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Minutes of the meeting of the Confidentiality 

Advisory Group 
 

04 March 2021 at Meeting via Teleconference  

 

Present: 

 

Name   Present    Notes   

Dr Tony Calland MBE Yes CAG Chair 

Dr Patrick Coyle Yes CAG Vice Chair 

Dr Malcolm Booth Yes CAG Member 

Mr Anthony Kane Yes CAG Member 

Dr Rachel Knowles Yes CAG Member 

Professor Jennifer Kurinczuk Yes CAG Member 

Dr Harvey Marcovitch Yes CAG Member 

Mr Andrew Melville Yes CAG Member 

Mr Marc Taylor  Yes CAG Member 

 

 

Also in attendance: 
 

Name   Position (or reason for attending)   
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Ms Katy Cassidy  HRA Confidentiality Advisor  

Ms Caroline Watchurst HRA Confidentiality Advisor 

Dr Paul Mills HRA Confidentiality Advice Service Manager 

Ms Natasha Dunkley  HRA Head of Confidentiality Advice Service  

 

 

1. Introduction, apologies and declarations of interest  
 

The Chair welcomed all Members to the meeting. 
 
Any declarations of interest are detailed for each application below. 

 

 

2. Support decisions  
 

Secretary of State for Health & Social Care Decisions 

 
The Department of Health & Social Care senior civil servant on behalf of the 
Secretary of State for Health & Social Care agreed with the advice provided by the 
CAG in relation to the 04 February 2021 meeting applications.   

 

Health Research Authority (HRA) Decisions 

 
The Health Research Authority agreed with the advice provided by the CAG in 

relation to the 04 February 2021 meeting applications. 

 

 

3. New Applications - Research 
 

a. 21/CAG/0033 - Risk of Aneurysm Rupture Study (ROAR) 
 

Context 

 

Purpose of application 
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This application from University Hospitals Southampton NHS Foundation Trust set out the 

purpose of medical research which aims to explore whether the PHASES (Population, 

Hypertension, Age, Size, Earlier subarachnoid haemorrhage, and Site) rupture risk tool 

provides accurate estimates of rupture risk over 5 years for unruptured intra-cranial aneurysms 

in a UK population. There are further additional aims including an aim to develop a new future 

rupture risk prediction model including all described predictors of risk, and to report long-term 

risk of aneurysm rupture. The applicants propose a multi-centre retrospective observational 

study of people found to have an unruptured intra-cranial aneurysm between 2006-2020, using 

clinical data collected from medical notes, and linking to centrally held data on hospital 

admissions and deaths to identify which patients had a subsequent aneurysm rupture. 

 

Brain aneurysms are found in approximately 3% of people at the age of 55 in the UK. While 

most cause no symptoms, about 1.4% per year will burst (rupture) and cause a type of brain 

haemorrhage called subarachnoid haemorrhage (SAH). 30% of people with an SAH will die, 

while others are left disabled. Aneurysms can be treated prophylactically to prevent rupture, 

however, these treatments risk serious complications, including stroke and death, at a rate of 

approximately 5-20%. Because relatively few aneurysms actually rupture, it is difficult to decide 

if these treatments should be undertaken. Currently the best way to estimate what risk an 

aneurysm poses is to use the PHASES risk prediction tool. It is however based on data from 

other countries, that are believed to have a different risk of aneurysm rupture to the UK. It is 

therefore not clear regarding the validity and applicability of this tool in British patients. It is 

likely that patients are regularly either being treated unnecessarily or not receiving treatment 

they would benefit from. This application aims to influence neurosurgical practice and improve 

patient outcomes by generating an improved risk prediction model more applicable to the UK; 

it is crucial that patients are provided with most accurate information possible for their treatment 

decisions. 

 

The direct care team in participating neurosurgical units around the UK will identify 22,781 

patients aged over 18 with an unruptured intra-cranial aneurysm retrospectively from the 

medical notes. The maximum search period will be 1st January 2006 to 31st December 2020, 

although units may choose to search only a portion of this period if their systems do not extend 

back to 2006. Patients who have registered with the national Data Opt Out will be deleted from 

the list of eligible patients by the clinical team at each individual Trust before onwards 

disclosure. The clinical teams in each Trust allocate a pseudonymised study number to each 

individual, and will maintain two separate lists of patient data – one containing identifiers 

alongside the pseudonymised study number including patient name, postcode, date of birth 

and NHS number, and once containing clinical information including the pseudonymised study 

number alongside baseline characteristics. This element does not require support, as this is 

performed by the direct care team and there is no breach in patient confidentiality.  

 

Both lists will be securely transferred from participating trusts to the co-ordinating centre at 

University Hospitals Southampton NHS Foundation Trust, and support under Regulation 5 is 

required for this disclosure. The co-ordinating centre will combine the lists of identifiable patient 
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information in order to disclose full name, date of birth, NHS number, post code, and 

pseudonymised study number to NHS Digital and NWIS for the purposes of linkage with HES, 

ONS and PEDW data. NHS Digital and NWIS will provide the applicant with a dataset 

containing information on hospital admissions that match these patients with ICD10 diagnostic 

codes for aneurysmal subarachnoid haemorrhage, traumatic subarachnoid haemorrhage or 

stroke, and deaths, alongside the pseudonymised study number. Support is required for this 

flow, as it contains full date of death, however, all other identifiable information is removed. The 

HES/ONS/PEDW linked datasets will be linked to the clinical datasets by the co-ordinating 

centre using the pseudonymised study number. Full date of death will be modified to age at 

death by the applicants, and full date of death deleted within 60 days of data return. Date of 

birth will be modified to age at diagnosis, and postcode will be modified to deprivation score by 

the applicant. Once patient identifiable data has been disclosed for linkage purposes the patient 

identifiable lists will be deleted at the co-ordinating centre and the patient identifier datasets 

only maintained by individual participating Trusts. 

 

To ensure the data received is accurate and meaningful, all patients with admissions or death 

related to subarachnoid haemorrhage will have their pseudonymised study number sent from 

the co-ordinating centre to the participating neurosurgical units where they were identified, in 

order to confirm with their medical records that the diagnosis is truly aneurysmal subarachnoid 

haemorrhage. This is anticipated to be 1% of the dataset. Other codes for traumatic 

subarachnoid haemorrhage or stroke will be additionally queried to assess rates of 

misdiagnosis in the overall cohort. The participating trusts will then confirm the diagnosis with 

the co-ordinating centre via the pseudonymised study number. Final analysis will then occur at 

the coordinating centre using only pseudonymised data. The University of Southampton and 

Oxford University will be providing statistical support for data analysis. Neither will have access 

to the pseudonymisation lists and will not be able to access any identifiable data. Fully 

anonymised data may be shared with collaborators in the UK or abroad for purposes such as 

metanalysis of studies of unruptured aneurysms. 

 

A recommendation for class 1, 2, 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 22,781 patients aged over 18 with an unruptured intra-cranial 
aneurysm identified retrospectively. 
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 The maximum search period will be 1st January 2006 to 31st 

December 2020 (although units may choose to search only a 

portion of this period if their systems do not extend back to 

2006) 

Data sources 

 

1. Up to 25 participating Trusts (Examples of documents 
from which patients can be identified include medical 
notes, clinic letters, discharge summaries, multi-
disciplinary meeting reports and radiology reports.) 

2. NHS Digital (HES & ONS) 
3. NWIS (PEDW)  

 

Identifiers required 

for linkage purposes 

 

1. Full Name 
2. Date of birth  
3. NHS number 
4. Post code 
5. pseudonymised study number 

 

Identifiers required 

for analysis 

purposes 

 

1. Date of birth (modified to age at diagnosis) 
2. Gender 
3. Ethnicity 
4. Date of death (modified to age at death) 
5. Post code (modified to deprivation score) 

 

(can be considered anonymous as co-ordinating centre will not 

retain any identifiers)  

Additional 

information 

 

The applicant will request these linkages up to 3 times within 
the support for this application; one as a pilot, one in October 
2021, and one final one in 2022. Any patients who are part of 
the first 2 linkages will have their CPI retained by the co-
ordinating centre until the final linkage is requested, to avoid 
25 trusts re-sending identifiers for the same patients. 

 

 

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 
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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 Members considered that there was a clear medical purpose and a high public interest, 

which could provide a reliable evidence base for neurosurgeons. 

 

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 reason that it is not feasible to obtain consent from all patients; the practicalities 

of approaching over 20,000 patients for consent would be challenging. Additionally, consent 

would create a selection bias in the results. It would select out those patients who are still alive 

and thus those patients with a rupture event who died will not be included. This will result in an 

underestimate of the true rupture rate and make the results inaccurate. This is likely to be 

further compounded by selection bias amongst patients who have survived as we would 

anticipate those to have suffered a haemorrhage but survived it less likely to provide consent 

due to cognitive problems or lack of capacity. 

 

The Members agreed with the well explained justification provided, and considered consent 

was not a practicable alternative.  

 

• Use of anonymised/pseudonymised data 

 

Confidential patient information is required for linkage from University Hospitals Southampton 

NHS Foundation Trust to HES, ONS and PEDW datasets, and cannot be performed any other 

way. Applicants have attempted to minimise the identifiable data flow by separating clinical 

details and patient identifiable details for transfer to the co-ordinating centre, and only receiving 

a much less identifiable dataset from NHS Digital and NWIS. The applicants had considered if 

an alternative method could be developed where individual Trusts disclose identifiers to NHS 

Digital and NWIS for linkage, however this was considered not to be practicable due to a cost 
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associated for each linkage requested, and CAG support would also be required for the linkage 

to be undertaken in the alternative design. 

 

The CAG were content that the study could not be undertaken using only anonymous or 

pseudonymous data and there were no practicable alternatives.  

 

‘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 object 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.  

 

A notification poster has been provided, to place in participating outpatient clinics to inform 

patients of the study. This poster includes a method for specific dissent from this study. 

Additionally, a study website is under construction. This website will also include a method for 

specific dissent from this study. The website will have open areas for both clinicians and 

patients. The trial website (www.roarstudy.co.uk) is not yet live but the information for patients 

will match the text of the poster. 

 

The national data opt out will be respected at Trust level before submitting the data to the co-

ordinating centre. NHS Digital will also return a dataset with the national data opt out applied. 

Study specific opt out options have been included by the applicant, to allow patients to opt out 

of the study via their local neurosurgery department.  

 

It was noted that the national and local opt out options are adequate, and the poster seems to 

fulfil the requirements. However the CAG noted that some wording on the poster needs to be 

amended for accuracy.  The sentence: ‘The study has therefore been approved by the national 

research ethics service and confidentiality advisory groups to proceed without consent.’  

 

Should be amended to read; ‘ROAR has received favourable opinion from a Research Ethics 

Committee (REC) (IRAS number/REC reference number XXX) and has support from the 

Health Research Authority following advice by the Confidentiality Advisory Group (England 

and Wales) under Regulation 5 of the Health Service (Control of Patient Information) 
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Regulations 2002 to conduct the study without study-specific consent) (CAG reference 

number: XX/CAG/XXXX)’ 

 
It was also noted that the poster has not yet been viewed by a patient and public involvement 
group, and nor has the study website which is in development. Therefore, the CAG would like 
to see the feedback of the notification materials.  
 
The CAG also wondered if the applicants had considered any other routes of communication, 
such as social media? This is not a condition of support, and is included as a suggestion only. 
 

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.  

 

University Hospitals Southampton has run focus groups to identify research priorities for 

patients with unruptured aneurysms and with subarachnoid haemorrhage since 2012, using 

the Wessex SAH support group and on Facebook and email with previous patients. This study 

has developed from a number of these meetings. 

 

A workgroup was organised to discuss UIA research (advertised via the support group 

Facebook page) where it was confirmed that better decision making on aneurysm treatment is 

the main concern for patients, but patients do not want to their management to be randomised 

and therefore a randomised trial is unlikely to succeed. Consequently, a better understanding 

of the natural history of UIA, was deemed the top priority and that long term, ideally lifetime 

risks, are what is relevant to patients. 

 

Since COVID it has not been possible to run focus groups face to face. Therefore, over the 

course of 2020 the applicants have asked 23 patients seen in outpatients with unruptured 

aneurysms their views. All patients were specifically asked about and strongly supported the 

use of confidential patient information without consent. 

 

The study has also been discussed at the 2020 British Neuro Vascular Group in a research 

sandpit to develop the study design. At this hour long session alternative designs were 

discussed, and the lack of other viable ways to address the question confirmed and ways to 

minimise identifiable data use considered. At the conclusion it was felt that the planned use of 

identifiable data without consent was acceptable. 
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Applicants also evaluated the acceptability of the study design with 6 patients both with 

unruptured aneurysms as well as those with ruptured aneurysms in a face to face meeting 

(advertised through the Wessex subarachnoid haemorrhage support group via email and 

Facebook to its 187 members). There was universal support for the study, and despite not 

discussing the study design in detail, the use of patient information without consent was 

supported, if the identifiers were minimised. 

 

Focus groups with service users who have an unruptured aneurysm will be conducted to 

discuss this research. These are currently on hold due to Covid-19, however the Wessex 

subarachnoid haemorrhage support group is starting to resume some of their activities in an 

online format, which the applicants may be able to utilise. The patient notification documents 

will be discussed with this group, but this has not taken place yet.  

 

The CAG members agreed that this was a proportionate amount of patient and public 

involvement, and patients seem supportive of the methods used. The applicants appear to be 

aware of the importance of involving patients in research design. For the ongoing patient and 

public involvement mentioned, the applicant should ensure that participants are asked theirs 

views regarding the acceptability of this use of confidential patient information without consent, 

however this is not a condition of support. It was commented that the applicant should feedback 

to the CAG once the Wessex subarachnoid haemorrhage support group has undertaken their 

review of the patient notification materials. 

 

Exit strategy 

 

Support is required until all identifiers are deleted by University Hospitals Southampton NHS 

Foundation Trust (which will be 60 days after receiving the datasets from NHS Digital and 

NWIS, when the applicant deletes the date of death). Applicant estimates this may be the end 

of 2022, but it is difficult to estimate when all the trusts will be able to submit all their eligible 

cases. 

 

A further application will be submitted if the linkages are to be repeated at 5 or 10 years. 

 

The CAG considered the proposed exit strategy to be appropriate.  

 

 

Confidentiality Advisory Group advice conclusion 
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The CAG agreed that the minimum criteria under the Regulations appeared to have been met, 

and therefore advised recommending support to the Health Research Authority, subject to 

compliance with the specific and standard conditions of support as set out below.  

  

Specific conditions of support  

 

1. Support under Regulation 5 only extends to England and Wales. 
 

2. Please amend the sentence in the notification poster: ‘The study has therefore been 
approved by the national research ethics service and confidentiality advisory groups to 
proceed without consent.’  

to read; ‘ROAR has received favourable opinion from a Research Ethics Committee (REC) 

(IRAS number/REC reference number XXX) and has support from the Health Research 

Authority following advice by the Confidentiality Advisory Group (England and Wales) 

under Regulation 5 of the Health Service (Control of Patient Information) Regulations 2002 

to conduct the study without study-specific consent) (CAG reference number: 

XX/CAG/XXXX)’ 

And provide an updated version to the CAG for consideration within one month from the 

date of this letter.  

 

3. Please provide feedback to the CAG with the outcome of the Wessex subarachnoid 
haemorrhage support group review of the patient notification materials (poster and website), 
within one month from the date of this letter. 

 

4. Favourable opinion from a Research Ethics Committee. Confirmed 17 March 2021 
  

5. 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. Confirmed: 

 

The NHS Digital 19/20 DSPT review for University Hospitals Southampton NHS 

Foundation Trust and the DSPT equivalent for NHS Digital were confirmed as ‘Standards 

Met’ on the NHS Digital DSPT Tracker (checked 10 March 2021). 

NWIS has a Caldicott Principles into Practice (CPiP) outturn report of 97.5% provided 

15th June 2020.  
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As there are more than 5 organisations processing confidential patient information 

without consent, the CAT team has not individually checked the DSPTs; this is the 

responsibility of the applicant to ensure these are in place. 

 

Declarations of Interest 

 
There were no conflicts of interest declared regarding this item. 

 

 

4. New Applications – Non-Research 
 

a. 21/CAG/0032 – Non-statutory Medical Examiner System 

– second phase 
 

Context 

 

Purpose of application 

 

This application from NHS England and NHS Improvement set out the purpose of the 

implementation of the National Medical Examiner system in England. 

 

The National Medical Examiner system forms part of the NHS Patient Safety Strategy in 

England and is an important component of improving patient safety. Medical examiners provide 

independent scrutiny of causes of death and the care before death, and to facilitate feedback 

from the bereaved. The Government’s proposals for medical examiners, and for a new rigorous, 

unified system of death certification for both burials and cremations in England and Wales, is 

part of the response to several independent inquiries into deaths, including the Shipman Inquiry, 

the Francis Inquiry into Mid Staffordshire, the Morecambe Bay Inquiry and the Gosport Inquiry.  

This application has been made to implement the system in England only. Primary legislation 

is expected to put the system on a statutory footing from April 2022. The applicants seek to 

establish a legal basis for the disclosures of confidential patient information made to medical 

examiners employed by host trusts before the statutory system becomes operational. 

 

The programme is comprised of two phases. The first phase, which involved setting up medical 

examiner offices within NHS trusts and NHS foundation trusts, is already underway. Medical 

examiners are senior doctors employed by Host Trusts, to provide independent scrutiny of non-
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coronial deaths, and are operating in larger NHS trusts and NHS foundation trusts across 

England (“Host Trusts”), reviewing deaths that occur in their organisation. Medical examiners 

and medical examiner officers currently access Trust patient records undertake this review. 

 

This application concerns the next phase of the programme, where the medical examiner 

offices will provide independent scrutiny of non-coronial deaths which occur in settings outside 

the Host Trust (for example, at home or in the care of other health providers, such as hospices 

and private hospitals). This will require medical examiners to access the records of deceased 

individuals held outside Host Trusts by different healthcare providers. The wide range of patient 

record systems utilised by providers means that local arrangements to enable independent 

scrutiny to take place will vary.  Medical examiner scrutiny will take place in the brief window 

before the death must be registered (5 days) and has three elements; discussion with the doctor 

completing the medical certificates of cause of death; giving the bereaved an opportunity to ask 

questions about the causes of death and raise any concerns; and a proportionate review of the 

patient record.  

 

The medical examiners will require access to confidential patient information for deceased 

patients who were cared for by other providers. These healthcare providers, such as GPs, 

independent healthcare providers, and NHS Trusts and NHS foundation trusts which do not 

host a medical examiner office, will share medical records of deceased patients (with medical 

examiners and medical examiner officers, or provide equivalent access to review such records, 

for example through electronic patient record systems. Medical examiners will carry out a 

proportionate review of the records of these deceased patients, as part of their independent 

scrutiny. They will also contact the next of kin identified in the patient record to ask if they have 

questions about the causes of death or concerns about care before death. After the medical 

examiner has completed their work, the patient record will remain with or be returned to the 

original healthcare provider. Medical examiner offices will retain records of their scrutiny, 

including patient identifiable data, and these records will be maintained in line with the 

information governance and data security policies of their NHS Trust or NHS foundation trust. 

Where medical examiners identify points for learning or improvement, medical examiners will 

indicate these for further investigation through established clinical governance and quality 

processes, such as mortality reviews.  

 

A recommendation for class 5 and 6 support was requested to cover access to the relevant 

unconsented activities as described in the application. 

 

Confidential patient information requested 
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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 deaths which occur in England that are not referred to a 

coroner and occur outside the host Trust of a medical examiner 

(approximately 240,000 per annum)  

Data sources 

 

1. Electronic and paper records held at healthcare providers 
outside host Trusts of the medical examiner. For example, 
GPs, independent healthcare providers (e.g. hospices and 
private hospitals), and NHS Trusts and NHS foundation 
trusts which do not host a medical examiner office 

Identifiers required 

for linkage purposes 

 

1. Name  
2. Date of birth  
3. Date of death  
4. Place of death  
5. NHS number  
6. Contact details of next of kin, likely to include name and 

telephone number, and in some cases, address and/or 
email address  

 

Identifiers required 

for analysis 

purposes 

 

1. Name  
2. Date of birth  
3. Date of death  
4. Place of death  
5. NHS number  
6. Contact details of next of kin, likely to include name and 

telephone number, and in some cases, address and/or 
email address  

  

 

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. 
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The CAG agreed that the application had a strong public interest and that a system to examine 

deaths will provide a number of additional safeguards and benefits for the public.   

 

Scope of Support 

 

This application was for the second phase of the Non-Statutory Medical Examiner System, 

which concerns deaths that occur outside of NHS hospitals. The CAG noted that support 

under Regulation 5 had not been sought for phase one, which is concerned with deaths that 

occur within NHS hospitals. Members noted that this may be because the Medical Examiners 

were considered to be part of the direct care team for patients who died in hospitals and asked 

that the applicants confirmed this was correct. If another legal basis was relied on for Phase 

One, members asked that this was explained.   

 

Exit Strategy 

 

The CAG noted that support was expected to be a temporary measure until new legislation is 

enacted to allow the work to proceed on a statutory basis. Whilst this is currently expected to 

come into force in April 2022, members noted that an amendment to extend this duration with 

further updates will be required if the legislation is delayed. 

 

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 

 

All patients will be deceased, and the CAG agreed that it was not feasible to seek consent from 

patients prior to death, as the potential cohort was everyone living in the UK.  

 

Consent from the patients’ next of kin will not be sought prior to making contact, however their 

participation will be voluntary. If they do not want to take part in the discussion of the case, their 

wishes will be respected. The CAG agreed that consent should be sought from the next of kin 

for the retention of their details, including their contact details, after their participation had 

concluded.  
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• Use of anonymised/pseudonymised data 

 

The applicants explained that it is not possible to use anonymised or pseudonymised 

information from patient medical records. Medical examiners required access to the unredacted 

patient record to obtain a full picture of the care before death and the causes of death, so they 

can provide independent scrutiny. The full details of the deceased patient facilitate the 

interaction with the next of kin, and it would not be feasible to attempt this with anonymised 

information. Use of anonymised or pseudonymised information is not feasible or desirable, due 

to concerns it would lead to a loss of detail and reduce the efficacy of the system to the extent 

that its key benefits would not be realised. The CAG agreed that confidential patient information 

was required for the undertaking of reviews.  

 

‘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 object 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 recognised that patient notification does need to be undertaken, but noted the 

difficulty in doing as all patients will be deceased and the applicants will not know who will be 

included in the cohort prior to death. 

 

NHS England and NHS Improvement have drafted template information for medical examiner 

offices to use in local publications, such as information leaflets or websites, to inform the 

bereaved, or any members of the public, about the medical examiner system and process. Lay 

representatives from the Medical Examiner Implementation Group were involved in the design 

of this information.  

 

Contacting the next of kin requires medical examiners to process that information. However, 

onward participation of the bereaved/next of kin is entirely voluntary. If the next of kin do not 

wish to discuss the death, then the medical examiners will respect their wishes. Medical 

examiner training includes a specific focus on dealing sensitively with bereaved people. The 

CAG agreed that further work should be undertaken around informing the public about the 

Medical Examiner System and made it a condition of support that a strategy for dissemination 
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of information about the System is provided to the CAG. Members suggested that articles were 

included in the BMJ, Health Service Journal and other relevant publications. The System could 

also be publicised by including information on the National Data Guardians website and on the 

Department of Health and Social Care twitter account.  

 

If patients had registered with the National Data Opt-Out, this would be respected. The 

applicants noted that the organisation holding that information would have processes in place 

to ensure compliance with the data opt-out provisions and so would not expect that information 

to be passed to medical examiner office. The CAG agreed that the Group would support the 

waiver of the National Data Opt-Out, if the applicants wished to waive this. Members noted that 

this is rarely recommended and is only done when matters of public safety are involved, such 

as in some audits of clinical care and in applications where issues of child safeguarding may 

be involved. The CAG agreed that the public interest may be better served if the Opt-Out is not 

applied in all cases reviewed by the medical examiners.  

 

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 implementation of medical examiners was a component of the official DHSC Death 

Certification Reforms consultation. This public consultation also involved a full write-round to 

other government departments including HM Treasury.  The Government’s consultation on 

medical examiners and reforms to death certification ran from 10 March to 15 June 2016. It 

invited comments on proposals for a number of changes to the death certification process, 

safeguards before a deceased person’s body can be cremated or buried and registration of 

deaths in England and Wales as well as formalising the reporting of deaths to the coroner. The 

medical examiner system, as set out in the Coroner’s and Justice Act 2009, formed part of the 

proposals on which consultation was carried out. Those proposals form the basis for the current 

non-statutory system.  

 

265 responses were received. Of these, 13 were from individuals (members of the public) with 

the remaining 252 from a range of organisations including NHS / social care organisations, 

professional and regulatory bodies, healthcare professionals, faith communities, local / Central 

Government (including Registration Services), the funeral industry, Cremation and Burial 

Authorities and coroners and coroner service managers.  
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There was widespread support for the aims of the reforms and for the introduction of medical 

examiners, but concerns were raised over some aspects of the proposals. In particular, 

concerns were raised about how the proposed model, to be based in local authorities, would 

work in practice. In response to those concerns, pilot sites were established to test the 

proposals by way of introduction of the medical examiner system through the NHS, rather than 

local authorities. This is the model that is now being implemented.  

 

In addition to the public consultation the Death Certification Reforms programme team, with 

support from the medical examiner pilot sites, undertook a series of engagement activities either 

by attending local network events in person or disseminating information via digital means. 

Certain faith communities which require prompt burial of the deceased had concerns about the 

impact of medical examiners. Representatives of these faith communities have been consulted 

extensively during the continuing development of the system, and participated in groups invited 

to comment during drafting the National Medical Examiner’s Good Practice Guidelines. These 

faith group representatives have a standing item at training days for medical examiners to raise 

awareness of religious and cultural concerns around death certification.  

 

The CAG noted the patient and public involvement undertaken so far. It was unclear whether 

the consultations had covered the processing of confidential patient information for patients 

who had died out of hospital. Members asked that consultation around this was undertaken, if 

it had not already been done, and that feedback was provided to the CAG.  

 

Storage of confidential patient information 

 

Little detail had been provided on how the patient records produced as part of the Medical 

Examiner System would be stored. Members noted that this would vary between trusts and that 

large trusts would have adequate systems around data storage. However it was unclear where 

data from deaths in the community, e.g. deaths in cottage hospitals, nursing homes, general 

practice homes, hospices, etc, will be stored. Members asked that this was clarified.  

 

The CAG agreed that the medical examiners required full access to confidential patient 

information in order to conduct their review. However, the CAG was less certain on whether the 

fully identifiable patient record needed to be retained once the review was complete. Members 

asked if the applicants had considered pseudonymising the record, such as by removing all 

identifiers apart from patient NHS number from the record. This would reduce the identifiability 

of the record but would allow for the possibility of linkage to full details if required at a later date. 

If this could not be done, then an explanation as to why would need to be provided.  
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Confidentiality Advisory Group advice conclusion 

 

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

and therefore advised recommending support to the Secretary of State for Health and Social 

Care, subject to compliance with the specific and standard conditions of support as set out 

below.  

  

Specific conditions of support  

 

1. The CAG agreed that a response to the below conditions needs to be provided within 
six months of the issuing of this letter. Not all conditions are required to be implemented 
but if they are not, reasoning for not doing so needs to be provided: 

 

a. A strategy on how information about the System will be disseminated is to be 
created and provided to the CAG.  
 

b. Patient and public involvement should be undertaken around the processing of 
confidential patient information for patients who had died out of hospital, if it has 
not already been done, and that feedback was provided to the CAG. 

 

c. Consent should be sought from the next of kin for the continued retention of their 
details, including their contact details, after their participation in the review has 
concluded. 

 

d. Consider whether the patient records can be pseudonymised, such as by 
removing all identifiers apart from patient NHS number from the record. If this 
could not be done, then an explanation needs to be given as to why needs to be 
provided.  

 

e. The CAG would support a waiver of the National Data Opt-Out, should the 
applicants wish to waive it.  

 

f. Clarification needs to be provided on where data from deaths in the community, 
e.g. deaths in cottage hospitals, nursing homes, general practice homes, 
hospices, etc, will be stored.  

 

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.  
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Due to the number of participating sites where confidential patient information will be 

accessed, individual DSPT submissions are not required for the purpose of the 

application. Support is recommended on the basis that the applicant ensures the 

required security standards are in place at each site prior to any processing of 

confidential patient information with support under the Regulations. 

 

Declarations of Interest 

 
There were no conflicts of interest declared regarding this item. 

 

 

5. Annual Reviews 
 

a. PIAG 3(a)/2001 - National Cancer Registration and 

Analysis Service (NCRAS) 
 

The review provided an update against queries the CAG had raised regarding the 2019 annual 

review submission. The below conditions were placed on the continuing support. The applicant 

was asked to provide a response to the above conditions within 6 months, however due to 

delays within CAT the outcome letter wasn’t sent until June 2020. The conditions have 

therefore been addressed in the 2021 annual review submission. 

 

Confidentiality Advisory Group advice 

 

Provide confirmation that all applications for data would have been reviewed by the 

CAG and would have support under s251 in place. If any applications would not by 

reviewed by CAG, then details of lay involvement in the review process need to be 

provided.  

 
In the annual review form, the applicant provided details of the number of requests for 
confidential patient information granted by the ODR between January and December 2019. 
For requests made under Regulation 2 or 5 of the COPI Regulations, the applicant must 
include their CAG reference, the date support was given and the next annual review date.  
 
Researchers wishing to access confidential patient information from PHE also needed to have 
had their proposal reviewed by the HRA (REC and/or HRA Approvals). Lay involvement was 
also included in the IAPDR and DRAB.  
 
The CAG noted this clarification and raised no further queries.  
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Commit to undertaking ongoing review and updating of the patient information 

materials.  

 
The applicant advised that the general information leaflet was due to be updated in January 
2021 and the teenage and young adult’s information in February 2022. The applicants are 
working towards accreditation from the Patient Information Forum to create an industry 
standard framework by which they can develop and review all patient and public information 
materials.  
 
The CAG commended the progress made so far. The Group noted that the revised general 
information leaflet should be ready soon and asked that this was provided for review within 
three months of the issuing of this outcome letter.  
 
 

The cancer data stories on the National Disease Registration Service website need to 

be included or referenced in the patient facing page of the website.  

 
The applicants advised that the cancer data stories will be made available through the patient 
facing pages of the website. It is estimated that the revised website would be available by 
March 2021. The Group noted that the revised website should be ready soon and asked that 
the link to the updated website is provided for review within three months of the issuing of this 
outcome letter. 
 
 

Provide further details on the feedback that had been provided to inform the updates 

to the NDRS website and who had been consulted.  

  

The applicants explained that the Review of Informed Choice for Cancer Registration Advisory 
Group helps to support the development and reviews of information on the NDRS website 
before it is published. The Group regularly inform the format and contact for the cancer data 
stories and are advising on a new structure for the website content to make navigation easier. 
These changes are expected to be implemented by April 2021. 
The Group noted that the webinars currently available on the website are nicely prepared but 
appear to be aimed at those with a sophisticated understanding of NCRAS and how the 
Service is used. Members asked if other webinars could be created which are intended for 
patients and members of the public. Feedback on the progress of these webinars should be 
provided within three months of the issuing of this outcome letter.  

 

 

Confidentiality Advisory Group advice conclusion 

 

The CAG agreed that the applicant had demonstrated there was a continuing public interest in 

support continuing in its current form and therefore provided a positive recommendation to the 

Secretary of State for Health and Social Care and the Health Research Authority, subject to 

the conditions set out below.  
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Specific conditions of support 

 

Responses to the below conditions are to be provided within three months of the issuing 

of this outcome letter.  

1. The revised general information leaflet is to be provided for review. 
 

2. The link to the updated website is to be provided. 
 

The response would be considered at the next available full CAG meeting.  

 

The below is to be provided at the next annual review: 

1. An update on the progress of the creation of the webinars aimed at patients and 
the public is to be provided. 

 

 

 

6. Any other business  
 
No other business was raised. 
 
The Chair thanked Members for their attendance and the meeting was closed.  

 

 

 

  



22 

 

Signed – Chair  Date 

   

   

 

 

  

Signed – Confidentiality Advice Team  Date 

 

 

  

 

 


