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Meeting held on Wednesday 3rd February 2010 
 
Present 
 
Members: Dr Andrew Harris (Chair), Mrs Pauline Brown, Dr Tony Calland, Professor Mike 
Catchpole, Dr Patrick Coyle,  Professor Carol Dezateux, Ms Stephanie Ellis, Professor Sir 
Denis Pereira Gray, Mr Michael Hake, Ms Ros Levenson, Ms Sue Parroy, Dr Mark Taylor, Mr 
Terence Wiseman. 
 
In attendance: Ms Natasha Dunkley (Approvals Manager), Ms Claire Edgeworth (Approvals 
Officer), Mr Paul Eveson (Department of Health), Dr Andrew Harris (ECC Chair Elect), Ms 
Melanie Kingston (Deputy Approvals Manager), Mr Andrew Lall (Deputy Approvals Manager), 
Ms Zoë Lawrence (NIGB Business Manager), Ms Karen Thomson (NIGB IG Lead).  
 
In attendance for specific agenda items:  
 
Dr. Felicity Callard, South London & Maudsley NHS Trust (Item 8); Dr. Julia Cook, Newcastle 
University (Item 6); Mr Steve Dean, NHS Information Centre (Item 3); Mr Phil Diamond, NHS 
Information Centre (Item 4); Ms Louise Dunn, NHS Information Centre (Items 3 – 5); Dr 
Eccles, Newcastle University (Item 6); Mr Andreas Lambrianou, NHS Information Centre (Item 
3); Professor Simon Lovestone, South London & Maudsley NHS Trust (Item 8);Ms Clare 
Sanderson, NHS Information Centre (Items 3 – 5); Dr Pam Westley, NHS Information Centre 
(Item 5) 
 

1. Welcome and format of meeting 
 
Apologies were received from Professor Roy McClelland. 
 
The Chair welcomed Members to the meeting and highlighted that this additional meeting had 
been scheduled due to a larger number of more complex applications that had been received 
this month.. At this meeting applicants had been invited to provide a short presentation on the 
application, and then respond to any queries, after which they would withdraw and the 
Members would discuss the application in a closed session. This approach was being trial to 
see if it was a model that could be adopted for future meetings.  
 
2. Nuffield project linking health and social care data [ECC 2-02/2010] 
 
This paper was presented by the NHS IG Lead who indicated that advice from the Committee 
was sought by the Nuffield Trust who had previously undertaken a feasibility project for the 
Department of Health (DH) which used linked pseudonymised health and social care data to 
predict which individuals were most at risk of needing to be admitted to intensive social care. 
This built on earlier work for the 'Patients At Risk of Re-hospitalisation' (PARR) plus tool and 
the outcome of the study was that each individual would be allocated a risk score.  
 
PIAG had been previously consulted about the project when it was established. Members 
were informed that the project was now at the point where working models were now in place 
for some sites. Members were informed that the local authorities had requested disclosure of 
pseudonyms for those who had been identified as at risk, with a view to re-identifying 
individuals in order to contact them and offer additional preventative care.  
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The Committee’s advice was sought about the disclosure of the pseudonyms to local 
authorities for those who had been identified as at risk. 
 
The primary concern for the Committee was that, given the pressures on social care and the 
difficulty people have in obtaining the services they need, that the information was unlikely to 
be used to offer people additional support in the way it was used in healthcare. Members were 
particularly concerned that it could instead be used by Social Care organisations as eligibility 
criteria for receiving care. Given the early development of this work and the lack of substantive 
evidence that this was an accurate measure of risk the Committee felt it would be 
inappropriate for risk scores to be used in this way. The Committee therefore recommended 
that the validation of the scores as an accurate measure of the risk in social care should be 
tested via a pilot and this should be with an undertaking that the risk scores are not used as 
eligibility criteria and with formal evaluation of all the ethical considerations.  

 
Members were also concerned that these individuals would be unaware of this use of their 
information and highlighted the need to provide them with information about the programme, in 
line with fair processing requirements under the Data Protection Act. Members felt this should 
include an explanation of how the score had been arrived at through analysis of linked 
anonymised information, the risk score and an explanation of what this means, and if they 
wish to discuss any concerns, either about the score or about the use of their information with 
whom to raise them. Members felt this was particularly important as this was changing the 
fundamental nature of this activity from data analysis to being used for care of individuals and 
therefore that this should only be undertaken with consent because of the implications for 
individuals. 

 
Members also queried how this would fit with the Common Assessment Framework and Single 
Assessment Process and inform their processes.  For example, some local authorities had 
“Permission to share forms” which allow information to be shared with health. Similarly, with 
the development of the Common Assessment Framework demonstrator sites, consent to 
share certain information across the health and social care boundary, would be introduced and 
where this was the case then there was a reasonable basis for sharing information across 
health and social care.  

 
Action: NIGB Office to respond to the Nuffield Trust 
 
3. Honest Brokers Background [ECC 2-03/2010] 
 
Representatives from the NHS Information Centre (NHS IC) gave a presentation about the 
background to the Honest Broker Service (HBS). The presentation was similar to that which 
had been presented to the NIGB in December. 
 
The HBS aimed to significantly reduce many organisations’ need for access to identifiable data 
and to process the data in a secure environment with strict information governance controls. 
Identifiable data would be processed within the NHS IC and anonymised data would be 
provided to researchers; this would allow processes that would normally require identifiable 
information, i.e. linkages, to be carried out in one secure environment. Members were also 
informed that the NHS IC would be working in collaboration with the NIGB to discuss the 
establishment of Regulations to cover the HBS. Members welcomed the presentation and 
found it helpful to understand the broader context. They agreed that the case for development 
of an honest broker was clear, but that the functionality and how it would be delivered would 
be key to its delivery. 
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Members were informed that the two applications for pilots of the HBS that would be 
presented after this item were existing applications and they would be used to trial the system 
and highlight areas needing improvement.  
 
Members were reassured that staff members carrying out the linkages would not have access 
to the Personal Demographics Service (PDS). Members also queried whether the 
pseudonymisation process could be carried out before linkages took place. The NHS IC stated 
that identifiable data was needed to link the data from different sources, but that different 
options would be explored to determine if the information could be de-identified further. 
 
Members were concerned that the researchers disclosing information to the NHS IC could 
potentially breach the terms of a consented study, as this might have included reassurance 
that the information would not be disclosed. Members queried whether the data flowing into 
the NHS IC would have received the necessary consent to do so, and queried how the NHS IC 
would assure itself of this.  Therefore they queried how the data holders could disclose this 
without risk and how the NHS IC would ensure this. Further concerns were raised that a single 
environment for processing data could potentially pose more security issues as there would be 
a wealth of information in a single environment. The NHS IC assured members that 
independent audits would be undertaken to check security within the honest broker system 
and check relevant consent obtained in order to ensure that the disclosure to the NHS IC was 
appropriate. 
  
The Committee queried how the quality of data linkages could be ensured as this would have 
an effect on the suitability of the data that the system created and the success of the HBS 
overall.  
 
The NHS IC were asked about plans for patient and public involvement specifically regarding 
the honest broker system, and the NHS IC confirmed that the patient perspective had been 
applied to the operational design, however, Members were not entirely persuaded. Members 
discussed that a framework could be developed in order to keep user involvement consistent 
for each project. 
 
Honest Broker Pilots 
 
In the short term the NHS IC requested section 251 support to carry out planned honest broker 
pilots for a range of defined purposes. It was noted that both these studies had already 
received section 251 approval, however, support was specifically for the purpose of carrying 
out linkage activity within the data managed environment to test the capabilities of the NHS 
IC’s HBS and their further direction of travel in this area. As such, these applications were 
considered independently of any previous decisions taken in relation to the two pre-existing 
studies. 
 
Pilot of the Honest Broker Service in respect of the Oesophago-Gastric Audit [ECC 2-
03(a)/2010] 
 
This application from the NHS IC set out proposals for an honest broker pilot using the NHS 
IC’s Data Managed Environment (DME). The proposed pilot would link patient-identifiable data 
from HES, the Intensive Care National Audit Centre (ICNARC) and the National Radiotherapy 
Dataset (RTDS), to Oesophago-Gastric Cancer Audit Data. 
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Pilot of the Honest Broker Service in respect of the Oral Contraceptive [ECC 2-
03(b)/2010] 
 
This application from the NHS IC set out proposals for an honest broker pilot using the NHS 
IC’s DME. The proposed pilot would link the Royal College of General Practitioners’ Oral 
Contraception Study’s cohort to HES information, and provide this in de-identified format to the 
Royal College of General Practitioners. This was in order to carry out a follow up of more than 
one million women to enable the examination of a number of important women’s health issues. 
 
Members’ discussions related equally to both the above applications. The Committee were 
pleased to have the opportunity to discuss aspects of the application with attendees. The 
Committee discussed these applications at length and confirmed that they were highly 
supportive of the establishment of Honest Broker Services in principle. 
 
One of the key repeated concerns of the Committee was that there was lack of evidence within 
the application of engagement with patients and the public. Members reiterated that this was 
an essential element of any section 251 application. Members considered that the importance 
of the applications meant that each new application should set out substantive patient 
involvement. Members noted that this lack of progress/evidence appeared to be a reoccurring 
theme within applications from the NHS IC and therefore wished to emphasise that each 
application should provide detailed evidence of activity in these areas with specific timescales 
and detail on how involvement had influenced the study. 
 
Members also expressed concern that the issue of consent had not been addressed in detail. 
They advised that undertaking more patient and public involvement would assist the case for 
determining whether or not consent would be practicable. It was suggested that a trial of 
consent should be carried out within these pilots to determine to what extent consent for 
transfer of data for Honest Broker purposes would be practicable. In particular, Members 
noted that there did not appear to be any right of opt-out and, as this would be a mandatory 
mechanism for this activity in its broadest sense, that this should form part of the pilot study. 
 
Members discussed at length the proposed data flow management. A number of queries were 
raised over the linkage process and clarification was required over the retention of original 
data and linkage data once the linkage process had been completed. Members also required 
clarity over the checks that the NHS IC would carry out to ensure that the data provided to 
them would be held and transferred legally to them by the data originator. 
 
The Committee were also aware that the NHS IC handled a lot of external enquiries and 
queried to what extent would linkages be performed in response to enquiries in the context of 
this pilot. The applicants were asked to expand upon this point further. 
 
Of concern to the Committee was that the applications submitted to the Committee were 
incomplete in many ways as they referred to previous applications. The Committee felt that 
each application should be able to be fully understood without recourse to previous 
applications and therefore reiterated this to the applicants.  
 
Members also discussed that although the purposes of testing the HBS was clear, the current 
operational standards under which the pilots would operate were not clearly defined within the 
application. Members were of the opinion that these operational standards must be clearly 
defined, and that greater clarity of these standards and mechanisms should be clearly 
articulated throughout the application. It was noted that some operational aspects had been 
supplied in the System Level Security Policy but that the operational processes should also be 
included within the application. Members agreed that the information governance standards 
should also be clearly defined with the application; Members felt this should include security 
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arrangements around onwards disclosure and how this would be managed; how the data 
protection requirements of fair processing would be met in respect to this activity, and how the 
mechanism of patient opt-out would be managed and audited.  
 
Members were concerned that in general the applications set out a business case for the 
honest broker service and the pilots were a way of establishing these standards. However 
Members were not convinced that this was an appropriate use of section 251. They 
commented that the applications should be substantially refined to look in detail at piloting the 
operational aspect of the service, the research questions being addressed and should take a 
“broad-brush” approach in looking at wider policy issues whilst undertaking the activity. In 
particular members felt that the applications should: 
 

1. Pilot models of consent 
2. Define and move forward with models of public involvement 
3. Define processes to test the legality of  supplied datasets  

 
Due these fundamental concerns, the Committee agreed that they would welcome a 
resubmission with the above points taken into consideration, but could not approve the 
applications in their current form. 
 
Members made further comments regarding the potential conflict of interests that could arise 
around these pilots and the broader honest broker service. It appeared that the NHS IC would 
be acting as the data custodians, data providers and would also be a customer of their own 
activities. This caused some concern to the Committee. A suggestion was made that an 
independent group could be established to help manage this conflict. The Committee 
concluded that the issue was one for the NIGB and would raise the issue with the board via 
the Chair’s report. 
 
Action:  NIGB Office to inform applicant of Committee decision. 
Action:  ECC Chair to raise concerns over conflict of interest at NIGB meeting. 
 
4. Project Sutton and NHS Central Register Interdependencies [ECC 2-04/2010] 
 
The Committee was presented with a paper outlining the interdependencies between the 
existing Central Register application and the proposals for Project Sutton (MIDAS).  
 
Members were informed that the technical infrastructure for the Central Health Register Inquiry 
System (CHRIS) was to be decommissioned in October 2011 and that Project Sutton (MIDAS) 
would provide an interim solution in order to allow existing studies currently using CHRIS data 
to continue doing so. 
 
Members queried whether MIDAS would use any extra identifiers and why the Personal 
Demographic Service (PDS) could not be used to carry this out. The NHS IC informed them 
that there would be additional data used in MIDAS and this included address and postcode 
data from PDS not held on CHRIS. PDS could not be used instead of the MIDAS system as it 
only stored demographic data and not health data.  
 
It was noted that no exit strategy from the use of class support under section 251 was stated, 
and Members queried if any consideration had been given to possible exit strategies. 
Members were informed that the NHS IC were currently working towards a permanent legal 
basis for support for many of their section 251 applications, of which the Central Register 
would be included within this.  
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Members were concerned over the lack of patient and public involvement that had taken place 
since the previous application for the Central Register . They reiterated the importance of this 
when undertaking activities which required section 251 support.  
 
MIDAS (MRIS Integrated Database and Administration System) – the system developed 
within Project Sutton [ECC 2-04(a)/2010] 
 
This application from the NHS IC was to establish a replacement service, MIDAS, for the 
Medical Research Information Service (MRIS) once this had been decommissioned in October 
2011. The proposed system would use an extract for the Central Register, Secondary Uses 
Service (SUS), Personal Demographics Service (PDS), and a subsequent daily SUS data 
update. Section 251 was required in order to allow the NHS IC to receive SUS and PDS data 
within MIDAS in a live environment to enable MRIS to continue to deliver services currently 
provided in relation to approved medical research and audit studies. 
 
Members noted that MIDAS would hold the additional data items of postcode and address in 
comparison to CHRIS in order to support the quality of tracing. Members also sought 
clarification that this application was not for the purposes of testing the infrastructure and were 
assured that this activity would utilise data in a live environment. Members also noted that 
there would be a planned three month period of parallel running between CHRIS and MIDAS 
that was estimated to commence in July 2010 and be completed in October 2010. 
 
Members discussed the section on patient and user involvement and the statement that 
patient involvement had been limited as the NHS IC had no direct link to patients. The 
application indicated that direct patient involvement had been undertaken by the user 
organisations running research studies and that the NHS IC did not get involved with patient 
interaction in this context, but provided a service to the user organisations. Members noted 
this statement but were not in agreement and remained firmly of the view that effective patient 
involvement was a key part of any application. 
 
Members were mindful of the importance of the activities around the Central Register and 
therefore provisionally approved the application, subject to the following conditions of 
approval: 
 

1. Patient involvement and engagement should be carried out by the NHS IC in relation to 
MIDAS. A specific plan on how this would be managed should be submitted to the 
NIGB Office and provided to the Committee at its March meeting. 
 

2. Information was to be provided to the NIGB Office on a suitable exit strategy to facilitate 
the need to rely on class support under section 251. 

 
Action:  NIGB Office to inform applicant of Committee decision. 
 
Central Register for the NHS Information Centre [ECC 2-04(b)/2010] 
 
This application from the NHS IC sought section 251 approval to process and manage the 
Central Register and to deliver the services previously supplied by the Office of National 
Statistics in relation to the Central Register. The NHS IC were given section 251 approval 
previously by PIAG in December 2007 for a period of 2 years. Subsequently an extension 
application was approved by the Chair until 10 February 2010 so that the activities with regard 
to the Central Register could be carried out in the interim up until a decision from the 
Committee had been communicated. This was an application to renew section 251 support for 
the NHS IC to continue to deliver Central Register services. 
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Members considered this to be an important application which provided an essential service to 
the research community. 
 
It was noted that PIAG had approved the original application subject to obtaining a more 
permanent basis in law for the CR. Members noted that the NHS IC was engaged towards 
gaining specific support and that the Central Register was part of this initiative. 
 
It was noted that the patient and public involvement section of the application was insufficiently 
completed and members asked for more details on proposals to engage user organisations in 
the Central Register. 
 
The Committee agreed to approve this application for the period of 1 year but highlighted that 
the approval was a temporary measure until a statutory basis had been developed. The 
approval was subject to satisfactory security and a specific plan on how patient and public 
involvement would be managed being submitted to the NIGB Office and reported to the 
Committee at the 30 March meeting. 
 
Action:  NIGB Office to notify applicant of Committee decision. 
 
 
5. Hospital Episode Statistics (HES) [ECC 2-05(a)/2010] 
 
This application was previously granted section 251 approval for two years and the Committee 
were asked to consider an extension application to provide support to the official statistical 
database on HES NHS inpatient, outpatient and A&E activity in England as progress on the 
development of regulations to cover this activity had not proceeded as quickly as planned.  
 
Members queried the application process to receive HES data and asked whether access to 
data was provided only for specific purposes, and if there was a change of purpose from the 
original use of the data, whether the applicant would have to re-apply. They were informed that 
applicants had to identify the purpose for which they required HES data and would receive the 
data only for the minimum time necessary. The NHS IC also confirmed that the data could not 
be passed on to a third party in identifiable format. 
 
Members noted that the HES Protocol indicated that IVF data was contained within the HES 
dataset. Members expressed concern that this HES Protocol was dated June 2009 but that the 
Human Fertilisation and Embryology Act  came into force in October 2009 and as such the 
protocol may not be up to date regarding IVF data. As such, members requested formal 
clarification be provided regarding IVF data. 
 
Action: NHS IC to provide clarification on the position concerning IVF data within HES 
following the passing of the HFE Act 2009. 
 
In considering the application, Members highlighted significant concerns about the NHS IC’s 
implementation of PIAG’s previous condition which required greater public and patient 
involvement. It was noted that HES had been in existence for a significant period of time and 
members were unable to identify actions towards establishing patient and user involvement 
within HES. 
 
Members noted that there was an indication of plans to engage with patients and users, but 
that these plans had not appeared to develop into concrete activities. As such, Members were 
disappointed to note that progress on patient involvement had not been developed as would 
have been expected considering the national significance of HES. Members were especially 
mindful of this as the NHS IC had committed to implementing a patient involvement group in 
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2008 and Members had not been provided with any evidence to demonstrate that this 
condition of approval had been met. Members suggested seeking the advice of reputational 
national charities that should be able to assist the NHS IC in pursuing this activity. 
 
Members were mindful of the importance of HES and taking the public interest into account, 
provisionally approved the application subject to the following clarification:  
 

1. Clarification over the inclusion of IVF data in the HES protocol in June 2009. 
 
If the Chair was satisfied with the response the application was to be approved with the 
following specific conditions: 
 

1. A specific plan of activity to be provided to the NIGB Office outlining what actions would 
be taken in the next 6 months in relation to engaging patients. In particular, Members 
felt that a patient reference group should be implemented. The plan would be reported 
to the Committee at 30 March meeting. 
 

2. The NIGB was aware that HES would soon be incorporated into the NHS Analysis and 
Reporting Service (NARS). It was requested that any changes to the arrangements 
concerning HES and development of NARS would need to be notified to the ECC prior 
to any changes. 

 
Action:  NIGB Office to notify applicant of Committee decision. 
 
Renal Dataset [ECC 2-05(b)/2010] 
 
This application from the NHS IC required section 251 support to develop an information 
reporting service that would enable relevant NHS organisations (NHS Acute Trusts, Primary 
Care Trusts, Strategic Health Authorities, and Specialised Commissioning Group) to access 
data which included analysis of treatment activity and outcomes to support service delivery. In 
order to do so approval under section 251 was required for the receipt and linkage of data for 
renal patients to HES. This was to enable analysis of co-morbidities and episodes of care 
within this group of patients. 
 
Members discussed whether consent would be possible for this activity. They queried whether 
this could be carried out retrospectively and felt that consenting those in contact with the 
service could be carried out and that this should be explored further. The Committee felt that 
consent issues on the whole had not been sufficiently explored in the application. 
 
Members noted that it was not within their remit to approve the use of data related to 
transplant patients in carrying out the proposed activity. NHS Blood and Transplant sought 
consent of transplant patients to hold their data and therefore Members were clear that it was 
NHS Blood and Transplant’s responsibility to apply to the Committee to amend the terms of 
approval to allow this extended use of data. The Committee were unable to amend the terms 
of an existing approval from one applicant if the amendment request arose from another 
organisation. 
 
The Committee were unable to identify an exit strategy from section 251 and concluded that 
this should be clearly articulated within the application. 
 
It was noted that the System Level Security Policy provided was marked as a draft and the 
Committee did not think it appropriate to approve a draft document and asked that a final copy 
should be submitted to the NIGB Office as soon as possible, along with assurance that the 
applicant had carried out their own internal validation process over security arrangements.  
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This application was not approved and the Committee noted that it would welcome a 
resubmission taking into consideration the consent issues specified and detailing an exit 
strategy from section 251 approval. 
 
Action:  NIGB Office to inform applicant of Committee decision. 
 
Hip Fracture [ECC 2-05(c)/2010] 
 
This application outlined a new use of data in relation to a previously approved application; the 
National Hip Fracture Database (NHFD) within the National Clinical Audit Support Programme 
(ECC 1-06(c)/2009). The application proposed to link activity data from Secondary Uses 
Service (SUS) to clinical data from the NHFD by NHS number at PCT level. It was noted that 
PCTs already had access to patient identifiable data in SUS but did not have access to any 
level of data from the NHFD. The application proposed that the NHFD would generate a report 
by PCT, in a periodic basis, detailing whether the patient was in receipt of best practice care or 
not. PCTs would subsequently use this report to link to SUS activity data. 
 
Members strongly emphasised that each application should be as complete as possible in 
order for it to be considered on its own merits without reference to other applications. It was 
noted that the sections regarding classes of support, data items, consent, and involvement of 
patient and user organisations had not been completed and that there were many other 
sections of the application which directed the members to a previous application. Members 
were particularly concerned that details on consent and patient involvement had not been 
addressed specifically in relation to this audit, and noted that each change to a pre-existing 
application was an opportunity to build upon a subsequent application. In such instances, the 
Committee would look to see how previous aspects had been developed. 
 
Members noted the multi-disciplinary nature of the activity and stated that they would be 
interested in any potential links with the National Joint Registry and queried whether there 
would be any overlap in their work. Due to the issues raised above, the Committee was unable 
to approve the application in its current incomplete form and advised that a resubmission 
should be made;  clearly stating any overlap with the NJR, and setting out in further detail how 
and why the data would be used specifically in relation to the purpose. 
 
 
Action:   NIGB Office to inform applicant of Committee decision. 
 
 
6. Testing of Review criteria to selected NICE guidelines [ECC 5-07(i)/2009] 
 
This application sought section 251 support to enable the Institute of Health and Society at 
Newcastle University to access patient medical records in order to extract and pseudonymise 
data.  The purpose of this activity was to assess two NICE guidelines regarding depression 
and osteoporosis through assessing how healthcare professionals had been using the 
guidelines in actual patient care. 
 
This application was originally considered in the September 2009 Committee meeting. The 
application had not been approved due to Members concerns that sufficient justification had 
not been provided to explain why the practice managers could not carry out the extraction and 
pseudonymisation process. Members were also concerned that section 251 was being 
requested to override dissent. In response to the concerns the applicant had subsequently 
carried out a feasibility exercise to test the practicability of the practice managers carrying out 
the extraction. 
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The applicant attended the meeting in order to provide context and respond to queries about 
the feasibility report. Members noted the survey results with regard to the willingness of 
Practices to carry out the extraction and pseudonymisation process and noted from this that 
Practices were not entirely supportive. It was noted that the purpose of the study could be 
understood to be focusing on patients and patient care and the activity had characteristics of 
an audit of doctors. The Committee reflected whether it would be possible to achieve the 
objectives of the study by an alternative means, for example each practice auditing its own 
compliance with NICE guidelines. Members raised concerns that the purpose of the study may 
not have been made sufficiently clear to the practices. Whilst sympathetic to the purposes of 
the study, members indicated that the information could potentially be accessed by PCTs, 
especially as they were involved in funding, and that if this was the case then this should be 
made clear and the usage of the data explored further. 
 
Members requested that the applicant elaborate on the reason they felt consent was not 
possible for the process as they noted that the condition which was being investigated meant 
that patients would be in regular contact with practitioners. Members were informed that the 
elements of patients’ conditions could be linked to the care they had received and therefore to 
avoid bias the applicant required access to all notes. Members noted that the study was in fact 
looking at clinicians’ behaviour rather than patients symptoms and therefore accepted that 
there would be a certain amount of bias if the clinicians performed the data anonymisation. 
 
Members discussed this application at length and agreed that it was an important subject.  
Concerns were raised that the study would involve access to a significant amount of 
information, not only that of those patients who had depression, but also those who did not 
due to the researchers undertaking screening of GP patient lists. Members were unclear as to 
the reasons why it was not practicable to obtain consent from patients who were likely to be in 
regular contact with services as depression and osteoporosis were chronic illnesses. Members 
noted that some of the depression cohort might have had one crisis and therefore not had 
further contact with services; however it was not clear as to what proportion this would 
constitute. As such, Members considered that the applicants had not fully explored consent 
and that it could be reasonably practicable and therefore should be trialled.  
 
In conclusion members were unable to provide section 251 support to the application as it was 
considered that there were still uncertainties about the precise uses of the data that would 
need to be clearly defined, and they were not persuaded that consent would not be reasonably 
practicable. Members advised that the applicants should actively approach those practices 
willing to carry out the extraction and pseudonymisation processes using their own resources, 
or they should pursue consent from the patients. 
 
Action: NIGB Office to inform applicant of Committee decision. 
 
 
 
 
7. GP Patient Survey [ECC 2-07/2010] 
 
Members had been provided with a paper, which included information from the Department of 
Health (DH), setting out the views as to whether section 251 of the NHS Act 2006 applied to 
the identification of the cohort for the GP Patient Experience Survey.  The survey was 
conducted by post, quarterly, with five million adult patients.  These patients were sent a 
questionnaire that they complete and return to Ipsos Mori which analysed the data and 
prepared the results.  The purpose of the survey was to bring about improvements in primary 
care services, and financially reward GPs for good survey results. 
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The Committee considered there to be good reasons for treating the identifiers in question 
(name, address, gender, NHS number, month and year of birth, and registered GP) as 
confidential information, particularly when held together in one place. Members questioned the 
DH’s assertion that this combination of data was already in the public domain. Members noted 
that the Electoral Register provides name and address, indicates that a person is over the age 
of 18 and, in some instances, may also indicate an age range.  Month and year of birth were 
not consistently available, neither was a person’s registered GP or NHS number. 
 
The Committee considered the data items, due to them being obtained from the NHS Health 
Applications and Infrastructure Service (NHAIS), the context within which they were provided 
for access to healthcare, and their status as identifiers, to potentially be within the scope of the 
definition of patient information and confidential patient information provided by section 
251(11) of the NHS Act 2006. 
 
The Committee was of the view that it would be in the Department of Health’s interests to 
apply for section 251 support for the use of patient identifiable information for the GP survey 
as this would provide a legitimate shield and relevant safeguards, should the use of this 
information by the Department or Ministers be challenged.   
 
Members concluded by noting that NHAIS is a precursor of the Patient Demographic Service 
(PDS), and the NIGB had been consistent in its view that the use of demographic information 
from the PDS should not be used for purposes other than the provision of patient care without 
consent,  section 251 or some other legal basis. 
 
8. South London and Maudsley (SLaM) NHS Foundation Trust research participant 
recruitment model [ECC 2-08/2010] 
 
The South London and Maudsley Hospital (SLaM) had established a pseudonymised research 
database (Case Register Interactive Search – CRIS) which extracted data from its electronic 
records system (the Patient Journey System – PJS). This was currently used to support data 
based non-contact research, however a new proposal put to the Committee concerned how 
CRIS could be used for contact research. The proposed process was that as patients were 
seen at SLaM, members of the clinical care team would approach patients to ask for their 
consent to be part of the case register and to allow approved researchers to have access to 
their SLaM medical records and to being contacted by those approved researchers directly. 
Researchers would then search the pseudonymised data held in CRIS and select patients and 
provide a list of patient id codes to the CRIS project manager, who would have access to 
separate linkage software to determine whether the patients had consented and return NHS 
numbers for those who had given consent. The Researcher would then use PJS to view the 
records of those patients and would contact each patient’s clinical care team to check whether 
it would be appropriate to contact them to invite them to participate in a particular study. 
Members were informed that the proposal aimed to address the consent for disclosure issue 
and was in keeping with the principle that the initial approach for consent was made by the 
clinical care team. 
 
Members welcomed the opportunity to discuss this model directly with the applicants and as a 
whole were pleased with the elegant approach. In particular, Members noted that when 
patients were seen at SLaM, members of their clinical care teams would directly approach the 
patient to seek their consent to be part of this Case Register and to be contacted by these 
researchers directly in the future. The Committee agreed that this would be in line with one of 
the core principles of the Committee that initial approaches for research activities should be by 
a clinician known to the patient and therefore welcomed this approach. 
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Whilst Members were broadly supportive of the approach, they raised a number of issues and 
potential options to mitigate these. 
 

1. Members considered that there could be a delay between the time the initial consent 
was given and an actual approach made by a researcher. Members suggested the 
possibility of providing an annual newsletter or some other reminder to patients that 
they have given their consent to participate in research via the Case Register. 
 

2. In order to ensure that consent remained valid, Members agreed that SLaM clinicians 
should periodically ask patients if they are still content to give their consent for their 
participation in the Case Register. In particular, patients should be asked if their 
condition significantly changed, for example, if there is a new diagnosis, as this might 
affect their decision to provide consent. 
 

3. Members requested reassurance that the researcher would not gain access to the full 
patient record until after consent to participate in the particular study had been 
obtained. Access prior to this point should relate solely to details of the patient’s clinical 
care team, contact details and that they fulfil the criteria of the study. 
 

4. Members noted that there might be potential scope for access, over time, by 
researchers in other institutions, and requested reassurance that these researchers 
must have a substantive contract of employment with SLaM or one of the specified 
partners. Members also agreed that if new partnerships are developed over time then 
patients should be notified of these changes and given the opportunity to withdraw their 
consent. 

 
5. Members also requested assurance that other collaborators in other institutions should 

not be provided with access to identifiable data unless this had been specified in the 
consent for that particular study. Members noted that SLaM would have a duty to 
ensure that these collaborating institutions had robust information governance 
safeguards in place to ensure the secure and confidential transfer and storage of 
personal data.  
 

6. Members agreed that those researchers with honorary contracts needed to be 
supported by a substantive contract of employment with disciplinary procedures for 
breaching confidentiality. 
 

7. Members requested that further clarity be provided over the information provided to 
participants, as whilst dementia was referred to as the primary condition within the 
information sheet, Members felt that there was some ambiguity within the consent form 
and information sheets. Members were of the view that if research into other illness 
were to be studied then this should be specific and made explicit to potential 
participants so that the consent could be considered to be valid.  

 
 
In conclusion, Members agreed that the proposal was generally an elegant solution to 
research participation, and subject to the points made above; the Committee commended the 
applicant in developing this approach, and indicated they would be happy to provide further 
advice as necessary. 
 
 
9. Improved Decision Making [ECC 2-09(a)/2010] 
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This was a verbal item introduced by the Chair. The Chair explored with members the 
opportunity to capture the rationale of previous decision making and to develop a clear 
structure to aid the Committee in its future decision making. This could be informed by 
explicitly using an evidence base, whether scientific, legal or ethical, where available, for these 
decisions. Members agreed that it would be helpful to have an evidence base to aid in 
decision-making and to maintain consistency, and supported the idea of developing a 
mechanism to provide a ‘ready-reference’ of key issues.  
 
Members acknowledged that sometimes Committee decisions might not be always welcomed 
with various stakeholder groups but that the situation had significantly improved from the past. 
Members were also clear that the role of the Ethics and Confidentiality Committee was to 
protect the interests of patients though enabling the proper legal use of confidential patient 
information. Members also welcomed making information available so as to ensure 
transparency of Committee decisions.  
 
The Chair asked Members to suggest common themes that often caused difficulty to the NIGB 
Office or needed further development in order to ascertain what areas required guidance 
developing to aid the Committee in their considerations. Members suggested looking at 
definitions of the clinical care team, overriding dissent, approaches to consent for consent and 
determining the practicability of consent. Other suggested areas where further information 
could be developed to help the public understand the Committee’s decisions included the Data 
Protection Act 1998 and the role of honorary research contracts in relation to access to patient 
identifiable data without consent.  
 
Action: Members to suggest common themes of applications to NIGB Office.  
 
Clinical Care Teams [ECC 2-09(b)/2010] 
 
Members were presented with a paper from Professor Sir Denis Pereira Gray regarding the 
definitions of the clinical care team within a GP practice and who would be likely to have 
access to patient details.  
 
Members commented that they found this paper helpful and requested that further papers be 
written taking into account other healthcare settings such as the mental health service. 
Members also discussed that it would be useful to open this to debate and for a public 
consultation to take place. It was agreed that this would inform further discussions on clinical 
care teams and equivalent duties of confidentiality. 
 
 


