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Minutes of the meeting of the Confidentiality 
Advisory Group 
 
18 July 2019 at Barlow House Manchester 
 

Present: 
 

Name   Present    Notes   

Ms Sophie Brannan  Yes  Lay Member 

Dr Tony Calland MBE  Yes  Chair  

Dr Patrick Coyle Yes Vice Chair 

Dr Martin Andrew Yes  

Mr Anthony Kane Yes  

Dr Rachel Knowles Yes  

Dr Simon Kolstoe Yes  

Professor Jennifer 
Kurinczuk 

Yes  

Dr Harvey Marcovitch Yes  

Mr Andrew Melville Yes Lay Member 
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Also in attendance: 
 

Name   Position (or reason for attending)   

Ms Katy Cassidy  Confidentiality Advisor  

Ms Natasha Dunkley  Head of Confidentiality Advice Service  

Miss Kathryn Murray  Senior Confidentiality Advisor  

 

1. Introduction, apologies and declarations of interest 
 

No declarations of interest were made. 
 
The Group noted that Mr Marc Taylor had given apologies for the meeting. Dr 
Rachel Knowles had replaced him as lead reviewer for agenda item 4.a. 

 

2. Support decisions 
 

Health Research Authority (HRA) support decisions 
 
The HRA agreed with the advice provided by the CAG in relation to the 20 June 
2019 meeting applications. 

 
 

3. New applications – Non-Research  
 
a. 19/CAG/0130 - SOS trial: Hyperosmolar therapy in traumatic 

brain injury 
 

Context 
 
Purpose of application 
 
This application from the University of Warwick set out the purpose of medical 
research which aims to compare hypertonic saline (a strong salt solution) versus 
mannitol (a sugary solution) in the treatment of severe brain swelling after head 
injuries to improve outcomes for patients. Both of these drugs work by reducing 
brain swelling which helps to reduce pressure on the brain. It is currently unknown 
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which drug works best and as both have undesirable side effects, this study aims to 
evaluate which of the two standard treatments is safest and most effective.  

The trial will be undertaken on a prospective basis. 638 patients who have sustained 
a severe injury to the brain and require treatment in intensive care will take part in 
the study. Half the patients will receive the salty solution and half will receive the 
sugary solution. Which of the two treatments they receive will be decided randomly 
using a computer programme. The study will compare how effective the different 
drugs are at reducing the pressure on the brain. It will also assess which is better at 
helping the patient to recover and what the side effects of treatment were. The study 
team will keep in contact with patients for 12 months after the study treatment to 
check on how well they have recovered over time. Researchers will also calculate 
how much each treatment costs and compare this to how beneficial they were. 

Due to the emergency nature of the trial treatments, the study will be conducted 
under the emergency research provisions set out in the EU Clinical Trials Directive 
and the Clinical Trials Regulations (2006, No 2984), which defer the requirement for 
consent to be taken. Steps have been put in place to seek consent from an 
appropriate personal or professional legal representative at an appropriate time in 
relation to the emergency treatment provision. 

If the patient regains capacity, they will be approached for consent for the ongoing 
inclusion in the study. The application has been submitted to the CAG for review to 
legitimise access to confidential patient information within medical records by the 
research team until such time as consent can be sought from the patient or their 
representative.  

A recommendation for class 1, 2, 3, 4, 5, and 6 support was requested. 

Confidential patient information requested 
 
The following sets out a summary of the specified cohort, listed data sources and 
key identifiers. Where applicable, full datasets and data flows are provided in the 
application form and relevant supporting documentation as this letter represents only 
a summary of the full detail.  

Cohort 

 

638 patients with traumatic brain injury who are admitted 
to intensive care for treatment across participating 
Trusts in England and Wales from December 2019 for a 
period of three years. 

 

Data sources 1. Patient medical records on site at neurological 
intensive care units within England and Wales.  
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Identifiers required 
for linkage 
purposes 

 

1. Name  
2. NHS Number  
3. Date of birth 
4. Postcode (Unit-level) 

 

Identifiers required 
for analysis 
purposes 

 

1. Date of birth 
2. Date of death  
3. Sex  

 

Confidentiality Advisory Group advice 
The following sets out the Confidentiality Advisory Group advice which formed the 
basis of the decision by the Health Research Authority.  

Public interest 
The CAG noted that this activity fell within the definition of medical research and was 
therefore assured that the application described an appropriate medical purpose 
within the remit of the section 251 of the NHS Act 2006. 

The research team were investigating two standard intravenous treatments given to 
patients who had a traumatic brain injury. The intention of both treatments was to 
draw water out of the brain. Currently, there was equipoise in evidence about which 
treatment was most effective and there was no consistency across the country about 
how the treatments were given. A recent survey had suggested that 75% of patients 
were treated with hypertonic saline, and the Group noted that the 50-50 split 
required for this trial would result in a change to standard practice at some of the 
participating Trusts. 

The need for this trial had been emphasised in several recent publications from the 
Brain Trauma Foundation. The NIHR had also asked that a well-run large trial was 
conducted in this area and were funding this application.   

Patients with a traumatic brain injury were at risk of death or permanent brain 
damage. The Group noted the clear public interest in establishing which treatment 
was most effective. 

Scope of Support  
The Group raised a query around whether the recruitment process required support 
under Section 251 and its Regulations.  
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Recruitment of patients who lack capacity to clinical trials is covered by Schedule 1 
Part 5 of the Medicines for Human Use (Clinical Trials) Regulations 2004. These 
Regulations allow a legal representative to give consent for incapacitated patients to 
take part in research. The Medicines for Human Use (Clinical Trials) (Amendment 
No.2) Regulations 2006 make additional provisions relating to trials involving 
incapacitated adults in emergency situations. This amendment allows incapacitated 
adults to be entered into a clinical trial before consent can be sought from a personal 
or professional legal representative.  

The CAG noted that research nurses, who were not part of the direct care team, 
would access the medical records of patients admitted with a traumatic brain injury 
prior to consent being taken, in order to carry out screening for suitability. Patients 
clinical details would also be entered onto a database hosted by the University of 
Warwick and the database used to randomise patients between the two treatment 
options. Baseline data on patients was required in order to reduce bias and to 
ensure that factors potentially affecting treatment were collected. 

Members were therefore unsure whether the Medicines for Human Use (Clinical 
Trials) (Amendment No.2) Regulations 2006 would provide a legal basis in relation 
to the Common Law Duty of Confidence to legitimise the access to confidential 
patient information by research nurses for the screening and recruitment activities 
described in the application.  

The Group recognised that section 251 support could not be recommended where 
an alternative legal basis existed to legitimise the necessary processing of 
confidential patient information. As members were unclear whether the Medicines for 
Human Use (Clinical Trials) (Amendment No.2) Regulations 2006 extended to the 
recruitment process, and disclosure of confidential patient information to the 
University of Warwick for the purposes of randomisation, it was agreed that further 
information would be required from the applicant in this area.  

The application described prospective linkage with a number of datasets. These 
were HES for patients in England or Patient Episode Database for Wales (PEDW) 
for patients in Wales, the Intensive Care National Audit and Research Centre 
(ICNARC) and to information held by patients’ GPs. Members were unclear at what 
stage these linkages would be carried out and sought assurance that the linkage 
would not proceed until consent from the legal representative, or the patient, was in 
place. The Group also asked if support was being sought to carry out the above data 
linkages for patients who had died before consent had been taken.   

The Group was also unclear what information would subsequently be requested 
from these wider data sources in relation to the patient cohort. Clarification would be 
sought around whether the data which would be requested was from the patients 
point of entry into the trial only, or if it was intended to request further historical data.  
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The CAG asked if the applicant had discussed the wider data linkages with the 
organisations which would be acting as processors for these processes. Assurance 
was required that these organisations would accept consent given from a personal 
or professional legal representative, in the event that a patient did not regain 
capacity or died, to facilitate this linkage.  

Practicable alternatives 
Members considered whether a practicable alternative to the disclosure of 
confidential patient information without consent existed in accordance with Section 
251 (4) of the NHS Act 2006, taking into account the cost and technology available. 

• Feasibility of consent 
 

The applicants explained that, due to the emergency nature of the treatment 
required, seeking consent from the personal or legal representative of the patient 
prior to the start of treatment may not be feasible. Patients were enrolled under the 
emergency research provisions of the Medicines for Human Use (Clinical Trials) 
Regulations 2004 and the 2006 amendment to the Regulations, which enabled 
consent for inclusion in the trial to be sought once the initial emergency had passed.  

Legal representatives would be approached after treatment started and informed 
about the trial and asked to provide consent on behalf of the patient. The treatment 
could not be dissented from at that stage, but patients and their legal representative 
could dissent from the long-term follow-up data collection. Members were assured 
by the rationale provided to support the delayed consenting process.  

• Use of anonymised/pseudonymised data 
 

Access to confidential patient information prior to consent being given by the patient 
or their legal representative was required so that patients could be recruited into the 
trial in the emergency situation. Research nurses would access the patient record in 
order to assess eligibility for the trial and carry out the randomisation between two 
treatment options. Treatment must be started urgently, therefore the researchers 
could not delay recruitment until after consent had been given. The CAG accepted 
the rationale for the requirement of use of confidential patient information.  

 

‘Patient Notification’ and mechanism for managing dissent 
It is part of the CAG responsibility to support public confidence and transparency in 
the appropriate sharing and use of confidential patient information. Access to patient 
information without consent is a privilege and it is a general principle of support for 
reasonable measures to be taken to inform the relevant population of the activity and 
to provide a right to objection and mechanism to respect that objection, where 
appropriate. This is known as ‘patient notification’. This is separate to the local 
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obligation to comply with the principles of the General Data Protection Regulation 
and Data Protection Act 2018.  

The applicants had provided a poster, which would be displayed in the waiting areas 
of Intensive Care units. Information leaflets about the trial would also be made 
available. These provided a summary of information about the trial and details on 
who to contact for further information about the study.  

Members noted that the applicants intended to set up a website with information 
about the trial, but this was not yet available. The poster contained contact details for 
the research team, but the leaflet did not. Members asked the applicant to ensure 
that contact details were provided across all patient information materials.  

Patients and their legal representatives were not able to dissent from the provision of 
treatment, due to the urgent nature of which this would be provided. Dissent could be 
given for follow-up. The applicants had stated that previous studies run in the centre 
had achieved 98% follow-up, and they expected that few patients would dissent.  

Patients who dissented would not be contacted for follow-up information, but the 
applicants wanted to retain information gathered up until the point of dissent. The 
applicants stated that they would discuss options for withdrawal with patients and 
their legal representatives. The Group noted that the information collected up until 
dissent was recorded could be retained if the patient or legal representative agreed 
to this, but that outright dissent must be respected. The different levels of dissent 
available needed to be explained in the patient information materials and revised 
documentation would be requested to address this point. 

When HES data was requested from NHS Digital the National Opt-Out would be 
checked. The Group noted that if a patient consented for their data to be accessed 
for this specific study then the National Opt-Out would be overridden. The Group 
asked if the applicants had sought advice from NHS Digital on whether consent from 
the patient’s legal representative would also override any previously recorded 
National Opt-Out.  

The CAG queried whether patients’ medical records on the Trust system would be 
checked for any record of historic dissent prior to enrolment in the trial.  

Patient and Public Involvement and Engagement 
Meaningful engagement with patients, service users and the public is considered to 
be an important factor for the CAG in terms of contributing to public interest 
considerations as to whether the unconsented activity should go ahead.  

The grant application for the study was informed by a series of meetings with 
survivors and carers of patients with previous brain injury, which was facilitated 
through Headway West Midlands, a charity focussed on patients with brain injury. 
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Two members of the group had joined the study team as co-investigators. There 
would also be wider input from two members of the independent Trial Steering 
Committee.  

Two specific patient and public meetings had been held to date, one with patients 
and one with Headway staff at Birmingham and Solihull. Both groups were 
supportive of the study design and the use of patient information without consent.  

Headway staff had helped shape the design of the study and the decision not to 
include a placebo arm, but to run the trial as a comparison of the two treatments, had 
been made during these meetings. Headway had also stressed the importance of 
conducting a long-term follow-up of the impact of the injury.  

The Group noted that the patient and public involvement and engagement carried 
out had been thorough and proportionate to the aims of the study.  

Exit strategy 
Support is requested on a time limited basis to enable patients to be screened for 
eligibility for inclusion in the study and receive the necessary emergency treatment. 
Following the initial emergency, consent will be sought from an appropriate personal 
or professional legal representative for the ongoing inclusion of the patient within the 
study.  

Once consent has been taken, the requirement for support under the Regulations 
appeared to cease for that individual. However, Members noted that response to the 
outstanding queries around whether wider controllers would accept consent provided 
by a legal representative as a legal basis, in relation to the common law duty of 
confidence, to facilitate the proposed linkages.  

The Group noted the information provided about the exit strategy for the study. 

Provision of study data to patients 
The applicant had stated that patients could request copies of their data collected for 
the study once the study concluded, and that their legal representatives could also 
request this data. Some patients may be left with a severe brain injury and would not 
regain capacity after treatment. The CAG noted that the study data may include 
sensitive information that patients may not want their family to see.  

Members asked that patients were given the option to request the information, but 
that their legal representatives were not.  

Confidentiality Advisory Group advice conclusion 
In line with the considerations above, the CAG agreed that, whilst supportive of the 
proposal in principle, due to the clear medical purpose and public interest in the 
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proposed activity, it was unable to provide a recommendation of support where it 
was unclear if an alternative legal basis was available.  

The applicant is asked to consider the below queries to ascertain whether an 
alternative legal basis existed to legitimise the access to confidential patient 
information required for the trial recruitment procedures.  

1. Seek clarification as to whether the Medicines for Human Use (Clinical Trials) 
Regulations 2004, and the amendment made to the Regulations in 2006, 
provided a legal basis for the access to confidential patient information 
required by members of the research team to carry out the identification and 
recruitment activities as described in the application.  
 

2. If this is confirmed, there may be no requirement for a revised application to 
be submitted to the CAG, as a lawful basis for processing would be 
established under this wider Legislation.  

 

Request for further information 
If the Medicines for Human Use (Clinical Trials) Regulations 2004, and the 
amendment made to the Regulations in 2006, did not provide a legal basis to 
legitimise processing, a revised submission can be made to the CAG. The following 
points should be addressed in the application.   

1. Further information on the proposed data linkages to HES and PEDW, 
alongside ICNARC and the GPs of patients, needs to be provided;  
 

a. Clarify the confidential patient information to be requested from 
the above sources. 
 

b. Advise if these data linkages had been discussed with the 
controller to ascertain whether they would accept consent given 
by a personal or professional legal representative, in the event 
that a patient did not regain capacity or died before consent for 
the data linkages could be given. 

 
c. Advise if NHS Digital have been consulted to clarify whether 

consent given by a patient’s legal representative would override 
the National Opt-Out. 

 
d. Clarification needs to be given regarding whether data will be 

requested from patients point of entry into the trial or if wider 
historical data would be requested.  

 
e. Further details on the timeframe between patients’ recruitment 

into the trial, to consent being sought and the linkage to wider 
data sources is required to provide assurance that these linkages 
would not be undertaken until consent was in place.  
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f. Provide assurance that HES data will not be requested until the 

patient or legal representative has given consent.  
 

2. Further information on the patient notification and dissent process is 
required;  

a. Data collected up until the point that dissent was recorded could 
be retained if the patient or their legal representative agreed to 
this, but outright dissent must be respected.  
 

b. Advise if the Trust medical records of patients would be checked 
for any recorded dissent from participating in research.  

 
c. The poster, leaflet and website information need to include the 

following; 
 

i. Contact details for the study team need to be provided.  
 

ii. The different levels of dissent available need to be 
explained.  

 

3. Regarding the provision of study data to patients on request after the 
conclusion of the trial; 
 

a. Patients should be given the option of requesting copies of their data, 
but their legal representative must not be given this option.  

 
b. Clarify whether the study data would include the past medical history of 

patients, or information only from the time of injury. 
 

c.  19/CAG/0139 - Routine testing for Group B Streptococcus 
 

Context 
Purpose of application 
This application from the University of Nottingham set out the purpose of medical 
research which aims to evaluate two testing approaches to identify Group B 
Streptococcus in pregnant women.  

Group B Streptococcus is a bacterium present in the vagina of approximately 1 in 4 
pregnant. Currently women whose babies are at higher risk of developing the 
infection based on maternal risk factors are given antibiotics in labour to reduce the 
risk of babies developing GBS infection. This current approach is not ideal as some 
babies born to mothers without risk factors still develop an infection and many 
women with risk factors do not carry GBS but receive antibiotics unnecessarily. A 
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better solution is “routine testing” of every pregnant woman and offering antibiotics in 
labour to those who are carrying GBS.  

This study will test the two methods of routine testing which are available against a 
control cohort who will proceed on the administration of antibiotics based on 
maternal risk factor. 80 maternity units will be recruited and randomised to one of 
three treatments at unit level. This will compare standard care with two methods of 
routine testing using vaginal-rectal swabs either at 35-37 weeks of pregnancy or in 
labour using a rapid test. As randomisation is being carried out at a site level, the 
applicants request the disclosure of confidential patient information in relation the 
mother and child on a quarterly basis from various datasets held by NHS Digital, 
NHS Wales Informatics Service, the National Neonatal Research Database, Public 
Health England and Public Health Wales. The applicants will facilitate linkage 
between the various datasets upon receipt and will pseudonymise the dataset for 
analysis.  

In the initial stage of the study, a pilot trial will be run concurrently to enable the 
accuracy of data reported from the national administrative datasets to be checked. 
This will involve confidential patient information being disclosed direct from the 
maternity units to the applicants for 100 women, to enable checks against the 
administrative data to be undertaken. This sub-cohort of patients will also form the 
basis of health economics analysis.  

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

Confidential patient information requested 
The following sets out a summary of the specified cohort, listed data sources and 
key identifiers. Where applicable, full datasets and data flows are provided in the 
application form and relevant supporting documentation as this letter represents only 
a summary of the full detail.  

Cohort 

 

Pregnant women in England and Wales. 320,000 
women will be included in the study. 74 sites will be 
included in England and Wales – it is estimated that 
97% of the patient cohort will be found at these sites.  

Data sources 

 

1. Electronic health records from participating maternity 
units in England and Wales  

2. English Maternity Services Dataset, NHS Digital 
3. National Neonatal Research Database 
4. Hospital Episodes Statistics, NHS Digital  
5. Patient Episodes Dataset Wales, NHS Wales 

Informatics Service 
6. Group Strep B Infant Sepsis reports, Public Health 

England  
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7. Group Strep B Infant Sepsis reports, Health 
Protection Wales  

 

Identifiers required 
for linkage 
purposes 

 

1. NHS Number – mother and child 
2. Date of birth – mother and child 
3. Postcode – mother and child 

 

Identifiers required 
for analysis 
purposes 

 

1. Mother’s age 
2. Ethnicity  
3. Index of multiple deprivation  
4. Neonatal sex 

Additional 
information 

 

• The study will also receive data in relation to a 
Scottish patient cohort which is out of scope for the 
application to the CAG and will be managed via 
application to the Public Benefit and Patient Privacy 
Panel.  

• The study also involves a supplementary qualitative 
interview study which will be carried out with patient 
consent and is out of scope for the CAG application.  

 

 

Confidentiality Advisory Group advice 
The following sets out the Confidentiality Advisory Group advice which formed the 
basis of the decision by the Health Research Authority.  

Public interest 
The CAG noted that this activity fell within the definition of medical research and was 
therefore assured that the application described an appropriate medical purpose 
within the remit of the section 251 of the NHS Act 2006. 

Members acknowledged the strong public interest in the proposed trial. The study 
outputs would assess whether there is a more appropriate way to test for Group B 
Streptococcus in pregnant women, to ensure that those at risk receive antibiotic 
treatment and to prevent the administration of antibiotics where unnecessary. The 
Group recognised the seriousness of this infection for new born babies and agreed 
that this important research should proceed.  
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Practicable alternatives 
Members considered whether a practicable alternative to the disclosure of 
confidential patient information without consent existed in accordance with Section 
251 (4) of the NHS Act 2006, taking into account the cost and technology available. 

• Minimising flows of identifiable information 
 

The Group commented that the proposed activity involved the transfer of significant 
amounts of confidential patient information to the applicant at the University of 
Nottingham for linkage. It was recognised that due to the number of data sources 
within the study, the data flows were appropriate and minimised the access to and 
transfer of confidential patient information for the purposes of the study. 

• Feasibility of consent 
 

The CAG acknowledged that treatment pathway would be randomised at Trust level. 
As such, during the course of the study, the assigned treatment would be the 
standard of care at each site, so there was no requirement to seek consent from the 
patient for the provision of care. Members were assured that, due to the volume of 
patients to be included in the main study, seeking consent was not feasible for the 
data collection and patient follow-up.  

Members considered the pilot trial which would be carried out alongside the main 
study. This involved the transfer of wider information from participating units in 
relation to 100 women to the trial site, to enable accuracy checks to be undertaken 
against the data provided by the wider national datasets. The Group was unclear 
why consent could not be taken from this sub-cohort of women specifically in relation 
to the pilot trial. It was agreed that further justification would be requested from the 
applicant to explain why consent was not feasible for this element of the study.  

• Use of anonymised/pseudonymised data 
 

Confidential patient information was required to facilitate the data linkage process 
between the various datasets to be utilised in the study, which could not be 
otherwise achieved.  
 

‘Patient Notification’ and mechanism for managing dissent 
 
It is part of the CAG responsibility to support public confidence and transparency in 
the appropriate sharing and use of confidential patient information. Access to patient 
information without consent is a privilege and it is a general principle of support for 
reasonable measures to be taken to inform the relevant population of the activity and 
to provide a right to objection and mechanism to respect that objection, where 
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appropriate. This is known as ‘patient notification’. This is separate to the local 
obligation to comply with the principles of the General Data Protection Regulation 
and Data Protection Act 2018.  

A suite of information materials had been produced to the support the study at the 
various sites. These included posters and information leaflets in relation to the 
potential treatment arms. Members commented that the posters required some 
revision to ensure a clear overview was provided to patients about what the study 
involved. It was noted that the documents stated that ‘routine’ information would be 
used in the study, but this did not clearly describe the various national datasets 
which were involved in the study. It was also noted that the description of ‘non-
sensitive’ data being included did provide a clear description of the types of 
information which would be collected for the study analysis. It was agreed that the 
documents should be revised to provide a clearer overview of the types of data and 
the sources of this which would be utilised in the study analysis. Members 
commented that the image included in the poster documents could be reduced to 
allow the inclusion of more detailed information. Assurance was also sought that the 
site-specific contact details would include both telephone and email contacts.  

It was further commented that the posters did not provide any detail around the pilot 
trial which would be carried out alongside the main study, which involved the transfer 
of wider data from the maternity units to enable accuracy checks to be undertaken 
against data provided from national datasets. Members agreed that patient-facing 
materials required revision to also explain this pilot trial and to enable a specific 
dissenting mechanism to be operated for this element of the study.  

The applicant had stated that the proposal was relying on the national opt-out for the 
purposes of patient dissent for the project. Members commented that a project-
specific objection should still be made available, which would enable women to 
undergo screening, but to object to the wider use of data if this was their preference. 
It was also commented that local records at Trust-level should be checked for 
evidence of historic dissent.  

Members raised some concerns around the timeliness and completeness of the 
provision of information to women. It was commented that women should be 
informed that the swab test was optional and be provided with the opportunity to 
make an informed objection to this. The rationale behind this was that the outcomes 
of the swab testing may lead to a course of antibiotics which may not have been 
administered if the study was not in progress. The CAG recognised that the intention 
of the study methodology was to identify those women who were at higher risk of 
passing Group B Streptococcus to their child and to administer antibiotics 
accordingly. However, it was commented that information should be provided at an 
appropriate stage to enable all woman to make an informed decision around whether 
they want to be tested. The Group recognised that these issues would be more 
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appropriately considered by the Research Ethics Committee. It was agreed that 
these points would be included in the outcome, to allow further consideration by both 
the applicant and the REC.  

Patient and Public Involvement and Engagement 
 
Meaningful engagement with patients, service users and the public is considered to 
be an important factor for the CAG in terms of contributing to public interest 
considerations as to whether the unconsented activity should go ahead.  

The Group commended the scope of activity which had been conducted to date in 
this area, together with the planned future activity. It was recognised that the study 
was engaged with two key charities: Group B Strep Support and the National 
Childbirth Trust, which were both supportive of the project. A study-specific patient 
and public involvement and engagement group had been established to support the 
study. The applicant provided a detailed overview of the outputs from the group’s 
first meeting. Members were assured that the activity undertaken and planned in this 
area was appropriate and proportionate to the study.  

Exit Strategy  
 
Following the successful linkage of the various data sources included in the study, 
all items of confidential patient information would be destroyed to enable an exit from 
the requirement for support under the Regulations. The CAG accepted the proposed 
methodology to exit from the requirement for support under the Regulations.  

Confidentiality Advisory Group advice conclusion 
 
The CAG agreed that there was a public interest in this activity, were supportive in 
principle of this activity proceeding, and therefore recommended to the Health 
Research Authority that the activity be provisionally supported.  However, further 
information and actions would be required prior to confirming that the minimum 
criteria and established principles of support have been adequately addressed.  

Request for further information 
 

1. Explain why it is not feasible to seek consent from patients who would be 
included in the pilot trial.  
 

2. Posters should be revised to address the following points: 
a. Further information should be provided around the data sources which 

would provide information for the purposes of study analysis together 
with an overview of the type of information which will be included.  
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b. The pilot trial should also be described in the patient-facing 
documentation. 

 
c. Provide assurance that both telephone and email contacts would be 

provided within the documents. 
 

3. A project-specific dissenting mechanism should be operated at Trust-level. 
This should cover both the pilot and main trial. Provide confirmation to this 
point and details around how this would be operated and respected. 
 

4. Confirm that Trust records will be checked for evidence of historic dissent 
prior to the inclusion of the patient within the study. 

 
5. Consideration should be given to the timeliness and completeness of the 

provision of information to woman to enable an informed choice to made in 
relation to undergoing swab testing.  

 

Specific conditions of support (Provisional) 
 
The following sets out the provisional specific conditions of support. These may 
change in the final outcome letter depending on the responses to queries.  

1. Favourable opinion from a Research Ethics Committee. Pending 
 

2. Confirmation provided from the IG Delivery Team at NHS Digital to the CAG that 
the relevant Data Security and Protection Toolkit (DSPT) submission(s) has 
achieved the ‘Standards Met’ threshold. See section below titled ‘security 
assurance requirements’ for further information. Pending: NHS Digital’s review 
of the DPST submission for Nottingham Clinical Trials Unit at the University 
of Nottingham. 
  
c. 19/CAG/0136 - Acute Leukaemia in Pregnancy Registry Study (LIPS) 

 
Context 
 
Purpose of application 
 
This application from the Hull and East Yorkshire Hospitals NHS Trust set out the 
purpose of medical research which aims to establish a research database focussed 
on women who were diagnosed with acute leukaemia or high-risk myelodysplasia in 
pregnancy or who have later conceived after receiving previous treatment for either 
condition.  

This is an observational study which aims to monitor and record the current 
treatment and outcomes of patients diagnosed with acute leukaemia during or prior 
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to pregnancy since August 2009, and any new cases that are diagnosed during the 
period of the study with a view to informing a standardised approach to patient care. 
Patients will receive the treatment recommended by their doctor, the study will not 
alter the treatment pathway of participants. Prospectively diagnosed patients, or 
those still undergoing active treatment will be approached for consent by a member 
of their clinical care team. Patients who have been discharged and those who are no 
longer in active follow-up or contact with the clinical care team will not be 
approached for consent.  

Research data collected during this study will not be released to other researchers 
or research organisations outside of the immediate study team for the duration of the 
study. Subject to further funding being obtained it is envisaged that the LIPS 
database and data collection will continue and may be expanded outside the UK. 
Request for access to the data for research purposes beyond the scope of the initial 
study will be managed by the Hull Health Trials Unit within the University of Hull. 

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

Confidential patient information requested 
 
The following sets out a summary of the specified cohort, listed data sources and 
key identifiers. Where applicable, full datasets and data flows are provided in the 
application form and relevant supporting documentation as this letter represents only 
a summary of the full detail.  

Cohort 

 

Patients diagnosed with acute leukaemia or high-risk 
myelodysplasia during or prior to pregnancy since 
August 2009 across 24 Trusts in England and one 
Health Board in Wales who are no longer under active 
follow-up, have been discharged from treatment or are 
known to be deceased. It is anticipated that there will be 
50 patients within this cohort.  

 

Data sources 

 

24 Trusts in England and 1 Health board in Wales 

Identifiers required 
for linkage 
purposes 

 

1. Year of birth (mother) 
2. Date of birth (child) 
3. Date of death (mother and/or child) 
4. Sex of child  
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Identifiers required 
for analysis 
purposes 

 

1. Year of birth (mother) 
2. Date of birth (child – DD/MM/YY) 
3. Date of death (mother and/or child – DD/MM/YY) 
4. Sex of child 

Additional 
information 

 

The following additional cohorts will be included on the 
basis of informed consent:  

• Current patients: defined as those who are receiving 
treatment and are now pregnant or those who have 
previously received treatment and are now pregnant, 

• Historical patients: defined as those who had 
treatment whilst pregnant and are still in active 
follow-up or contact with the clinical care team or 
those who had an active acute leukaemia diagnosis 
and became pregnant post-treatment and are still in 
active follow-up or contact with the clinical care team.  

 

Confidentiality Advisory Group advice 
The following sets out the Confidentiality Advisory Group advice which formed the 
basis of the decision by the Health Research Authority.  

Public interest 
 
The CAG noted that this activity fell within the definition of medical research and was 
therefore assured that the application described an appropriate medical purpose 
within the remit of the section 251 of the NHS Act 2006. 

Members recognised that women who are diagnosed with acute leukaemia or high-
risk myelodysplasia during pregnancy or who go on to conceive following treatment 
for either condition were a rare cohort and were assured that there was a public 
interest in establishing a research database focusing on this patient group.  

 
Scope of Support 
 
The Group noted that the study focusses on rare conditions which was the rationale 
provided for the inclusion of both retrospective and prospective patient cohorts. On 
the basis that this was a rare condition, there was a focus on including as many 
patients as possible within the database to inform analysis. Members were unclear 
why Trusts providing data for the registry had been limited to 24 within England and 
one Health Board in Wales. It was agreed that further information would be 
requested from the applicant to explain why the database was not being established 
on a national basis.  
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Practicable alternatives 
 
Members considered whether a practicable alternative to the disclosure of 
confidential patient information without consent existed in accordance with Section 
251 (4) of the NHS Act 2006, taking into account the cost and technology available. 

• Feasibility of consent 
 

The Group recognised that prospectively diagnosed women and those still under 
ongoing follow-up would be approached to provide consent for the inclusion of their 
data within the research database and were out of scope of the CAG application.  

The applicant had provided a number of arguments to support why it was not 
feasible to seek consent from the retrospective cohort. It was explained that due to 
the retrospective nature of this cohort, the patients may be lost to follow-up and due 
to the nature of their condition, may be deceased. It was also noted that the 
approach for consent may cause distress to women by requiring them to revisit a 
difficult time in their past. It was also cited that, due to the rarity of the conditions, 
there was a requirement for complete case ascertainment.  

Members acknowledged that for women in this cohort, there was potential for poor 
outcomes for not only the woman but their unborn child. It was further noted that 
women may have had to make difficult decisions around the future of the pregnancy 
and were assured that seeking consent for this historic cohort had the potential to 
cause unnecessary distress. The CAG accepted the rationale for not seeking 
consent from the historic cohort on this basis.  

• Use of anonymised/pseudonymised data 
 

Confidential patient information was required to enable outcome parameters to be 
calculated, which could not be otherwise achieved. The applicant had limited the 
data items which would be disclosed for inclusion in the database; however, it was 
explained that due to the rarity of the disease focus, there was an ongoing risk that 
patients could be identifiable from the limited data items which will be disclosed.  

Cohort 
 
Members were unclear from the information which had been provided in the 
application and supporting study flowchart how the retrospective patient cohort 
would be identified. It was agreed that further information would be requested in this 
area to understand how the eligible patients would be identified.  

Justification of identifiers 
 
Members recognised that the date of birth for the child and date of death for the 
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mother and child, where applicable, were required in the first instance to allow 
survival calculations to be undertaken. However, the Group was unclear why these 
dates needed to be retained in true format once all required calculations had been 
undertaken. The applicant would be asked to justify the ongoing retention of these 
data items, following undertaking survival calculation analysis or to confirm that 
these dates would be truncated once complete.  

‘Patient Notification’ and mechanism for managing dissent 
 
It is part of the CAG responsibility to support public confidence and transparency in 
the appropriate sharing and use of confidential patient information. Access to patient 
information without consent is a privilege and it is a general principle of support for 
reasonable measures to be taken to inform the relevant population of the activity and 
to provide a right to objection and mechanism to respect that objection, where 
appropriate. This is known as ‘patient notification’. This is separate to the local 
obligation to comply with the principles of the General Data Protection Regulation 
and Data Protection Act 2018.  

The applicant explained that information around the research database would be 
published on both the Hull Health Trials Unit website and that of the project funder, 
which was the Bloodwise charity. This website text has not been provided for 
consideration. Members agreed that sight of this text was required prior to any final 
recommendation of support coming into effect. A copy of the study privacy notice 
was provided for information purposes. The Group noted that a privacy notice was 
specific terminology to address requirements in relation to current data protection 
legislation and could not be considered by the CAG unless it was confirmed that this 
document was intended to fulfil a dual purpose in relation to the common law duty of 
confidence also.  

The applicant had confirmed that local records at the Trusts would be checked by 
clinicians for evidence of historic dissent against the use of data for research 
purposes prior to the disclosure of information for inclusion in the research database. 
It was further explained that the national opt-out would also be respected. Members 
commented that the national opt-out was not yet operational at a Trust-level so were 
unclear how this would be implemented for the purposes of the study. The applicant 
would be asked for further information in this area.  

Members agreed that there was scope for a project-specific dissenting mechanism to 
be operated via the communications placed on the relevant associated websites. 
The applicant would be asked to consider this point and provide details of how 
patients could object to the inclusion of their data in the study.  
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Patient and Public Involvement and Engagement 
 
Meaningful engagement with patients, service users and the public is considered to 
be an important factor for the CAG in terms of contributing to public interest 
considerations as to whether the unconsented activity should go ahead.  

The applicant explained that a project-specific patient engagement session had been 
held in June 2019. This involved four members of the Trans-Humber Consumer 
Research Panel (2 males and 2 females) and a third female independent of the 
research panel. This session included a section on the development of the database 
and the associated policies. The group agreed that a patient member should sit on 
the data request panel for use of the database. The panel also instigated 
involvement of an obstetrician to ensure that data included from this specialism was 
accurate and complete to support research. The applicant further explained that 
study information would be disseminated via the annual Bloodwise conference as 
well as exploring wider ways to inform patients and the public.  

Members recognised that the study involved rare patient demographics and 
acknowledged that it may be difficult to identify an appropriate patient group with 
which to engage about the establishment of the research database. It was queried 
whether the study funder, Bloodwise, would be able to facilitate engagement with an 
appropriate patient group to seek the views of those with experience of acute 
leukaemia or high-risk myelodysplasia during or prior to pregnancy. The applicant 
would be asked to follow-up this point to explore whether the target patient group 
can be approached for views around the proposed methodology.  
 

Access to Termination Data 
 
The applicant was requesting disclosure of data in relation to women within the 
cohort who terminated their pregnancy. A query had been raised in advance of the 
meeting around whether the disclosure of this information required specific approval 
from the Chief Medical Officer. The applicant had sought guidance around this point 
and response was pending. The CAG agreed that clarification was required in this 
area prior to any final recommendation of support coming into effect.  

Confidentiality Advisory Group advice conclusion 
 
The CAG agreed that there was a public interest in this activity, were supportive in 
principle of this activity proceeding, and therefore recommended to the Health 
Research Authority that the activity be provisionally supported.  However, further 
information and actions would be required prior to confirming that the minimum 
criteria and established principles of support have been adequately addressed.  
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Request for further information 
 

1. Explain why the research database is not being established on a national 
basis, to include data from all Trusts and Health Boards in England and 
Wales.  
 

2. Provide further information to explain how the retrospective patient cohort 
would be identified.  

 
3. Provide further information to justify the necessity of retention of the child’s 

date of birth and date of deaths (mother and child) within the database once 
survival calculations had been undertaken. 

 
4. Provide copies of the text which would be displayed on both the Hull Health 

Trials Unit and Bloodwise websites.  
 

5. Provide further information to explain how the national opt-out would be 
respected in the creation of the database.  

 
6. A project-specific dissenting mechanism should be implemented – provide 

details of how this would be operated and how any objections raised would be 
respected.  

 
7. Explore ways to engage with an appropriate patient group around the 

establishment of the database. It is recommended that Bloodwise be 
approached to see if they are able to facilitate contact with relevant patients 
and the public with experience in this area.  

 
8. Confirm whether specific approval is required from the Chief Medical Officer 

in relation to the termination data requested.  
 

Specific conditions of support (Provisional) 
 
The following sets out the provisional specific conditions of support. These may 
change in the final outcome letter depending on the responses to queries.  

1. Favourable opinion from a Research Ethics Committee. Pending 
 

2. Confirmation provided from the IG Delivery Team at NHS Digital to the CAG that 
the relevant Data Security and Protection Toolkit (DSPT) submission(s) has 
achieved the ‘Standards Met’ threshold. See section below titled ‘security 
assurance requirements’ for further information. Pending – NHS Digital’s 
review of the Hull Health Trials Unit DSPT remains outstanding.  
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4. Resubmitted applications - Research 
 
 
a. 19/CAG/0117 (previously PIAG 4-05(e)/2007): IMS Health and HES 

DataLinkage 
 

Context 
 
Purpose of application 
 
This application from IQVIA Solutions Ltd. set out the purpose of medical research 
which aims to create a research database which links hospital pharmacy data with 
Hospital Episodes Statistics at NHS Digital. The extracts combine information on 
hospital drug usage with information on hospital activity. The combination of these 
two data sources creates insight into the interaction in secondary care between 
disease, treatment and prescribing.  

This is a unique database because it is the only source of hospital medicine usage 
linked to hospital diagnosis and can be used for conducting timely analysis of the 
outcomes associated with hospital treatments. All confidential patient information is 
handled by NHS Digital – the applicant receives only an anonymised download for 
the purposes of analysis. The study has operated with support under the 
Regulations since 2008. 

A recommendation for class 1, 4, 5 and 6 support was requested to cover access to 
the relevant unconsented activities as described in the application. 

Confidential patient information requested 
 
The following sets out a summary of the specified cohort, listed data sources and 
key identifiers. Where applicable, full datasets and data flows are provided in the 
application form and relevant supporting documentation as this letter represents only 
a summary of the full detail.  

Cohort 

 

All patients that have visited a hospital in England.  

Data sources 

 

1. Hospital pharmacy data from Trusts in England 
2. Hospital Episodes Statistics (HES) data, NHS Digital 
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Identifiers required 
for linkage 
purposes 

 

1. NHS Number 
2. Date of birth 
3. Postcode 
4. Sex 
5. Hospital ID 

 

Identifiers required 
for analysis 
purposes 

 

1. Sex 
2. Ethnicity  
3. Date of death  

Additional 
information 

 

Not applicable  

 

Confidentiality Advisory Group advice 
 
The following sets out the Confidentiality Advisory Group advice which formed the 
basis of the decision by the Health Research Authority.  

Public interest 
The CAG noted that this activity fell within the definition of medical research and was 
therefore assured that the application described an appropriate medical purpose 
within the remit of the section 251 of the NHS Act 2006. 

Members noted that this was a refreshed submission of a longitudinal study which 
had been supported at a predecessor of the CAG back in 2008. The revised 
application had been submitted at the request of the Confidentiality Advice Team, to 
bring the application records up to date and ensure the file reflected current 
standards. The CAG recognised the ongoing public interest in this activity, which 
enabled analysis of hospital prescribing practices against diagnosis, which enabled 
analysis of hospitals outcomes.  

Practicable alternatives 
 
Members considered whether a practicable alternative to the disclosure of 
confidential patient information without consent existed in accordance with 
Section 251 (4) of the NHS Act 2006, taking into account the cost and 
technology available. 

• Minimising flows of identifiable information 
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The Group recognised that processing of confidential patient information was limited 
to NHS Digital. 

• Feasibility of consent 
 

The applicant explained that the HES dataset records 14 million events per year. 
The CAG accepted that seeking consent was not feasible due to the volume of 
incidence which were being linked. 

• Use of anonymised/pseudonymised data 
 

Confidential patient information was required to facilitate the linkage which was 
undertaken by NHS Digital, which could not be otherwise achieved.  

 
‘Patient Notification’ and mechanism for managing dissent 
 
It is part of the CAG responsibility to support public confidence and transparency in 
the appropriate sharing and use of confidential patient information. Access to patient 
information without consent is a privilege and it is a general principle of support for 
reasonable measures to be taken to inform the relevant population of the activity and 
to provide a right to objection and mechanism to respect that objection, where 
appropriate. This is known as ‘patient notification’. This is separate to the local 
obligation to comply with the principles of the General Data Protection Regulation 
and Data Protection Act 2018.  

The Group noted that information about the database was displayed on the IQVIA 
website. The applicant had made reference to Trusts previously displaying a poster; 
however, it was unclear whether this practice was still followed as no supporting 
documentation had been provided. The CAG observed that it was unlikely that 
patients would have reason to view the IQVIA website to enable sight of the 
information displayed here. Members commented whilst the project had been 
operating well over the years and was relatively low-risk due to data processing 
being limited to NHS Digital, there was still a requirement to be transparent around 
how patient’s data was being used in the project. 

It was agreed that the Trust level poster should be reinstated to inform patients at 
site about how their data would be used and to enable a project-specific dissenting 
mechanism to be operated. A copy of the poster and an overview of how the 
objection mechanism would be operated would be required for submission at the 
time of next annual review.  
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Patient and Public Involvement and Engagement 
 
Meaningful engagement with patients, service users and the public is considered to 
be an important factor for the CAG in terms of contributing to public interest 
considerations as to whether the unconsented activity should go ahead.  

The applicant confirmed that three lay members sat on the advisory group, which 
governs the use of non-identifiable research data used by IQVIA. It was also 
explained that wider engagement was sought via national organisations such as Use 
My Data. The Group recognised that the ongoing involvement of these lay members 
in the management of data used by IQVIA appeared appropriate and proportionate 
to the overarching study methodology.  

Members were unclear from the information provided whether the applicants had 
sought the views of the lay representatives or wider patient groups around the use of 
confidential patient information without consent within the scope of the project. It was 
agreed that further information around this point would be requested at the time of 
next annual review, together with any feedback which has been provided.  

Exit Strategy 
Confidential patient information was disclosed only to NHS Digital for the purposes 
of linkage, following which this would be destroyed. It was recognised that support 
was required on an ongoing basis due to the longitudinal basis of the project.  

Disclosures from the database 
The Group agreed that further information was required around the disclosures 
which were made from the resulting database by IQVIA. This information was 
requested to understand the frequency of disclosures and the types of organisations 
which were making use of the resource. It was agreed that the applicant would be 
asked to provide details of the disclosures made in the last year for consideration by 
the Group. This would be requested at the time of next annual review.  

Wider data linkages 
It was acknowledged that a reference had been made within the application to 
linkage of the dataset with information held within CPRD (Clinical Practice Research 
Database). Whilst it was detailed that this linkage would only be facilitated with 
compelling research evidence and the appropriate approvals, Members requested 
further detail to explain why and when this may be relevant. 

Assurance was also requested that the resulting database was not linked with wider 
information held by IQVIA.  
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Confidentiality Advisory Group advice conclusion 
 
The CAG agreed that there was a public interest in this activity, were supportive of 
this activity proceeding, and therefore recommended to the Health Research 
Authority that the activity be conditionally supported.   

A response to the specific conditions of support had been requested at the time of 
next annual review to enable further consideration by the CAG.  

Specific conditions of support  
 
1. All pre-existing conditions of support related to PIAG 4-05(e)/2007 remain 

applicable. 
 

2. The pre-existing annual review cycle remains applicable, with the next annual 
review to be received four weeks before 19/11/2019, and then on an annual basis 
to this schedule. 
 

3. The Trust level patient information poster should be reinstated and should 
describe how patients can raise a project-specific dissent. A copy of this 
document should be submitted at the time of next annual review, together with an 
overview of how the project-specific dissenting would operate.  

 

4. Provide an overview of disclosures which have been made from the database by 
IQVIA within the previous year for consideration by the CAG. This should be 
provided at the time of next annual review.  

 

5. Provide further information around when it would be appropriate to facilitate 
linkage with the CPRD database.  

 

6. Provide assurance that data disclosed for inclusion in this database is not linked 
with wider data held by IQVIA.  

 

7. Feedback should be provided at the time of next annual review around whether 
the views of the study’s lay representatives or wider patient groups had been 
sought around the use of confidential patient information without consent for the 
study aims. An overview of the feedback provided should be included for 
consideration.  

 

8. Favourable opinion from a Research Ethics Committee. Confirmed 19 February 
2019  
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9. Confirmation provided from the IG Delivery Team at NHS Digital to the CAG that 
the relevant Data Security and Protection Toolkit (DSPT) submission(s) has 
achieved the ‘Standards Met’ threshold. See section below titled ‘security 
assurance requirements’ for further information. It was confirmed that the 
relevant DSPT submission related only to NHS Digital.  

 

5. New applications – Research 
 

a. 19/CAG/0137 National Cancer Patient Experience Survey 2019 (CPES) 
 

Context 
 
Purpose of application 
 
This application from NHS England set out the purpose of administering patient 
surveys to evaluate services provided to cancer patients in 2019. This would enable 
comparisons between Trusts, for commissioners, providers and patients (all of whom 
could access the published results), would allow for monitoring of improvements in 
services, drive further improvements, and provide NHS England with an up to date 
overview of cancer patient experience across England.  

The purpose of collecting and analysing data via this survey is to:  

• Secure continuous improvement by building on the results of previous 
surveys, enabling local providers and Cancer Alliances to assess their 
performance improvement with other providers,  

• Enable commissioners to assess local improvements in cancer patient 
experience,  

• Provide NHS England and NHS Improvement with an up to date overview of 
cancer patient experience across England, 

• Provide NHS England and NHS Improvement with data on each participating 
Trust and the areas on which quality improvement needs to be focused, 

• Enable patients to make informed choices about where to go for cancer 
treatment via publishing the provider level analysis on publicly available 
websites. 

 

The Cancer Patient Experience Survey (CPES) 2019 fieldwork period will begin at 
the end of September 2019 and there is an aspiration to close fieldwork in January 
2020, rather than at the end of March as in previous years, to enable more timely 
reporting of outputs.  

A recommendation for class 1, 4, 5 and 6 support was requested to cover access to 
the relevant unconsented activities as described in the application. 
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Confidential patient information requested 
 
The following sets out a summary of the specified cohort, listed data sources and 
key identifiers. Where applicable, full datasets and data flows are provided in the 
application form and relevant supporting documentation as this letter represents only 
a summary of the full detail.  

Cohort 

 
All adult patients (aged 16 and over), with a primary 
diagnosis of cancer, who have been admitted to hospital 
as inpatients for cancer related treatment, or who were 
seen as day case patients for cancer related treatment 
and were discharged between 1st April 2019 and 30th 
June 2019 would be included in the survey. This is 
estimated to cover 125,000 cancer patients.  

 

Data sources 

 

1. Electronic patient records at participating Trusts in 
England 
 

Identifiers required 
for linkage 
purposes 

 

1. Name  
2. NHS number 
3. Full address 
4. Sex 
5. Ethnic group 
6. Date of birth 
7. ICD10 code 
8. Admission and discharge dates 
9. Speciality code 
10. Referring CCG 
11. Admission type 
12. Site treated at. 

 

Identifiers required 
for analysis 
purposes 

 

1. Sex 
2. Age 
3. Ethnic group 
4. ICD10 code 
5. Admission and discharge dates 
6. Speciality code 

 

Additional 
information 
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Confidentiality Advisory Group advice 
 
The following sets out the Confidentiality Advisory Group advice which formed the 
basis of the decision by the Secretary of State for Health and Social Care. 

Public interest 
The CAG noted that this activity fell within the definition of the management of health 
and social care services and was therefore assured that the application described an 
appropriate medical purpose within the remit of the section 251 of the NHS Act 
2006. 

The National Cancer Patient Experience survey aimed to survey all adult patients 
who received inpatient or outpatient care for cancer during the specified timeframe in 
2019. The survey had been running since 2010 and formed part of the NHS long-
term plan to seek views on cancer care from the perspective of patients. The Group 
noted the clear public interest of the application.  

Practicable alternatives 
Members considered whether a practicable alternative to the disclosure of 
confidential patient information without consent existed in accordance with Section 
251 (4) of the NHS Act 2006, taking into account the cost and technology available. 

• Feasibility of consent 
 

The applicants explained that it was not possible to contact patients in advance of 
sending the survey to seek consent due to the number of patients involved. 
Confidential patient information would also need to be accessed in order to obtain 
the contact details of eligible patients to request consent, and it would be more 
straightforward to send the questionnaires as this involved the same breach of 
confidence.  

The applicant explained that members of the direct care team could potentially 
approach patients for consent, but this would place a significant burden on NHS staff 
and potentially introduce bias into the patient sample. The Group noted the rationale 
given and accepted the reasoning for not approaching patients for consent.  

• Use of anonymised/pseudonymised data 
 

Confidential patient information was required to validate the patient sample and 
distribute the questionnaires, which could not be otherwise achieved.  
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Justification of identifiers 
The applicant explained that a number of identifiers were required in order to identify 
eligible patients. Data would be collected from all participating Trusts and sent 
securely to Picker Institute Europe. Patients may have received treatment in more 
than one Trust, and the same patient may be reported several times, therefore 
internal linkage and validation would be carried out by Picker to ensure that patients 
were only sent the survey once. Picker would also check the contact details and that 
patients were still living before the survey and each reminder were sent.  

A small number of patients included in the 2018 survey had reported that they had 
been sent a survey but had not been diagnosed with cancer. Some patients had 
been included due to coding errors within the participating Trusts. Other patients 
may have received a diagnosis of cancer but had not properly understood their 
diagnosis. The applicants explained that sampling was carried out at Trust-level and 
that clearer instructions regarding this process had been given to participating 
Trusts, to mitigate against these issues for the proposed iteration of the survey. 

Members noted that it was impossible to eradicate all risk that patients would be 
contacted erroneously and recognised that the applicants had taken all reasonable 
steps to mitigate against this.  

‘Patient Notification’ and mechanism for managing dissent 
It is part of the CAG responsibility to support public confidence and transparency in 
the appropriate sharing and use of confidential patient information. Access to patient 
information without consent is a privilege and it is a general principle of support for 
reasonable measures to be taken to inform the relevant population of the activity 
and to provide a right to objection and mechanism to respect that objection, where 
appropriate. This is known as ‘patient notification’. This is separate to the local 
obligation to comply with the principles of the General Data Protection Regulation 
and Data Protection Act 2018.  

The applicants had provided posters, leaflets and website text to be displayed within 
participating Trusts during the relevant period, in order to make patients aware that 
the survey was taking place and that they may be invited to participate. The patient 
information materials informed patients that their data may be transferred onwards.  

The Group noted that the patient information materials provided included references 
to Quality Health, who had administered the survey in previous years, but were not 
involved for the prospective survey. Members requested clarification that the helpline 
number provided was up to date and that care was taken to ensure that the 
information was updated to refer to Picker Institute Europe and Greens Ltd only, 
where appropriate.  
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If Trusts were aware that patients had dissented from the use of their data, it was 
noted that this information would be sent to Picker so that questionnaires were not 
sent to these patients. The Group noted that confidential patient information would 
need to be shared with Picker Europe in order to record the dissent and thus was 
not a true opt-out. The data flow diagram provided implied that patients who had 
recorded dissent locally would not be included in the survey sample. Members 
asked for clarification on how local opt-out would be handled as these two pieces of 
information were contradictory.  

Patient and Public Involvement and Engagement 
Meaningful engagement with patients, service users and the public is considered to 
be an important factor for the CAG in terms of contributing to public interest 
considerations as to whether the unconsented activity should go ahead.  

The applicants explained that NHS England had first commissioned Picker Institute 
Europe to carry out a review of the Cancer Patient Experience Survey in 2017. As 
part of this review two focus groups had been conducted with patients in London and 
Manchester. These focus groups gave patients to opportunity to comment on a wide 
range of aspects relating to the survey, including how long after care had been 
received patients should be contacted to provide feedback, preferred ways patients 
could use to give feedback and which aspects of care patients would most like to 
provide feedback on. The focus groups were also invited to comment on the 
questionnaire, cover letter and reminder letters, as well as ways of improving the 
response rate to the survey and how the results should be disseminated. It wasn’t 
entirely clear that the focus groups had been directly consulted on their views of 
sharing of confidential patient information to conduct the survey.   

The findings of the review were published in August 2018 and discussed at the 
Cancer Patient Experience Advisory Group (CPEAG) meeting. In the light of the 
review’s findings and reflecting a consensus among CPEAG members, the 2018 
CPES survey went ahead with only minor changes and developments, maintaining 
the comparability of the 2018 survey with those of previous years. 

The applicants intend to put a new survey advisory group in place for 2019, to reflect 
the needs of the NHS Long Term Plan and include a wide range of relevant 
stakeholders including patients and patient representatives.   

The Group queried whether the issue of use of confidential patient information 
without consent had been specifically discussed with either CPEAG or the new 
advisory group. Members asked that any feedback given by either group on this 
issue was provided.  



33 

 

Exit strategy 
The applicants advised that the data from patients who did not confirm that their data 
could be retained would be destroyed. The Group noted that there were some 
discrepancies over the length of time that confidential patient information would be 
retained for. Some places in the application gave the deadline for destruction as 31 
August 2020, others 31 August 2021. Members asked that this was clarified. The 
length of time that confidential patient information would be stored also need to be 
explained to patients in the information leaflet sent with the survey.  

Patients who consented to the inclusion and retention of their data would be out of 
scope of support once this had been confirmed in their survey response. 

Reminder letters 
The Group noted that two reminder letters had been included in the application, and 
asked the applicant to clarify whether these were the only follow-up contacts made 
following the initial survey invitation.   

Further data linkages 
The applicants had described an intention to link to the national cancer audits. The 
Group noted that this was out of the scope of this application, and that further 
applications for support under Section 251 and its Regulations would need to be 
made to seek support for any further use of confidential patient information collected 
for this application.  

Confidentiality Advisory Group advice conclusion 
 
The CAG agreed that there was a public interest in this activity, were supportive in 
principle of this activity proceeding, and therefore recommended to the Secretary of 
State for Health and Social Care that the activity be provisionally supported.  
However, further information and actions would be required prior to confirming that 
the minimum criteria and established principles of support have been adequately 
addressed.  

Request for further information 
 

1. Provide further details on how any opt-outs recorded at Trust level would be 
applied, and whether Picker Institute Europe would be provided with any 
details on patients who opted-out and a justification for this latter approach if 
this approach was to be used. 

 

2. Provide details on whether the issue of access to confidential patient 
information prior to consent being sought was discussed during the public 
and patient involvement and engagement activities carried out and provide 
any relevant feedback. 
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3. Provide further details on the survey advisory group to be set up for the 
2019 survey, including whether the issue of access to confidential patient 
information prior to consent being taken will be discussed with this group. 
 

4. Confirm the retention duration for confidential patient information, both for 
patients who had agreed to the retention of their data and those who had not. 
 

5. Clarify the number of reminders to complete the survey that patients would 
receive.  
 

6. The patient information materials need to be revised as follows; 
 

a. Patients need to be informed of the items of confidential patient 
information may be shared onwards and which organisations the 
information may be shared with.  

 

b. Confirm that the helpline number is up to date. 
 

c. References to Quality Health need to be removed. 
 

Specific conditions of support (Provisional) 
 
The following sets out the provisional specific conditions of support. These may 
change in the final outcome letter depending on the responses to queries.  

1. Confirmation provided from the IG Delivery Team at NHS Digital to the CAG that 
the relevant Data Security and Protection Toolkit (DSPT) submission(s) has 
achieved the ‘Standards Met’ threshold. See section below titled ‘security 
assurance requirements’ for further information. The NHS Digital DSPT 
submission for Picker Institute Europe was confirmed as ‘Standards Met’ 
by NHS Digital on 17 July 2019. DSPT outstanding for Greens Ltd. 

 
 

b. 19/CAG/0141 - Neurosurgical National Audit Programme (NNAP) 
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Context 
 
Purpose of application 
 
This application from Health Quality Improvements Partnership (HQIP) submitted by 
Society of British Neurological Surgeons set out the purpose of establishing the 
neurological national audit programme in England. The audit will encompass data for 
all surgeons in all 24 English units. The aim of this programme is to engage units in a 
comprehensive audit programme that reflects the full spectrum of elective and 
emergency neurosurgical activity, and to provide a consistent and meaningful 
approach to reporting on national clinical audit and outcomes data. 

The audit seeks to validate data entered locally by clinicians against data reported to 
HES. This will involve the disclosure of patient information from NHS Digital to 
Northgate, the processor acting on behalf of the audit, to enable validation of the 
audit sample. Until August 2018, the audit had been facilitated by the University of 
Birmingham. The change of processor to Northgate had led to the requirement to 
submit a refreshed application to NHS Digital to request HES data. This new 
application had led to a reassessment of the data request.  

NHS Digital’s Independent Group Advising on the Release of Data (IGARD) had 
sought clarification from the CAG around whether support under Section 251 is 
required before NNAP can be provided with the Local Patient ID (LOPATID) field 
from HES.  

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

Confidential patient information requested 
The following sets out a summary of the specified cohort, listed data sources and 
key identifiers. Where applicable, full datasets and data flows are provided in the 
application form and relevant supporting documentation as this letter represents only 
a summary of the full detail.  

Cohort 

 

All patients in NHS England requiring neurosurgical 
services from April 2014 onwards.  

 

Data sources 

 

1. Electronic health records submitted by participating 
clinical sites 

2. Hospital Episodes Statistics, NHS Digital 
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Identifiers required 
for linkage 
purposes 

 

1. Local Patient ID (LOPATID) from the Hospital 
Episode Statistics (HES) service 

2. Date of Death (Civil Registry data) 
3. Gender 
4. Age on admission 

 

Identifiers required 
for analysis 
purposes 

 

1. Admission (e.g. age, date, method, source). 
2. Discharge (e.g. date, destination, and method). 
3. Diagnosis codes. 
4. Episode (e.g. start, end, type) 
5. Ethnic category. 
6. Deprivation index. 
7. Procedure codes. 
8. Age on admission 
9. Age at start of episode 
10. Sex 
11. Postcode 
12. Local Patient ID (LOPATID) – retained for those 

instances where a surgeon challenges specific 
procedures for which the data indicates they are 
responsible 

Additional 
information 

 

 

 

Confidentiality Advisory Group advice 
The following sets out the Confidentiality Advisory Group advice which formed the 
basis of the decision by the Secretary of State for Health and Social Care.  

Rationale for the Application  
The applicant had explained that during the application process to seek data from 
NHS Digital, they had by advised by the Data Access Request Service (DARS) that 
the Local Patient ID (LOPATID), could be disseminated to Northgate, as processor 
for the audit, on the basis that there was a non-commercial NHS focused purpose 
that required this field for this application. When the application was considered by 
NHS Digital’s Independent Group Advising on the Release of Data (IGARD), it was 
noted that whilst NHS Digital had confirmed that the LOPATID could be disclosed as 
a non-identifiable data item, assurance was sought from the CAG that support under 
the Regulations was not required to legitimise disclosure of this data item.  

The applicant explained that the LOPATID was provided to consultants who were 
responsible for the patient’s care at the time the surgery was carried out. This 
enabled the clinician, who was part of the direct clinical care team, to identify the 
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patient in local Trust records, to enable validation of the wider clinical data provided 
by NHS Digital. It was confirmed that the LOPATID did not allow the controller, 
HQIP, or processor, Northgate, for the audit programme to identify individual 
patients.  

The Group recognised that the audit had operated via the same methodology since 
2014 without the requirement for support under the Regulations. It was further noted 
that LOPATID had not previously been a data item disclosed by NHS Digital for 
which support under the Regulations would be required as this was considered by 
NHS Digital to be a non-identifiable data item. On this basis of this information, 
Members were assured that LOPATID did not fall within the definition of confidential 
patient information and as such, the remit of the CAG had fallen away. It was agreed 
that the proposed activity did not require a recommendation of support under the 
Regulations as it did not describe a breach of the common law duty of confidence.  

Confidentiality Advisory Group advice conclusion 
 
The CAG recommended that support under the Regulations did not appear to be 
required as the Local Patient ID (LOPATID) was not considered to fall within the 
definition of confidential patient information as defined in section 251(11) of the 
NHS Act 2006. The applicant was advised that this should not be considered as an 
endorsement of the approach or as legal advice. 

 

6. Minutes of meeting held on 20 June 2019 
 
The minutes were received and accepted as a true and accurate record of 
proceedings. 

 
 

7. Any other business  
 
No other business was raised.  
 
The Chair thanked Members for their attendance and the meeting was closed. 
  
Signed – Chair  Date 
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Signed – Confidentiality Advice Team  Date 
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