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Meeting held on Wednesday 2 June 2010 
 
Present 
 
Members: Dr Andrew Harris (Chair), Ms Pauline Brown, Dr Tony Calland, Professor Mike 
Catchpole, Dr Tricia Cresswell, Professor Carol Dezateux, Dr Fiona Douglas, Ms Stephanie 
Ellis, Mr Michael Hake, Ms Ros Levenson, Professor Roy McClelland, Ms Sue Parroy, Dr Mark 
Taylor, Mr Terence Wiseman. 
 
In attendance: Dr Alan Doyle (NIGB Director), Ms Natasha Dunkley (Approvals Manager), Ms 
Claire Edgeworth (Approvals Officer), Mr Paul Eveson (Department of Health), Ms Melanie 
Kingston (Deputy Approvals Manager), Mr Andrew Lall (Deputy Approvals Manager),  
 

1. Welcome and format of meeting 
 
Apologies were received from, Dr Patrick Coyle (DMsG Chair & ECC Member) and Professor 
Sir Denis Pereira Gray (ECC Deputy Chair).  
 

2. Minutes of last meeting [ECC 3-02/2010] and matters arising 
 
The minutes from the 30 March meeting were approved subject to minor amendments. 
 
2a. ECC Chair’s Report [ECC 5-02(a)/2010] 
 
The Chair provided an update on the NIGB meeting attended on 21 April 2010. The Board 
discussed: 
 

• Information governance for medical electronic logbooks and portfolios 
• Emergency responders and data sharing 
• Mind the Gap 
• Collaborative Working with Association of Medical Research Charities 
• National Information Reporting Service 

 
For further information on the NIGB Board meeting please see minutes published on the NIGB 
website. 
 
2b. DMsG Chair’s Report [ECC 5-02(b)/2010] 
 
The DMsG Chair provided an update from the DMsG meeting held on 7 May 2010. 
 
For further information please see minutes published on the NIGB website. 
 
2c. NIGB Office Report [ECC 5-02(c)/2010] 
 

 
Information Governance Conference 

Members were informed that the Chair had spoken at a conference held by Health Care 
Events on Information Governance. The presentation was entitled Confidential Patient 
Information, Governance of Secondary Uses. Other speakers had included Jane O’Brien from 
the General Medical Council and Penny Hill, NIGB member. The Chair would also be speaking 
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at the King’s Health Partners information governance conference entitled “Sharing Information 
– Enabling Research and Improving Quality of Patient Care”. 
 

 
ECC Application Database 

Members were informed that work was well underway to develop a web-based applications 
database and that the database was expected to be completed in September. When 
completed the database would allow Members to log in and access applications electronically, 
and also conduct the fast track process via the database. 
 

 
Rawlins Review 

Evidence had been prepared from the NIGB for the Academy of Medical Sciences review of 
the regulation and governance of medical research. The draft had been provided to NIGB and 
ECC members for comment at the end of May and the submission date for the evidence was 
the 1 June. It was noted that once evidence had been considered that there might be further 
engagement via the NIGB, and a meeting had been scheduled with Professor Rawlins and the 
ECC Chair and Deputy Chair. 
 

 

ECC 2-08/2010 South London and Maudsley (SLaM) NHS Foundation Trust research 
participant recruitment model 

A model for research participant recruitment had been presented to the Committee in the 
February 2010 meeting with a request for advice on the proposed approach (see minutes on 
website for detail). Members were provided with a response from the applicant. Members 
reiterated their view that this posed an elegant solution to the issue of participant recruitment, 
and noted the significant amount of work that had taken place in regard to developing this 
model. Members discussed the response given to the following question posed by the 
Committee following the February meeting:  
 
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.  
 
In discussing the response Members noted the practical difficulties which were involved in the 
process. Members were pleased to note that clinical staff would be encouraged to revisit 
consent where there was a substantial change in diagnosis, and noted the comment that it 
would be extremely difficult to operationalise this aspect. Members agreed that it would be 
difficult and it would be a matter of clinical judgement to determine whether there was a 
substantial change in diagnosis. 
 
Members assessed all responses provided in the letter and raised the following points: 
 

1. Members requested that significant consideration be given to establishing a mechanism 
which could monitor how many times a clinical judgement to review consent had been 
exercised following a substantial change in diagnosis. 

 
2. Members noted that SLaM had provided reassurance that researchers who would 

subsequently contact consenting research participants would have training in the 
Mental Capacity Act. Members requested further reassurance over how the researcher 
would assess capacity and whether a protocol had been developed to ensure that this 
aspect was transparent, so that it would be clear when specified persons should be 
consulted in the event of loss of capacity. 
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3. Members noted the responses given to queries raised by the Committee about 

honorary contracts. It was understood by the Committee that honorary contracts do not 
confer rights of access to patient identifiable data in their right, but act as a tool to 
manage liability. Members were pleased to note that any researcher would have an 
honorary contact with SLaM. They also queried whether they would have a substantive 
contract with any of the Kings Health Partnership partners. 
 

Subject to clarification over the issues raised above the Committee were content to endorse 
the proposed recruitment model and agreed that responses to queries could be dealt with at 
an office level. 
 
Action: NIGB Office to inform applicant of Committee decision. 
 

 
Fast track applications 

 
The following applications had been considered via the fast track procedure: 

 

ECC 4-01/2010 (FT1) – Psychological impact and cost effectiveness of Chronic 
Granulomatous Disease 

This application outlined a case note review to access the medical records of a cohort of 120 
living and deceased patients who had suffered from the rare Chronic Granulomatous Disease 
(CGD) and had also been listed on the CGD register. The purpose of the study was to 
examine outcomes for patients in terms of admission to hospital, need for surgery and multiple 
medications as well as the impact of CGD and the alternative treatments on life quality, mental 
health and cognitive functions. Section 251 support was sought to access patient identifiable 
data of the deceased patients, as the living cohort would be fully consented. In particular 
access was sought to obtain name, NHS number, date of birth, date of death and gender data. 
 
Members considered that this was a worthwhile study and that it would not be practicable to 
obtain consent from family members of the deceased cohort. Members agreed that the 100 
year retention period was excessive; however, the retention period was to be reviewed again 
and amended if necessary at the next annual review. 
 
The study was reviewed and approved by the Chair, Tony Calland, Patrick Coyle, Ros 
Levenson, Sue Parroy and Terence Wiseman. 
 
 

 
ECC 4-01/2010 (FT2) – Defining dialysis withdrawal: a retrospective cohort study 

This was a case note review study from Newcastle University which sought access to the 
medical notes of a cohort of 100 deceased persons in order to determine the incidence of 
deaths following withdrawal of dialysis and deaths on dialysis to understand the key factors 
among the two groups, so as to determine patterns of death in dialysis practice and how care 
might be improved. The applicant wished to extract hospital ID number, date of birth, date of 
death, postcode, ethnicity and gender from the case notes. 
 
Members considered that on balance this application should be approved as it would be 
impracticable to receive de-identified data and not appropriate within the context of the study 
to seek consent from the relatives of the deceased. 
 
This study had been reviewed and approved by the Chair, Patrick Coyle, Stephanie Ellis, 
Michael Hake, Ros Levenson and Mark Taylor. 
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ECC/BPSU 3-01(FT1)/2010 Glutaric Aciduria 1 Paediatric Surveillance Study 

This application from Great Ormond Street Hospital NHS Trust proposed to use BPSU orange 
card methodology to conduct a study into the incidence of Glutaric aciduria Type 1 (GA1) in 
the United Kingdom and Ireland and its distribution by age, gender and ethnic group. The 
study further aimed to identify early signs and symptoms at diagnosis and results of initial 
blood tests and brain imaging; who was responsible for treating the children and treatment 
methods, and the morbidity and mortality after a 1-year period. The study aimed to provide a 
basis for improvement in the detection and care for children affected by GA 1 in the future. 
 
This application was provisionally approved subject to conditions. Members considered the 
research to be an extremely important piece of work. Members discussed the justification 
provided by the applicant for not following a consent based approach. Members recognised 
the need for complete ascertainment in these cases due to very minimal numbers and 
suggested that there were other practical reasons why consent could not be obtained due to 
logistics of the way that GA 1 was treated in the UK. 
 
This study had been reviewed and approved by the Chair, Pauline Brown, Tricia Cresswell, 
Fiona Douglas and Ros Levenson. 
 

 
Amendments to existing applications 

 

ECC 2-06(m)/2009: Improving Stroke Recognition by Ambulance Services (ISRAS): 
Use of the ROSIER Assessment Tool 

This was an amendment to a previously approved application from the London Ambulance 
Service and was reviewed by Members who considered the original application. The applicant 
requested two amendments: 
 

1. The applicant wished to add first name and gender to the proforma, currently containing 
surname and date of birth.  Members agreed that this was an important change for 
sensible reasons and approved. 

 
2. The applicant wished to access data from deceased patient records without consent. 

All access to records was previously consented and identifiable data was requested in 
order to trace and seek consent from patients. Where patients were deceased before 
consent was taken the applicant wished to access data without consent.  

 
Members considered this amendment and agreed that it would be important to get maximum 
ascertainment as the study results needed to compare the efficacy of the ROSIER tool in 
relation to diagnosis and outcome, to conclude if its use would save lives or improve outcome. 
Members discussed whether assent could be obtained from relatives for this activity as it was 
agreed that consent would not be possible at the time of the incident. Members felt that the 
trauma that this would cause to bereaved relatives would not be proportionate in this instance. 
However Members did discuss that The Stroke Association would be well placed to help 
identify the best route to inform people that the study was taking place and suggested that the 
applicant may wish to contact them for advice.  
 
This study was reviewed and approved by the Chair, Terence Wiseman and Susan Parroy. 
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PIAG 3-04(e)/2006 The Trauma Audit & Research Network (TARN) 

It was noted that the original conditions of this approval contained a requirement after three 
years to either work with Connecting for Health to develop an exit strategy from the use of 
identifiable data or to request an extension if this was not possible. 
 
 It was noted that the study collected very minimal identifiers; including the incident postcode. 
Long term plans were in place to encrypt both patient and incident postcodes with geographic 
information systems (GIS) mapped codes and as an interim measure TARN had investigated 
the ability to partially encrypt incident postcode if “Home” was selected as the incident location, 
or if the partial encrypted home postcode matched the full incident postcode. It was confirmed 
that this short term solution would be utilised shortly and that work towards implementing GIS 
mapped codes would begin as soon as possible. 
 
This was reviewed and approved by Chair’s action. 
 

 
ECC 6-06(b)/2009 Validation of risk assessments for patients from MSS (VoRAMSS) 

This application was originally approved in November 2009 and permitted researchers at the 
University of Manchester to access medical notes of patients suffering from schizophrenia at a 
six and twelve month period to link with information on the Police National Computer. An 
amendment had been requested to allow the transfer of data to a researcher based at a 
different site. Following satisfactory assessment of the security arrangements, this was 
approved as there were no additional data items or change to purpose. 
 

 
PIAG 4-05(g)/2008 Pulmonary Hypertension Annual Review 

This application from the NHS Information Centre was approved by the Committee in its 
January 2009 meeting subject to a condition that evidence of significant progress towards an 
appropriate exit strategy be reported within the applicant’s next annual review. As the activity 
fell within the National Clinical Audit Support Programme (NCASP) umbrella, this condition 
was assessed as part of the NCASP annual review by the Committee in its March meeting. 
The activities within the NCASP umbrella, including Pulmonary Hypertension, were approved 
subject to a number of conditions including the submission of a detailed timetable for consent 
and pseudonymisation. 
 

 
Update on previous March and April applications 

 
ECC 3-04(c)/2010 Teenage and Young Adult Cancer Survivor Study (TYACSS) 

This application from the University of Birmingham sought section 251 support to provide 
linkage of patient identifiable data between the National Cancer Intelligence Network, the 
Welsh Cancer Registry combined with HES data, the Myocardial Ischaemia National Audit 
Project, Patient Episode Database Wales (PEDW) and the National Health Service Central 
Register. The aim of the study was to establish a research database to provide a resource for 
studies investigating fatal and non-fatal adverse health outcomes for individuals aged 15 to 39 
diagnosed with cancer between 1971 and 2006. 
 
This application was considered by the Committee in its March meeting, however, members 
requested clarification on a number of areas before a final decision could be taken via Chair’s 
action. Following this clarification, this application had been approved subject to the following 
conditions: 
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• Date of birth/death should be banded, and postcode converted into deprivation score 
once linkage had occurred 

• The original identifiers were to be deleted after the linkage had taken place 
• A unique study ID should be created and the NHS number, which would be kept for 

future linkage to the NHS Central Register, should be stored separately. 
 

 
PIAG 1-07 (b)/2004 National Community Child Heath Dataset for Wales (NCCHD) 

When considered at the April meeting the Committee had raised a number of concerns around 
this dataset which included issues around governance structures, limited progress on consent 
and pseudonymisation, issues around pseudonymisation as an exit strategy, the requirement 
for an opt-out mechanism, and the lack of patient and user involvement within the activity. 
However, in recognition of the great importance of the activity members agreed to approve the 
activity for a period of six months on the condition that a fully revised application addressing 
members’ concerns be provided for the December ECC meeting. A letter from the Chair 
around this application had been sent to the Chair of NIGAG to highlight that NIGAG might be 
in a position to assist the development of governance structures around the NCCHD.  
 

 
PIAG 4-09(h)/2003 A Study of Cardiovascular Events in Diabetes (ASCEND) Study 

This annual review was considered by the Committee in April 2010 in light of the recruitment 
process. This annual review had been approved and it had been agreed that a letter should be 
provided to the applicants explaining the support provided under the regulations, which they 
could subsequently use within Wales to aid the recruitment. 
 

3. Resubmitted applications for section 251 support 
 
 
3a.  Advancing Quality: Monitoring adherence to clinical process standards for Acute 

Myocardial Infarction patients (MINAP) [ECC 5-03(a)/2010] 
 
This application was part of a complete application that had been considered in both the 
November 2009 and February 2010 ECC meetings. The application from the North West 
Strategic Health Authority outlined the Advancing Quality initiative which aimed to achieve 
quality improvements by measuring and reporting performance through linkage of data 
regarding clinical processes, clinical outcome and patient experience. After being rejected 
twice a meeting between the applicants and a small group of members had taken place in 
April to clarify the concerns, these included a lack of clarity regarding data flows and the 
absence of user involvement. 
 
The outcome of the meeting was a recommendation that the applicant separate the overall 
activity into smaller work streams, and to focus more explicitly on issues around patient and 
public involvement and the feasibility of obtaining consent and utilising pseudonymised data. 
Following the meeting and to clarify further the applicant had provided three significantly 
revised and separate applications detailing the different data access required. 
 
This application specifically requested access to records from the MINAP database for the 
purpose of monitoring adherence to clinical standards for Acute Myocardial Infarction (AMI) 
patients in the North West. The cohort would involve those patients, aged 18 and over, who 
had been discharged with an AMI diagnosis from a North West hospital participating in the AQ 
programme between October 2008 and December 2013. 
 
Section 251 had been requested to permit the AQ programme access to admission records in 
the form of admitted patient care commissioning data set records, and access to records from 
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the MINAP database. In particular, access was requested to the following data items: NHS 
number for record linkage across datasets, local patient identifier, date of birth, patient 
postcode and gender. It was noted that the final four data items had been requested to 
facilitate record linkage where NHS number was not available. 
 
Members noted that significant effort had been made to address the Committee’s previous 
concerns, and agreed that the applicant had responded reasonably to the NIGB Office 
queries. It was noted that the data would be pseudonymised once validated/linked, and 
Members agreed that there was a clear public interest in the activity going ahead in terms of 
the predicted outcome. Members also noted that MINAP was a pre-existing data source which 
already had support under section 251 as part of the National Clinical Audit Support 
Programme. 
 
Members agreed that the application had significantly improved and that the purpose was 
clearly defined. Members noted that the application linked clinical data at the end of the 
process in order to minimise the amount of sensitive clinical data being accessed within the 
data flows. Concerns were raised over the extent of identifiers requested. It was understood 
that four items had been requested to ensure validation and linkage where NHS number was 
not present. Members were concerned that these additional identifiers were excessive; 
however, they were mindful that use of NHS Number had not been mandated until September 
2009, and therefore there would be issues over legacy datasets not containing correct NHS 
number. Based on this context Members agreed that it would be reasonable to provide support 
for access to most of the stated identifiers. However Members were not persuaded that full 
postcode would be required to check for duplications at this time. Members felt that postcode 
was extremely identifiable in this context and that further justification would be required for the 
disclosure of this. Members suggested that partial postcode may suffice as this was 
considered to be less disclosive. Members were of the view that should there be problem in 
validation through the use of partial, rather than full, postcode, then the applicant would be 
welcome to return to the Committee with further evidence that might justify the use of full 
postcode.  
 
Members noted the extent of the user involvement and were of the view that much of this was 
in its early stages. The application made reference to a small scale survey relating to the use 
of identifiers for these purposes and Members requested that they have sight of this. The 
Committee agreed that further patient involvement should be reported upon in the applicants 
next annual review.  
 
Based on the public interest in this activity proceeding and the considerations above, Members 
recommended provisional approval under section 251 subject to the following conditions: 
 

1. That the approval would only cover collection of partial postcode (first half) and that if 
this caused significant difficulty the applicant would need to justify the use of full 
postcode to the Committee. 

 
2. That the applicant provide the results to the small scale survey carried out to ascertain 

views relating to the use of identifiable data for this purpose. 
 

3. That further engagement with relevant patient groups take place with the aim to 
develop patient involvement within the programme. 
 

4. Confirmation of satisfactory security arrangements. 
 
Action: NIGB Office to notify the applicant of Committee decision 
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3b.  Advancing Quality: Calculation of Standardised Mortality Rates for Coronary Artery 
Bypass Graft patients [ECC 5-03(b)/2010] 
 
This application specifically requested access to EuroSCORE data for the purpose of 
calculating standardised mortality rates for patients undergoing coronary artery bypass grafts 
(CABG) in the North West of England. The cohort would include those patients, aged 18 of 
over, who had been discharged following a CABG procedure from a North West hospital 
participating in the AQ programme between October 2008 and December 2013. 
 
This application was considered alongside ECC 5-03(a)/2010 and the discussion around both 
applications is encapsulated in the above referenced summary. 
 
Members felt that there was a need for clarification around this particular application and 
requested that the applicant clarify: 
 

1. The medium-term plans for gaining consent. 
 
If satisfied with the response to the clarification of plans for consent it was agreed that this 
could be recommended for provisional approval under section 251 subject to the same 
conditions as ECC 5-03(a)/2010. 
 
Action: NIGB Office to notify applicant of Committee decision. 
 
 
3c.  Advancing Quality: Using Patient Reported Outcome Measures in the identification of 
trends and characteristics of quality health services [ECC 5-03(c)/2010] 
 
This application specifically requested approval to link PROMS with linked pseudonymised 
records from the three domains of clinical process, clinical outcome and patient experience. 
This was for the purpose of identifying and analysing associations and correlations between 
PROMS and the other descriptors of patient care so as to inform improvements. In particular, 
access was requested to the following data items: NHS Number for record linkage across 
datasets, local patient identifier, date of birth, patient postcode and gender. The final four items 
were requested to facilitate record linkage where NHS Number was not available. 
 
This application was considered alongside ECC 5-03(a)/2010 and the discussion around both 
applications is encapsulated in the above summary. 
 
Further to the above discussion Members also considered whether consent would be feasible 
for this particular activity and agreed with the stated view that it would be important to have a 
baseline measure from the start of the programme, rather than part of the way through it once 
consent measures were in place. However, Members were of the view that should there be an 
intention to carry out continued linkages, then the Committee would expect consent to be in 
place. 
 
Based on the public interest in this activity proceeding and the considerations above, Members 
recommended provisional approval under section 251 subject to the same conditions as ECC 
5-03(a)/2010 and one additional condition: 
 

1. As PROMS was a consent based activity, Members felt that significant attempts should 
be made to seek to obtain consent for the linkage activity if intending to continue this 
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past the stated timescale. The Committee would expect to see an update on this aspect 
within the annual review. 

 
Action: NIGB Office to inform applicant of Committee decision. 
 
 
3d.  Children’s Health and Well-being Data Linkage Project [ECC 3-04(a)/2010] 
 
This application from Liverpool University sought section 251 support to link two retrospective 
datasets containing patient identifiable data collected from the National Children’s 
Measurement Programme (NCMP) and SportLinx Project. The aim of the project was to create 
a database that would aid research and the commissioning of services in order to address 
issues surrounding body weight within children across Liverpool.  
 
The application was originally rejected by the Committee in its March meeting due to lack of 
clarity over scope and purpose, insufficient patient and user engagement and uncertainty over 
precise data flows, and a resubmission advised. 
 
Members agreed that the resubmitted application provided much greater clarity of the overall 
purpose of the project and its benefits in terms of defined outcomes which would help to 
improve the health of children within Liverpool. Members also commented on the data flow 
diagram and agreed that the flow diagram helped to significantly aid the understanding of how 
data would be collected, pseudonymised and onwardly disclosed. As such, Members were 
pleased to note that the majority of concerns had been addressed within the resubmitted 
application. 
 
Members discussed the prospective linkages that would form part of the project and noted that 
this would be fully consented and would not require section 251 support. However it was noted 
that a REC approval regarding the amended SportLinx forms would be sought after 
consideration of the forms by the Committee. As the consent form was yet to be approved, it 
was considered appropriate that the Committee provide advice on whether the consent forms 
within the project were sufficiently detailed so as to cover the activities being carried out within 
the project. When reviewing the SportLinx forms Members advised that the SportLinx 
participation form appeared to lack sufficient detail about how data might be used and it was 
recommended that it should be amended to reflect the same level of detail regarding research 
and linkage activity that was included in the amended parent/guardian information sheet. 
Members also agreed that the consent form and additional questions at the end of the consent 
request. Members were of the view that these additional details should be separated from the 
actual consent form as the current layout of the form implied that all questions should be 
completed, and the additional questions required a lot of wide-ranging information.  
 
Members discussed the proposals for the use of retrospective data and noted that identifiers 
would be removed from the database after linkages between the retrospective NCMP and 
SportLinx datasets and retained separately. Members agreed that clarification was required as 
to why identifiers needed to be retained after linkage had taken place, and were concerned at 
the level of data being retained, i.e. school attended, date of birth and full postcode. Members 
noted that data would be linked on a prospective basis, but the application was not clear 
whether the retained identifiers would be used for linkages on a prospective basis. It was also 
noted that this was a longitudinal study and Members queried how long they proposed to 
require section 251 support and what data would be linked on a prospective basis. 
 
Members noted that although there was an indication that parents would be consulted within 
the activity no actual engagement had taken place yet. Members suggested that more work 
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could be carried out to engage with parents and participants within the project and that this 
engagement should be reported within the next annual review. 
 
The Committee considered the applicant’s proposal for onward disclosure. It was noted that 
name, date of birth, home postcode and gender would be combined to create a unique ID 
code and would then be removed from the database. Members agreed that the applicant had 
justified all data items requested and that the onward disclosure would be sufficiently de-
identified. 
 
On balance, members agreed that this application concerned an important issue and 
recommended provisional section 251 support to be given subject to the satisfactory response 
to the following clarifications: 
 

1. Clarification over the period for which the longitudinal study would take place 
 

2. Clarification over the purpose of the retention of the identifiers once linkages have 
taken place and justification for retention once linkages have occurred in relation to the 
prospective data. 

 
If satisfied with the request for clarification the application would be provisionally approved 
subject to the following conditions: 
 

1. A favourable REC opinion to be submitted to the NIGB Office. 
 

2. A detailed update to be provided in the next annual review about how parents and 
participants had been engaged within the project and the feedback received from the 
engagement. 

 
Action: NIGB Office to inform applicant of Committee decision. 
 

4. New applications for section 251 support 
 
 
4a.  Childhood cancer after assisted reproduction (HFEA application) [ECC 5-04(a)/2010] 
 
This was an application from University College London which aimed to link data from the 
National Registry of Childhood Tumours (NRCT) and information held by the Human 
Fertilisation and Embryology Authority (HFEA) in order to assess the risk of cancer in children 
born after assisted reproduction. The Human Fertilisation and Embryology (HFE) Act 2008 now 
permits research using the data of the HFEA. Section 33 of the HFE Act 2008 provides similar 
powers to section 251 and the control of patient regulations to the HFEA to allow data related to In 
Vitro Fertilisation (IVF) and other assisted reproductive technologies treatments held by the HFEA 
or IVF licensed clinics to be disclosed for research purposes without consent. The Chair 
presented a paper outlining the process of considering HFEA applications and the interaction 
between the role of the ECC and the HFEA in considering applications. 
 
Professor Carol Dezateux declared a conflict of interest in this study as it originated from her 
institution and did not participate in the discussion. 
 
Members welcomed this application and understood that the applicant had engaged 
significantly with the NIGB Office, and that this had been of benefit to the application. 
Members agreed that the application was of a high standard and clear and it was agreed that 
this was an important piece of work with a high public interest. It was also noted that some of 
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the data would contribute to a PhD, however this would be subsidiary to the main purpose of 
the activity. 
 
Members discussed the patient involvement that had been carried out by the applicant and 
noted that there had been involvement from two national assisted reproductive treatment 
parent/child advocacy groups (ACEBABES and Infertility UK). It was also noted that the 
protocol had received input from infertility specialists and members of the UK Childhood 
Cancer and Leukaemia Group. Members agreed that such a significant activity required 
substantial patient involvement, and that the applicant had clearly demonstrated how they had 
met this aspect. 
 
It was noted that date of birth, mothers name and birth order within pregnancy would be 
required in order to carry out successful linkage. The Committee agreed that NHS Number 
would be the most favourable primary identifier to use for linkage purposes; however it was 
acknowledged that in this case it would not be practicable as NHS Number had not been 
routinely collected by the HFEA until 2007. 
 
Whilst Members were generally satisfied with the extent and justification of requested 
identifiers, they queried why mothers address would be required from the NCRT as they 
understood that this was not held on the HFEA register and was not captured within the data 
collection sheet. Members agreed that the need for this identifier had not been fully justified 
within the information presented to them and therefore requested clarification on this aspect. 
 
Members agreed that consent would not be feasible due to very large numbers, and that the 
seeking of consent would not be operationally or logically feasible in this specific instance. 
Members also agreed that it would not be feasible for pseudonymised data to be supplied to 
the researcher due to the need for identifiers for linkage purposes, and the need for a 
specialist skill-set to carry out the linkages which the HFEA did not currently possess. 
 
Members understood that the linkages would be carried out by two specified researchers 
alongside HFEA staff. Members noted the need for the research team to assist in this process 
as the research team would have the relevant expertise to carry out the probabilistic method, 
hence the requirement for section 251 support. It was noted that the researchers planned to 
train HFEA staff to undertake the linkage themselves and that this would provide an exit 
strategy to the use of section 251 support. Members discussed whether another methodology 
could be utilised that would not require the coaching of the research team and agreed that it 
would be beneficial for the applicant to clarify further why an existing methodology could not 
be used. It was noted that the linkage would take place at a dedicated data lab at the HFEA 
premises. 
 
Members noted that once the methodology of linkage had been successfully established, the 
intention would be for HFEA staff to match donor cycles. The Committee agreed to exclude 
from their consideration the issue of donor data as their default position was that no 
information was disclosable where it might reveal anything about the donor part of the patient’s 
treatment. It was noted that this was a matter for the HFEA to decide and no further 
consideration was made in relation to it. 
 
Members noted that there might be the proposal to flag inclusion on the HFEA Register, 
Members were of the view that this could potentially indicate that the child had cancer which 
would be disclosive in its own right. As such, Members concluded that this would be 
inappropriate and therefore excluded it from the scope of the consideration of this application.  
 
The Committee noted the high public interest of the activity, and the clear justification for the 
use of patient identifiable information without consent. Members concluded that in relation to 
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the NRCT data provisional section 251 support would be recommended to allow the NRCT 
data to be linked to the HFEA Registry and in relation to the HFEA Register, the Committee 
recommended approval to the HFEA as data controller. These decisions were subject to the 
following request for clarification and conditions of approval.  
 
The Committee made the following requests for clarification before a decision could be taken: 
 

1. Justification why full address of the mother was required as Members were not clear 
why this would be required to achieve the stated aims. 
 

2. It was suggested that an alternative methodology for matching could be carried out, the 
applicant was asked to consider the feasibility of this approach. 
 

3. Clarification was requested about what was contained within file 1 and file 2 of the data 
flow chart. 

 
Once satisfactory clarification had been received, the recommended approval would be 
subject to the following conditions: 
 

1. It was expected that the HFEA would carry out any further linkages once researchers 
had trained them to use the probabilistic method. 
 

2. Flag was not to be placed on the HFEA dataset. 
 

3. Donor information was excluded from the approval. 
 
4. A favourable opinion was to be received from a Research Ethics Committee and 

forwarded to the NIGB Office. 
 

5. That permission must be obtained from the HFEA in order to permit the linkages and 
formal confirmation to be provided to the NIGB Office once received. 
 

6. The provision and confirmation of satisfactory security arrangements. 
 
Action: NIGB Office to inform applicant of Committee decision. 
 
 
4b.  Cancer and mortality rates in women undergoing fertility treatment [ECC 5-04(b)/2010] 
 
This application from the University College London aimed to link data from the HFEA to the 
National Health Service Central Register in order to assess the risk of cancer and death in 
women who have undergone hormonal therapy as part of assisted reproduction therapy. In 
particular, flagging would be applied to the cohort and the team would request to be notified of 
future cancer or deaths.  
 
Professor Carol Dezateux declared a conflict of interest in this study as it originated from her 
institution and did not participate in the discussion. 
 
It was noted that this application had been submitted in conjunction with application reference: 
ECC 5-04(b)/2010. 
 
Members agreed that this was a clear application and that the large numbers involved in the 
cohort rendered consent impracticable. It was understood that the linkage activity would be 
carried out by the NHS Information Centre (NHS IC), and therefore the researcher would not 
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be in receipt of any identifiable data, therefore minimising any potential breaches of 
confidentiality. Members also commended the extent of user involvement and welcomed the 
efforts that had been made in this aspect.  
 
On balance Members considered this to be a clearly articulated application with a high public 
interest. They agreed to recommend section 251 approval subject to the following conditions: 
 

1. A favourable opinion to be received from a REC. 
2. A data sharing agreement to be in place to ensure that there was no onward disclosure 

of identifiers by the NHS IC other than back to the HFEA. 
3. That permission must be obtained from the HFEA in order to permit the linkages and 

formal confirmation to be provided to the NIGB Office once received. 
4. Confirmation of satisfactory security arrangements. 

 
Action: NIGB Office to inform applicant of Committee decision. 
 
 
4c.  History of presentation of cervical cancer in young women in England [ECC 5-04(c)/2010] 
 
This application from Kings College London set out the purpose of studying the extent and 
determinants of delays to treatment in young women diagnosed with cervical cancer. This was 
a relatively rare cancer in the age group to be studied and as a cohort they may do worse than 
expected due to late presentation. The expectation was to recruit 187 women to this study 
from an estimated group of 375. Section 251 support was required to allow the applicants to 
receive identifiable data (name, address and date of birth) from the Trent Cancer Registry, the 
national registry for this disease. They also wished to be provided with the name of the 
consultant and the hospital so that they could approach the clinical team first to ask if it was 
appropriate to approach the patient and also to give the patient the invitation pack. For those 
that consented it was planned to conduct a semi-structured interview with the patient and to 
examine the patient record. 
 
Members noted that this was a rare cancer and that the outcomes of the study would be 
beneficial to the wider public interest. Members noted that this was a relatively small cohort of 
187 women.  
 
Extensive discussion was had around the methodology that was being utilised in order to 
expedite the current reporting lines via the Cancer Registry, where it was stated that it could 
take up to a year for cases to be reported. It was noted that due to the nature of the study it 
would be important to interview women in a timely fashion. As such, support under section 251 
was requested for the transfer of patient identifiable information from the Cancer Registry to a 
study lead. The study lead would subsequently contact the clinical teams to discuss the 
research activity. Members discussed other issues that the applicant provided for following this 
methodology, in particular, it was noted that the applicant felt that Cancer Registry staff would 
have insufficient knowledge of the study to be able to discuss the issues in depth with the 
clinicians. Members discussed whether it would be reasonable, in the context of section 251, 
to provide support for the Study Lead to have access to identifiable information in order to 
expedite the current process   
 
It was noted the Trent Cancer Registry already had legitimate access to the data for their 
defined purposes, and therefore section 251 would be required for the breach of confidentiality 
that would arise from the Cancer Registry transferring information onwards for research 
purposes. In considering whether it would be appropriate to provide this support Members 
were mindful that section 251 could only be provided where, amongst other considerations, it 
was demonstrated that there was no other practicable alternative to using patient identifiable 
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data without consent. Members considered carefully responses provided to the Office queries, 
and noted that the comment made by the applicant that it may be possible for the Project 
Officer (employed by the Cancer Registry) to make the initial contact with the clinical teams, 
and if there was follow up, the Study Lead could then be contacted by the local clinical teams. 
However it was noted that this could potentially lead to delays in the process. 
 
Members considered the above issue in depth and balanced the need to ensure timely contact 
with the cohort, versus the statutory obligation to ensure that all other reasonable methods had 
been exhausted. Members concluded that there did seem to be a reasonable alternative 
through which to recruit the cohort, and this would not require the use of section 251 support. 
Members agree that this option should be explored and therefore suggested the following. 
 
Members suggested that the Cancer Registry make contact with the relevant clinical teams to 
introduce the research, and provide the local teams with the relevant information about the 
study. At this point, there would be no onward disclosure of patient identifiable information. 
Prior to this point the relevant point of contact at the Registry could be trained on the study so 
that they are able to respond to any initial queries from the clinical teams. If the clinical teams 
have further concerns they could be provided with contact details for the study lead. However 
the study lead would only receive patient information once they had provided full consent. 
 
Should this approach be adopted, then Members were of the view that there would be no 
requirement for section 251 support to carry out the activity. Members accepted that there was 
a high public interest in this activity, and accepted that that there may be difficulties with the 
suggested amended methodology. However, in the absence of a sufficiently compelling 
reason, members requested that this approach be trialled within the Cancer Registry. If 
significant difficulties were encountered then the Committee would welcome a detailed 
submission setting out evidence of any difficulties experienced and the impact on the study. 
 
Action: NIGB Office to inform applicant of Committee decision.  
 
 
4d.  A retrospective analysis of the incidence, severity and outcome of acute kidney injury in a 
large NHS hospital [ECC 5-04(d)/2010] 
 
The purpose of this application from Nottingham University Hospitals was to establish a 
database to assess the incidence, location and outcome of acute kidney injury (an acute fail in 
kidney function) in all patients admitted to Nottingham University Hospitals Trust (NUH). 
 
The population base for the algorithm would be all patient admitted to NUH over the past three 
years who have had at least one serum creatinine measured. The database would include the 
following patient information: NHS number, NUH hospital number, age, gender, ethnicity, dates of 
admission and discharge, admitting ward, consultant and specialty, date of death if applicable, and 
whether the patient died during the admission, the number of admissions within each 12 month 
period and number of times the patient occurred within the report (to identify patients who have 
multiple admissions with AKI), and varied data on creatinine levels.  
 
It was noted that all the required data was currently held within the NUH ICT patient administration 
and hospital information systems. 
 
Members felt there was some confusion in the application over the purposes and outcomes of the 
activity, but from what was understood, Members felt that there was potential value in the 
outcomes and therefore it would be in the public interest to clarify the aims in order to proceed. 
 
Members discussed whether this activity could be considered audit or research as it was agreed 
that there was some ambiguity over this aspect. The point was particularly relevant as if this 
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activity was to be carried out as an audit by Trust staff, there would then be no requirement for 
section 251 to carry out the activity, provided that access remained within those employed by the 
trust within the clinical speciality. Additionally, Members noted that no specific research question 
was identified within the application. However Members discussed that if the data was to be used 
for research the dataset should be pseudonymised before this analysis was carried out. 
 
However, when assessing the scope of the application, it was noted that access would be required 
by an individual, whose job role was not clear within the application. Members queried whether this 
individual, who would access patient data, was a clinician employed within the renal speciality.  
 
Additionally Members noted that the algorithm would screen all admissions with a serum creatinine 
and select subpopulations that meet the specified criteria for diagnosis of the different stages of 
AKI, but that a manual intervention would be required for those members of the cohort who were 
treated within the critical care department. Members felt that it was unclear how this reconciliation 
would take place, and whether this would involve accessing all information of patients within the 
department, further detail was therefore requested on this aspect. 
 
As such, whilst Members were supportive in principle of this application, they were of the view that 
further clarification was required before a final decision could be reached. Members requested 
clarification about the following points: 
 

1. Clarification over the role of the individual who would be having access to the patient 
identifiable information. 
 

2. The algorithim would screen all admissions with a serum creatinine and select 
subpopulation the meet the specified criteria for diagnosis of the different stages of AKI. 
Clarification was requested whether running the algorithim would require access to patient 
identifiable data at any time. 

 
3. The applicant was requested to clarify whether they considered this activity to be research, 

audit or service evaluation. 
 

4. Clarification over the process of manually entering data for those patients who had received 
renal replacement therapy in the critical care department. The applicant was requested to 
clarify who would access the information and what information they would have access to, 
as well as how the information would be extracted and transferred onto the database. 

 
5. That the applicant consider the feasibility of removing NHS Number and date of death once 

the calculation of mortality and reconciliation had taken place. 
 
Once satisfactory clarification over the above points had been received, this application was 
recommended for approval subject to the following conditions: 
 

1. Provision of a favourable opinion from a research ethics committee. 
2. That the section 251 approval would cover the retrospective cohort only. 

 
Action: NIGB Office to inform applicant of Committee decision. 
 
 
4e.  Predisposition to serrated neoplasia and tumours (PRESENT) study [ECC 5-04(e)/2010] 
 
This application from the University of Oxford sought support under section 251 to identify 
patients diagnosed with a serrated tumour or polyp, detected during the NHS Bowel Cancer 
Screening Service (BCSS). Employees from the BCSS would interrogate the BCSS to identify 
individuals with reported bowel tumours that might satisfy the inclusion/exclusion criteria of the 
PRESENT study. An anonymised list of the clinicopathological data would subsequently be 
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reviewed by the chief investigator and another doctor. The names and addresses of 
appropriate individuals would then be transferred to the researcher so that they could then 
seek consent. 
 
Members noted that this study required access to large numbers and that there was a benefit 
to obtaining data from the BCSS as the reporting to this was standardised. Members agreed 
that the study aims were clearly articulated and that both the form and protocol clearly set out 
the relevant issues. Members were also pleased to note that the applicant had meaningfully 
engaged with the Office queries. 
 
The majority of the application was generally very good, however Members considered that 
the patient involvement stated within the application could be developed further, and that it 
was likely that support would forthcoming for this study from patient engagement. As such, 
Members considered that this aspect should be revisited and that feedback should be sought 
from a layperson, particularly in relation to using patient identifiable data without consent in 
order to subsequently contact the cohort. 
 
Members also scrutinised the patient information and consent form, and noted that as flagging 
would be carried out, that this should be clearly reflected in the information provided to the 
cohort so that patients were fully aware of all aspects to which they would be providing 
consent. A view was raised that it might be beneficial to include reference to studies such as 
this when the initial invitation to take part in screening was sent to patients. 
 
Members discussed that the statement that the cohort would not be able to access histological 
findings that were held about them by the study as they would be pseudonymised and not re-
identified even if requested. Members noted that a similar ethical issue was raised by studies 
such as Biobank and that the researchers should be clear with participants about the 
limitations around accessing their own data. 
 
Members considered the responses given to the Office queries where the issues over 
identification were set out, and Members agreed with the difficulties involved in this aspect and 
agreed that the methodology set out to identify the cohort would be appropriate. 
 
In moving on from the issue of identification, discussion subsequently focused over who would 
initially approach the cohort to seek consent. It is a principle of the Committee that initial 
contact with patients in relation to research activities should be someone involved in a pre-
existing clinical relationship with the cohort. Members considered that the BCSS already had 
legitimate access to the information, and therefore it was unlikely to be a surprise to the cohort 
if the initial contact was made via the screening service.  
 
Members noted the response to a query that the Director of the BCSS had agreed to become 
a member of the Steering Committee for this study if it was felt that it would be more 
acceptable to the patient for the initial contact letter came from her. Members also noted the 
comment that this might set a precedent for future research studies. Members welcomed this 
offer and noted that procedurally, for section 251 purposes it would not be necessary for the 
Director of BCSS to be a member of the Steering Committee, however, it would be appropriate 
for the initial letter to be signed by the Director of the Screening Service. Alternatively, the 
Committee felt that the letters could be sent from the regional or local groups of the BCSS. 
 
In conclusion, Members agreed that there was a high public interest to this activity, and 
subject to the conditions set out below, agreed to recommend provisional support to this 
application. 
 
This provisional approval is subject to the following conditions: 
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1. The letter of invitation was to be sent on BCSS headed paper and electronically signed 

by the Director of the Screening Service. Alternatively, regional/local groups of the 
programme could send out the information.  
 

2. That the activity of flagging should be included in the patient information and consent 
form 

 
Action: NIGB Office to notify applicant of Committee decision. 
 
 
4f.  ProActive: Follow-up Study [ECC 5-06(f)/2010] 
 
This application was a follow-up to an original study began in 2001 which was a trial of an 
intervention programme to promote physical activity in a high-risk group of people by virtue of 
their parental family history of type 2 diabetes and self-reported sedentary lifestyle. 
 
This follow-up was requested in order to carry out an assessment of changes in physical 
activity and related health outcomes over the five years since the original study to identify if 
any of these changes can be interpreted as being a result of the original intervention, or some 
other social or environmental factor. 
 
Members understood that contact details for the cohort of 365 were already held by the 
researchers because of the original study. Members noted that this was a follow-up to a pre-
existing study, and that access was required to the Medical Research Information Service 
(MRIS) in order to trace participants from the original study. Members noted that attempts had 
been made to contact the original participants and that difficulties had been experienced, and 
therefore this formed the justification for the request to access data via MRIS. 
 
Members felt that there was some confusion over precisely who would be traced, and noted 
comments in the application that it would be of value to acquire mortality data via the ONS on 
all 365 participants so that deceased participants were not contacted. Members agreed that 
this was a reasonable approach; however, they were not clear why consent could not be 
obtained for those in contact with researchers. As such, members requested that the request 
for mortality data be clarified. Members discussed tracing the cohort and agreed that it would 
be reasonable to provide support to permit tracing of those that had been lost to follow-up. 
 
Members discussed that methodology employed to contact the participants and noted that 
following the sending of the patient information and consent forms, if no response was 
received then the researcher would attempt to contact the participant via telephone, in 
conjunction with sending reminder letters if telephone contact was not made. Members noted 
this point, but were of the view that making contact by telephone was inappropriate if the 
potential participant had not returned hard copy confirmation of their inclusion. As such, 
Members requested that if attempting to contact those lost to follow-up, that these persons 
should not be telephoned if they had not responded to the written invitation.  
 
Members provisionally approved this application, subject to the following request for 
clarification: 
 

1. Clarification whether mortality data was required for the whole cohort, and, if so, 
whether the applicant had considered obtaining consent from those whom they were 
still in contact with. 

 



18 
 

If the Chair was satisfied with the response the application was to be recommended for 
provisional approval subject to the following conditions: 
 

1. Support under section 251 was provided to permit the tracing and the obtaining of 
mortality data of only those lost to follow-up. 

2. When contacting those lost to follow-up, telephone contact should not be made. 
 
Action: NIGB Office to inform applicant of Committee decision. 
 
 
4g.  Stroke Improvement National Audit Programme SINAP [ECC 5-06(g)/2010] 
 
This application from the NHS Information Centre (NHS IC) set out details of an audit being 
run by the Stroke Programme at the Royal College of Physicians (RCP) in partnership with the 
NHS IC. The RCP were responsible for the clinical input and deciding the dataset and would 
report findings. The NHS IC would be responsible for collecting and holding the data and 
removing patient identifiable information before it was provided to the RCP. The cohort would 
cover all in-patients with confirmed stroke or Transient Ischaemic Attack wherever they were 
admitted in an acute hospital, and all patients who were referred to the stroke team.  
 
Members noted that the patient identifiable data was required in order to link ONS death data 
for mortality; to link to HES readmissions and further strokes, and to link with ambulance trust 
data to permit aspects of pre-hospital care to be analysed. It was also noted that postcode was 
required so as to generate deprivation status and PCT of residence using internal record 
linkage with the NHS IC’s Central Cardiac Audit Database (CCAD). It was noted that the 
additional identifiers were required as NHS Number was not available for all patients. 
 
Members agreed that they would expect patient engagement to be stronger within the audit, 
and queried why the Stroke Association had not been consulted to see if they would be willing 
to participate in the development of the audit. As such, Members requested that this aspect be 
explored further and the development be reported against within the next annual review. 
Members also discussed the patient information leaflets and felt that they could be simplified 
to make them understandable to a wider audience. 
 
Members were of the view that the activity was very similar to the National Clinical Audit 
Support Programme (NCASP) umbrella of audits, and were therefore mindful that the criteria 
used to approve this audit should reflect those of NCASP. Members discussed the point made 
that a review would take place during the audit and that this would inform the decision as to 
whether to continue the audit; if this was the case then Members noted that a further 
application would be made to continue support. Members noted that should this situation arise, 
they would consider the application in light of what progression had taken place in the interim 
period; in terms of what opportunities for consent had been taken, and development of patient 
engagement. 
 
Members also noted the responses provided to the Office queries around “consent issues” and 
were disappointed to note that the responses primarily focused upon the difficulties involved in 
seeking consent, rather than focusing upon opportunities for consent. It was appreciated that 
some difficulties would be present, however, the Committee required evidenced justification be 
provided and expected that more focus should have been made around areas where consent 
would have been considered practicable. The Committee were pleased to note that the patient 
information leaflet would include a right to opt-out. 
 
Based upon the balance of the strong public interest involved in attempting to improve patient 
care through seeking to carry out this audit, the Committee agreed to provide support under 
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section 251 to cover the data collection and the analysis of the data by the NHS IC. This was 
to be approved under the same criteria as the NCASP audits and it was agreed that the NIGB 
Office would check the previous NCASP approval. Members strongly emphasised that should 
the intention be to continue this audit past the currently defined time period, then they would 
expect to see progress in the stated issues around consent. 
 
This provisional approval was recommended subject to the following condition: 
 

1. User involvement should be extended and the Stroke Association engaged in order to 
inform the activity. A report on progress should be included in the next annual review. 

 
Action: NIGB Office to inform applicant of Committee decision. 
 
 
4h.  Aging with Down Syndrome and Intellectual Disability (ADSID) Research Database [ECC 
5-04(h)/2010] 
 
The purpose of this application from University College London was to establish a new 
research database, based on clinical information, which would include personal identifiers. The 
proposed clinical database (ADSID) would consist of anonymised clinical data of people with 
Downs Syndrome or Intellectual Disabilities who have been assessed or screened for memory 
problems in the collaborating centres. The database would be populated with retrospective 
clinical data, for which section 251 was sought, and prospectively, which would be obtained 
via consent. 
 
Professor Carol Dezateux declared a conflict of interest as this study originated in her 
institution and did not participate in the discussion. 
 
Members noted that the focus of this application for section 251 purposes would be the 
retrospective arm as prospectively, consent would be obtained. It was also noted that the 
application indicated that it was likely that many of the retrospective cohort would have died, 
been lost to follow-up or be in end stage dementia. 
 
Members agreed with the statement that it was necessary for the study to include data on the 
retrospective cohort so that survival times and clinical outcomes could be determined. 
Members also accepted that the identifiers required were of the minimum, and that this was 
justifiable in this specific context. However, Members were mindful that this would involve the 
retention of patient information without consent, and were therefore pleased to note the 
commitment to reduce date of birth and death to month and year once survival rates had been 
calculated. Members discussed why any identifiers would need to be retained and it was 
agreed that the applicants should consider whether it was feasible to retain the identifiable 
data separately from the clinical data in order to limit the identifiability of data when analysis 
took place.  
 
Members discussed whether it would be feasible for treating clinicians to extract the relevant 
information as the numbers involved were relatively very small. However, Members took the 
view that often those with learning disabilities had frequent interactions with health care 
services and therefore files generated tended to be extensive. As such, it was predicted that 
the activity of extracting data could take up to a day of clinician’s time. In this specific instance, 
Members agreed that there was no other reasonably practicable method by which to identify 
the requested information.  
 
The Committee recommended approval under section 251 for this application subject to the 
following conditions: 
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1. Members requested clarification on the feasibility of holding identifiable data separately 

from the clinical data 
2. Members requested that patient involvement should be progressed and reported against 

in the annual review. 
3. That a favourable opinion from research ethics committee be provided to the NIGB 

Office. 
4. Date of birth and date of death to be reduced to month and year once survival analysis 

had been completed 
 
Action: NIGB Office to notify applicant of Committee decision. 
 
 
4i.  Mortality and SUDEP rate in epilepsy patients undergoing Vagus Nerve Stimulation [ECC 
5-06(i)/2010] 
 
The aim of the application from Kings College Hospital was to establish whether epilepsy 
treated with Vagus Nerve Stimulation (VNS) lowered the mortality associated with epilepsy 
including sudden death in epilepsy (SUDEP). The cohort would consist of all patients 
undergoing VNS as treatment for epilepsy at King’s College Hospital. Access to patient 
identifiable data was considered to be essential to this audit in order to find out from MRIS who 
was alive and who had passed away to calculate mortality rates. The names of the people who 
had died and their death certificates would be required to allow the classification of the cause 
of death as epilepsy or non-epilepsy related.  
 
Members firstly discussed whether this application was audit or research as this had not been 
clearly defined. They were also mindful of the statement in the application which indicated that 
the cohort would not necessarily be followed up within the Trust, and no information had been 
provided to them as to potential follow-up. As a whole, Members felt that it could be 
considered to be audit, however, as there would not be a review by a research ethics 
committee, the Committee considered all aspects of the application. 
 
The Committee agreed that consent would be difficult, and that 100% ascertainment may be 
necessary for mortality rate calculation. It was also agreed that there was a public interest in 
this activity being carried out as the outcomes would be important to those suffering from 
epilepsy. 
 
Members discussed whether there was an exit strategy from the requirement of section 251 
support, such as consent or the reduction in identifiability of data. Members were unclear as to 
how there would be potential to pursue either of these options and requested that this be 
explored in order to justify this access to patient identifiable data without consent. 
 
Members noted that there might be a prospective arm to this activity, and were of the view that 
they would have expected any prospective data collection to have received full consent as 
there would be opportunity to do so. 
 
Concerns were raised over the validity of the outcome measures as death certificates often did 
not state the underlying reason for death, and generally did not record epilepsy as the cause 
of death. Therefore members were concerned about whether obtaining this information would 
achieve the aims of the study and were unsure that the interventions had sufficient evidence of 
clinical effectiveness to justify the release of information. In particular, Members required 
confirmation that the proposed audit had been reviewed by the Kings College Audit Committee 
or an alternative peer review process, which would consider these issues and confirm whether 
the use of death certificates would meet the stated aims. 
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Due to the concerns raised above the Committee were unable to approve this application; 
however it was indicated that they would welcome a resubmission once the above points had 
been addressed. 

 
Action: NIGB Office to inform applicant of Committee decision. 
 
 
4j.  British Paediatric Neurosurgery Group (BPNG) audit/ HES analysis [ECC 5-06(j)/2010] 
 
This application from the National Cancer Services Analysis Team (NATCANSAT) required 
access to the British Paediatric Neurosurgery Group (BPNG) audit database to permit linkage 
of this data to the HES database. This application had two purposes; to carry out a 
comparative audit of the diagnosis and operation details recorded on the BPNG audit against 
the equivalent details on the HES database and to enrich the BPNG database with additional 
information from HES. 
 
It was noted that NATCANSAT would prepare an anonymised database, containing only 
postcode for use in the analysis of the dataset, so no other identifiers would be used once the 
linkage had been carried out. A second database which would contain identifiers would be 
prepared for return to the Royal College of Surgeons of Edinburgh, who held the original 
BPNG database. 
 
Members felt that there was some ambiguity around the information governance of the 
proposed data set. They queried whether the intention was to create two databases and what 
methodology would be used to anonymise the data. Members also queried whether this was a 
one-off matching exercise or whether HES extracts would be required on a regular basis.   
 
Members were of the view that they required further clarity on the precise legal status of the 
BPNG audit. Whilst understanding that the data were generated in England, it was not clear on 
what basis the data were collected and retained, and whether permission was already in place 
for it to be linked to other datasets. This lack of clarity meant that it would not be appropriate to 
recommend section 251 support to link two datasets if the precise legal status of one dataset 
was unclear.  
 
Members also felt that there was some ambiguity over the stated purposes of the application, 
and that some aspects seemed theoretical in terms of the future use of data. As such, 
Members felt that the purposes should be revisited and made explicit as to how the combined 
dataset would be used. 
 
Due to the reasons stated above Members were unable to recommend support under section 
251. It was recommended that should the intention be to carry out linkages with this dataset, 
then an application should be submitted from the data controller of the BPNG audit.  
 
Action: NIGB Office to inform applicant of Committee decision 
 
 
4k. Child and Adolescent Psychiatric Surveillance System survey of Child-Onset Non-effective 
Psychosis (CAPPS) in the United Kingdom and the Republic of Ireland [ECC 5-04(k)/2010] 
 
This application had initially been considered via the fast track procedure, however due to a 
number of concerns, Members felt that it would be necessary to refer to a full Committee 
meeting. 
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This application from the University of Durham set out a methodology around a monthly postal 
survey whereby Consultants would be asked to report children younger than 14 years of age 
with schizophrenia or a related psychosis. For each case the reporting clinician would be sent 
a brief questionnaire establishing basic clinical details of the cohort at one year. In addition, in 
order to assess the sensitivity of the surveillance study a brief telephone interview would be 
conducted at the end of the first 13 months to ask consultants within one health region 
whether they have encountered any children under 14 years with schizophrenia or a related 
psychosis. This “double capture approach” would be used to estimate the effectiveness of the 
survey methodology. The survey was intended to identify this population and assist in finding 
more effective ways to meet their needs. 
 
The Committee considered the proposed methodology and noted that the rationale for 
approving surveillance methodology was that the incidence of the rare condition was not 
known, the condition was serious, and that there was a real benefit to understanding the 
incidence/diagnostic issues. It was also agreed that normally in these situations full 
ascertainment was required if incidence was the key outcome. As such, Members agreed that 
the issue to be investigated was an important one and the condition rare and serious, 
therefore it was felt that surveillance methodology would be appropriate. 
 
Members noted that the methodology was based upon the current BPSU approach where only 
the minimum amount of identifiers should be accessed, and that these should be destroyed as 
soon as possible. It was accepted that a minimal set of identifiers were usually required to 
avoid duplication. In assessing this application Members were of the view that it appeared to 
deviate from the basics of the BPSU methodology with respect to the proposed information 
flows, and Members were not altogether persuaded by the reasons given within the application 
as to why this was necessary. Members also discussed that there appeared to be some 
confusion between demographic information, such as age and ethnicity, with personal 
identifiers, such as NHS number and date of birth.  
 
Members were of the view that parents of the children within the cohort would be willing to 
cooperate and would welcome the interest of the researchers, especially if the aim was to 
optimise medical care of these rare conditions. Given the small numbers involved Members 
were of the view that a letter with information about the study and offer of opt out could be 
provided. Members noted that an information leaflet had been provided with the application, 
but did not consider it to fulfil the requirements of a comprehensive information leaflet, and that 
it should include right of opt-out. Members also felt that the information focused primarily upon 
data security concerns, and that more focus should be made on providing information about 
the study so that families of the cohort are clear about the nature of this activity. Member 
requested further consideration to be made on this matter. 
 
Members considered the application in relation to the identifiers and retention period of the 
data. Members were not persuaded by the reasons given for a retention period of between 3-
12 years, and could not approve this aspect. Instead Members recommended that the 
identifiers of date of birth and NHS Number should be retained alongside the unique study ID, 
and be kept for the duration of the study so as to avoid duplication. Partial postcode should be 
converted into deprivation score and deleted. 
 
Members were of the view that clinicians would have very few cases and as such an 
alternative methodology would be to provide clinicians with a unique study ID which could then 
be retained within the patient’s notes in the instance of a case being referred. This together 
with the limited patient information such as age, gender and ethnicity was considered sufficient 
to confirm correct follow-up contact. 
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Due to the above Members were unable to approve this application and stated that they would 
welcome a resubmission that took into account the points raised. 
 
It was noted that the application raised some further general issues about the CAPPS 
methodology and Members welcomed the review of the CAPSS methodology that would take 
place at the next Committee meeting. 
 
Action: NIGB Office to inform applicant of Committee decision. 
 

5. Any other business 
 
 
5a.  Annual review - Case note review of men who died before being approached for consent 
[PIAG 1-05(f)/2003] 
 
Members were provided with an annual review for the above study which was approved by 
Patient Information Advisory Group (PIAG) in 2003. The annual review proposed some 
amendments which required Committee review. The study was originally provided approval to 
allow a medical case note review for men who had passed away before their consent was 
obtained. The original application was approved in 2003 to allow flagging on MRIS for vital 
status and notifications of cancer diagnosis. The application was approved by PIAG subject to 
the condition that the GP reviewed the medical notes in order to determine whether there was 
a record that the men did not wish their medical notes to be used for research purposes. The 
applicant had provided an annual review which highlighted some issues around the process of 
the application caused by this condition of approval.  
 
The applicants were concerned that for those men who had moved from the original 
randomised GP practice, they did not currently have contact details for the GP at the time of 
death. Members discussed whether it would be possible for MRIS to be used to trace the last 
registered PCT so that the PCT could then identify the last registered GP. Members noted that 
the men were already flagged with MRIS for notifications of cancers/death so establishing the 
additional information should be relatively uncomplicated. 
 
Some of the cohort’s medical records had been sent back to the health authority and in these 
cases the applicants were having difficulty retrieving them. Members suggested that the 
researcher could apply directly to the PCT to obtain a copy of medical records and the PCT 
could review the medical notes prior to disclosure instead of the GP. 
 
Some GP’s had been confused by the meaning of PIAG’s original condition to review the case 
notes to determine any objection to notes being used for research and that others had refused 
access to medical records. Members noted that section 251 was a permissive rather than a 
mandatory power, and therefore it did not require the GP’s to provide the information. As such, 
members were of the view that changing the current approval would not resolve the issue 
described. Members agreed that as the GP was the data controller for the records whilst the 
patient remained registered with them, they ultimately had the decision whether or not to 
release the information.  
 
Several GP’s have been unable to tell the researchers whether they were the GP at the time of 
death as the written notes had already been returned and the computer records deleted, 
limiting their authority to request records and review them. Members agreed that the GP’s may 
no longer be able to access the computer records as there was no longer a legitimate 
relationship, however the records would still exist as the Department of Health recommended 
retention period of GP records was a minimum of 10 years after the death of the patient. 
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Members concluded that amending the original approval would not rectify the issues raised 
and therefore felt that the decisions around the disclosure remained within the relevant GP 
practice or PCT. Members were satisfied with the annual review update and agreed to provide 
another years approval on the same terms as the original. 
 
Action: NIGB Office to notify applicant of Committee decision. 
 
 

6. Dates of future meetings 
 
Thursday 29 July 2010 
Tuesday 28 September 2010 
Wednesday 1 December 2010 
 
 


