
Minutes 

 1 25/07/2013 

 

 

Meeting held on Monday 14th April 2008 

 

Present: 

Members:  Professor Dame Joan Higgins (Chair), Dr Tricia Cresswell,  Ms Stephanie 

Ellis, Mr Michael Hake, Ms Barbara Meredith, Professor Sir Denis Pereira-Gray, Dr 

Patrick Coyle, Dr Mark Taylor, Mrs Pauline Brown, Mr Terence Wiseman, Dr Fiona 

Douglas, Ms Susan Parroy, Professor Mike Catchpole, Professor Roy McClelland 

In attendance: Ms Melanie Kingston (Secretariat), Mr John Sheehan (Secretariat) and 

Ms Karen Thomson (Secretariat), Mr Ian Johnstone (NIGB Secretariat) 

1.   Welcome and Apologies for absence 

1.1 Apologies for absence were received from Ms Ros Levenson and Dr Peter 

Rutherford. 

2. Minutes of last meeting 

2.1  Minutes of the previous meeting held on 5
 
February 2008 [PIAG 2-02/2008] 

were agreed to be an accurate record, subject to minor amendments.  

3. Secretariat report 

 The Secretariat report was received and its contents noted. 

3.1 Integrated Research Application Systems  

Members were provided with an update on the progress of IRAS and informed that in 

future IRAS would be managed by a Management Board. It was noted that it had been 

proposed that DH R&D represent PIAG on this board rather than having separate 

representation. Members were concerned with this proposal as the Advisory Group’s 

application form was now integrated within IRAS, issues of content and its 

management would be of key importance. As PIAG is an independent statutory body 

it was not considered appropriate for the Advisory Group to be represented in this 

way. Members have suggested that if PIAG was to be represented by DH R&D on 

this board, the representative should be accountable to PIAG in relation to changes to 

the content of IRAS and that PIAG should have the power to veto any changes that 

compromises its position. 

Action: Chair to contact Dr Janet Wisely at NRES  

3.3 Staff Capacity 

It was noted that there had been a significant increase in the workload of the 

Secretariat but without an increase in resources at present. A number of proposals 

were presented to manage the workload of the Secretariat, which the Advisory Group 
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considered and commented upon. Members felt that the way to resolve this issue was 

to fill the current vacancy and to look to expanding the team to support the additional 

workload. 

ACTION: Secretariat to consider how processes might be streamlined in line 

with members comments 

3.4 Data Loss 

The Secretariat reported that an applicant who had applied for and who had 

provisionally been given support under Section 251
1
 had reported a potential data loss 

incident. Two issues were highlighted: first that the applicant was processing 

identifiable information without formal approval (the security aspects of the 

application were still under review); and second that data was transferred onto an 

unencrypted memory stick, in spite of the recent Department of Health directive that 

personal data should only be stored on portable media in encrypted form. It transpired 

that the memory stick had only been temporarily misplaced and not, in fact, lost. 

Nevertheless, it was agreed that this represented a significant procedural failure on the 

part of the applicant and those responsible for overseeing the data extraction process. 

A letter from the applicant in relation to this matter was provided to Members. 

Although Members were deeply concerned at the potential seriousness of this 

information security breach, they noted that the applicant has been working with the 

secretariat to improve their information security processes and that the applicant had 

acted quickly when this incident occurred in reporting the apparent data loss to all the 

relevant authorities.  

The Advisory Group noted that as the applicant had not received formal approval 

under S251, there was no scope to utilise the enforcement powers under Section 251. 

The Advisory Group considered the matter carefully, and taking account of the 

contriteness of the applicant, which indicated that they were very unlikely to repeat 

their mistake, Members agreed to allow the application to receive approval under 

S251. This was subject to assurance that appropriate information security measures 

had been put in place, and to further reporting of the information security safeguards 

at annual review. 

ACTION: Secretariat to inform applicant.   

3.5 Doctor Foster Unit at Imperial College [4-07(z)/2002] – Mental Health data 

As a condition of approval, the Advisory Group had agreed that the Dr Foster Unit at 

Imperial should not obtain particularly sensitive information in identifiable form. It 

was noted that there were difficulties in defining this in relation to mental health data, 

whilst also retaining the utility of data as mental health issues are very broad. 

Members were asked to comment on where the boundary should be placed with 

respect mental health data. Members felt it was more appropriate for the Dr Foster 

Unit to define what specific data they wished to access from HES and then the 

Advisory Group could consider the sensitivity of the data both in terms of individual 

                                                 
1
 Formerly Section 60 of the Health and Social Care Act 2001. 
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data items and collectively. The Advisory Group also considered what data should be 

made available to PCTs and GPs via the linkage database. It was noted that in many 

instances this would provide PCTs and GPs with more data than they would otherwise 

have had. It is vitally important therefore that no data is included where a patient has 

dissented to such information-sharing. This is particularly so for sexual health data but 

also for mental health data. 

ACTION: Secretariat to inform the applicant. 

3.6 Redfern Inquiry – Deceased patients’ records  

The Advisory Group had provided approval to the Redfern Inquiry in September 2007 

[3-05(f)/2007]. However, the Inquiry had received a challenge to the legitimacy of 

this approval on a number of grounds. Firstly, whether data held for example, in 

employment records could be considered patient information, secondly whether the 

purposes of the Inquiry fell within medical purposes as defined in the Act and thirdly 

whether the approval given by PIAG carried the authority of the Secretary of State for 

Health. A further issue arose during consideration of these issues, which was whether 

S251 was applicable as the data concerned only pertained to the deceased.  

The Advisory Group noted that the definition of patient information in the Act is 

broad encompassing any information relating to physical or mental health or 

wellbeing. Legal advice had provided assurance that the purposes of the Inquiry could 

be encompassed within medical purposes. Members noted that since approval the 

Inquiry had also been sponsored by the Secretary of State for Health. 

With respect to whether or not the common law and S251 were applicable to deceased 

people’s data, Members noted that this had not been tested in the courts in England or 

Wales. Members noted that the expectation of confidence felt by both patients and 

clinicians extends beyond death. This position is also found in DH, GMC, BMA and 

RCN guidance and as noted previously is in keeping with the Epsom & St Helier 

Information Tribunal. As there is an expectation that confidentiality extends beyond 

death including amongst clinicians the Advisory Group agreed it would continue to 

process applications to access confidential information of deceased patients under 

Section 251 as with other applications in order to provide assurance to disclosing 

bodies. 

ACTION: Secretariat to convey the Advisory Group’s view to the DH legal 

advisers. 

3.7 Applications for flagging and tracing on the Cental Register. 

Members were informed of the developments in managing applications to access 

information from NHSCR. Members were informed that the process would become 

simplified over the coming months. However as this was a new area of work for 

PIAG, it was felt that Members should be informed of developments to provide the 

necessary assurance to Members. It was agreed that this would be a standing item on 

the PIAG agenda; however, Members also felt that it was more appropriate for 

applications for access to NHSCR should be dealt with by DMsG and the Secretariat 

and escalated to PIAG on an exception basis.   
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ACTION: Secretariat to implement these arrangements 

3.8 Guide to producing patient information materials 

Members welcomed the guide but felt that it at times strayed outside the Advisory 

Group’s remit and at times was overly legalistic. Members noted that some of the 

content was not consistent with Research Ethics Committee advice. Secretariat to 

revise the document in line with the comments made, and to make clear that the guide 

relates to the secondary processing of patient information. 

ACTION: Secretariat to revise document. 

4. Chair’s Report 

4.1 Consent for disclosure of confidential patient information and to be 

approached to participate in research (consent for consent)  

The Chair reported on the recent meeting held with key stakeholders from the 

research community as a result of the production of the Advisory Group’s guidance 

on identifying research particpants. The document made clear that people provide 

information in confidence to the clinical care team and therefore only the clinical care 

team could access patients’ identifiable clinical information as part of their 

“Legitimate Relationship” with the patient and for legitimate purposes. This guidance 

excluded researchers with an honorary NHS contracts and others outwith the care 

team, from accessing patient information without explicit consent as they are not 

considered part of the clinical care team.  

It was noted that this had been a constructive discussion focussed on potential 

solutions. It was agreed to explore whether specfic regulations under S251 might 

provide a reasonable solution.  

It became clear subsequently, however, that there had been a complaint to the 

Permanent secretary about the position PIAG was taking on this issue as well as the 

evidence, which had been given to the Walport-Thomas Review. Members were 

disappointed that no-one from PIAG had been invited to comment on these 

complaints and the Chair agreed to write to the Permanent Secretary to express 

PIAG's concern. 

ACTION: Chair to write to the Permanent Secretary. 

4.2 Walport & Thomas review of data sharing workshop 

The Chair reported on a workshop, held as part of the Walport / Thomas Data-sharing 

review.  

Health and Social Care Bill 2008 

It was noted that a letter had been received from Mr Ian Johnstone providing 

assurance that all the functions and authority of the Advisory Group would indeed 

transfer to the National Information Governance Board under the Health and Social 

Care Bill 2008, as currently published.  
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5.  Applications previously considered 

5.1 National General Practice Study of Epilepsy (NGPSE) [PIAG 1-05(g)/2008] 

Dr Neligan and Professor Shorvon from the NGPSE attended PIAG to present this 

resubmitted application for Section 60 support. Professor Catchpole declared that he 

had previously worked with one of applicants on a different study.  

They explained that they wished to have Section 60 support to contact GPs to 

establish which patients from their original cohort currently have epilepsy and then 

for those that still had epilepsy, they would obtain consent to collect more detailed 

information. Members stated that the support that they were now seeking differed 

from that in their original application. Members requested that they submit a revised 

application in line with what they had set out at the meeting, i.e. seeking confirmation 

of whether or not the patient still had epilepsy and if so to seek consent for the 

additional data. It was agreed that provided it was satisfactory, as this involved 

limited, historical data, this could be approved by Chair’s action. 

ACTION: The Secretariat to advise the applicant of the Group’s decision. 

5.2 EPIC Oxford [PIAG 1-05(d)/2008] 

Members reconsidered this application, first considered in December 2007. They were 

content that recent correspondence with the cohort including the EPIC newsletter 

showed that the researchers were informing their cohort of the extension to the 

original EPIC study. However, Members were concerned that the amount of 

information that was being requested via HES, to include “other diseases including 

cancer” was too broad and would in fact provide access to particularly sensitive 

information such as mental or sexual health information. The Advisory Group was not 

content that patients would regard this as being informed, nor that it was within the 

terms of the consent as given. Members were minded to suggest that Section 60 

approval could be recommended for the use of HES data if this data related only to 

information on diet, muscular skeletal and the information specified in the EPIC 

information leaflet. As consent had been previously given and therefore was likely to 

be given if patients were asked, the Advisory Group agreed to provide the above 

limited support subject to the following conditions: 

1) The EPIC Newsletter informs patients that their information is being accessed 

from HES (Hospital Episode Statistics, and explaining HES. 

2) That the EPIC newsletter is amended to inform patients of their rights to 

withdraw their consent. 

3) Clarification of whether 60,000 or 52,000 people had agreed to be followed 

up. 

ACTION: The Secretariat to advise the applicant of the Group’s decision. 
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5.3 Birthplace in England study [PIAG 4-05(n)/2007] 

This application was referred at the previous meeting as members felt there was 

opportunity to seek consent from patients, either by obtaining consent from the whole 

potential cohort before labour, or by the midwife seeking consent from suitable 

women after labour.  

Members considered a resubmitted application. Members felt that the argument 

presented by the applicant in relation to selection bias was not acceptable. As the 

applicant wants to use postcode data to produce Super Output Area, Members felt that 

this could be undertaken by midwives and the SOA passed on to the applicant without 

the need for Section 60 approval or consent. 

Members also posited the argument that as the NHS Number For Babies Programme 

(NN4B) records place of birth it may be possible to obtain anonymised information 

from this source. Members remained convinced that there were feasible alternatives to 

Section 60 that had not been explored and therefore that Section 60 was not 

appropriate for this study. 

ACTION: The Secretariat to advise the applicant of the Group’s decision. 

5.4 The role of Pre-existing Medical Complaints and Prescribed Medicines in 

Road Traffic Accidents: A Pilot Study [PIAG 4-05(s)/2007] 

This application raised a number of issues; in particular, members had concerns that 

the study seemed to want to bypass GPs and what criteria would be used to define 

pre-existing medical conditions. Additionally given the nature of the study, it was 

likely that if consent were sought there would be a high level of dissent.  

Members consider this re-submitted application and raised concerns that Section 60 

approval would be overriding a high level of selective dissent. Members discussed 

whether there was a sufficient public interest to override this potential dissent. 

Members also raised the issues as to whether it was possible to draw a causal link 

between pre-existing medical conditions and road traffic accidents. Additionally 

members felt that more information was needed in relation to the matched controls. 

Members suggested that a meeting with the applicant be arranged to discuss these 

issues. 

ACTION: Secretariat to arrange a meeting with the applicant 

6. Summary of fast track applications 

Between the February 2008 and April 2008 meetings, Advisory Group members 

considered two applications under the fast track process. 

6.1 SABRE: Ethnic Group differences in cardiometabolic risk and outcomes. 

Southall and Brent Revisited. [PIAG 2-05(FT1)/2008] 

An application for a study to examine the pathogenetic mechanisms that 

underlie ethnic group differences in cardiovascular disease and diabetes, to 
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inform thresholds for cardiovascular risk factor interventions and for diagnosis 

of diabetes in British ethnic minorities. 

Approval under Section 60 was required in order to access patients’ notes to 

extract anonymised information. 

As this involved limited access to records, this was approved subject to the 

following conditions: 

• That no identifiers are used for analysis purposes 

• That where patients had dissented this was respected. 

ACTION: The Secretariat to advise the applicant of the Group’s decision. 

6.2 Count Me In 2008 – National mental health and learning disability ethnicity 

census 2008. 

This was the fourth year of the Count Me In census, which would provide 

updated numbers of black, and minority ethnic inpatients (informal and 

detained) on March 30
th

 2008. The application was to be able to collect full 

postcode, along with year of birth and ethnicity. 

As this was one of those rare instances where 100% data capture was 

important and because it was for limited identifiers, this application was 

approved. 

ACTION: The Secretariat to advise the applicant of the Group’s decision. 

7. New applications for Section 60 support. 

7.1  Whole System Demonstrator Project [PIAG 2-05(b)/2008] 

The Advisory Group considered this application from The Nuffield Trust, for a study 

to evaluate the impact of the use of telehealth and telecare. PIAG approval was 

apparently requested in order to pursue an alternative approach should they fail to 

recruit using consent. Professor Sir Denis Pereira-Gray declared an interest, as he was 

the recent past Chair for the Nuffield Trust. Mr Hake declared that he knew Dr 

Jennifer Dixon, as she was also a Healthcare Commissioner. 

Members felt that it was not appropriate to offer Section 60 support in this instance as 

the applicant had not established whether obtaining consent was viable. Furthermore, 

the Advisory Group agreed that applicants should not seek Section 60 support in case 

obtaining consent may not be practical but when obtaining consent has been shown to 

be impractical. S60 approval was needed in order to disclose to Social Services a list 

of NHS numbers for patients with particular health needs in order to identify those 

that also had particular social care needs. 

Members also noted that given the nature of the current consent form and letter, they 

would not elicit a favourable response from patients when seeking consent and they 

suggest that a revised letter and consent form be used, taking advice from patient 

groups to ensure their suitability. Members also noted that when establishing criteria 

for telecare and/or telehealth that this would provide the opportunity to obtain consent 
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from patients. Obtaining consent could be undertaken by the patient’s care manager, 

therefore negating the need to pursue Section 60 approval.  

The Advisory Group did not approve this application but would be willing to consider 

an application, if it can be shown that obtaining patients consent is not practical, 

provided this had been tested using an appropriate consent process. 

ACTION: The Secretariat to advise the applicant of the Group’s decision. 

7.2 Emergency stroke calls: Obtaining rapid telephone triage – Phase 3 [PIAG 2-

05(c)/2008] 

Members considered this application to review Emergency telephone calls pertaining 

to patients identified as possibly having had a stroke. The Advisory Group approved 

the application as there was no other way of undertaking this study, subject to 

clarification of the following: 

� Whether the transcription could take place at the Ambulance Headquarters. 

This is preferable to transferring identifiable information between locations, as 

only anonymous information would then leave the HQ. 

� How the applicant intended to translate calls that are not in English. Would 

they use an NHS employed translator? 

� How the applicant would meet the eight Principles of the Data Protection Act 

in Section (r) of the application. 

That transcriptions should take place onsite was identified as a key principle and it 

was agreed to include this in future in the list of key principles within the Annual 

Report.  

ACTION: The Secretariat to advise the applicant of the Group’s decision and to 

amend the list of key principles. 

7.3 Investigation into whether high levels of domestic radon exposure in Devon 

and Cornwall may increase the risk of developing skin cancer [PIAG 2-

05(d)/2008]  

The Advisory Group considered this application for a study to assess if high levels of 

domestic radon exposure in Devon and Cornwall increased the risk of developing skin 

cancer. 

Members agreed that if the applicant were to use: 

• Age instead of date of birth, and 

• Sector level postcode rather than full postcode 

That in this instance this would not be considered identifiable, and consequently 

approval under Section 60 would not be necessary.  

ACTION: The Secretariat to advise the applicant of the Group’s decision. 
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7.4 Rates of psychiatric illness in long term survivors of early childhood brain 

tumours [PIAG 1-05(e)/2008] 

Members considered this application for Section 60 support for a study to establish 

prevalence and diagnostic characteristics of psychiatric disorder in adult life of people 

treated for a posterior fossa brain tumour in early childhood and who had survived for 

at least 15 years.  

As this involved historical data, the Advisory Group approved the application subject 

to the following conditions: 

� Confirmation that the initial contact with patients would be from the patient’s 

GP or other appropriate treating clinician and not the research team. 

� Confirmation how the applicant planned to meet the eight requirements of the 

Data Protection Act in section (r) of the application form. 

� Confirmation of appropriate security arrangements.  

ACTION: The Secretariat to advise the applicant of the Group’s decision. 

7.5 A psychological autopsy study of homicide followed by suicide [PIAG 2-

05(f)/2008] 

The Advisory Group considered this application from the National Confidential 

Inquiry into Suicide and Homicide. Members felt that giving approval to contact 

relatives was outside of the Advisory Group’s remit and the boundaries of what may 

be approved under Section 60. Members also made clear that medical records are not 

to be used to access information in order to make contact with relatives of the 

deceased and relatives should only be contacted through the family liaison officer. 

The Advisory Group requested specific details as to how the applicant would obtain 

the names and addresses of the relatives of the deceased. 

Members also emphasised that they are unwilling to allow data to be held indefinitely 

and asked that the applicant identify when it would be reasonable to destroy this data.  

It was noted that the applicant had not involved any patients in this project other than 

general patient organisations. Members would like the applicant to indicate what 

specific and relevant user groups have been involved in this project and future plans 

for user involvement. 

Some Members expressed concern in relation to the patient information leaflet and 

consent forms that were was to be sent to relatives as they felt this might cause 

distress. It was agreed that the Secretariat would raise this issue separately from the 

application process and offer advice as required. 

ACTION: The Secretariat to advise the applicant of the Group’s decision. 

7.6 Bowel Screening Wales [PIAG 2-05(g)/2008]  

The Advisory Group considered this application from Screening Services, Wales for 

Section 60 support for the holding of information required to support the bowel 

screening programme and subsequent audit and evaluation of the programme.  
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Members felt that this was an inappropriate use of Section 60 as the use of data to 

support the screening programme is a direct care purpose and as such should be 

undertaken on the basis of consent. Third parties wishing to access the data should 

either seek consent or apply to PIAG directly. 

ACTION: The Secretariat to advise the applicant of the Group’s decision. 

7.7 The role of OPG and related proteins in thyroid cancer [PIAG 2-05(h)/2008] 

The Advisory Group considered this application to access hospital records of 

deceased patients diagnosed with thyroid cancer. Identifiable information was 

required in order to identify the suitable cohort and locate relevant tumour samples 

stored in pathology. Consent would be obtained for living patients. 

The Group agreed the application could be approved by Chair’s action subject to 

receiving a satisfactory response to the queries previously raised by the Secretariat 

with respect to security, clarification of what clinical information they wished to 

extract from medical records and consideration of the potential implications for family 

members. 

ACTION: The Secretariat to seek clarification from the applicant and to advise 

them of the Group’s decision. 

7.6 Suicide in Doctors 1996 – 2006 [PIAG 2-05(i)/2008] 

The Advisory Group considered this application for a retrospective cohort study to 

identify the rates and trends of suicide in doctors, compared to the general population, 

and within subgroups. The applicant intends to obtain death records from the ONS for 

all deaths receiving a verdict of suicide or an ‘open verdict’ whose occupation was 

recorded as doctor.  

The application was approved subject to some clarifications and confirmation of 

appropriate information Security processes. Members noted the lack of user 

involvement in this project and would like the applicant to inform the Secretariat of: 

• the contact with professional bodies,  

• the support of professional bodies for this project,  

• whether relatives support this project.  

Members would also like to be informed of the proposed user involvement e.g. via the 

GMC and BMA during and on completion of this project. 

ACTION: Applicant to be advised of the Group’s decision. 

8. Applications for flagging and tracing on the Central Register 

The Advisory Group agreed that having had the opportunity to review the nature of 

flagging and tracing applications, agreed that authority to consider these applications 

should be delegated to the Database Monitoring sub-Group (DMsG), except where 

there were other aspects that would need to be considered by the Advisory Group. 

This was with the proviso that major issues should be referred to the Advisory Group. 
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The Advisory Group agreed that there should be a standing item on the agenda for all 

meetings for a report of approvals and key issues from the Chair of the DMsG, Dr 

Patrick Coyle. However, as the Advisory Group had previously considered UK 

Biobank in relation to other aspects the Advisory Group considered this application. 

8.2 UK Biobank [MR1109] 

The Advisory Group considered this application to flag records on the Central 

Register for cancer registration and mortality data. Consent had been obtained and 

included long-term follow up. The Advisory Group agreed to approve the study.  

ACTION: Applicant to be advised of the Group’s decision. 

9. Identifying research participants [PIAG 2-06/2008] 

The Advisory Group were asked to provide comments on the most recent draft of this 

document. 

ACTION: Members to email comments to the Secretariat 

10. Future meetings for 2008 

June - Wednesday 25th 2008 

September - Tuesday 9th 2008 

October - Monday 20th 2008 

December - Monday 8th 2008 

 

All meetings to take place at the Kings Fund, 11-13 Cavendish Square, London. 

 

 


