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Minutes of the meeting of the Confidentiality Advisory Group 

 

28 January 2016 at 10am at Barlow House, Manchester M1  

 

Present: 

Name Capacity  

Dr Mark Taylor (CAG Chair) Chair, items 4a, 5a, 5b 

Dr Lorna Fraser  

Ms Kim Kingan  

Dr Rachel Knowles  

Mr David Smallacombe Lay 

Dr Patrick Coyle (vice-Chair) Chair, items 2a, 2b, 3a 

Ms Sophie Brannan Lay 

Mr C. Marc Taylor  

 

Also in attendance: 

Name Position (or reason for attending) 

Ms Natasha Dunkley Head of Confidentiality Advice Service 

Ms Diane Pryce Senior Confidentiality Advisor 

Mr Ben Redclift Confidentiality Advisor 

 

 

1. INTRODUCTION, APOLOGIES AND DECLARATIONS OF INTEREST 

 

Apologies were received from Mr Andrew Melville. 

 

Dr Lorna Fraser indicated that there was a reference to an applicant in item 4 with whom she 

worked. It was agreed that the discussion item itself was not specific to an applicant and this 

reference was to place the item in context as part of the background to the request. In light of this 

it was agreed the point would be noted but no conflict arose.  

 

 

2. NEW APPLICATIONS – Research 

 

a. 16/CAG/0011 Developing an Intervention for Fall Related Injury in Dementia 
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Purpose of application 

This application from Newcastle University set out the purpose to assess whether it was possible 

to develop a new approach to improve recovery from fall related injuries in people with dementia 

living at home. 

Fall related injuries are a significant cause of morbidity and mortality in people with dementia 

(PWD). There is presently little evidence to guide the management of such injuries, and yet there 

are potentially substantial benefits to be gained if the outcome of these injuries could be improved. 

This 26 month study aims to provide the evidence needed for the design of an appropriate 

healthcare intervention for such PWD and to assess the feasibility of its delivery in the clinical 

setting.  

This will be achieved by carrying out a clinical trial. In this programme of research, the applicant 

plans to do the background work needed to make sure that they design a trial that has a good 

chance of being successful.  

They are to start by reviewing existing literature and exploring what currently happens to PWD 

with fall related injuries in Newcastle, Stockton and Norwich. They will ask “How many people 

currently have this problem and what happens to them at the moment?” The researchers will find 

out what currently happens to PWD who ask for help after a fall. They will keep a logbook of every 

PWD who sees their GP, calls an ambulance or goes to hospital because they have hurt 

themselves in a fall. Records will be checked to find out if they were kept in hospital, or if they 

were referred to a clinic. Some people in each location will be asked to keep a detailed diary of all 

the help they had from the NHS and social services. A sample group will be interviewed along with 

their carers to explore their views on any help they received, whether they needed any extra help 

and any suggestions for improving services. Staff will also be approached to explore their ideas for 

improving services. A group of experts, PWD and their carers will then review these suggestions 

and help the researchers to develop a new approach and advise them on how they can tell 

whether it has been helpful. The new approach will then be piloted with just 15 people in each 

area to see whether it is possible to deliver it in practice and to make sure it is acceptable to PWD 

and their carer’s. At the end of the study the researchers will be able to recommend how best to 

deliver the intervention in the future and to advise on the conduct of a largescale study to assess 

the impact of the new approach. 

A recommendation for class 1, 5 and 6 support was requested to cover access to patient records 

to confirm patient diagnosis. 

Confidential patient information requested 

Access was requested to patient records, to identify patient name, NHS number, hospital number, 

date of birth, gender, diagnosis and GP registration detail. 

Confidentiality Advisory Group advice 

Public interest 
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Members were in agreement that there was a clear medical purpose, the project was in the public 

interest and an important piece of work. 

Practicable alternatives 

Members considered whether a practicable alternative to the disclosure of patient identifiable 

data without consent existed, taking into account the cost and technology available in line 

with Section 251 (4) of the NHS Act 2006. 

• Feasibility of consent 

Members thanked the applicant for providing further clarification regarding the consent 

process for other aspects of this project, specifically that the application relates to the part of 

the study in which the Clinical Trials Assistant are to create a log of fall incidence of patients 

with dementia, without taking consent from (some) of the patients to access their details to do 

this. The patients in question therefore would not see a Participant Information Sheet as they 

would not be aware that their fall had been logged. 

It was unclear to members why some of the patients would be asked for consent and some 

would not. Also the data flow diagram submitted seemed to indicate that consent was 

possible at an earlier stage in the project. 

Members agreed that consent at an earlier stage would seem to be a practicable alternative 

to seeking support under the Regulations. 

Justification of identifiers 

It was noted that there would be a need to identify patients in order to confirm a diagnosis of 

dementia with the patients GP. 

Patient notifications 

Members noted that although related to another aspect of this project for which consent is 

being sought, section 63 of the application stated a sub-contractor will be used for the 

transcription of recorded interviews, there was no mention of this activity in the patient 

information literature.  

It was agreed that the patient information literature should make patients aware that a third 

party will be processing the patient information. 

It was also noted that a satisfactory Information Governance Toolkit review would be required 

in relation to any third party Data Processor.  

Patient objections 

Members were of the opinion that there was no clear process in place to manage or inform 

patients about how to object to the further use of their information should they chose to do 

so. 

Additional points 
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Four different work packages are detailed in this application but the applicant was only 

requesting support for one element. Overall members found the documentation confusing in 

terms of being clear on the aspects for which support was sought. . 

Mental Capacity Act 2005 

Although members agreed primarily a matter for the Research Ethics Committee, members 

requested further information about how the requirements of the Mental Capacity Act 2005 

had been considered and addressed in relation to obtaining consent. 

Confidentiality Advisory Group advice conclusion 

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

Regulations did not appear to have been met as there were questions raised around feasibility of 

consent, and therefore advised that the application was not supported. It was agreed that an 

amended application form and responses would be assessed by the original reviewers 

electronically, once received. 

 

b. 15/CAG/0012 Making Drinking Fun- Creating a pro-drinking environment: 

developing and testing an innovative low-cost activity-based intervention (pro-

drinking activities toolkit) to support care home residents in keeping hydrated  

Purpose of application 

 

This application from the University of East Anglia is a feasibility Care Home study with potential 

(depending on outcomes) to become a full randomised clinical trial. The applicant set out the 

intention to work with care-home residents, activity co-ordinators and care-staff to make drinking 

fun, and to create a varied, interesting, potentially low-cost, intervention package to support “pro-

drinking” environments in residential and nursing care-homes. It was confirmed that capacity will 

be managed as per the Mental Capacity Act and Regulations for the management of research. 

 

 

This forms part of an educational project – not for the purpose of a PhD but to support 

occupational therapy students as part of their pre-registration MSc occupational therapy 

programme  

 

Confidential patient information requested 

Support was requested to transfer name only to the research team; names will consist of 

participants that the research team can approach after the care home has excluded those thought 

inappropriate to contact. Basic demographic data will initially be collected to describe the 

population (room number, year of birth and gender, and they will be seeking prevalence 

information on the total number of current residents, number diagnosed with dementia, and 

number with dementia (diagnosed or not)).  
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The applicants also requested detail on room number, year of birth and gender to describe the 

population, and prevalence numbers to identify how many are suffering from dementia or not and 

whether diagnosed. As a default, they will include all residents into the observational part of the 

assessment (recording their health, drinks intake, functional status and engagement).  

Prior to the meeting, the applicant had been asked to consider the feasibility of an alternative 

approach that would remove the need to apply for support. The applicant responses were 

therefore considered at the meeting.  

 

Confidentiality Advisory Group advice 

Public interest 

Members agreed that this appeared to be a useful study with potential to demonstrate benefits for 

the general public.  

 

Practicable alternatives 

Members considered whether a practicable alternative to the disclosure of patient identifiable 

data without consent existed, taking into account the cost and technology available in line 

with Section 251 (4) of the NHS Act 2006. 

• Feasibility of consent 

Prior to the meeting, the applicant had been asked to consider alternatives to receiving patient 

name prior to asking the patient if they would like to participate in the research, as removal of this 

would mean that there would be no disclosure of patient information without consent. Members 

welcomed the thoughtful response which set out a proposed new approach that had not been 

documented in the protocol.  

 

Revised approach 

 

The new approach would mean that each resident would decide whether their name would be 

given to the researcher to allow them to be approached.  In this option the care home manager 

gives the completed list of potential residents to approach for the study to the home’s Activities 

Coordinator. As the Activities Coordinator has some additional hours paid for by Making Drinking 

Fun, the researcher could ask that the Activities Coordinator to approach the residents named on 

the care home manager’s list to ask whether they would be happy for a researcher to be given 

their name, so that the researcher could approach them to discuss the study. The Activities 

Coordinator will be known to all of the home’s residents, and is a member of staff with access to 

the residents social care records. The researcher could ask the Activities Coordinator to approach 

the residents over a defined time period, in the day or two between holding open meetings about 

the study and the researchers approaching individual residents to discuss their participation. The 

Activities Coordinator could then provide the researchers with a list of the names of residents who 

are happy to be approached by researchers (a subset of the manager’s list). Researchers can 

then hold this list, ask for introductions to each resident in turn from staff working in that area 
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(checking whether it is a convenient time for residents to talk) and discuss the study with the 

residents. 

 

Members agreed that that this revised approach would mean that there would be no disclosure of 

confidential patient information without consent and therefore support would not be required for 

the originally proposed processing of name.  

 

Members queried why room number needed to be collected in the initial stage and felt that this 

had not been sufficiently justified. The view was expressed that if room number was not necessary 

then there would be no need to seek support, however, if considered critical then this may carry a 

higher risk of potential identifiability and further justification should be provided, if appropriate. The 

importance of context was recognised and the fact that researchers would be on site and so would 

be able to link room number with particular residents. 

 

Confidentiality Advisory Group advice conclusion 

In line with the considerations above, the CAG agreed that, if following the proposed revised 

approach detailed in the applicant response, there would be no disclosure of confidential patient 

information, and therefore support would not be necessary. This conclusion was on the basis that 

access to room number was not justified; should the applicant assert that room number was 

essential then a stronger justification would be necessary.  

 

 

 

3. Annual reviews – Research 

 

a. ECC 5-05 (a)/2012 Clinical Practice Research Datalink (CPRD) Annual review 

2016 

 

Considered and approved during the time of the NIGB Ethics and Confidentiality Committee, this 

application is a unique research application that could be considered to provide a ‘honest broker’ 

or safe haven’ processing environment. The CPRD is a discrete function within the MHRA. Due to 

its national nature, the annual review is considered at full CAG meetings. The application sets out 

the activity to process a broad range of research, national audit data, and specified datasets to 

enable de-identified disclosure to research recipients.  

 

At the high level, support has been provided for the following aspects:  

 

 GP practices and specified others (according to master dataset list) to transfer identifiable 

patient information to the Health & Social Care Information Centre (HSCIC). 

 The HSCIC to receive identifiers, undertake linkages and provide the CPRD a 

pseudonymised linked dataset.  

 The CPRD do not receive identifiable data from the HSCIC or others under the terms of this 

support.  The CPRD do process identifiable information but not under the terms of their  
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support under Regulation 5 of the Health Service (Control of Patient Information) 

Regulations 2002 e.g. through another legal basis such as consent. 

 The HSCIC are operating under the control of the MHRA (via CPRD) in a data processor 

relationship. The applicant for the purposes of this application is the CPRD who are 

responsible for the actions of the HSCIC (who in turn are operating under instruction of the 

CPRD).  

 

Confidentiality Advisory Group advice 

Mr C. Marc Taylor provided an overview of the history to this application and members agreed that 

the public interest was clear and the annual review appropriate. It was noted that there had been 

discussion with the CPRD prior to the application consideration, and due to timing they had been 

unable to respond to issues discussed in advance, but were happy to respond accordingly via the 

formal outcome.  

 

Communication to general practices 

 

Feedback was provided that following an education item presentation to the CAG last year, a 

member had raised concern about clarity of communications provided to general practices when 

seeking to increase participation uptake and a request that this was made clear to ensure GPs 

could fulfil their responsibilities under the Data Protection Act 1998. It was agreed that the 

information on the CPRD website made clear the precise aspects for which support was provided 

(the HSCIC receipt of identifiable information prior to linkage and transfer of a pseudonymised 

linked dataset to CPRD), but there had been concern raised that this clarity was not reflected in 

GP communications; namely the HSCIC role in receiving identifiers. While accurate that the CPRD 

do not process identifiable information under the terms of this support, views had been expressed 

that the fact that the HSCIC did receive identifiers, on behalf of CPRD, prior to the linkage 

mentioned above, was not as clear. It was noted that any support must demonstrate compliance 

with the Data Protection act 1998, but that CAG was not responsible for its enforcement as that 

was the role of the Information Commissioner’s Office.  

 

Members noted that both the REC and the CAG had reviewed the patient information leaflets and 

confirmed they were satisfactory for the purposes of the application at the time. Communication of 

information sent to GPs had not previously been requested.  It was also noted that it would be 

potentially stretching the remit of the CAG to directly advise on precise wording. However, in light 

of concern it was agreed that a copy of the communications sent to GPs would be requested; Mr 

C. Marc Taylor, Dr Rachel Knowles and Ms Kim Kingan agreed to initially review the documents 

once received to assess whether the scope of the support provided had been adequately 

described and that the communications were consistent.  It was also noted that there was potential 

for broader aspects around communications to more appropriately lie within the remit of the Data 

Protection Act 1998 and the Information Commissioner’s Office.  

 

 

Previous conditions of support 
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Members noted that the previous outcome had specifically excluded methodological research at 

that time and the applicants had accepted this. In reviewing this condition, members questioned 

the rationale and questioned whether it would be of benefit to potentially include this aspect to 

improve the overall methodology of CPRD. It was noted that any disclosures for this purpose 

would need to be in the context of the dissemination restrictions contained within the Health & 

Social Care Act 2012, and therefore if the CPRD wished to pursue this, that they should engage 

firstly with the HSCIC to understand this context as any changes to the application scope or 

purposes would have to be within this framework. The CAG noted that they would be happy to 

positively consider this aspect once discussions between the CPRD and HSCIC had concluded 

and any constraints the HSCIC consider are imposed on them by the Health & Social Care Act 

2012 were identified, with mutual agreement as to next steps.  

 

Members also questioned how information is published, and expressed the view that disclosures 

should be described (what information and why) and asked for consideration of this aspect in the 

response.  

 

Confidentiality Advisory Group advice conclusion 

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

Regulations appeared to have been met and therefore support was recommended for a further 12 

months. This was subject to review of GP communications to ensure consistency and clarity of 

explanation to cover the scope of support, an invitation for CPRD to work firstly with HSCIC should 

there wish to be an amendment to the previous conditions of support, and consideration as to how 

disclosures could be published.  

 

 

4. ITEMS for CONSIDERATION 

 

a) Public Health England position paper on the use of Regulation 2 of the Health 

Service (Control of Patient Information) Regulations 2002 

 

The paper submitted by Public Health England (PHE), at a high level, requested that future 

applications, not directly tied to the provision of a cancer registration service, should be considered 

under Regulation 5 of the 2002 Regulations, instead of Regulation 2. A teleconference had 

previously taken place between PHE Representatives, Dr Taylor and Dr Calland, and the Advice 

Team and this paper was as a result of this conversation as PHE had been asked to set out the 

precise issues. Members were asked to consider the paper and provide a response to the decision 

maker. As Regulation 2 covers both research and non-research purposes, a final decision on the 

outcome would be required from both decision-makers (Secretary of State for Health and the 

Health Research Authority). In addition to the consideration, and depending on the views raised 

and any conclusions, members were asked to consider whether there could be any (un)intended 

consequences of the final recommendation.  

 

Background 
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Prior to 01 April 2013, fifteen individual cancer registries carried out the activities specified in 

Regulation 2. Annual reports were provided to the CAG predecessor bodies (PIAG and NIGB 

ECC) via an overarching submission coordinated by the United Kingdom Association of Cancer 

Registries (UKACR). The report would consist of a tabulated list of disclosures that had been 

undertaken, organised by the specific paragraph (purpose of disclosure) within Regulation 2. 

Regulation 2 allows confidential patient information relating to patients referred for the diagnosis or 

treatment of neoplasia (cancer) to be processed for a number of purposes that are explicitly set 

out in Regulation 2 (1)(a)-(e). 

 

From 01 April 2013, eight of the 15 registries novated to PHE to form the National Cancer 

Registration System (NCRS). Of the remaining seven, one made an individual application (Leeds) 

that was approved and a condition to investigate reporting being coordinated under PHE 

Regulation 2 reporting arrangements. The status of the other registries is unknown. The Leeds 

Registry had been asked to investigate reporting as part of a coordinated approach by PHE, and 

the subsequent conversations had indicated that PHE did not consider this to be appropriate. 

Members noted that in light of this, at time of its annual review this condition to report via PHE had 

been withdrawn by CAG to enable the applicant to continue to receive data as this outstanding 

question had appeared to leads to delays internally within PHE in disclosing data to that applicant.  

It had been confirmed to PHE that any issues around disclosure for this applicant was now an 

internal matter and there were no restrictions imposed by the existing support that would prevent 

this.  

 

Confidentiality Advisory Group advice 

 

The paper set out the following premise for which CAG views were sought; the key extract copied 

below: 

  
“The primary purpose of Regulation 2 is to support cancer registration. This was 
acknowledged by Parliament in the debate on the draft 2002 Regulations at the time… 
Regulation 2 does contain several Sections setting out the purposes for which registration 
records can be used but these are wholly secondary to the primary purpose of the 
Regulation, which is to enable the registration of all new cases of cancer… Given this 
primary purpose, it follows that any application to process cancer patient records for 
purposes that are not directly tied to the provision of a cancer registration service should be 
considered as a general medical purpose under Regulation 5 of the 2002 Regulations”.  
 

 

Members reviewed the text of Regulation 2 of the Health Service (Control of Patient Information 

Regulations and confirmed the text was as follows: 

 

Medical purposes related to the diagnosis or treatment of neoplasia 

2.—(1) Subject to paragraphs (2) and (3) and regulation 7, confidential patient information 

relating to patients referred for the diagnosis or treatment of neoplasia may be processed 

for medical purposes approved by the Secretary of State which comprise or include  

(a) the surveillance and analysis of health and disease; 

(b) the monitoring and audit of health and health related care provision and outcomes 
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where such provision has been made; 

(c) the planning and administration of the provision made for health and health related care; 

(d) medical research approved by research ethics committees; 

(e) the provision of information about individuals who have suffered from a particular 

disease or condition where— 

(i) that information supports an analysis of the risk of developing that disease or 

condition; and 

(ii) it is required for the counselling and support of a person who is concerned about 

the risk of developing that disease or condition. 

 

The question therefore posed to the CAG was whether Regulation 2 is appropriately limited to 

activities consequent to registration, and whether the primary purpose of Regulation 2 is that of 

cancer registration. A supporting question and implication that arose was whether it was therefore 

correct to say that Public Health England is the only body to provide a cancer registration service.  

 

Members unanimously agreed that there was insufficient evidence to support the proposed 

interpretation that Regulation 2 activities were limited to activities consequential to cancer 

registration activities alone. The view was expressed that provided the proposed activity falls 

within the medical purposes described then support could well be recommended even if not 

consequential to cancer registration. CAG indicated that they could not identify within Regulation 2 

any aspect that restricted it to cancer registration services, and advised that should this evidence 

be present, then this should be indicated.  

 

In expressing the view that any such restriction could not be identified, and therefore there was no 

constraint identified in Regulation 2 to prevent a recommendation it was advised that CAG may 

recommend support to a body other than Public Health England under Regulation 2 where 

appropriate. However, there would be an assessment of the purposes and whether these could 

potentially be limited to one or more specific purposes set out in the Regulation so that it is clear 

the purposes an applicant could process the data for, which may not be all of those listed.   

 

Members questioned the status of the existing registries that used to operate under the UKACR, 

and it was confirmed that PHE would be contacted to establish this status.  

 

 

5. CAG advisory function to HSCIC 

 

a. Discussion of factors and matters - member feedback 

 

Members had been provided, in confidence, with a copy of the draft regulations that, at time of 

writing, were understood to set out the factors and matters the CAG would take into account when 

providing advice. As set out on the Health Research Authority website, these Regulations had 

been delayed due to the forthcoming review by Dame Fiona Caldicott as there had been 

recognition that the Regulations may need to be reviewed in light of this report. It had been agreed 

with the Department of Health that as an interim measure, and to facilitate development once the 
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Regulations came into force, for the CAG to consider these factors and matters in principle as if 

they were in force, noting that they may be subject to change.  

 

As the framework had not been made available to CAG at its November meeting as the HSCIC 

were still in the process of developing it, members had initially considered the draft Regulations.  

At this meeting, members considered the initial feedback from members and felt this to be a 

positive first step. Further comments were made and it was agreed that these would be added to 

the current comments as part of a development work in progress.  

 

b. HSCIC Data Dissemination Framework 

 

Background 

 

Members were reminded that although ready to deliver from November 2015, the CAG had not yet 

received appropriate requests nor provided advice to the HSCIC against a specific advice request 

as the HSCIC had not developed a satisfactory Data Dissemination Framework document by the 

time of the first meeting in 2015. It had been agreed between the HSCIC, DH and HRA eighteen 

months previously, and a project initiated, that this framework document must be in place and fit 

for purpose as it would be the baseline document required to enable CAG to deliver its advisory 

function to the HSCIC. In order for the CAG to deliver a ‘peer review’ function on advice requests 

that ‘test’ the boundaries of the HSCIC Framework, the framework document would need to clearly 

document the HSCIC operational handling and approach first, and set out the circumstances that 

would trigger an advice referral to CAG. This Framework was not ready at time of last meeting 

therefore the CAG had been unable to have the basic information in place to enable it to deliver its 

advisory function to the HSCIC. This status had been reflected on the HRA website under the 

relevant Frequently Asked Questions document.  

 

It was confirmed that no formal advice requests had yet been submitted to the CAG from the 

HSCIC.  

 

A draft framework document had been submitted to this meeting. The HSCIC had been contacted 

to query whether they would like to attend to discuss this; no response had been received. 

Members made a number of comments; key ones being that it was unclear what would trigger a 

referral to the CAG so that a process could be developed to verify that the referral to the CAG was 

appropriate. The Framework should set out and make clear whether, when and how would items 

be referred to the CAG. It was also noted that the previous feedback provided on earlier versions 

by the project group appeared to have been disregarded or were not included in previous version 

history. It was agreed that feedback would be collated, checked with attendees, fed through to the 

CAG as a whole, and a formal advice outcome provided. Some disappointment was expressed as 

to the lack of significant progression. 

 

 

Confidentiality Advisory Group advice conclusion 
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Members agreed that the Framework had not satisfactorily set out any clear criteria for referral to 

the CAG, and therefore could not be relied upon to form an appropriate basis. Part of the CAG role 

was to advise the HSCIC Dissemination aspects and this draft framework document comprised 

part of this. It was confirmed that no advice requests could be considered by the CAG until the 

Framework was developed and advice provided by the CAG either integrated or explanation 

provided as to non-inclusion.  

 

6. MINUTES OF THE MEETING HELD ON 05 November 2015 

 

The Advice Team apologised and advised that these minutes were currently in the backlog and 

would be provided for ratification once generated.  

 

7. CAG CHAIR REPORT 

 

The report dated December 2015 was provided to the group for information. 

 

8. ANY OTHER BUSINESS 

 

None specified. Meeting ended.  

 

 


