
 

1 
 

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

Group 

 

December 2016 

 

 

Reviewers: 

Name Capacity  

Dr Murat Soncul Chair 

Ms Rachel Heron  Confidentiality Advisor  

 

    

Context 
 
This application from the University of Manchester and The Christie NHS Foundation Trust 
set out the purpose of a study to investigate women who have had radiotherapy to the 
upper  chest under the age of thirty-six years as treatment for Hodgkin Lymphoma as they 
are at a higher risk of developing secondary breast cancer. The study would also include a 
review  into women who may be at a higher risk and are attending breast screening in 
accordance to the national breast screening protocol and the likely deviations from the 
protocol. The  applicant would like to invite and obtain consent from participants of a 
previous similar study to complete a  questionnaire. 
 
A recommendation for class 3 and 6 support was requested to allow an authorised user 
access for the purpose of selecting and contacting patients to seek their consent. 
 
Access was requested to obtain current contact details from Cancer Registry North West, 
Public Health England (PHE) for individuals who were consented participants of the 
previous questionnaire but for whom contact information is no longer accurate.  
 
The applicant was also seeking support in order for PHE to extract date of death from the 
Cancer Analysis System (CAS) to ensure that the questionnaire and associate materials 
are not sent through the post to deceased patients and to also complete the overall study. 
The applicant would need to submit a list of the previous participant’s NHS numbers to 
Cancer Registry North West, PHE and the applicant would receive name, NHS number, 
Hospital ID number, date of birth, date of death and patient full address and postcode. 
 
Amendment Request 
 
Although the applicant had anticipated screening eligible subjects against the Cancer 
Analysis System via the Cancer Registration Service (NCRS) North West to exclude those 
who had died  and to access an up to date postal address, they had later discovered that 
addresses were only  recorded at the time of diagnosis.  
 

Application title: Breast-Screening After Radiotherapy Database - Questionnaire 

(BARD-Q) 

CAG reference: 15/CAG/0149 
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The amendment requested was to access updated vital status and postal address data 
using  the SPINE system. One of the research team, Dr Kate Vaughan, held an honorary 
PHE contract and had access to work within the section 251 office at NCRS North West. 
She also held an honorary NHS contract and would be provided access to SPINE by The 
Christie NHS Foundation Trust. 
 
Confidentiality Advisory Group advice  
 
The amendment requested was forwarded to the Chair who agreed that the request was 
reasonable. This would reduce risk of misdirected correspondence, which could be upsetting 
for individuals. 
 
On the understanding that no information on the date of death would be recorded or retained 
and that this information was accessed in order to find out whether an individual was 
deceased, the Chair recommended support for the amendment.  
 
Confidentiality Advisory Group conclusion 
 
In line with the considerations above, the Chair 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.  
2. Confirmation of a favourable opinion from a Research Ethics Committee. 
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Reviewers: 

Name Capacity  

Dr Mark Taylor Chair 

Dr Rachel Knowles  

Ms Diana Robbins  

Ms Laura Frisby  Senior Confidentiality Advisor  

 
Study title:  Intraoperative hypotension in elder patients 

CAG reference:  16/CAG/0126 

Amendment Request 
 
The purpose of the amendment is to update the study dates specified in the application 
to bring the protocol in line with actual data collection.  The amendment seeks to 
extend the study period from an initial 2 week window (48 hour recruitment period still 
in place) to a 10 week period.  This has been deemed a non-substantial amendment 
by REC/HRA so does not require an additional REC review. 

 
Confidentiality Advisory Group advice  
 
Members acknowledged the study date update and the extended study period and felt 
this was justified. 
 
Public Interest  
 
The sub-committee agreed that the application continued to have a strong public 
interest and this was an appropriate amendment. 
 
Patient Notification  
 
Members acknowledged that the appropriate trial documentation had been updated to 
keep patients informed. 
 
Confidentiality Advisory Group conclusion 
 
In line with the considerations above, the Chair 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.  
2. Confirmation of a favourable opinion from a Research Ethics Committee. 
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Reviewers: 

Name Capacity  

Dr Patrick Coyle Chair 

Ms Kathryn Murray  Senior Confidentiality Advisor  

 
 
Application title: The Two Week Wait (2WW) study - an investigation of 

patient non-attendance at urgent referral appointments 

for suspected cancer. 

CAG reference: 16/CAG/0060 

REC reference: 16/NE/0146 
 
This application from the Department of Health Sciences at the University of York set out the 

purpose to investigate the reasons for non-attendance at clinical appointments as part of the 

two week wait process of referrals for suspected cancer as well as to identify interventions to 

improve timely access to urgent care. Since 2000, NHS patients with suspected cancer have 

been guaranteed to see a hospital specialist within two weeks of the GP requesting an 

urgent referral - a Two Week Wait (2WW) appointment. This policy intended to shorten time 

to diagnosis and treatment, and ultimately improve survival rates. However, a significant 

minority of patients are not seen within two weeks, largely due to patients not attending, 

cancelling or postponing the appointment. Despite audit data identifying the scope of the 

problem, reasons for patients not attending or cancelling are unknown and no current 

studies have been identified which are examining this issue. 

This study will be completed in five phases: 

Phase 1 - Categorisation of patients not seen within two weeks of referral drawing on Leeds 

NHS Hospital Trust data for approximately 6,000 patients in 2014 and 2015. 

Phase 2 - Analyse variation in factors between patients who postpone or cancel their 

appointment, and those who do attend, to identify predictors of non-attendance. This will use 

cross-sectional analyses within the same data set as Phase 1. 

Phase 3 - Compare rates of cancer diagnosis (and cancer stage at diagnosis) in attending 

patients with those who postpone, cancel or do not attend to assess the significance of non-

attendance. Health outcome data for patients referred in 2009 will be analysed 1, 2,3,4,5 and 

6 years later and 1 year later for patients referred in 2014. This data will be compared to 

similar data from attending patients. 

Phase 4 – Explore the views of patients and GPs as to why patients do not attend 2WW 

appointments and interventions to improve attendance. 

Phase 5 – Gain consensus from GP and patient stakeholder groups on the top 3 proposed 

interventions to improve attendance rates. 
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Amendment Request  
 
The amendment requested a change to the recruitment process in connection with the 
qualitative interviews outlined within phase four of the project. The existing support only 
allowed for the applicants to make contact with patients if the individual was registered to a 
GP practice which had consented to be involved in the study; however, the applicants 
confirmed that they had limited uptake from GP practices and as such potential patient 
participants were being missed. 
 

The amendment requested approval to change the recruitment procedure in connection with 

the GP practice recruitment and it was noted that the patient recruitment procedure would 

remain the same. The amendment requested support to allow the applicants to be provided 

with the GP practice details (not the patient details) should a patient be identified as eligible 

in all respects aside from the their GP practice having consented to participate in the study. 

The GP practice would then be provided with a personalised and targeted invitation in the 

hope of improving the recruitment rates and enabling approach to eligible patients.  

Confidentiality Advisory Group Advice  

The amendment request was forwarded to the Chair agreed that the applicants were justified 
in attempting to improve recruitment and their proposal did not cause any issue with 
confidentiality as the patients being recruited would still be approached by their own general 
practice. 

Confidentiality Advisory Group Conclusion 

In line with the considerations above, the Chair 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 – 
Version 13 (2015-16) reported at a reviewed grade of satisfactory (96%). 

2. Confirmation of a favourable opinion from a Research Ethics Committee. Pending 
confirmation of amendment approval.  
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Reviewers: 

Name Capacity  

Dr Murat Soncul  Chair 

Ms Kathryn Murray  Senior Confidentiality Advisor  

 

Context 
 
This application from the University of Nottingham set out the purpose of a retrospective 
cohort study (over the course of 12 months) involving case note review of primary care 
patients to identify instances of significant harm that are judged to be avoidable. Significant 
harms will include any serious adverse health events occurring during the 12 month data 
collection period. 
 
It will involve 16 general practices in England in the retrospective cohort study. The total 
population of patients covered will be around 100,000; 2,500 patients in total across all of 
the practices. This sample will receive detailed retrospective case note review to identify the 
extent to which failures in primary health care contribute to any of these significant health 
problems. 
 
The findings will be published in a report to the Department of Health, and in professional 
academic journals. Information will also be made available to the public and 
organisations/charities concerned with patient safety (using presentations/focus groups, 
social media, and liaison with the media). 
 
The stated aims were: 
 
1. To estimate the incidence of avoidable significant harm in primary care in England. 
2. To quantify, describe and classify the different types of avoidable significant harm, and 

their severity. 
3. To identify factors that, if addressed, could help reduce the incidence of avoidable 

significant harm in primary care in England in the future. 
 
A recommendation for class 1, 5 and 6 support was requested to achieve the above activity 
and aims.  
 
Confidential patient information requested 
 
Access was requested to name, date of birth and NHS Number, gender, age and 
participating practice name. 
 
Amendment Request 
 
The final approval for the application, which was issued in February 2016, attached a 
condition to the support which stated that support to process confidential patient information 
was only in place until 31/12/2016, as by this time it was anticipated that pseudonymised 

Application title: Understanding the Nature and Frequency of Avoidable 

Significant Harm in Primary Care (Phase 2) 

CAG reference: 15/CAG/0182 

REC reference: 15/EM/0411 
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data only will be processed. The amendment requested an extension to the duration of 
support to provide cover up to 31 March 2017, which is the projected study end date. It was 
recommended in the original outcome that should the applicants require an extension to the 
duration of the support, this request should be submitted four weeks in advance of the 
proposed end date.  
 
The applicants explained that the amendment was required as due to delays in the study set-
up, the data collection had not yet begun. The amendment was submitted in line with the 
previously advised timeframe ahead of the expiration of the existing support.  
 
Confidentiality Advisory Group Advice  
 
The amendment requested was forwarded to the Chair who considered the rationale 
provided by the applicants and recommended support to the duration extension included 
within the amendment.    
 
Confidentiality Advisory Group Conclusion 
 
In line with the considerations above, the Chair 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 – 

Reviewed grade was confirmed satisfactory at 91% on version 13 (2015/16). 
2. Confirmation of a favourable opinion from a Research Ethics Committee. Confirmed – 

REC will not issue formal letter to confirm extension (21/12/16)   
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Reviewers: 

Name Capacity  

Ms Kathryn Murray  Senior Confidentiality Advisor  

 

Study title:  NCEPOD 

CAG reference:  PIAG 4-08(b)/2003 

Context 

Purpose of application 

This application from the NCEPOD set out the purpose of reviewing clinical practice and 

identifying potentially remediable factors in the practice of medical and surgical care. 

NCEPOD examines the quality of the delivery of care, not specifically cause of death; this 

is done by reviewing the provision of care and treatment and the management of health 

services. The commentary and recommendations made in each report are based on peer 

review of the data submitted to them.  A recommendation for class 1, 4, 5 and 6 support 

was requested to achieve the purposes set out in the application.  

Amendment Request 
 
In line with the original application, the applicant had been commissioned by HQIP to 
undertake two confidential reviews of case notes this year. This amendment covered the 
first which involved heart failure. The methodology follows the standard retrospective case 
identification case note review as previous reviews, but the topic is new. 
 
Confidentiality Advisory Team Advice  
 
The amendment request was reviewed by the Confidentiality Advice Team who noted that 
the request was for an extension to apply the same methodology that had been previously 
used and for which the applicant already has support. 
 
Confidentiality Advisory Team Conclusion 
 
In line with the considerations above, the Confidentiality Advice Team 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. 

 
Specific Conditions of Support  
 
1. Confirmation of suitable security arrangements via IG Toolkit submission.  
2. Confirmation of a favourable opinion from a Research Ethics Committee. 
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Reviewers: 

Name Capacity  

Ms Gillian Wells Reviewer  

Ms Clare Sanderson Reviewer  

Dr Murat Soncul Chair 

Ms Rachel Heron  Confidentiality Advisor  

 

Study Title:   National Diabetes Audit (Adults)  

CAG reference:  ECC 3-04(r)/2011 

Context 

The National Diabetes Audit measured whether people with diabetes were receiving the 
NICE  recommended guidelines for annual care processes (blood pressure, blood glucose, 
BMI, cholesterol, foot checks, smoking status, urine albumin and creatinine) and treatment 
targets (cholesterol, blood pressure and blood glucose). The Audit was able to look at 
differences  between patient groups receiving care processes or achieving treatment 
targets based on the  age of the patient, ethnicity, or the deprivation of the area they lived in.  
 
Amendment request 
 
The applicant requested a change in data flows to enable them to share audit data with 

researchers. The data collected by the audit was mostly used for quality improvement 

however if the audit data could be shared for research purposes this could help with 

understanding more about diabetes, e.g. linkage with research projects to help identify who 

was most likely to be affected by Type 2 diabetes, and any differences in outcomes for 

different groups of people which could help to tailor or improve care.  

Confidentiality Advisory Group advice  

The CAG agreed that the change of data flows was in the public interest and recommended 

support, subject to approval from a Research Ethics Committee. 

 It was noted that the patient information provided by the applicant had already been 

approved in relation to other audits – however, the CAG agreed that the patient poster 

should make reference to the fact that anonymised data may be used for research purposes.   

Confidentiality Advisory Group conclusion 

In line with the considerations above, the Chair 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. NHS 
Digital toolkit published and reviewed as satisfactory.  

2. Confirmation of a favourable opinion from a Research Ethics Committee. 
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3. The CAG suggested that the patient poster should include the information that 
anonymised data may be used for research purposes. This point was a 
recommendation only, and support was not conditional on this point.  

 
 
 


