
Minutes  
 

PIAG 6-02/2008 

 

Meeting held on Monday 8th December 2008 
 

Present: 

Members:  Professor Dame Joan Higgins (Chair), Mrs Pauline Brown, Professor Mike 

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

Ms Ros Levenson, Professor Roy McClelland, Professor Sir Denis Pereira-Gray, Dr 

Mark Taylor, Mr Terence Wiseman.  

 

In attendance: Ms Victoria Cox (Secretariat), Ms Natasha Dunkley (Secretariat), Mr Ian 

Johnstone (NIGB Secretariat), Ms Melanie Kingston (Secretariat), Mr Sean Kirwan 

(Department of Health), Ms Zoë Lawrence (NIGB Secretariat) and Ms Karen Thomson 

(Secretariat). 

1.   Welcome and Apologies for absence 

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

Meredith and Ms Sue Parroy. 

2. Minutes of last meeting 

2.1  Minutes of the previous meeting held on 20 October 2008 [PIAG 5-02/2008] were 

agreed to be an accurate record. 

2.2 The Chair reported against item 4.3 and the action point to write to the BMJ. The 

BMJ would not accept letters unless they were a response to a specific article; 

therefore the Chair would be unable to complete the action. 

3. Matters Arising / Action Points: 

i. Secretariat report  

The Secretariat report [PIAG 6-03/2008] was received and its contents noted.  

3.1. Fluline response 

The Advisory Group had previously advised on an application from NHS Direct in 

relation to using live data to test the Fluline system. The Advisory Group had been 
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sympathetic to the application where synthetic test data could not be used, however, as it 

involved disclosure of demographic and NHS administrative data relating in essence to 

the whole population, the Advisory Group had taken the view that it would advise the 

Secretary of State of its views rather than taking the decision on his behalf. A letter had 

been received from the Secretary of State agreeing with the recommendations made by 

the Advisory Group that synthetic or anonymised data should be used and where patient 

identifiable data was essential, that the sample size should be minimised as far as 

possible.  

3.7 Human Fertilisation & Embryology Act and implications 

The Secretariat reported that it was expected the Act would come into force in October 

2009. The HFEA would be responsible for administering the equivalent of section 251 

powers under this Act and it was noted that there would be areas of linkage with HFE and 

PIAG applications. The Ethics and Confidentiality Committee and the HFEA would need 

to work together to streamline the process.  

3.7 Security risk review 

The PIAG Security Adviser had been working with information security colleagues in the 

Department to review the PIAG’s Information Security form and System Level Security 

Policy (SLSP) template. As a SLSP provides evidence of an organisation’s information 

security management practices in relation to the specific data being used, it had been 

agreed that this would be the most useful way of assuring that appropriate information 

security measures were in place. Currently, provision of a SLSP to PIAG and DMsG had 

not been mandatory, although it would often be requested during the application process. 

The PIAG and DH Information Security advisers agreed that provision of a SLSP (in line 

with the revised template) should be made mandatory, both to streamline the application 

process and provide better assurance. The revised SLSP and Information Security 

proforma were presented to DMsG in November and approved. It was envisaged that 

changes to the SLSP template could be implemented relatively quickly however, as the 

proforma forms part of IRAS the changes within IRAS would need to be built into the 

ongoing development work already taking place. Members agreed to the changes and 

made several comments on the SLSP to aid clarity and scope. 

3.7 IRAS changes 

The Secretariat reported that they had been working to prepare the PIAG-specific form in 

IRAS to reflect the branding change to the Ethics and Confidentiality Committee. A 

review was also being carried out on the PIAG form to identify required fixes arising 

from the initial implementation. In reviewing IRAS, a number of long-term measures had 

been identified and discussed with NRES. The Secretariat reported that work to further 

develop IRAS to meet the purposes of the Ethics and Confidentiality Committee would 

start within the second quarter of the New Year.  
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3.5. GMC Confidentiality Consultation Meeting 

The PIAG and NIGB Secretariat attended a meeting held by the GMC as part of their 

consultation process on their revised Confidentiality guidance on 17 November.  

3.7 Patient and Public Involvement meeting 

A previous meeting had been held with the patient and public involvement 

representatives of the Board for the Research Capability Programme which Advisory 

Group representatives agreed had been useful. A follow-up meeting had taken place on 

19 November and it was noted that discussions had taken place with Marlene Winfield in 

relation to linking with her work programme. It would be likely that PPI representatives 

would raise any concerns about their role and involvement with the Chair of the RCP 

Board. It had been agreed that the meetings had therefore served their purpose and that no 

further meetings were planned. It is possible that there might be occasional further 

contact by email or other virtual fora 

3.7 Work plan update 

The Secretariat presented the work plan for 2008-9 which set out the Secretariat view of 

priorities during the transition period to the National Information Governance Board. 

This would need to be reviewed by the Ethics and Confidentiality Committee when 

formed. 

ii. Chair’s report 

Draft NHS Constitution 

The Chair provided an update on PIAG’s response to the consultation, and reported that 

she was still in the process of seeking to hold discussions to reach a solution around the 

‘disclosure for consent’ issue.  

Transition to NIGB 

Mr Ian Johnson was present for this agenda item. The Chair reported that the NIGB 

would be meeting on 17 December when it was expected that the Ethics and 

Confidentiality Committee would be formally constituted. Members requested 

clarification from the NIGB in terms of expectations, membership and responsibilities of 

the Ethics and Confidentiality Committee. Mr Johnston reported that the draft terms of 

reference were being drawn up and that Members comments would be considered in 

parallel.  The Chair reminded Members of the away day taking place on 26 January 2009 

and noted that a planning meeting would be taking place with the NIGB to identify the 

agenda. Members made a number of suggestions for incorporation within the agenda.   
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4. DMsG Report 

The Chair of the DMsG provided a verbal update on the meeting that took place on 28 

November. The Chair reported that the new security adviser was present for the meeting, 

and that following the previous review of sensitive and identifiable data items, the 

Information Centre would be assessing the implications of these decisions. 

The Chair reiterated that all applicants should have appropriate security arrangements and 

that the mandatory SLSP should provide sufficient assurance. The Chair noted that 

applications showed that few had considered appropriate patient/user involvement. 

5. Applications previously considered [PIAG 4-05/2008] 

i. Prevention of violence [PIAG 5-06(f)/2008] 

 

This University of Liverpool study was designed to combine literature reviews, policy 

and focus group experiences to develop guidelines to aid decision-making for staff 

working with potentially violent mental health service users. Support under section 251 

was requested as the study required access to service user case notes and incident reports 

in order to identify practical interventions and assessment tools currently in operation. 

 

This resubmitted application was discussed at length by the Advisory Group. Whilst 

considering the study to be a worthwhile piece of research, Members were not fully 

satisfied as to the reasons given for not being able to pursue consent and were unable to 

provide support under section 251 at the meeting. The information security arrangements 

were also not felt to meet the appropriate standards. 

 

Members noted that for those categorised as ‘current in-patient’ the research nurse would 

seek to obtain consent, however, Members were concerned that sufficient reason had not 

been given to explain why attempts could not be made to seek consent from those who 

had been discharged. Members noted the response that a national service users’ network 

would be contacted to test the feasibility of consent, however, Members asked for further 

detail on this group and additionally queried whether this feasibility study could be 

carried out on those potentially involved in the study. Members also wanted the applicant 

to consider contacting a local mental health group in order to develop user involvement 

more effectively. Members noted that there might be a forensic component to the cohort 

and further detail would be helpful, including consideration of the relevant criminal 

legislative framework.  

 

Members agreed that in order to address all of the concerns and implications that the 

applicant should be invited to attend in person. Members noted that the following areas 

should be addressed: 
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• Further exposition on the issue of consent and the stated barriers, particularly for 

those discharged, and likelihood of dissent and the effect this may have on the 

validity of the results. 

 

• Further detail on the national service user group, to include who they are and 

whether they are in a position to give a representative response for the cohort. 

 

• In light of recent Cabinet Office guidance on the information governance 

assurance programme, further detail on information held by the research nurse 

and the information security arrangements. 

 

• Clarification over the extent of patient information required. 

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

ii. BANS annual review 

This application had been given a further 12 months approval last year whilst the 

applicant moved towards a fully consented study. The Advisory Group noted the progress 

made and agreed that whilst certain sub-cohorts would be difficult to contact to seek 

consent; this would not be the case for all cohorts. In light of some of the attempts made, 

the Advisory Group agreed that approval would be provided for only a further 12 months 

in order to allow the applicant to identify the sub-cohort where consent could be obtained 

and to seek the relevant consents.  

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

6.  New Applications for Section 251 support 

6.1  Summary of Fast-track applications  

No fast-track applications had been received since the last Advisory Group meeting. 

6.2 Trauma population in Selly Oak [PIAG 6-06(a)/2008] 

The purpose of this study by the University Hospital Birmingham NHS Foundation Trust 

was to carry out a trial in order to examine the role of a new approach to fluid 

resuscitation as a means of limiting inflammatory complications in victims of major 

trauma. Support under section 251 was requested as the study required a retrospective 

review of medical records by a person outside of the direct clinical care team. 

Members were supportive of the purpose of the application, however; the Advisory 

Group could not approve the application until a number of aspects had been clarified. 

Members considered the application to be borderline, as to whether it was audit or 

research. On balance, Members were of the view that the study could be considered to be 
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an audit as it sets out to assess retrospective practice in order to inform the delivery of 

best care. It was not entirely clear within the application whether the applicant was 

directly involved in the clinical care of the cohort, therefore Members advised that in 

carrying out this audit, access to the patient identifiable data in order to extract relevant 

data should be carried out by a member of the clinical care team directly involved in the 

patient’s care. If this is not possible then a revised application should be submitted to the 

Advisory Group setting out clear reasons for why this is not feasible and why there is 

sufficient justification to temporarily set aside the common law duty of confidentiality in 

this instance. Members also noted that any further prospective study should be fully 

consented 

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

 

6.3. Evaluation of HPV vaccine [PIAG 6-06(c)/2008] 

The purpose of this study by the Velindre NHS Trust was to carry out an audit and 

evaluation to measure the effect of the vaccination programme in Wales on HPV 

prevalence, results, incidence and screening attendance. Section 251 support was 

requested as the audit and evaluation would require the holding of patient identifiable 

information for an indefinite period of time. 

Members noted that the applicant has previous support under section 251 in relation to 

data held for the cervical screening programme in Wales. Members were also mindful of 

the importance of evaluation of the impact of the HPV vaccination programme on 

cervical cancer prevalence and on the cervical screening programme.  

However, Members were unable to approve the application at the meeting due to a 

number of concerns. Further clarity was required in terms of the overall purpose of the 

application.  One purpose appeared to be the evaluation of the process of the HPV 

vaccination programme with the key outcome being uptake. Another purpose was the 

evaluation of the impact of the HPV vaccination programme on process and outcomes in 

relation to the cervical screening programme. Members noted that the evaluation of 

immunisation programme processes and uptake are within the remit of the Health 

Protection Agency and Section 251 approval was given for this amongst other functions 

of the Agency.  Any such evaluation of the current HPV vaccination programme would 

require current data on the cohorts being immunised. Members agreed that the impact on 

the cervical screening programme and its outcomes can only occur as women reach 

screening age.  Members accepted the need to link vaccination status to screening record 

on an individual level at that point (i.e. first call for screening). 

The Advisory Group accepted the need for record linkage at the point of first call for 

screening, however, Members agreed that a satisfactory argument had not been made for 
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the holding of data on the currently vaccinated cohorts for a considerable period of time 

before they reached first screening age.  Members advised:  

• Clarity in the application in relation to the role of the Health Protection Agency in 

evaluating the HPV immunisation programme.   

• Record linkage to occur at the time of first screen unless a much stronger 

argument can be made for linkage earlier.   

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

 

6.4 Discharges ID medium security [PIAG 6-06(d)/2008] 

The purpose of this study by the University of Birmingham was to identify risk factors 

associated with persons with an intellectual disability who had been discharged from 

medium secure services. Support under section 251 was requested as the study required 

access to patient records, particularly for those patients lost to follow-up.  

While Members were supportive of the purpose of the research, the Advisory Group were 

unable to approve the application on the basis that there was insufficient reason to justify 

the use of section 251 powers.  

Members discussed at length the reasons given as to why consent could not be sought for 

the first study.  While sympathetic to the point that loss to follow-up could cause 

difficulties and introduce bias, the Advisory Group were not persuaded that sample bias 

was a sufficient reason, in these circumstances, to justify why the seeking of consent 

could not be undertaken, particularly as consent was to be sought for the second study.  

Members noted that the methodology set out for Group 2 was appropriate and the same 

methodology, i.e. where a member of the direct clinical care team identifies and attempts 

to seek consent for the researcher to contact the cohort, should be used for Group 1 as 

then there would be no requirement to seek section 251 approval. The Advisory Group 

suggested that it would be more appropriate to carry out purposive sampling using this 

methodology with the clear indication that the sample would not be representative. 

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

 

6.5 Service User Experiences [PIAG 6-06(e)/2008] 

This study from West London Mental Health Trust aimed to explore service users’ 

experience of groupwork therapy within a high secure hospital. Support under section 
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251 was requested as the study required access to medical records in order to identify the 

cohort and to carry out purposive sampling prior to seeking consent to participate.  

The Advisory Group provisionally approved this application for Section 251 support 

subject to the following: 

• Members noted that the applicant had some clinical responsibility for some of the 

patients and their identifiable information within the cohort, but not all. As such, 

the applicant did not currently have legitimate access to all of the required patient 

identifiable information. Any initial identification of, and access to, patient 

identifiable information for the purposes of this study should therefore be made 

via a member of the clinical team directly involved in the patient care. 

Members suggested contacting the relevant Responsible Medical Officer in order to 

facilitate this condition of approval.  

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

 

6.6 ITP Registry [PIAG 6-06(f)/2008] 

The purpose of this application by the Central Manchester & Manchester Children’s 

Hospital was to develop a registry of children with immune thrombocytopenic purpura 

(ITP) in the UK. Support under section 251 was requested for the one-year collection of 

patient identifiable data due to previous problems experienced in obtaining consent at a 

local level. 

Whilst sympathetic to the difficulties experienced in previously attempting to gain 

consent, the Advisory Group were unable to approve the application as it appeared that 

section 251 support was primarily required in order to overcome professional reluctance 

to seek consent and the subsequent administrative barriers involved. In this instance, 

Members were not persuaded that this would be an appropriate use of section 251 

powers. Members suggested engaging with the Royal Colleges in order to assist in 

mobilisation of their members over the issue of obtaining consent. Members also 

suggested engaging with networks that included paediatric haematologists and the 

relevant patient support groups in order to attempt to resolve these issues.  

Members were supportive of the purpose of the application and mindful of the 

importance of the topic, however, they were not persuaded that consent would not be a 

feasible option due to the relatively low numbers involved in the study. Members 

recommended testing whether those clinicians who are unwilling or unable to seek to 

seek consent whether they would be willing to identify those same patients and provide 

follow-up data against initials and age/date of birth. 
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Members also expressed concern that whilst a one-year recruitment process would assist 

with providing understanding of incidence at a point in time, it was not clear how this 

would assist on an ongoing basis.  

The Advisory Group assessed the purpose of the data collection and felt that the primary 

purpose of the register would be to identify cases that develop into longer term disease, 

and that a secondary purpose appeared to be the documentation of the incidence and 

natural history of cases that did not develop into a chronic disease. Members were of the 

view that the non-consented cases should not be held on a register and instead could be 

part of a time-limited study. Due to the small numbers involved, the Advisory Group 

suggested the following: 

• Request all paediatricians to report ITP cases using the BPSU (where an incidence 

of a case is reported rather than the specific details) 

• Reporting clinicians be sent a template with a removable front part that could be 

used for recording identifiable details and a back part for recording anonymised 

details. This template to be held by the reporting clinician for 12 months.  

• Reminder sent to reporting clinician at 6 and 12 month periods to ask that the 

template be updated for the ITP patient 

• At the 12 month period, request that the anonymised part of the template be 

returned to the researcher, with an indication whether the case has completely 

resolved 

• If case is not resolved, then the researcher should seek consent through the 

relevant clinician for inclusion on the register 

• Members noted that this methodology would not support the identification of 

geographical clusters. If this is felt to be a significant part of the study, then 

consideration could be given to reporting at super-output area level.  

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

 

6.7 Cancer excesses in Seascale and Dounreay [PIAG 6-06(g)/2008] 

The purpose of this University of Oxford study was to investigate whether the risk of 

developing cancer as a child or adult would be increased in individuals born or resident in 

close proximity to specified nuclear installations. Support under section 251 was 

requested as the study potentially involved large numbers.  
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The Advisory Group were supportive of this application on the basis of ‘public interest’. 

Members provisionally approved this application subject to the following conditions: 

• Section 251 has jurisdiction within England and Wales only, therefore support 

under Section 251 to process patient identifiable information does not extend 

outside of these regions  

• Reduction of the date of birth identifier to age 

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

 

6.7 Improving access to psychological therapy [PIAG 6-06 (h)/2008] 

The purpose of this study, by St. George’s University of London, was to demonstrate how 

investment in improving access to psychological therapies (IAPT) and employment 

coaching could provide a cost effect alternative to existing models of care. Support under 

section 251 was requested as the study sought to link routinely collected primary care 

data, data from the IAPT programme in the demonstration sites, and the secondary uses 

service in order to pseudonymise the information. 

Members were supportive of this study and provisionally approved the application for the 

purpose of the pseudonymisation activity. Members noted the use of technology in the 

pseudonymisation process to be highly commendable and an example of best practice in 

order to achieve the pseudonymisation process.  

The Advisory Group has a responsibility to encourage active engagement with suitable 

patient and user representatives and Members noted that there had been limited evidence 

of patient involvement in development of the study. 

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

 

7. SUS consultation on use of patient data [PIAG 6-67/2008] 

The Chair introduced this item and sought Members comments to aid with completion of 

the Advisory Group’s consultation response.  

 

8. Research Capability Programme IG documents 

The Advisory Group discussed these papers [PIAG 6-09/2008] at length. Members noted 

that some of the language appeared to be very technical in terms of the solution to be 



 11  

provided to manage the information governance considerations. There also appeared to 

be a suggestion that all medical research fell under the legal definition of medical 

purposes and therefore consent would not be required. Members noted that consent did 

not cover every medical purpose and would still be required for some research.  

9. Data Sharing Review – Government response 

The Advisory Group discussed and noted the contents of this review. 

10. Any other business 

The Secretariat provided a verbal update on a study into bone cancer in children and 

young adults. This study involved geographical mapping from water supply zones with 

persons who had bone cancer. This study sought to obtain age, diagnosis date and type, 

and district/sector level postcode data. Members noted that whilst the required patient 

identifiable information would be minimally identifiable, it involved small numbers and 

therefore this would be a potential cause for a section 251 application. Members queried 

whether the applicant would be publishing and whether, the information would be 

minimally identifiable at the start, it would become more identifiable over time. The 

Advisory Group requested further clarification on these issues prior to reaching a 

decision. 

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

The Secretariat discussed a study that involved linkage from the GPRD and the Cancer 

Registries and the extent of user involvement within the study. Members noted that the 

applicant would be working with a patient group at their annual meeting, however, 

further detail would be required as to whether this group was previously established. The 

Secretariat agreed to provide a summary of the core issues to the Advisory Group in order 

to receive feedback outside of the formal meetings. 

Action: Secretariat to provide summary and seek feedback from Members  

11. Future meetings 

Away day  Monday 26
th

 January 

Business meeting Tuesday 27
th

 January  


