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Meeting held on Tuesday 4 December 2007 

 

Present: 

Members:  Professor Dame Joan Higgins (Chair), Professor Mike Catchpole, Dr 

Patrick Coyle , Dr Tricia Cresswell, Ms Stephanie Ellis, Mr Michael Hake, Ms Ros 

Levenson, Professor Roy McClelland, Ms Sue Parroy, Professor Sir Denis Pereira-

Gray, Dr Peter Rutherford, Dr Michael Wilks and Mr Terence Wiseman.   

In attendance:  Mr Ian Johnstone (NIGB Secretariat), Ms Melanie Kingston 

(Secretariat), Mr Sean Kirwan (DHIPU), Mr John Sheehan (Secretariat) and Ms 

Karen Thomson (Secretariat). 

Visitors in attendance for the relevant part of the agenda: Ms Katy Harris, 

(Department of Health 18 week wait Survey), and from the NCRS Early Adopters 

sites: Mr Peter Singleton (NHS CFH), Mr David Sellors (Bolton PCT), Mr Mike 

McGrath (Long Term Conditions lead, South Birmingham PCT).  

1.   Welcome and Apologies for absence 

1.1 Apologies for absence were received from Dr Fiona Douglas, Ms Barbara 

Meredith and Dr Mark Taylor. 

The Chair welcomed both new and re-appointed Members to the Advisory 

Group. 

2. Minutes of last meeting  

2.1  Minutes of the previous meeting held on 12 September 2007 [PIAG 3-

02/2007] were agreed to be an accurate record.  

3. Secretariat report 

 The Secretariat report was received and its contents noted. 

3.1 National Information Governance Board (NIGB) 

The Chair welcomed Mr Ian Johnstone who provided an overview of the first meeting 

of the new National Information Governance Board (NIGB) and of the proposed 

legislative changes. The new Health and Social Care Bill proposed to create a new 

National Information Governance Board. This would replace PIAG in statute and 

PIAG’s powers under Section 251 & 252 of the NHS Act 2006
1
 would be transferred 

to the new Board, along with the provision of additional powers. Mr Johnstone 

emphasised that the intention behind the proposed changes was to have a single clear 

structure in relation to Information Governance and was not a comment on the 

performance of either the Care Record Development Board or the Advisory Group. 

                                                 
1
 Originally Sections 60-61 of the Health and Social Care Act 2001. 
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The proposed changes would also strengthen statutory powers in relation to 

Information Governance and that there was a desire to retain the expertise developed 

by the Advisory Group by incorporating its members into the NIGB structure. Dr 

Wilks, who had attended the first meeting of the Board, reported that the members 

had a wide range of expertise but that it would take some time for them to gain the 

level of experience that the Advisory Group had attained. Members expressed concern 

that the legislation had explicitly stated that PIAG would be abolished, but that it was 

unclear how PIAG’s functions in relation to Section 60 applications would be 

maintained or of the timescale for these changes. Members also remained concerned 

that the new body would not have the robust independence of PIAG as almost half the 

members had been nominated and therefore had interests to represent.  

Mr Johnstone indicated that assuming this part of the Bill passed through Parliament 

with no substantive changes it was likely the NIGB would have a sub-Committee, 

which would undertake this task. He indicated that in terms of timescale, any changes 

that were likely to follow from this would be unlikely to be made until autumn 2008. 

It was agreed to invite Mr Cayton, Chair of the NIGB to attend the Advisory Group’s 

Awayday in February to discuss the proposals further. 

A draft memorandum of understanding (between PIAG and the NIGB) was tabled to 

cover the interim period prior to any legislative changes being implemented. It was 

noted that this would need to be agreed by both PIAG and NIGB. Members agreed to 

the Memorandum of Understanding but raised the following issues and questions with 

respect to the longer term:  

• The boundaries between PIAG and NIGB need to be clearly established and 

the Memorandum does not address this in any detail. 

• Would PIAG retain its direct accountability to the Secretary of State or 

following any legislative change would this in future be via the NIGB? 

• NIGB have a wider remit than PIAG so it needs to be made clear where the 

functions of PIAG will lie within the NIGB. 

• Practical transitional arrangements need to be agreed  

Action:  Secretariat to raise the Advisory Group’s concerns with the NIGB 

Secretariat. 

3.2. NHS CFH Audit – approaches to pseudonymisation 

Members were asked to comment on one of the recommendations arising from the 

Secondary Uses Service audit undertaken by Ernst and Young on behalf of NHS CFH 

with respect to adopting a single approach to pseudonymisation. This had not been 

defined, however, which presented challenges in terms of being able to respond 

appropriately. Members felt that a single approach to pseudonymisation was unlikely 

to be appropriate or feasible but did express the view that it was vital for there to be a 

universal standard for pseudonymisation i.e. that it must be  effectively ‘anonymous’ 

to the recipient. Whilst PIAG Members recognise the need for consistency, different 

types of analysis require different, potentially identifiable data and therefore the 

pseudonymisation of different data items will be necessary. E.g., geographical 
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analysis would require more detailed postcode data but the identifiability of the data 

could be reduced through age banding. Survival analysis on the other hand would 

require more detailed age information based on date of birth and dates of events but 

identifiability could be reduced through less detailed geographic information. Some 

consistency could be developed in terms of derived data available based on identifiers 

but again different analyses may require different derivations. Members felt therefore 

that a single approach to pseudonymisation may limit the utility of pseudonymised 

data and a multiple approach was likely to be more appropriate. Additionally, 

however, PIAG Members felt that if a multiple approach to pseudonymisation was 

adopted this needed to be placed within a unified Information Governance framework 

of rules to ensure all users of pseudonymised data would adhere to the same 

standards. Members made it clear that they support the overall aim of the Secondary 

Uses Service to reduce the number of different databases containing identifiable data, 

which represented significant confidentiality and security risks. 

Action: Secretariat to respond with the above comments to the NIGB.  

3.3 ONS Advisory Group for Medical Research 

The Advisory Group agreed that in light of the transfer of the NHS Central Register 

(NHSCR) to the Information Centre for Health and Social Care, the authority 

delegated to the ONS under their 2002 approval to take on responsibility for 

approving flagging and tracing on the NHSCR should revert to PIAG. Consequently, 

although the ONS Advisory Group for Medical Research will continue to have formal 

approval until 1 April, there will need to be a joint approval process to cover the 

period leading up to the formal transfer. Following transfer, PIAG would be 

responsible for such approvals, and will need to consider how best to undertake these 

additional functions and in keeping with current arrangements. It was noted that the 

Secretariat was to meet with the ONS and the Information Centre to discuss the 

management of the transfer arrangements and to establish clear demarcation of roles 

with the Information Centre, as they would be responsible for providing the service 

elements and advising potential applicants.  

Action: Secretariat to progress with ONS and Information Centre and to report 

back at the next meeting. 

3.4 Database Monitoring sub Group (DMsG) 

The first meeting of the new Database Monitoring sub Group took place on the 9th of 

November 2007. The minutes from this meeting will be circulated shortly.  

DMsG will consider applications for access to sensitive Hospital Episode Statistics 

(HES) and National Strategic Tracing Service (NSTS) data and in due course for 

Secondary Uses Service data. Any applications requesting identifiable data will now 

only require approval from PIAG, instead of, as previously requiring approval from 

both PIAG and the Security and Confidentiality Advisory Group. It was noted that the 

Chair of the DMsG, Dr Patrick Coyle had been appointed to PIAG, following the 

November meeting. It was noted that Ms Ros Levenson had attended the first meeting 

of the DMsG as the PIAG representative. It was noted that the membership of the 
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DMsG would need to be strengthened, particularly if this group were to take on 

additional responsibilities as delegated by the Advisory Group. 

3.5 UK Biobank 

It was noted that the PIAG Secretariat had received two complaints about the access 

to patient information by UK Biobank and the approval given by the Advisory Group. 

These complaints revolved around a number of aspects: 

• The disclosure of information to UK Biobank in spite of a patient 

having informed his GP that he did not want his information to be 

disclosed for research purposes. 

• The extent of the patient identifiable information held by an assessment 

centre. 

• UK Biobank staff not taking adequate steps to check the identity of an 

individual when they attended an assessment centre.  

• The failure to remove personal information speedily from the database 

of invitees when requested. 

Members expressed concern at these complaints and in particular that because of 

inadequate recording of a patient’s dissent to information being shared for research 

purposes, that the individual’s wishes had not been respected, albeit unintentionally. 

Members were also concerned that there appeared to be a training issue for UK 

Biobank staff in terms of both checking people’s identities and the swift removal of 

details when requested. It was reported that the level of complaints to UK Biobank to 

date was estimated to be of the order of 400 out of approximately 600,000 invitations, 

although only a proportion of these related to the use of personal information. 

Members agreed that if the information materials did not make the complaints 

procedure clear that this should be addressed as soon as possible. Members wondered 

whether the level of complaints to UK Biobank was accurate in that some patients 

may instead have complained to the GP. Members agreed these issues needed to be 

reviewed carefully and to ask UK Biobank to provide information as part of their 

Annual Review on the numbers and nature of complaints received. It was agreed to 

re-consider this at the next meeting following receipt of the Annual Review report by 

UK Biobank, as to what further action may be appropriate. 

3.6 Deceased records 

A recent information tribunal had been held under the Freedom of Information Act to 

consider access to the health records of a deceased patient. The decision confirmed 

PIAG’s previously agreed position that deceased records should be treated as 

confidential. The secretariat informed the members that it had received an increased 

number of queries in relation to this and that this was likely to result in an increased 

number of applications for Section 60 support specifically in relation to deceased 

patient records.  

3.7 Approval extensions 

It was noted that the following extensions had been approved by Chair’s action since 

the meeting in September: 
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PIAG 4-06(c)/2006 – Long-term sequelae of radiation exposure from computed 

tomography in children and adolescents. Extension to increase the period to include 

patients seen up to 2003 rather than 1998 in original application. 

PIAG 2-08(b)/2003 – NCASP – extension to include the Oesophago-Gastric Cancer 

audit, and the national Mastectomy and Breast Reconstruction audit under the existing 

NCASP Section 60 approval. Both audits were for a limited time. 

PIAG 1-05(n)/2007 – A population based, record linkage study of congenital 

abnormality and childhood cancer among children born after reproductive assistance. 

Time extension to increase the period data to be held in identifiable format by the 

HFEA as work on the project had been delayed due to other commitments. 

PIAG 1-08(b)/2003 – Breast test Wales and Cervical screening Wales – Approval to 

outsource the printing and sending of screening invitations. Appropriate security and 

confidentiality arrangements had been put in place. 

4. Chair’s Report 

4.1  Membership 

The Chair congratulated current members on their reappointment. 

The Chair informed Members that this was to be Dr Michael Wilks last meeting as he 

had elected to resign his membership following his appointment to the NIGB and with 

other work commitments, did not feel he had the time to participate in both 

committees. The Chair thanked Dr Wilks for his contribution to the Advisory Group 

over the last 6 years. 

4.2 UKCRN / DH R&D query 

It was noted that following the issuing of the Advisory Group’s draft guidance on the 

identification of research participants (and when it was appropriate to apply for 

Section 60 approval), the Advisory Group had received a query from the Department 

of Health’s R & D team. This was regarding the PIAG view that researchers and 

research support staff are not considered part of the clinical care team and therefore 

do not have legitimate access to medical records in order to identify relevant patients 

with a view to inviting them to participate in medical research. This had been 

questioned in relation to the legal authority of the Advisory Group in issuing such 

guidance. The Advisory Group agreed that it should seek assurance that in issuing 

such guidance it was acting within its powers. It was noted that the guidance was 

clearly in the context of explaining when it would be appropriate to apply for Section 

60 approval, and what steps the Advisory Group expected to be taken prior to making 

application and therefore was unlikely to be ultra vires. It was also agreed that it 

would be helpful to obtain the views of some patients. The Chair agreed to contact 

Nick Partridge at INVOLVE for help with this. 

ACTION: Chair to contact Nick Partridge at INVOLVE 
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5  Applications previously considered 

5.1 18 Week Wait Survey [PIAG 3-05(b)/2007] 

The Chair welcomed Ms Katy Harris from the Department of Health, who was 

attending the meeting to discuss the Department’s 18-week wait Survey application 

that had been re-submitted for consideration. The issues of concern to the Advisory 

Group when the application was considered previously included: 

• Why the pilot methodology was not being used for the national rollout. 

• Why consent for disclosure was not practicable.  

• The Advisory Group also wanted to see greater attention paid to user 

involvement, specifically testing with patients whether this use of patient data 

and degree of disclosure was acceptable. 

Ms Harris sought to address these issues and informed advisory group members that: 

• The pilot methodology was not being rolled out, as this would not allow 

reminder letters to be sent to patients. This was considered particularly 

important to improve response rates from minority groups to ensure they are 

represented adequately in the sample.  

• Consent was considered impractical as the cohort size would be large and 

there is a concern that by asking Trusts to contact patients for consent, the 

Trust may be selective in whom they contact and consequently skewing the 

results.  

• Ms Harris showed the information leaflets to Members and identified some 

progress in user/patient involvement.  

Whilst Members acknowledged that patient information leaflets had been produced 

and that a member of a patient group has been involved, this does not constitute 

adequate user involvement. Members stated that, particularly with a survey of this 

size, the principle of disclosing information should be tested with a substantial 

number of patients and patient groups to ascertain their views on the acceptability or 

otherwise of disclosure of confidential patient information for this and other national 

surveys in general. Patient/user involvement is vital in understanding what patients 

think about the use of their information for secondary purposes and might have 

provided assurance to Members that this was a reasonable use of Section 60 powers. 

The lack of suitable patient/user involvement remained a significant concern for 

Members. 

The Advisory Group recognised that seeking the consent of patients might be 

problematic but that the powers under S60 are only to be used where no reasonable 

alternatives exist. The pilot methodology provides an alternative and therefore robust 

justification needs to be provided as to why this methodology cannot be used. The 

reason given, namely, the difficulty in sending reminder letters, and the fact this may 

affect representation was considered by the Advisory Group. Members recognised 

that adequate representation is vital to ensure that survey results have validity for the 

whole population. There was a need, however, to balance whether this was a 

sufficient justification to permit setting aside the duty of confidentiality. Moreover, 
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members wondered whether other approaches might be taken to safeguard the 

representativeness of the sample without recourse to use of Section 60 powers. 

Members suggested that instead of sending reminders that may have limited impact 

on representation, a targeted campaign aimed at specific client groups might provide 

better representation. Members felt that the argument that representation can only be 

assured with a nationally facilitated rather than locally led survey could not be 

substantiated.  

On balance, therefore Members agreed that as reasonable alternatives to Section 60 

exist for this survey, they did not feel it was appropriate to grant Section 60 approval 

in this instance.  

ACTION: Secretariat to inform the applicant 

5.2 British Artificial Nutrition Survey (BANS) [PIAG 3-05(n)/2007] 

The Advisory Group had approved this application in 2006 for an ongoing audit of 

artificial nutritional support of patients at home or in residential or nursing homes, 

subject to conditions for twelve months. The Advisory Group had provided this 

approval to allow the continued collection of data while the British Artificial Nutrition 

Survey (BANS) addressed a number of issues. BANS had submitted a revised 

application seeking to retain approval. Having considered the revised application 

Members were content that sufficient progress has been made to warrant continued 

approval for a further 12 months to allow further progress towards consent being 

obtained from all Artificial Nutrition patients.  

ACTION: Secretariat to inform the applicant 

6. Summary of fast track applications [PIAG 3-05(FT)/2007] 

Advisory Group members considered 3 applications between the September 2007 and 

December 2007 meetings. These are summarised below. It should be noted that all 

applications are reviewed by the Secretariat, selected members and the Chair. 

6.1 The Presentation of Cystic Fibrosis in the Pan−Thames Region – A 

Comparison of Age at Diagnosis, Mode of Presentation and Morbidity Before 

and After the Introduction of Newborn Screening [PIAG 3-05(FT1)/2007] 

An application from the Royal Brompton Hospital to assess the impact 

screening has on Cystic Fibrosis. The study had two aims: 

1. To compare the age at diagnosis, mode of presentation and other clinical 

parameters before and after the introduction of neonatal cystic fibrosis 

screening in the Pan-Thames region. 

2.   To evaluate the extent of cases missed through screening but subsequently 

diagnosed clinically following the introduction of neonatal cystic fibrosis 

screening. 

It was felt that this application was not an appropriate use of Section 60 

powers and that consent should be sought.  
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6.2 NCISH – Victims of homicide with mental illness [PIAG 3-05(FT2)/2007] 

An application from the Centre for Suicide Prevention, University of 

Manchester, to establish the contribution of mental illness to becoming a 

victim of homicide in order to guide management strategies for people with 

mental illness and reduce the risk of them becoming a victim of homicide. 

It was agreed this application had a strong public interest justification and that 

there was sufficient justification for why identifiable data was needed. The 

application was approved.  

6.3 NCISH – Can the medical management of self-poisoning contribute to suicide 

prevention? Confidential enquiry and case control study [PIAG 3-

05(FT2)/2007] 

Another application from the Centre for Suicide Prevention. This study is to 

establish whether better medical treatment of self-poisoning in hospital can 

prevent deaths and so help the overall suicide rate. Section 60 support is 

required to identify living individuals who are suitable to use as control 

subjects.  Again, this application was felt to have a strong public interest 

justification and the application was approved. 

7. New applications for Section 60 support. 

7.1  HES Analysis [PIAG 4-05(b)/2007] 

The Advisory Group considered this application from NatCanSAT to be given a copy 

of the entire HES database to undertake a range of analyses but without detailing any 

specific purposes. It is a requirement that applicants define their purposes sufficiently 

in order to justify setting aside Confidentiality. To permit the holding of a copy of the 

entire HES database would require enormous information governance processes to 

underpin this system, and the Advisory Group was not assured that NatCanSAT had 

such structures and processes in place. The risks associated with holding this much 

data would require the most robust confidentiality and information security processes. 

Members felt that the substantial risks to the security and confidentiality of patient 

information and lack of defined purposes could not warrant duplication of service 

provided by the Information Centre. 

Members felt that the only way such an application might be acceptable to the 

Advisory Group would be if NatCanSAT were an integral part of NHS CFH’s 

Secondary Uses Service and delivering a particular type of analysis. No evidence had 

been supplied that this was even in consideration. Moreover, it is anticipated that once 

the NHS Central Register moves to the Information Centre, and there has been an 

appropriate settling down period, it is likely that NHSCR and HES data could be 

linked within the Information Centre. This would obviate the need for NatCanSAT to 

access identifiers in order to undertake linkage with mortality data and effectively 

pseudonymised data would meet their needs. The application was rejected therefore. 

Action: Secretariat to inform the applicant of the Advisory Group’s decision 
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7.2  HTA 02/02 CT Colonography [PIAG 4-05(c)/2007]  

This application requesting Section 60 support for a study comparing CT 

colonography (CTC), Colonoscopy and barium enema for the diagnosis of colorectal 

cancer was considered by the Advisory Group. Section 60 support was required to 

access data of patients who had registered for, but had not been recruited to the trial. 

This data was required to evaluate the detection and miss rates for each method of 

detection. 

Members agreed this was a valuable study but were unclear on a number of aspects of 

the application and referred the application. Members proposed that the application be 

re-submitted to the next meeting, providing further clarification of the following: 

• Is the register consent based? 

• Did anyone dissent from taking part in the trial that may be on the register? 

• Is it possible for the cancer registries to provide aggregate data on non-trial 

patients thus negating the need to obtain identifiable information? 

• PIAG members felt that patient involvement was wholly inadequate and 

therefore would like to know how the applicant plans to involve patient and 

user groups in this and similar projects. 

Action: Secretariat to inform the applicant of the Advisory Group’s decision. 

7.3 NHS Central Register [PIAG 4-05(d)/2007] 

The Advisory Group considered this application for the NHS Information Centre for 

Health and Social Care to process and manage the NHS Central Register (NHSCR) 

and deliver the services currently provided by the Office of National Statistics in 

relation to the NHS Central Register. The ONS compiles and maintains for the 

Department of Health a computerised central record of those patients who are 

registered with a GP in England and Wales.  

Support under Section 60 is a temporary abeyance of the common law duty of 

Confidentiality and as such, Members expect that applicants have a clear and realistic 

exit strategy from needing Section 60 support and that Section 60 support is not seen 

or used as a permanent solution. Members expressed concern that this application had 

no exit strategy, and that the nature and primary purpose of the NHS Central Register 

requires a permanent solution. Therefore, PIAG Members agreed (subject to 

conditions) that Section 60 support is appropriate for 2 years only to allow the 

Information Centre for Health and Social Care to pursue and obtain a more 

permanent, statutory basis for the NHSCR, either through specific support under 

Section 60 or through primary legislation within this time period. Members realise the 

vital role of NHSCR and are willing to assist the Information Centre in this area. 

Members also made clear that section 60 support is to allow the Information Centre to 

receive and hold NHSCR information and to enable NHS bodies to use the 

information for established health service management purposes to facilitate the 

delivery of care to patients. The approval excludes other uses and disclosure of 

identifiable information to third parties such as for research, without permission from 
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the Advisory Group. In this respect, the approval given to the Information Centre does 

not replicate the approval previously given to the ONS.  

Action: Secretariat to inform the applicant of the Advisory Group’s decision. 

7.5 IMS Health and HES Data Linkage  [PIAG 4-05(e)/2007] 

The Chair declared an interest in this application and excluded herself from the 

discussion. Professor Sir Denis Pereira-Gray chaired the discussion for this 

application. 

The Advisory Group considered this application to combine hospital prescribing data 

collected by IMS Health with Hospital Episode Statistics data held by the Information 

Centre. The application stated that although the data would be linked at person level, 

only aggregated and therefore anonymised data would be released to IMS Health, 

however there were aspects of the application that were unclear. 

Members agreed that this was a worthwhile activity; however, they had a number of 

queries with the application and were unable to approve it at the meeting. 

Members requested that the application be resubmitted, providing clarification of the 

following points: 

• Whether this application was requesting that IMS to be given access to the 

NHS Number and Date of Birth as it seems that IMS hold dispensing data and 

not personal information. It was unclear therefore how the linkage was to be 

achieved. 

• What data items IMS hold. 

• An explanation of the proposed data flows and links between IMS, Northgate 

and NHS Trusts. 

Action: Secretariat to inform the applicant of the Advisory Group’s decision. 

7.6 National Clinical Audit Support (NCAS) – Hip Fracture audit [PIAG 4-

05(f)/2007], Arrhythmia Audit [PIAG 4-05(g)/2007], National Infarct 

Angioplasty Project (NIAP) [PIAG 4-05(h)/2007] 

The Advisory Group considered three applications from the Information Centre for 

Health and Social Care for three audit programmes aligned with the National Clinical 

Audit Support Programme (NCASP) infrastructure but that fall outwith the approval 

given to the Healthcare Commission for the NCASP. These applications were to cover 

the Hip Fracture audit, the Arrhythmia audit and the National Infarct Angioplasty 

Project (NIAP). 

Members expressed concern that the Information Centre for Health and Social Care 

continues to have poor patient and user involvement. This is an ongoing concern, and 

has been raised in relation to previous applications with limited improvement. Whilst 

the Advisory Group acknowledged that the Information Centre is going through a 

period of transition, very little has changed in relation to patient involvement during 

this time and Members did not feel that enough had been done to address this 

important issue.  
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Whilst the Information Centre produces patient information materials, this does not 

constitute patient involvement. Members made it clear that they expected to see 

patients involved in the development of audit proposals and information materials and 

not merely as the recipients of patient information leaflets. 

Members expressed concern that the Information Centre (IC) was claiming that NHS 

Numbers are unreliable and therefore that further identifiers are needed to balance this 

unreliability. The Advisory Group agreed to ask the IC to provide the Advisory Group 

with evidence for this i.e. the numbers and relative percentages of data items that have 

been matched using the NHS Number both with and without other identifiers, no later 

than twelve months from approval. Furthermore if the NHS Number is truly so 

unreliable the Advisory Group expects the Information Centre (with its relevant 

partners) to put in place the necessary processes to improve the use of the NHS 

Number so that it is a reliable data item for analysis and linkage. Members agreed that 

the steps taken to address this issue should be reported in the annual review due in 

twelve months. 

Members also expressed serious concern that the requirement to use named data is 

very much a retrograde step, and should only be used temporarily to check data 

quality and should be excluded from the audit entirely as soon as possible. 

Action: Secretariat to inform the applicant of the Advisory Group’s decision. 

7.9 Avon Longitudinal Study of Parents and Children (ALSPAC) [PIAG 4-

05(i)/2007] 

The Advisory Group considered this application requesting access to NSTS (NHS 

Strategic Tracing Service) to trace current addresses for the original study cohort in 

order to re-contact them and to invite new people who met the criteria to be part of 

this study.  

Members viewed the five aspects of this application separately, and responded to each 

of the issues raised accordingly. 

1) PIAG Members felt that it was appropriate to approve access to information to 

allow the applicant to re-contact previous members of the study group, who 

had been lost to follow up. As these patients had previously consented to allow 

the use of their information for this purpose the Advisory Group were content 

that Section 60 was appropriate in this instance. This is conditional, however, 

on the applicant not contacting any patients who had previously dissented 

from participating.  

2) In relation to contacting members of the total eligible population, Members 

felt that this could only take place with patient consent. There were no grounds 

for assuming that these patients wished their information to be shared with the 

applicant. Members suggested that the applicant engage with the relevant 

clinical care teams to contact this potential cohort and seek their consent. 

Members also questioned under what authority the applicant has had access to 

the NHS number for these patients and for how long it was proposed that this 

information should be held. The Advisory Group agreed that it was unlikely 
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there was a lawful basis for this information to be held and therefore that it 

should be deleted as soon as possible, if no legitimate authority could be cited.  

3) If the applicant wished to enrol partners in the study, this must also be 

undertaken with consent. Members felt that asking mothers to give the 

applicant access to partners’ contact details was inappropriate and that the 

correct process was to provide mothers with information that could be passed 

onto partners if it was appropriate and the mothers wished to do so. 

4) In relation to contacting the children, once 18, to seek their consent to 

participate in the study, it was the view of members that this was rather late. It 

was clear that most of these children would already be Gillick-competent and 

therefore that provided their parent(s) were copied into requests for consent, 

the children should be in a position to consent to be part of the study now. 

Members therefore suggested that the applicant contact these children to seek 

their consent now. 

5) The Advisory Group agreed that Section 60 support to permit access to 

historic postcode data was appropriate. 

Action: Secretariat to inform the applicant of the Advisory Group’s decision 

7.10 Enhanced surveillance of paediatric pneumococcal empyema in the UK [PIAG 

4-05(j)/2007] 

Members considered this application to study all UK children presenting to hospital 

with a diagnosis of Empyema Thoracis, Members addressed the issues of access to 

prospective and retrospective data separately. Members were content that there was 

no reasonable alternative for the collection of retrospective data and agreed that 

Section 60 support was appropriate.  

In relation to prospective data collection, however, Members felt that consent was 

feasible and therefore it would be inappropriate to allow Section 60 support for this 

purpose.  

Action: Secretariat to write to the applicants to inform them of the Advisory 

Group’s decision 

7.11.1 Iron deficiency anaemia and delayed diagnosis of colorectal cancer [PIAG 4-

05(k)/2007] 

The Advisory Group considered this application to study the role of iron deficiency 

anaemia in predicting patients with colorectal cancer. The application was divided 

into two stages 1) Feasibility study 2) Definitive study and Members addressed these 

stages separately.  

The applicant stated that the feasibility study required access to information from 

patients both currently and previously registered. Members felt it was reasonable to 

provide Section 60 support for those patients who were no longer registered, as 

obtaining consent would be impractical. Where patients were currently registered, 

however, consent should be sought.  
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Members were unable to approve the application for the definitive study, at this time, 

as this would be dependent on the findings of the feasibility study. It was agreed to 

provide the above partial support for the feasibility study therefore and to propose that 

a separate application be made after the feasibility study has been completed, if 

appropriate and incorporating the lessons learned from the feasibility study. 

Action: Secretariat to write to the applicants to inform them of the Advisory 

Group’s decision and invite them to a meeting, as needed.  

7.11 Global Allergy and Asthma European Network Survey [PIAG 4-

05(l)/2007] 

The Advisory Group considered this application to assess the prevalence and 

distribution of asthma but was unable to approve the application. Whilst members 

understood the difficulties related to obtaining consent, nevertheless felt that consent 

was practicable. It was noted that resources are an issue with most research but that 

this should be addressed within the budget for studies and is not generally a sufficient 

justification by itself for setting aside the common law duty of Confidentiality. 

Whilst PCTs are not funded to undertake research, members agreed that there were 

ways in which the impact on PCTs could be minimised E.g. researchers could produce 

and package information and consent forms for patients, which would then only need 

to be addressed and posted by the PCT. Whilst this would involve some resource 

issues for the PCT, the costs could be met by the research project. Members do not 

consider these issues and resources to be insurmountable, therefore. As there was a 

reasonable alternative to Section 60, members felt this would be an inappropriate use 

of Section 60 powers in this instance and did not warrant the setting aside the 

Common Law Duty of Confidentiality.  

Action: Secretariat to write to the applicant to inform them of the Advisory 

Group’s decision 

7.13  An evaluation of the effectiveness of different treatment pathways and service 

provisions for adolescents with eating disorders [PIAG 4-05(m)/2007] 

The Advisory Group considered this application to study the effect of different levels 

of specialist services on the detection of and health outcomes for eating disorders in 

children and adolescents. The Advisory Group agreed that whilst it was unable to 

approve all of the application, it might be able to approve particular aspects. The 

applicant was seeking to collect data both retrospectively and prospectively and 

Members addressed these aspects separately. With respect to prospective data 

collection, Members felt that consent was practicable and therefore were unable to 

approve this aspect. Whilst an invitation to consent by a research team may result in a 

poor response, Members felt that utilising the clinical care team would result in a 

much improved response rate. In most studies, the issues of distress and resources 

could be problematic, but this had to be balanced against the need to maintain the duty 

of confidentiality. In this instance, members felt that the duty of confidentiality and 

the distress that might be caused by a breach in this duty outweighed any potential 

distress from seeking consent.  
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In relation to retrospective data, members were unclear why there was a need to 

obtain retrospective data specifically from patients who were no longer in contact 

with services. Members suggested that it might be possible to establish the 

effectiveness of different treatment pathways from patients who were in direct contact 

with services, and for which consent should be feasible. Members requested that this 

issue be clarified and subject to receipt of a satisfactory response to this question, it 

may be possible to provide Section 60 support for retrospective data collection. Any 

such approval would be conditional and would only apply to patients that have not 

been in contact with any services for 12 months.  

Action: Secretariat to write to the applicant to inform them of the Advisory 

Group’s decision 

7.13 Birthplace in England Research Programme: National prospective cohort 

study of planned place of birth [PIAG 4-05(n)/2007] 

The Advisory Group considered this application to compare the safety of planning to 

give birth in different settings. The Advisory Group agreed that seeking patient 

consent was practicable and therefore were unable to provide Section 60 support. 

Whilst it is recognised that seeking patient consent during labour is unlikely to be 

appropriate, in general, there would be ample opportunity to obtain consent during 

antenatal care or postnatally. Members recognised that the applicant may not be able 

to identify suitable patients for this study until they are in labour and therefore 

suggested two alternatives: 

• That the applicant seeks consent from the whole potential cohort and then only 

include those that are suitable for the study. This process would allow the 

applicant to obtain the identifiable information of patients suitable for the 

study without breaching confidentiality and without the need for Section 60 

approval. The consent and identification process would be undertaken by the 

midwife who has legitimate access to this information.  

• That the midwife seeks consent only from those that are suitable for this study 

after having given birth. As the information requested is recorded in the 

medical notes, obtaining the information retrospectively should not be 

problematic. 

Action: Secretariat to inform the applicant of the Advisory Group’s decision. 

7.12 Improving end of life care for older people: A study at emergency departments 

in South East London [PIAG 4-05(o)/2007] 

PIAG Members considered this application to study emergency admission for elderly 

people with palliative care needs and as there was adequate justification of the need 

for identifiers and of the difficulty of obtaining consent, the Advisory Group agreed to 

approve the application subject to the normal PIAG conditions such as satisfactory 

security arrangements. 

Action: Secretariat to inform the applicant of the Advisory Group’s decision 
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7.15 A United Kingdom survey of childhood myasthenias [PIAG 4-05(p)/2007] 

The Advisory Group considered this application to identify the prevalence of 

childhood myasthenias and to establish a Childhood myasthenias database. The 

Advisory Group considered these two aspects separately.  

In relation to identifying the prevalence of childhood myasthenia, members felt that 

Section 60 support was appropriate as near 100% data capture would be important for 

this purpose and there did not appear to be any reasonable alternative to Section 60. 

With respect to establishing a register of childhood myasthenias, the Advisory Group 

agreed, in line with its general view of disease registers, that this should be 

established on a consent basis. This was because there was opportunity to contact the 

relevant cohort and because of the long-term retention of identifiable data. Members 

acknowledged that this might result in some patients withholding consent inclusion on 

the register. The Advisory Group asked that the applicant be reminded that Section 60 

support is not to be used to override patient dissent. The Advisory Group recognised 

that this may result in an incomplete register and therefore compromise the quality of 

the data held and agreed therefore that the register could hold a minimal amount of 

effectively anonymised information (basic epidemiology information) about patients 

who had withheld their consent. This would need to be effectively anonymised 

information however, in order to comply with the law. 

Action: Secretariat to inform the applicant of the Advisory Group’s decision 

7.16 CRIMSON Study: RCT of Joint Crisis Plans to Reduce Compulsory 

Treatment of People with Psychosis [PIAG 4-05(q)/2007] 

The Advisory Group considered an application for the CRIMSON study, which is a 

trial of the effectiveness and acceptability of Joint Crisis Plans for those with severe 

mental illness. Members felt that obtaining consent from patients was feasible in this 

case as there is direct contact between the clinical care team and these patients. The 

Advisory Group did not approve the application therefore.  

It is acknowledged that whilst resources are an issue with most research, this is not 

generally a sufficient justification for setting aside the Common Law Duty of 

Confidentiality. Although the clinical care team may not have the resources to obtain 

consent from patients, members felt that consent could be achieved in a number of 

ways with the researcher working with the care team without breaching 

confidentiality. For example, researchers could produce and package information and 

consent forms for patients, which could then be addressed and posted by the Trust.  

Whilst this would involve some resource issues for the Trust, Members do not 

consider these issues insurmountable and therefore that this did not warrant setting 

aside the Common Law Duty of Confidentiality. As consent was regarded as feasible, 

it would not be appropriate to offer Section 60 approval for this project in this 

instance.  

Action: Secretariat to inform the applicant of the Advisory Group’s decision 
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7.17 The Presentation of Cystic Fibrosis in the Pan−Thames Region – A 

Comparison of Age at Diagnosis. Mode of Presentation and Morbidity Before 

and After the Introduction of Newborn Screening [PIAG 4-05(r)/2007] 

Members considered this application to examine the presentation of Cystic Fibrosis in 

the Pan−Thames Region. Members agreed this was an inappropriate use of Section 60 

as either using anonymised information or seeking consent was practicable in this 

instance and the application was rejected.  

Action: Secretariat to inform the applicant of the Advisory Group’s decision 

7.18 The role of pre-existing medical complaints and prescribed in road traffic 

accidents: A pilot study [PIAG 4-05(s)/2007] 

The Advisory Group considered this application to examine the contribution pre-

existing medical complaints and prescribed medications made to road traffic accidents 

and raised a number of questions that need to be addressed in order to consider this 

application. 

1) Members were unclear whether ethics approval had been obtained. As the 

applicant had indicated, there were a number of ethical dilemmas related to 

this study and Section 60 approval requires Research Ethics Approval to be 

obtained. The ethical issues include how the applicant would deal with 

information, which indicated an individual as unfit to drive. Would this 

information be kept confidential, be passed to the patient’s GP, or direct to the 

DVLA? How would the competing public interests be balanced in this 

instance? 

2) As a general principle the Advisory Group are very reluctant to allow access to 

GP records without the GP being aware of the study at the very least. Not 

least, this has implications for the GP’s role as data controller. Members made 

it very clear that robust justification would need to be provided for any 

application that involved bypassing the GP to access records, as they generally 

had an important role to play in ensuring that patient’s wishes were respected 

and that patients were not approached inappropriately. 

3) The applicant needs to define ‘PMC’. 

The Advisory Group require answers to the above questions in order to consider 

the application fully. It was apparent, however, that even with these questions 

being addressed, the Advisory Group would be unlikely to provide Section 60 

support as consent appeared to be practicable, and the serious ethical issues would 

seem only to make consent all the more imperative.  

Action: Secretariat to inform the applicant of the Advisory Group’s decision 

8) National Care Record Early Adopters Presentation 

The Chair welcomed Mr Peter Singleton (NHS CFH), Mr David Sellors (Bolton 

PCT), and Mr Mike McGrath (Long Term Conditions lead, South Birmingham PCT) 

to the meeting to update members on the implementation of the National Summary 

Care Record (SCR) in the Early Adopter sites. 
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It was reported that there were currently six early adopter sites (EAS). At these sites, 

patients have been contacted to inform them about the introduction of the Summary 

Care Record (SCR) in their area. Additionally, the EAS have undertaken publicity/ 

information campaigns and provided drop-in sessions to inform patients and address 

their concerns e.g. at Bolton Town Hall and within GP practices so that people can 

find out more. The main issues that have been raised by patients have related to 

confidentiality and the need for assurance about the security and confidentiality 

arrangements that can be expected as part of the SCR. Of the 110,000 Summary Care 

Records rolled out, around 1% of patients have opted out of the SCR. This would 

seem to indicate that the majority of patients are reasonably happy with the SCR. It 

was noted that people who had dissented have the option to opt in to the SCR later. 

The Advisory Group was given assurance that both opting in and opting out were 

relatively easy and straightforward processes. 

It was reported that in Bolton approximately 4,000 people had requested further 

information about the SCR, with 750 discussing the proposals with their GP. No 

detail was available, however, on how many people from minority backgrounds had 

requested information. It was noted that the leaflet that was disseminated in English 

was accompanied by a leaflet in different languages telling people how they could 

access information in other languages.  

It was noted that the experience of South Birmingham PCT was similar to that of 

Bolton. It was reported that in Birmingham this initiative had been patient led and had 

been seen as a way of improving the safety of treatment and supporting better care for 

patients. It had been particularly beneficial to patients with long-term conditions in 

enabling them to have more control over the management of their information and 

their health. Mr McGrath emphasised that the South Birmingham PCT has actively 

encouraged patient involvement in the processes leading up to the introduction of the 

SCR. 

It was reported that a key challenge in developing the SCR had been to ensure that all 

the data had been checked for accuracy prior to being uploaded. It was noted that 

before any practice could upload any patient information they needed to pass rigorous 

data quality processes. It was noted that the initial SCR had a very limited level of 

data, namely, allergies, medication and adverse reactions and consequently implied 

consent had been used for the initial SCR. It was noted that explicit consent would be 

sought for the more detailed SCR that would contain more sensitive information, such 

as diagnoses. 

It was reported that people were being encouraged to sign up to and use Healthspace, 

which was perceived to be particularly useful for those with long-term conditions and 

to record end of life wishes.  

It was reported that Dr Trish Greenhalgh had been asked to conduct an evaluation of 

the EAS looking specifically at the consent issues, such as whether patients have 

received letters so that they can opt out, i.e. whether the implied consent has validity. 

Members asked whether this evaluation would differentiate between different 
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populations, both in terms of ethnicity and likely sensitivity about personal 

information. Mr Singleton undertook to find out more information about the scope 

and nature of the evaluation.   

Overall members were content that the SCR was being implemented in a thoughtful 

and constructive way and that issues of consent, confidentiality and patient 

involvement had been and were continuing to be addressed. The Chair thanked the 

EAS representatives for their time.  

9. Secondary Uses Service Role Based Access Controls 

Under Any Other Business, the Group was asked to consider a request from the 

Secondary Uses Service (SUS) team at NHS Connecting for Health as to whether 

restrictive or permissive controls should be implemented. It was noted that in relation 

to the Secondary Uses Service the Role Based Access Controls (RBAC) was the 

primary method of providing access controls, as the ‘Legitimate Relationships’ 

controls within the National Care Record Service were not applicable to SUS. The 

Advisory Group agreed that restrictive controls were necessary as permissive controls 

would require a large amount of staff training, monitoring and ongoing development 

to ensure they were applied appropriately.  

10. Future meetings for 2007 

Tuesday 4
th

 December 2007 

It was noted that the dates of meetings for 2008 would be circulated and agreed by 

email.  


