting patients would be removed from the sample prior to data extraction.  

The Sub-Committee received the response and raised no issues in this area.  

4. Confirm the lawful basis which is being relied upon for processing data (Article 6) and 
special category data (Article 9).  
 

The applicant confirmed the lawful basis which was being relied upon in order to comply with the 
GDPR.  

The Sub-Committee received the response and raised no queries in this area.  

Confidentiality Advisory Group advice conclusion 

The CAG agreed that the minimum criteria under the Regulations appeared to have been met and that 
there was a public interest in projects of this nature being conducted, and therefore advised 
recommending support to the Health Research Authority, subject to compliance with the specific and 
standard conditions of support as set out below. 

 

Specific conditions of support (Final)  
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1. Project-specific patient and public involvement and engagement activity should be carried out to test 
the acceptability of using confidential patient information without consent for the study purposes. 
Feedback from this activity is required within six months of support coming into effect. 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. 

2. Favourable opinion from a Research Ethics Committee (Confirmed). 
3. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission (Confirmed - NHS Digital and London Ambulance Trust 
NHS Foundation Trust have published satisfactory reviewed grade on V14.1 2017/18).  
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Name    Notes   

Dr  Tony  Calland  MBE  Chair  

Mr. David Evans  CAG Member 

Mr. Myer Glickman  CAG Member 

 Miss Kathryn  Murray  Senior Confidentiality Advisor  

 

Application title: Not Intervening as a form of care: an ethnographic study 

of palliative care  

CAG reference: 18/CAG/0203 

IRAS project ID: 239197 

REC reference: 18/LO/0871 

Purpose of application 

This application from London School of Hygiene and Tropical Medicine set out the purpose of medical 
research which aims to investigate the importance of actively not doing something when caring for 
patients, which is in contrast to the common assumption that good and appropriate medicine is always 
about acting and intervening. To investigate this, the applicants will compile detailed case studies of 
palliative care at University College Hospitals London NHS Foundation Trust. This will involve the 
applicants undertaking observations at the Trust site of palliative care team meetings and the daily 
routines of staff members. There will also be wider interview activity undertaken for which consent will be 
provided and is thus out of scope for the consideration of the CAG.   

The study involves three phases:  

1) Shadowing palliative care staff in their daily work on pre-arranged days – verbal consent will be 
sought from patients and relatives during this element and is out of scope for CAG considerations,  

2) Consented interviews with patients about their care and  
3) Observations at staff meetings to understand how care, treatments and interventions are discussed 

and how and when decisions are made by staff. It is this final observation element which involves a 
breach of the common law duty of confidentiality for which the application has been submitted to the 
CAG.  
 

During the observations of the palliative care staff meetings and other professional meetings where 
patient care strategies are discussed, attending researchers may be incidentally exposed to confidential 
patient information during the course of the discussions. As there will be no patient consent for this 
observation element, this presents a breach of patient confidence for which the applicants are seeking 
support under the Regulations to legitimise the access. Confidential patient information is not required 
for the purposes of the study and will not be recorded by attending researchers. Over the course of a 12 
month observation period, the applicants intend to observe around 80 staff meetings, which are held 
twice weekly (one relating to hospital care and one to community care). 

A recommendation for class 5 and 6 support was requested to cover activities as described in the 
application.  
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Confidential patient information requested 

Cohort 

The study focus is patients who are under the care of the Palliative care teams under study (University 
College Hospitals London and Camden/Islington Community team).  

Confidential patient information is not required for the purposes of the study; however, is likely to be 
disclosed during the course of the staff meetings.  

Confidentiality Advisory Group advice 

A Sub-Committee of the CAG considered the applicant’s written response to the request for further 
information detailed in the provisionally supported outcome in correspondence.  

1. Further justification is required to support the determination that consent is not feasible for 
the MDT meeting observation element of the study.  
 

The applicant provided a thorough response which had been prepared in conjunction with the study’s 
clinical collaborators. The rationale provided noted that the number of patients discussed at the MDT 
meetings was quite significant, often up to 80 new cases per week; it was also not always known 
which patients would be discussed at the meetings; clinical staff and determined that the inclusion of a 
discussion around the project was not suitable during their initial consultation with the patient and there 
was potential burden for both patients and staff. 

The Group received the response and raised no queries in this area.   

2. Provide an overview of the communications strategy which will promote the study amongst 
patients, in hospital and the community. Any documentation prepared to support this 
should be provided for consideration. 
 

The applicant confirmed that posters would be sent to all hospital wards, via UCLHs R&D department, 
that briefly introduced the project and provides contact details of the study team and our clinical 
collaborators. The document was provided for review.  

The applicant confirmed that they would be relying on the R&D department to send the poster to the 
wider hospital institutions and buildings that form part of UCLH, which may have inpatients under the 
care of the palliative team. However, it was confirmed that they would review the distribution and display 
of posters around the hospital, and ensure new copies of the poster were produced and circulated 
whenever necessary. 

Postcards would also be provided to palliative care team members that will be provided to new patients 
at an appropriate time. A copy of the document was provided for review.  

In addition, the study would advertise its presence via the UCLH Magazine, which was aimed at staff, 
patients, visitors and UCLH members. This was available via newly installed circulation bins across 
UCLH, and is also available online.  

The Sub-Committee received the response and raised no further queries in this area.  

3. Explain how a study-specific dissenting mechanism would be operated. 
 

It was explained that patients could inform a member of the clinical care team that they objected to the 
observer being present during discussion of their care at the team meeting. A standing item will be 
added to the agenda of the team meetings to enable staff present to notify of an objection, so 
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arrangements can be made for the researcher to leave the meeting during discussion of this patient’s 
care. 

If the research team received any objection directly via the contact information provided on the 
postcards and flyers, this information would be passed to the clinical leads, to enable dissemination 
amongst the amongst the wider care team and to be recorded in the patients notes. 

The Sub-Committee received the response and raised no queries in this area.  

Confidentiality Advisory Group advice conclusion 

The CAG agreed that the minimum criteria under the Regulations appeared to have been met and that 
there was a public interest in projects of this nature being conducted, and therefore advised 
recommending support to the Health Research Authority, subject to compliance with the specific and 
standard conditions of support as set out below.  

Specific conditions of support (Confirmed) 

1. Favourable opinion from a Research Ethics Committee (Confirmed). 
2. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission (Confirmed – University College London Hospitals NHS 
Foundation Trust has a published satisfactory reviewed grade on V14.1, 2017/18).  
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Name    Notes   

Dr  Tony  Calland MBE Chair  

Dr. Simon Kolstoe  CAG Member 

Miss Kathryn  Murray  Senior Confidentiality Advisor  

 

Application title: When to suspect Cauda Equina Syndrome in patients 

presenting to the Emergency Department with back pain 

CAG reference: 18/CAG/0204 

IRAS project ID: 244694 

REC reference: 18/SS/0138  

Purpose of application 

This application from the University of Birmingham set out the purpose of medical research which aims 
to investigate whether there is any difference in presenting symptoms for patients who received an MRI 
scan to assess for potential Cauda Equina Syndrome, which is compression of the lower spinal cord, 
between patients who received a positive and negative diagnosis in order to assess whether there are 
features which are more specific to a positive diagnosis.  

The student applicant will retrospectively review patient records of those who underwent an MRI scan 
following presentation at the emergency department, for suspected cauda equina syndrome over a two 
year period. Access to the full patient record is required to enable a pseudonymised dataset to be 
extracted for analysis.  

A recommendation for class 1, 5 and 6 support was requested to cover activities as described in the 
application.  

Confidential patient information requested 

Cohort 

The cohort consists of patients presenting to the Emergency Department at London North West 
Healthcare NHS Trust with back pain and neurological signs or symptoms for suspected cauda equina 
syndrome, who underwent an MRI scan over a two year period between 2016 and 2018. 

Access is required to the full hospital record to enable relevant clinical details to be extracted for 
analysis. The analysis dataset would not include any items of confidential patient information.  

Confidentiality Advisory Group advice 

A Sub-Committee of the CAG considered the applicant’s response to the request for further information 
detailed in the provisionally supported outcome in correspondence.  

1. Provide further information to justify why consent is not feasible for the project.  
 

The applicant confirmed that it was not feasible for the project to be carried out on a prospective 
consented basis due the time pressures around the educational project and the resources available to 
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the student. It was further noted that it would be difficult to contact the retrospective patients who had 
been seen over a two year period to seek their consent for the use of their information in the study. It 
was explained that the principle investigator working on the project had been employed the emergency 
department across the period that data would be included in the study; however, would not have been 
involved in the direct care for each patient which is included. Due to the high patient turnover in the 
emergency department, the applicant explained that it would be difficult to determine the case load of 
single clinician within the study. 

The Sub-Committee received the response and raised no further issues in this area.  

2. Explain the communications strategy for the study which will promote this in the public 
arena. Provide copies of any documentation to support this. 
 

The applicant confirmed that posters had been displayed within the emergency department to promote 
the study. The content of the document was approved by the nominated Information Guardian for the 
study and Clinical Lead Consultant within the emergency department. A copy of the document was 
provided for information purposes. 

The Sub-Committee received the response and raised no queries.  

3. Consider how a project-specific objection mechanism could be operated for the study and 
provide details.  
 

The applicant had provided a contact email address on the poster to enable patients to raise an 
objection to the use of their information within the study. Any dissent received would be respected by 
the applicant. 

The response was received and no further queries were raised in this area.  

4. Confirm that records would be checked for evidence of historic dissent and that any 
objection would be respected.    
 

The applicant confirmed that records would be checked for evidence of historic dissent which would be 
respected.  

5. Confirm the lawful basis which is being relied upon for processing data (Article 6) and 
special category data (Article 9).  
 

The applicant confirmed the lawful basis which was being relied upon for data processing under GDPR.  

The response was received and no issues 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 and that 
there was a public interest in projects of this nature being conducted, and therefore advised 
recommending support to the Health Research Authority, subject to compliance with the specific and 
standard conditions of support as set out below. 

Specific conditions of support (Confirmed)  

1. Project-specific patient and public involvement and engagement activity should be carried out to test 
the acceptability of using confidential patient information without consent for the study purposes. 
Feedback from this activity is required within six months of support coming into effect. 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. 

2. Favourable opinion from a Research Ethics Committee (Confirmed). 
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3. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 
Governance Toolkit (IGT) submission (Confirmed – London North West Healthcare NHS Trust 
has a published satisfactory reviewed grade on V14.1 2017/18).  
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2. NEW AMENDMENTS 
 

Name    Notes   

Ms Clare Sandeson Alternate Vice-Chair 

Miss Kathryn  Murray  Senior Confidentiality Advisor  

 

Study title: The Manchester Self-Harm (MaSH) Project  

CAG reference:  PIAG 2-07(c)/2004 

Purpose of Application  

The Manchester Self-Harm Project (MaSH) has approval to collect patient identifiable information of 
patients attending A&E Departments at three different Trusts following self-harm. Identifiers collected 
are name, address, date of birth, postcode, NHS number and hospital number. In 2009, an 
amendment was approved to link patient information collected, from 2000 to 2007, to MRIS data and 
to also receive date of death, cause of death (ICD10 code), place of death, registration district, 
occupation and address. 

Amendment Request 

The amendment requested and extension to the duration of support under the Regulations to 31 
March 2020.   

Confidentiality Advisory Group Advice  

The amendment request was considered by the Confidentiality Advisory Group in correspondence. 
The Department for Health had extended the funding for the audit through to March 2020 and the 
ongoing public interest in this activity was acknowledged. The applicant had explained that it was likely 
that a further future extension to the audit programme would be requested as it was expected that 
funding would extend beyond March 2020. The CAG noted that a further amendment would be 
required at that time.  

Confidentiality Advisory Group Conclusion 

In line with the considerations above, the Confidentiality Advisory Group agreed that the minimum 
criteria under the Regulations appeared to have been met for this amendment, and therefore advised 
recommending support to the Secretary of State for Health and Social Care. 

Specific Conditions of Support  

1. Confirmation of suitable security arrangements via IG Toolkit submission. (University of 
Manchester – Manchester Self-Harm Project IGTK – V14.1, 2017/18 – reviewed grade of 100% 
satisfactory). 
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Name    Notes   

Dr Patrick Coyle Vice-Chair 

Miss Kathryn  Murray  Senior Confidentiality Advisor  

 

Study title: Extension to existing approval PIAG 1-05(e)/2006 HTA 04/33 Frequency of 

follow-up for patients with intermediate risk adenomas 

CAG reference:  PIAG 1-05(e)/2006 

IRAS Project ID: 55943 

REC number:  06/Q0501/45 

Amendment Request 

The amendment set out the following three changes to the application:  

 Submission of an updated study protocol, revised at the request of Public Health England’s Office of 
Date Release, to more clearly explain project analyses which were being undertaken,  

 Extension to the duration of support under the Regulations up to 31 December 2020, in line with the 
funding now in place for the project,  

 Change to the named Chief Investigator from Professor Wendy Atkin to Dr Amanda Cross.  
 

Confidentiality Advisory Group Advice  

The amendment requested was considered by the Confidentiality Advisory Group. The applicant had 
confirmed that revisions which had been made to the protocol did not change the purpose or aims of the 
project. The revised document provided further detail and clarification around the analyses which were 
being carried out within the project. The document was received and no queries were raised in this area.  

The amendment explained that additional funding had been secured for the project through to 31 
December 2020, which would enable all proposed analyses to be undertaken. The CAG recognised the 
importance of this valuable study and agreed that the extension to support was appropriate.  

It was explained within the amendment documentation that the change to the Chief Investigator was due 
to the unexpected early retirement of the previously named main applicant. The CAG acknowledged that 
a favourable ethical opinion had been issued for the amendment by the reviewing REC who had 
accepted the appointment of the new Chief Investigator. No queries were raised in this area.  

Confidentiality Advisory Group Conclusion 

In line with the considerations above, the Confidentiality Advisory Group agreed that the minimum 
criteria under the Regulations appeared to have been met for this amendment, and therefore advised 
recommending support to the Health Research Authority.  

Specific Conditions of Support  

1. Confirmation of suitable security arrangements via IG Toolkit submission. (Confirmed –  Imperial 
College London, Faculty of Medicine, Cancer Screening and Prevention Research Group, 
Version 14.1, 2017/18 at a published satisfactory reviewed grade).  
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2. Confirmation of a favourable opinion from a Research Ethics Committee. (Confirmed – 25 
October 2018) 
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Name    Notes   

Dr Tony Calland MBE Chair 

Miss Kathryn  Murray  Senior Confidentiality Advisor  

 

Application title: Tracking the Impact of Gestational Age on health, educational and 

economic outcomes: a longitudinal Record linkage study (TIGAR) 

CAG reference: 15/CAG/0196 

  

Purpose of Application 

This application from University of Oxford set out the purpose of the overall aim of the study to 
investigate the effect of gestational age at birth on health, educational and economic outcomes up to age 
11 years. 

TIGAR will use information about all children born in England during 2005/2006 (about one million). 
Information on the children will be obtained from: birth records; records of hospital admissions or 
outpatient visits up to age 10 years and primary school records (e.g. SATs results, special educational 
needs). The information from these sources will be linked together by independent organisations, which 
will make the data completely anonymous before sending it to the TIGAR team for analysis.  

Support is requested to allow the disclosure of confidential patient information from: 

 The HSCIC to the Office for National Statistics (ONS) 

 The ONS to the Education Data Division  

 The TIGAR team to access patient confidential information within the ONS VML – this is for 
validation purposes 

 
 A recommendation for class 1, 2, 4 and 6 support was requested. 

 Confidential patient information requested 

 Access was requested to child name, sex, date of birth and most recent postcode for the linking process. 

A later amendment was requested (and supported) to include date of death for analysis.  

Amendment Request 

The amendment request sought support for a revised lay summary, which fulfils the patient notification 
requirements. Revisions had been made at the request of NHS Digital in order to more clearly set out the 
patient’s right to objection. Wider administrative changes were made to the document to accurately 
reflect previously supported amendments which were made to the study.  

Confidentiality Advisory Group Advice  
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The amendment requested was considered by the Confidentiality Advisory Group, which agreed the 
revisions made to the lay summary added clarity to the document and brought this in line with current 
standard. No issues were raised around the amendment.   

Confidentiality Advisory Group Conclusion 

In line with the considerations above, the Confidentiality Advisory Group agreed that the minimum criteria 
under the Regulations appeared to have been met for this amendment, and therefore advised 
recommending support to the Health Research Authority. 

1. Confirmation of suitable security arrangements via IG Toolkit submission (Confirmed - NPEU, 
University of Oxford – v14 .1, 14/05/2018).  

2. Confirmation of a favourable opinion from a Research Ethics Committee (Confirmed –    REC 
confirmed as a minor amendment). 
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Name    Notes   

Dr Murat Soncul Alternate Vice-Chair 

Miss Kathryn  Murray  Senior Confidentiality Advisor  

 

Application title: Safety and Feasibility Evaluation of Tourniquets for Total 

Knee Replacement Study 

CAG reference: 17/CAG/0182 

REC Reference:  

IRAS project ID: 

15/WM/0455 

193449 

Purpose of application 

This research study from the University of Warwick set out the purpose of assessing the feasibility of a 

randomised controlled trial to determine whether use of a tourniquet in Total Knee Replacement (TKR) 

surgery increases the risk of blood clot.  

A tourniquet is used to interrupt the blood supply and drainage from the leg, to facilitate surgery. 

However, once the tourniquet is removed any blood clots that have accumulated in the leg could then 

return to the heart where they may then travel to the brain. This risk had not previously been examined. 

In order to assess the feasibility of carrying out a future RCT, the applicant would carry out a 

randomised controlled trial and qualitative research with consented patients, and a retrospective multi-

centre cohort study.  

Support was requested for the retrospective multi-centre cohort study, which would use data collected 

from the National Joint Registry (NJR) between April 2003 to December 2003 concerning the use of 

tourniquets in TKR surgery in England and Wales. This data would be linked to Hospital Episode 

Statistics (HES dataset) on reported blood clots, socio-demographics, co-morbidities and length of 

hospital stay for the TKR. 

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

obtained from more than one source.  

Confidential patient information requested 

Access was requested to the following data from NJR in relation to patients who had TKR surgery 

between April and December 2003:  

NHS number, date of birth, gender, postcode, procedure code and local patient identifier – to be 

transferred to NHS Digital for linkage.  

Amendment Request 

The amendment request sought to extend the duration of support under the Regulations for an 

additional year, to November 2019.  
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Confidentiality Advisory Group Advice  

The amendment requested was considered by the Confidentiality Advisory Group. The applicant had 

explained that the duration extension was necessary due to delays experienced in undertaking data 

linkage via NHS Digital. The additional time will enable data linkage to be completed. The CAG 

recognised the ongoing public interest in this activity and raised no queries around the amendment.   

Confidentiality Advisory Group Conclusion 

In line with the considerations above, the Confidentiality Advisory Group agreed that the minimum 

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

recommending support to the Health Research Authority. 

Specific Conditions of Support  

1. Confirmation of suitable security arrangements via IG Toolkit submission (Confirmed – Clinical 
Trials Unit, University of Warwick and NHS Digital – have published satisfactory reviewed 
grade v14 .1, 2017/18).  

2. Confirmation of a favourable opinion from a Research Ethics Committee (Confirmed – REC 
confirmed as a minor amendment). 
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Name    Notes   

Dr Tony Calland MBE Chair 

Miss Kathryn  Murray  Senior Confidentiality Advisor  

 

Application title: Evaluating alternative protocols for identifying and 

managing patients with familial 

hypercholesterolaemia: cost-effectiveness analysis 

with qualitative study 

CAG reference: 18/CAG/0007 

IRAS project ID: 214219 

REC reference: 17/EM/0209 

Amendment request 

The amendment was submitted to seek support to extend the patient cohort for inclusion into the 

study to 3,553 patients.  

Confidentiality Advisory Group advice  

The amendment requested was considered by the Confidentiality Advisory Group via Chair’s Action. 

The applicant explained via the amendment documentation that the revised sample was informed 

by the Simon-Broome Registry’s statistician, when preparing the study’s proposed data linkage. The 

increase to the cohort size was marginal in comparison to the figure provided in the initial 

application and did not significantly alter the scope of support from the initial application.  

Confidentiality Advisory Group conclusion 

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

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

support to the Health Research Authority. 

Specific conditions of support  

1. Confirmation of suitable security arrangements via IG Toolkit submission (Confirmed - UCL School 
of Life and Medical Sciences (EE133902-SLMS) and NHS Digital have published satisfactory 
reviewed grades on Version 14.1, 2017/18).  

2. Confirmation of a favourable opinion from a Research Ethics Committee (Confirmed – initial ethical 
opinion covers the amendment).  
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Name    Notes   

Dr Patrick Coyle Vice-Chair 

Miss Kathryn  Murray  Senior Confidentiality Advisor  

 

Application title: The DESiGN Trial Detection of small for gestational 

age fetus (SGA) – a cluster randomised controlled 

trial to evaluate the effect of the Growth 

Assessment Protocol (GAP) programme 

CAG reference: 18/CAG/0050 (Previously 15/CAG/0195) 

IRAS project ID: 180646 

REC reference: 15/LO/1632 

 
Amendment request 
 
The amendment sought support to extend the duration of support under the Regulations to 30 
November 2019.  
 
Confidentiality Advisory Group advice  
 
The amendment requested was considered by the Chair’s Action. It was recognised that the applicants 
had experienced delays in recruitment due to the previous requirement to change the study sponsorship 
and controller arrangements. The extended duration of support would enable the study analysis to be 
completed. The ongoing public interest in the application activity was acknowledged and no issues were 
raised.   
 
Confidentiality Advisory Group conclusion 
 
In line with the considerations above, the CAG agreed that the minimum criteria under the Regulations 
appeared to have been met for this amendment, and therefore advised recommending support to the 
Health Research Authority. 
 
Specific conditions of support  

 
1. Confirmation of suitable security arrangements via IG Toolkit submission (Confirmed – Guy’s 

and St Thomas’ NHS Foundation Trust shows a reviewed satisfactory grade on Version 
14.1, 2017/18).  

2. Confirmation of a favourable opinion from a Research Ethics Committee (Confirmed – 18 
October 2018). 

 


