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RAFT 
 
 
Ethics and Confidentiality Committee (ECC) Meeting – Thursday 19 July 2012 
 
Members:  
 
Dr Mark Taylor (Chairing), Mrs Pauline Brown, Dr Tony Calland, Dr Robert Carr, Dr Patrick Coyle, 
Professor Julia Hippisley-Cox, Dr Tricia Cresswell, Dr Fiona Douglas, Ms Alison Emslie, Mr Stephen 
Hinde, Ms Gillian Wells and Mr Chris Wiltsher. 
 
In attendance:  
 
Ms Natasha Dunkley (Approvals Manager), Ms Nicola Gould (NIGB NHS Information Governance Lead - 
observing), Mr Sean Kirwan (Department of Health) and Mrs Brenda Thomas (NIGB Business Support 
Officer). 
 
1. Welcome and apologies 
 
Apologies were received from: Dr Colin Harper, Dr Andrew Harris, Professor Jane Kaye and Mr Terence 
Wiseman.  
  
2.   Declarations of Interest 
 
Dr Robert Carr declared an interest subsequent to the meeting in relation to application ECC 4-03 
(c)/2012; all comments were subsequently excluded. 
 

 
2a. Minutes of last meeting & matters arising 
 
The minutes from the meeting held on 30 May 2012 were approved as an accurate record. 
 
Establishment of further ‘honest broker’ services 
 
An update was provided against the DH policy position in relation to applications establishing the role of 
honest brokers, following ECC consideration of the Cerner application in May 2012. At that meeting, the 
Committee had advised the Secretary of State for Health that the application should not be supported in 
its present form due to the broadness of the activity, and the current Regulations were not broad enough 
in scope to encompass a full honest broker service. The Committee understood that the Health and 
Social Care Information Centre (HSCIC) would receive enhanced powers from April 2013 to receive and 
process data collected nationally across the health and care system in England. It would establish a 
secure data linkage service, with a specialist focus in serving research and life science needs via the 
Clinical Practice Research Datalink service. 
 
The Committee had sought advice from the Department of Health as it anticipated that there could be 
potential for other applicants to submit similar applications to develop ‘honest broker’ capability in order 
to support research and life science activities. Whilst independent in the terms of the advice it provides, 
the Committee sought clarification on whether the Department could provide any advice in terms of the 
general policy position on the future establishment of such services in order to inform any further 
consideration of such applications under the Regulations.  
 
The Committee highlighted that it currently took the position that the proliferation of large data 
repositories increased governance risks and duplication throughout the system, and encouraged 
applicants to utilise existing sources rather than develop individual and bespoke facilities to process and 
anonymise large amounts of confidential patient information. For example, where it is known that the 
HSCIC could provide the relevant information, instead of establishing a further ‘honest broker’ the 
applicant would be encouraged to work with the Centre as a practicable alternative to seeking support 
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under the Regulations. This principle has underpinned the advice provided by the Committee to the 
Secretary of State and clarification was sought on whether this position should be reviewed.  
 
The response from the Department of Health clarified that Chapter 9 of the Health and Social Care Act 
2012 includes legal provisions enabling the Health and Social Care Information Centre to become a 'safe 
haven', to collect and link these kinds of data and publish them in aggregated, anonymised format. 
These provisions and, crucially, the associated provisions to ensure that this identifiable and confidential 
data is handled and protected appropriately, were the subject of considerable stakeholder engagement 
and, eventually, approval by Parliament. As such, with these legal provisions in place, it was confirmed 
that the approach taken by the Committee was a sensible one. It was also confirmed that in policy terms, 
the Department noted and shared the Committee's concerns about the potential proliferation of large 
data repositories to increase governance risks and duplication issues. The response concluded that the 
current independent review of information governance arrangements, being led by Dame Fiona 
Caldicott, looked very likely to be considering the issues around multiple 'safe havens' for confidential 
patient data. Until that review has completed its recommendations, the Committee were advised to hold 
to the current position.  
 
Transitional arrangements 
 
An update was provided by Mr Mathew Fry, NIGB Operations Manager, on progress towards transition 
of the secretariat function. Members welcomed the update and commented that, due to the current 
reduced staffing levels, care should be taken to ensure there is sufficient capacity to manage the interim 
arrangements. It was confirmed that interim measures had been taken to manage the flow of everyday 
business, and that the NIGB were monitoring the situation.  
 
 
Arrangements for Wales 
 
Dr Coyle emphasised that arrangements for Wales should not be overlooked during this transition 
period, and it would be essential for the arrangements to include Wales. This view was supported by the 
Committee.   
 
 
 
2b. NIGB Office Report [ECC 2-03 (b)/2012] 
 
For information  
 
Secretary of State for Health (SofS) approval decisions 
 
The DH senior civil servant on behalf of the SofS agreed with the advice provided by the Committee 
in relation to the May 2012 meeting applications.   
 
IG Toolkit and SLSP submission 
 
Following notification in September 2011, the Department of Health’s policy intention was for all 
bodies processing NHS data to provide assurance of their information management practices 
through an appropriate IG Toolkit submission.  In relation to applications, the intent was to move 
from completion of a SLSP to providing the IG Toolkit submission, and this was due to be phased in 
between April and October 2012.  Following notification on 18 June 2012, due to organisational 
change the DH team managing security reviews will no longer be able to carry out this work.  With 
immediate effect all applicants will be required to provide assurance via an IG Toolkit submission.  
Following an update on 03 July, applicants would be directed to the National Helpdesk at Exeter in 
order to progress their individual security assurances.    
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Members were presented with a draft process document drafted by the Department who manage the IG 
Toolkit submissions. Members welcomed this additional clarity. Members expressed concerns that while 
the IG Toolkit was an improvement tool to measure organisational assurance over information 
governance arrangements, it did not equate directly to the arrangements within individual applications. It 
was also confirmed that where an organisation had not achieved a Level 2 in a certain requirement, an 
improvement plan with timescales would provide sufficient assurance to enable the toolkit submission to 
be signed off for the purposes of the application security review. 
 
In considering applications, members are mindful of Regulation 7 of the Health Service (Control of 
Patient Information) Regulations 2002 that states that all those processing confidential patient 
information under the Regulations should ensure that appropriate technical and organisational measures 
are taken to prevent unauthorised processing of that information. Members commented that some parts 
of the Toolkit were particularly pertinent to the considered applications, and it would be important for the 
members to be aware of these when arrangements were not in place but an improvement plan had been 
submitted as further, more specific assurance might be required, particularly when dealing with 
significant data flows or particularly sensitive data.  
 
It was agreed that a sub-group would be convened to review the toolkit fields, identify those that would 
be of particular relevance to the ECC consideration, and to feed back recommendations to the 
Committee; options including potentially updating the current security questions within IRAS. Mrs Brown, 
Ms Emslie, Mr Hinde and Mr Wiltsher volunteered to form this sub-group. 
 
Action:  Sub-group to review key components of IG t oolkit submission to identify those of 

particular relevance to ECC consideration.     
 
Health Research Authority – unified approvals process launch event 
 
It was reported that Ms Claire Edgeworth (NIGB Deputy Approvals Manager) attended an event held 
by the Health Research Authority on the 14 June to formally launch the IRAS unified approval 
process which provides a coordinated route for obtaining approvals.  Representatives from IRAS 
partner organisations and the wider research community attended. 
 
Training session at London Queen Square REC 
 
Ms Claire Edgeworth recently delivered a training session to London Queen Square Research 
Ethics Committee on 21 June 2012.  This covered the role of the NIGB and ECC, the legal 
framework regarding access to confidential patient information, particular considerations of the ECC 
and clarification on how the ECC and RECs work together. 
 
Fast Track applications  
 
ECC 4-02(FT1)/2012 Norfolk Arthritis Register (NOAR ) 
 
This application from the University of Manchester detailed a longitudinal observational study, the 
Norfolk Arthritis Register (NOAR), that commenced in 1990 with the aim to identify genetic and non-
genetic factors which may be related to the onset of inflammatory arthritis, response to treatment 
and its long-term outcomes.  The study included 3,500 patients and requested that the register 
dataset of 3,500 patients could be linked with Hospital Episode Statistics (HES) data.  This 
application was fast tracked under criteria 7: validity of consent.  It was noted that the original 
consent form did not make explicit reference to linkage with HES.   
 
The applicant had asserted that it would take a significant length of time and be particularly costly to 
re-consent the cohort of patients and that some patients on the register would have died or contact 
details would not be up to date.  It was noted that an amended consent form had been issued for 
future recruitment which made reference to the use of HES data.   
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Members reviewed the consent form included with the application and noted that it made reference 
to accessing patients’ medical records and were of the majority view that this could be taken to 
include HES records.  In addition it was noted that the amended consent form would be provided to 
patients at the earliest opportunity.  However, a view was raised by one Member that the wording 
may not be sufficient to cover the disclosure of HES data and Members agreed that support could 
be recommended to ensure that the disclosure of confidential patient information had a legal basis 
in this instance. 
 
ECC 4-02(FT2)/2012 HES application for PD MED 
 
This application from the University of Birmingham detailed a request to access HES data in relation 
to PD MED clinical trial participants as part of a study which aimed to help define guidelines for the 
suitable treatment of Parkinson’s disease patients.  Identifiable data would be submitted to the 
Health and Social Care Information Centre (HSCIC) in order to identify trial participants.  HES data 
would be linked to a unique trial number before being disclosed to the applicant.  This application 
was processed under the fast track criteria 4: time limited access to undertake record 
linkage/validation and to pseudonymise the data.   
 
Members discussed that there was a clear public benefit to the study.  It was noted that recruitment 
to the trial had ended and that gaining explicit consent from the cohort for the use of HES data was 
likely to be disproportionate, noting that the patients had previously consented to take part in the 
trial.  Members discussed the consent form post-2003 and a view was raised that it may not be 
sufficient to cover the disclosure of HES data.  Therefore Members agreed that support could be 
recommended for the entire cohort to ensure that the disclosure of confidential patient information 
had a legal basis in this instance. 
 
Coronary Artery Calcium Scores on Trauma CT scans a nd their association with longer term 
survival 
 
This application from Barts and the London NHS Trust requested mortality data from MRIS to 
determine survival of patients treated within the Trauma department at the Royal London Hospital 6 
and 12 months post treatment as part of a research study.  This was in order to assess the longer-
term significance of pre-existing coronary artery calcium in patients as part of larger study into 
whether computed tomography (CT) scans of severely injured patients taken at admission may be 
used to estimate Coronary Artery Calcium Scores (CACS).  Following the submission of this 
application in February 2012 it was advised that as the patients’ clinical care team was making the 
request for publicly available mortality data an application for support would not be required.  
Subsequently, further clarification was submitted in relation to the request which detailed that a 
clinical research fellow employed by the hospital would access mortality data.  The application was 
therefore forwarded to Members for their consideration. 
 
Members reiterated their advice that death registration data was in the public domain and therefore 
access to data regarding date and cause of death only would not be considered to constitute a 
breach in confidentiality where it was released to the clinical care team of a patient.  It was noted 
that Professor Karim Brohi, who formed part of the clinical care team, would be the named applicant 
in this instance and Members agreed that the mortality data could be disclosed to the clinical team 
supervised by Professor Karim Brohi without a breach in patient confidentiality.  Members advised 
that once the requested information was received from the Health and Social Care Information 
Centre, it would be the responsibility of the local Caldicott Guardian to determine which clinical 
hospital staff would have a legitimate basis to access patient’s data at a local level.  Members noted 
that extraction of data at a local level for the first phase of the study had already been undertaken by 
the clinical research fellow and that this had been deemed appropriate at a local level without a 
request for support under the Regulations. The Committee therefore advised that an application for 
support would not be required.  
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Amendments  
 
PIAG 1-05(d)/2008 European Prospective Investigatio n in Cancer (EPIC-Oxford) 
 
This application from the University of Oxford for the EPIC study detailed the primary aim of 
examining the associations of nutritional factors with common diseases.  The study involved 65,000 
men and women who had provided consent to participate in the study.  The purpose of the 
application was to enable the applicant to increase the scientific value of EPIC-Oxford by obtaining 
information from the HES database for disease outcomes rather than cancer, such as 
cardiovascular diseases and musculoskeletal disorders.  Support under the Regulations had been 
obtained to allow linkage with HES in 2008 to collect name, address, date of birth, NHS number, 
details on diet, lifestyle and health, information on hospital admissions and procedures performed.   
 
The amendment request sought to extend support in order to allow the linkage of PEDW data 
without consent.  This amendment request was considered by the Chair who noted that the original 
application included linkage to HES data and therefore this was essentially a geographical 
amendment to include PEDW data for patients within Wales.  The Chair recommended that the 
geographical amendment be approved. 
 
PIAG 4-08(b)/2003 - National Confidential Enquiry i nto Patient Outcome and Death (NCEPOD) 
 
Two additional protocols, the Alcohol Related Liver Disease and Subarachnoid Haemorrhage Study, 
were submitted which followed the previously approved protocol and were recommended for support via 
Chair’s action. 
 
ECC 2-04(c)/2010 NHS Central Register amendment - c ontacting parents of twins on a large 
scale: a pilot study for investigating parent and c hild outcomes 
 
This application from King’s College London detailed a request for the NHS Health and Social Care 
Information Centre (HSCIC) to use data obtained from ONS linked with NHS demographic data in 
order to write to parents of twins in order to seek consent on behalf of the applicant.  The application 
detailed a pilot study which aimed to test the proposed methodology.  This would inform a larger 
study combining preventative and public health-based approaches to parenting intervention with a 
behavioural genetic approach, comparing the resemblance of identical and fraternal twins to 
examine individual differences in children’s responses to intervention.   
 
Members noted that the although the application came from King’s College London, confidential 
patient information without consent would only be accessed by the HSCIC and would not be 
disclosed to researchers at King’s College London without prior consent.  Members noted that 
participants were identified by the fact of having twins only and that no clinical information would be 
required.  Members discussed that the Committee’s preferred approach for consent was via a 
patient’s clinical care team.  However Members noted that in this instance the applicant detailed that 
previous attempts to contact parents of twins via GPs had not resulted in sufficient response rates.  
It was advised that a Research Ethics Committee should review all patient information and therefore 
the initial approach letter from the HSCIC should be submitted for review.  Members agreed that in 
this specific instance, it would be appropriate to recommend an amendment to the HSCIC’s central 
register application in order to allow the HSCIC to write to parents on the researcher’s behalf, noting 
the basic demographic data that would be used as the inclusion criteria.  It was agreed that future 
similar requests would be dealt with on a case by case basis. 
 
ECC 8-02(FT2)/2011 National Review of Asthma Deaths  (NRAD) 
 
This request from the Royal College of Physicians (RCP) detailed an amendment to the above 
approval.  It was proposed that a small group of retired physicians would aid the clinical lead at RCP 
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to carry out reviews of submitted case collection forms at the RCP.  This was to ensure that cases 
were included or excluded appropriately.  It was noted that the retired physicians would be under the 
same confidentiality agreements as RCP staff and reviews would take place on RCP premises.  The 
Chair recommended that this amendment be approved. 
 
ECC 8-05(h)/2011 A study of MRSA Carriage and Infec tion in the United Kingdom 
 
This application from the University of Cambridge detailed an observational cohort study of patients 
with MRSA infection or colonisation admitted to hospitals within the East of England.  The study 
would collect clinical data and bacterial isolates from patients with MRSA colonisation and infection 
in the UK.  The primary objective of the study was to perform bacterial whole genome sequencing of 
MRSA isolates to determine its population genetic structure in the United Kingdom.  The secondary 
objectives of the study were to use bacterial sequence data to determine MRSA transmission 
pathways within and between hospitals in the United Kingdom, to use bacterial sequence data to 
determine the accuracy of using phenotypic drug susceptibility patterns (antibiograms) to track 
MRSA in the hospital setting and to look at associations between clinical features, bacterial 
phenotype and bacterial genotype in patients with MRSA carriage and infection.   
 
This amendment request detailed data collection at two additional sites, Papworth and 
Hinchingbrooke Hospitals as MRSA specimens from both hospitals would now be processed on the 
Addenbrooke’s site.  It was noted that the tracking element of the study would be carried out by the 
infection control team within each hospital and that support would be needed to cover access to 
MRSA patient’s notes by a research nurse, who would owe an equivalent duty of confidentiality as 
members of the patient’s care team, and extraction and use of patient data from those notes 
including date of birth and postcode by the research team.  As the amendment request followed the 
same previously approved methodology and sought access to data on two further sites only the 
request was considered by the NIGB office.  It was confirmed that support would be recommended 
in line with previous advice provided by the Committee and that reasonable efforts should be made 
to inform patients that data collection was taking place at all sites. 
 
ECC 1-06(c)/2011 National Oesophago-gastric Cancer Audit 
 
This request from the Health and Social Care Information Centre (HSCIC) detailed an extension to 
the above approval for the National Oesophago-gastric Cancer Audit to allow NHS trusts to submit 
audit data collected locally between the first audit, which ceased data collection in June 2009, and 
the current audit which commenced in April 2011.  It was noted that the first audit in 2007 was part 
of the NCASP umbrella application, current reference ECC 1-06(c)/2009, and that accessing this 
data would allow results to be published on a longitudinal basis and highlight improvements in care.  
It was noted that data collection would be managed in line with the current application.  The 
extension was therefore considered by the NIGB office and support was recommended. 
 
Update on previous applications  
 
ECC 1-05(e)/2012 – Investigation of genetic and env ironmental factors underlying 
cardiovascular disease – the London Life Sciences P opulation (LOLIPOP) Study  
 
This application was considered at the February 2012 meeting where a number of requests for 
clarification were made.  Following subsequent responses from the application a teleconference 
took place between Professor Simon de Lusignan and Dr John Chambers from the LOLIPOP study 
to discuss the use of control data and encryption methods utilised.  Dr Mark Taylor (ECC Deputy 
Chair), Dr Chris Wiltsher and Dr Robert Carr attended from the ECC and Ms Claire Edgeworth 
attended from the NIGB office.  The applicant confirmed that encryption would take place on GP 
practice sites and therefore no identifiable data would be extracted, but the actual process would 
need to take place on a researcher’s laptop.  The applicant confirmed that a researcher would need 
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access to some identifiable data items in order to align data items and that there may be a 
requirement to access data items to remove duplicate entries, but that the encryption process could 
be carried out automatically.  The applicant explained the process used to extract and encrypt 
demographic and clinical data.  It was confirmed that the NHS numbers, along with gender and year 
of birth, would be extracted separately from clinical data and that a MIQUEST ID would be used to 
link the clinical data to encrypted NHS number and other demographic data. 
 
Members noted that the applicant had provided a number of documents in support of their 
application which appeared to contain different reasons for the collection of control data.  Dr 
Chambers explained that this was because as the study had progressed since 2002 it had become 
apparent that there was a need to ensure data was robust and compare a larger cohort to the 
LOLIPOP cohort to see whether it reflected the more general population.  This would allow the 
development of risk stratification techniques that could be used by the NHS.  Members queried 
whether this was an additional purpose which could be considered out of scope of the original 
proposal and would therefore need to be subject to a new ethical opinion.  The applicant confirmed 
that the original grant for the LOLIPOP study included more general economic health and service 
outcomes.  Members noted that the REC had overall responsibility for ensuring that the appropriate 
scientific review had been carried out.  Members agreed that outstanding issues had been 
addressed and they could now recommend provisional approval to the Secretary of State for Health, 
subject to written confirmation of encryption methodology, confirmation of which datasets would be 
linked to GP data and confirmation of a favourable REC opinion. 

 
ECC 2-02(g)/2012 Metal on metal joint replacement a nd malignancy 
 
This application was considered at the March 2012 meeting where Members recommended 
provisional approval subject to satisfactory responses being received to a number of clarifications.  It 
was noted that linkage would be carried out using NHS number only and that once linkage had 
taken place the data set would be anonymised.  General population data would be used to provide 
control comparisons for the purposes of this study.  Contrasts would also be made within the cohort, 
comparing patients with metal-on-metal implants and those with other types of implants.  Following 
this clarification, Members recommended support to the study. 
 
ECC 2-02(c)/2012 Development of models to predict survival in intest inal failure  
 
This application was considered at the March 2012 meeting where Members recommended 
provisional approval subject to satisfactory responses being received to a number of requests for 
clarification.  A response letter and revised consent forms were received from the applicant and this 
information was forwarded to Members for further comment.  Members agreed that they could now 
recommend approval to the application for access to deceased patient’s data only.  However 
Members requested that further attempts were made to engage with patients regarding the project 
and that this should be reported on in the annual review.  Additionally Members noted that this was 
a preliminary study which would inform a larger one and clarified that this recommendation of 
support was for the feasibility study only and a further application should be made if required for the 
larger study. 
 
3. New applications for support under the Health Se rvice (Control of Patient Information) 

Regulations 2002 
 
3a. Prevention of neural tube defects in ethnic com munities [ECC 4-03(a)/2012] 
 
The Committee noted that this application had been withdrawn by the applicant prior to the meeting due 
to further consideration of data flows and methodology. Prior to this withdrawal, the Committee had 
sought legal advice from the Department of Health in relation to the disclosure and use of identifiable 
data regarding terminations, and the role of the Secretary of State in approving applications to set aside 
the common law duty of confidentiality in these instances. This was considered necessary as a process 
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document developed by the Department had indicated that requests to receive data via the CMO would 
also need approval under the Regulations and members were unclear on their remit to advise 
accordingly. 
 
The Committee were subsequently advised that the Abortion Regulations 1991 governing CMO 
disclosure of statistical data were a separate statutory regime and there would be no requirement to set 
aside the common law duty of confidentiality as it would not apply in this instance. If the intent was for 
information to be obtained from local sources such as abortion clinics, then the usual confidentiality 
restrictions would apply and the Secretary of State would have remit to consider flows of data generated 
from these local sources. If the intent would be to link CMO-disclosed data to other local sources, then 
an application would be advised for that aspect. Members were informed that the relevant DH team had 
sought legal advice before publishing the process around statistical return data via the CMO, therefore it 
was agreed that the NIGB Office would speak to the DH team regarding the published process to amend 
it in line with these comments and legal advice.  
 
Action:  NIGB Office to work with DH team to update  published process.  
 
Further legal comment raised further questions for members, and it was agreed that it would be 
appropriate to revisit these as there were some contradictions around which statutory provisions the 
Committee should take into account when considering applications that would require clarification. 
Members also highlighted that access to abortions data was particularly sensitive, and could also include 
details of medical practitioners, therefore a robust consideration of all other practicable alternatives 
would need to be present within subsequent applications.  
 
3b.   Locality-wide integrated end of life care pro ject stage [ECC 4-03(b)/2012]  
 
This was an application from Pilgrim’s Hospice in East Kent that set out details of a pilot to develop 
a navigation centre/coordination service to ensure those at end of life are provided with the right 
care at the right time.  The activity also intended to analyse the quality of care provided by the NHS, 
social care and third sector organisations.  Support under the Regulations was requested to provide 
a legal basis to access deceased person’s data to enable linkages to social care/third section data 
to provide a baseline to support the overarching ‘Invicta’ project.  The application requested access to 
name, postal address, date of birth and death, NHS number, gender, diagnosis and service ID.  
Information retained for analysis would consist of patient clinical commissioning group, (preferred) place 
of death, diagnosis and gender.   
 
Members agreed that while the application was limited in some respects, it set out a number of legitimate 
purposes, and they were supportive in principle of the aims of the activity.  Members noted that the 
responses to queries indicated that the majority of the cohort would be deceased or close to end of life.  
Subsequent responses clarified that support was requested to cover those deceased prior to the 
application, and for those up to the end of the year, therefore there would a prospective arm to this 
service evaluation activity where issues around seeking consent would be different.  As a whole, it was 
agreed that the service evaluation component in preparation for a functional way of directing care at end 
of life was entirely appropriate in relation to those patients who were deceased.  It would inform the 
future process; therefore Members advised that the public interest lay in favour of processing deceased 
person’s data for this purpose.  Noting the prospective aspect where patients were likely to be 
approaching end of life, Members considered that consent would technically be feasible, and therefore 
the threshold for determining whether this would be a reasonably practicable alternative would be higher 
than that for access to deceased person’s records.  Members concluded that there was insufficient 
justification substantiating the view that consent would not be feasible for those who were still alive.  
Members were mindful that a consent–based approach would be carried out in the future; however, the 
consensus reached was that where a patient was alive, then consent should be obtained for inclusion on 
this database.  It was suggested that the person(s) responsible for including the patient on the end of life 
register should also be responsible for seeking consent for this activity.  While appreciating that these 
conversations could be difficult, Members remained of the view that those involved in caring for these 
patients should be well-versed in seeking consent, in line with the Mental Capacity Act where applicable.   
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Members agreed that the application could not be approved in its current form as it covered a number of 
aspects.  However, it was agreed to advise the Secretary of State for Health that the Committee would 
welcome a resubmission, focusing only on deceased patients, as they were supportive in principle of this 
aspect.  Once a revised application was submitted covering access to deceased person’s records, this 
could then be considered via the proportionate review route.    Members also agreed that they would 
advise the Secretary of State for Health that support should not be provided to access records related to 
live patients, as consent appeared feasible.  Members invited the applicant to resubmit the application, 
focusing specifically on access to deceased person’s records, clarifying the expected size of the cohort 
and the precise scope including timescales.  Finally it was reiterated that support would only apply to 
NHS-generated confidential patient information.   
 
3c. Child health component of the Clinical Outcome Review Programme [ECC 4-03(c)/2012]  
 
This was a case review project, commissioned by the Healthcare Quality Improvement Partnership and 
contractually awarded to the Royal College of Paediatrics and Child Health (RCPCH) as part of the 
Confidential Inquiries work programme.  It set out the aim to improve service provision and quality of 
clinical care through learning by adverse outcomes.    It was noted that this was the child health 
component of the Confidential Inquiries programme (previously managed by CMACE), and the 
intention was to cover children and young people aged between their 1st and 18th birthdays, with a 
diagnosis of epilepsy who receive intensive or high dependency care following a prolonged seizure, or 
who die of any cause.  Support was requested to provide a legitimate basis for accessing confidential 
patient information to permit accurate identification of eligible cases and avoid duplicate reporting; to 
collect clinical information; and to undertake case note assessments.  This detailed case note 
review was a  change to the typical confidential inquiry methodology.   
 
Members briefly discussed the transition history of this activity, from CEMACE to interim data 
processors, and award of contract to RCPCH for this aspect of the work programme.  It was 
unanimously agreed this was a thorough, excellently written application that dealt clearly with the 
confidentiality issues inherent within the approach and methodology.  Particular scrutiny was given as 
there was a change in methodology from that previously utilised within the Confidential Inquiries, and the 
detail within was likely to act as a precedent.  As a whole, Members were persuaded that the specified 
identifiers were necessary and the initial identification, similar to the BPSU methodology, was 
appropriate.  In relation to the detailed case review, Members noted that this was an evolution of the 
Inquiry methodology in that an external person (practising nurse) would go on-site to hospitals and 
review case notes and interview key clinicians.  It was agreed following discussion that this methodology 
was robust, anonymisation at source would not be feasible, and Members were particularly reassured by 
the strength of the protocol in reaching this view.   
 
Members noted attempts made for patient involvement, along with contact with a significant number of 
Epilepsy societies, and viewed this as a positive that supported the public interest in the disclosure.   
 
Members agreed to recommend support to the Secretary of State for Health, subject to clarification on 
intended future uses of anonymised data, as stated in the application, and potential to broaden avenues 
for patient opt-out, which were currently limited to email only.  It was reiterated that support would cover 
access to confidential patient information generated within England and Wales only and would exclude 
access to identifiable information in relation to a comparator group in the future, and that all those 
processing confidential patient information under the terms of this approval must be familiar with and 
abide by the framework set out in the methodology, and be aware of the restrictions around its use, 
disclosure and processing.  Finally the Committee requested the applicant to provide a short update 
report in six months following final approval, confirming the status of improvement actions taken in line 
with the improvements specified in the Information Governance Toolkit submission.  This was requested 
in order for the Committee to gain further assurance on the operational aspects of maintaining 
confidentiality around data flows approved under the Regulations.  
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3d. Access to historical NSTS database to support N ational Cancer Registry Migration  
[ECC 4-03(d)/2012]  

 
This application specified that each cancer registry was in the process of migrating their individual 
systems to EnCORE so that there will be one system holding cancer registration data.  The overarching 
purpose of the application was to improve the accuracy and data quality of data related to cancer 
registration.  Support was required for a duplicate copy of the National Strategic Tracing Service (NSTS) 
database in order to identify and resolve approximately 40,000 historical duplicated entries within the 
current cancer registration service; to search to identify potential matches and to manually resolve using 
associated address history; and to update details of GP at diagnosis where entries were missing. 
 
The Committee noted that while the Cancer Registries have specific support under Regulation 2 to 
process confidential patient information relating to neoplasia, access to NSTS would by consequence 
provide access to information on patients who had not had a cancer diagnosis, therefore a ‘class’ 
application was provided.  Members noted that NSTS was thought to be accurate in terms of its 
demographic data.  However, Members found further review difficult as it was acknowledged that all data 
fields were not known within NSTS due to the problems stated within the application.  While holding 
demographic details, the precise nature of these could not be clarified with certainty.  This posed 
difficulties for review as the Committee must be clear on what it is advising against.  A Member also 
commented that cancer diagnoses and classifications had been re-written over time, so the potential for 
accuracy of diagnoses could be questioned.   
 
The key consideration for the Committee was that NSTS holds approximately 80 million records.  The 
point was made that in order to resolve 0.3% of errors within the registry systems, access to the whole of 
NSTS was requested and Members found it difficult to advise whether the public interest fell in favour of 
disclosure without further justification.  To support this, Members asked why it was essential that these 
potentially duplicated register entries be resolved, considering the small percentages involved in 
comparison to the whole; this point being fundamental.  Members appreciated that there would be a 
benefit to knowledge on the biology and treatment of cancers; however it would be helpful to understand 
which aspects would specifically benefit from the inclusion of this data.  Members also requested clarity 
on the actual transfer in line with the proposed approach, to cover controls in place, retention and 
destruction arrangements, management of data and identification of S-stopped patients following the 
flow and processing of data from NHS Connecting for Health to the Registry.  Members also sought 
clarity on the proportion of the 40,000 duplicated entries that predated 2004, the consequence of 
excluding the 40,000 duplicated entries on defined activities, and the impact on subsequent analyses of 
excluding the 0.3% of entries known to be unchecked. 
 
Members were sympathetic to the issue but did not have sufficient information to provide a 
recommendation, and therefore agreed to defer the application to offer the applicants a further 
opportunity to justify further the proposed breach of confidentiality, via a resubmission to the September 
meeting.  
 
3e. Research use of national audit data [ECC 4-03(e )/2012] 
 
This application from University College London set out details of the establishment of a research 
database derived from national cardiac audit data that would link care across pathways.  The aim was to 
develop further the research potential of audit data to understand better the causes of coronary heart 
disease, timing and evolution of risk, and the interplay between biological, interventional and 
environmental factors.  Members agreed that this activity was of clear benefit to patients and strongly 
supported this research database being established.  It was also noted that this was the first application 
that explicitly sought support for research use of audit data, and therefore was viewed in the context of 
ensuring best practice was followed, as this could set a precedent for other similar applications.  
Members were generally satisfied with the specified arrangements and therefore focused on compliance 
with the first principle of the Data Protection Act 1998, data controller status and the status of the 
Transcatheter Aortic Valve Implantation (TAVI) audit. 
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In reviewing a copy of the patient information leaflet available on the website, Members agreed that this 
would benefit from providing greater clarity.  While it provided an option for members to opt-out, it was 
not clear whether this provided the right of opt-out from the audit, and from data inclusion within the 
research database.  Due to this lack of clarity, Members agreed that the option to dissent from inclusion 
within the audit and/or research should be explicitly stated.  Members also identified that the recent 
consultation via the Information Commissioner’s Office also supported the view that suitable fair 
processing information should be made available to cover situations where there was processing of data 
to render it anonymised, and the purposes to which it would be used.   
 
For each application, the identification of the appropriate data controller was a minimum requirement as 
that determined accountability for the purposes of applications made under the Regulations.  It was 
understood that confirmation was needed as to whether HQIP or UCL would be the data controllers for 
this specific application, and this clarification was requested.   
 
Members noted that the National Institute for Cardiovascular Outcomes Research (NICOR) at University 
College London already had approval to process six cardiac audits (Myocardial Ischaemia National Audit 
Project (MINAP), Adult Cardiac Surgery Audit, National Heart Failure Audit, Congenital Heart Disease 
Audit, Cardiac Rhythm Management Audit (CRM), and the Adult Cardiac Interventions Audit).  It was 
noted from the application that the TAVI audit was stated to be included within this original support.  
Subsequent correspondence indicated that the TAVI audit was part of the BCIS interventional audit, and 
was referenced as a special development of the interventional audit in the national cardiac clinical audits 
annual report submitted to the Committee in January 2012.  It collected data on interventional 
procedures in the same way as the BCIS interventional audit, but with a modified dataset.  Members 
firstly indicated that annual review reports were intended to provide an update on activities over the 
preceding year.  Changes that might require an amendment should be reported separately as the annual 
review was not the proper forum to report changes, and any additions should be clarified with the NIGB 
office before submitting documentation.  The Committee did not review the detail of the TAVI audit in 
depth, as it was understood from previous correspondence that the TAVI audit was not managed via 
HQIP and HQIP were not the data controllers for the activity.  For the purposes of support, separate 
applications were required where the data controller changed as accountability would differ from that 
within the original application.  In line with this, a new application would be required to cover the 
processing of the TAVI audit.  It was expected that this would be relatively simple to provide as the 
processing of the audit would be expected to conform to the details and conditions of support provided to 
the other cardiac audits; this would involve a limited review of the dataset.  The Committee were happy 
to receive any further clarification over this audit, but sought clarification on the data controller status 
first, in order that an application could be submitted at the earliest opportunity if required in order to 
provide a legal basis for this data flow. 
 
As a whole, Members reiterated their support for the purposes of this activity (excluding the TAVI audit), 
agreed the outcomes would be in the public interest and advised that support would be recommended to 
the Secretary of State for Health, subject to satisfactory resolution of the patient information leaflet, data 
controller status and clarification over the status of the TAVI audit.  Determining the status of the TAVI 
audit would not impact on the advice provided for the overall application, as once that data flow was 
legitimised, an amendment could be submitted in the future to include TAVI data within the research 
database at a later date.  This recommendation of support would be subject to formal confirmation of the 
data controller arrangements as agreed between HQIP and UCL, and an update to the patient leaflet to 
specify and include the patient right to opt out from the audit and/or research. 
 
The application stated that the patient outcomes registry would be managed under the same information 
governance arrangements that were in place for the existing audit databases, as assessed and 
approved previously by the DH IG team.  Due to a recent organisational change, the security review 
assurance process managed by the Department of Health had recently been amended in line with the 
policy directive that all bodies processing NHS data should provide assurance via the Information 
Governance Toolkit. The Committee drew this to the applicant’s attention and highlighted the need for an 
IG toolkit submission at its next annual review. 
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3f. Can emergency endovascular aneurysm repair (eEV AR) improve the survival from 
ruptured abdominal aortic aneurysm [ECC 4-03(f)/201 2] 
 
This application from Imperial College covered details of a randomised clinical trial that sought to assess 
outcomes and cost effectiveness of the intervention, and to compare outcomes with the randomised 
group.  In particular, this application sought a recommendation of support to cover access to MRIS date 
and cause of death for specified patients in the trial who had not been able to provide second post-
operative consent.  This would include the collection of anonymised information from HES and 
MRIS on all patients submitted with a diagnosis of ruptured abdominal aortic aneurysm to IMPROVE 
trial hospitals, and continued access to MRIS for date and cause of death only for patients 
randomised in the IMPROVE trial who have not given the second postoperative consent.  
 
Members noted that the application stated approximately 60% of the non-randomised patients would be 
deceased.  It was agreed that this was an important piece of work looking at an activity with a high 
mortality rate, and that consent would be sought where feasible.  It was agreed that this activity had a 
clear medical purpose, it would provide an advantage to patients and it was an advantage that patients 
had been involved in the planning stages.   
 
Members noted that the consent did not provide details that the information would be handled by the 
Trial Manager statistician and the consent should be updated to include this aspect. In discussing why 
the second post-operative consent could not be obtained, members were informed that some patients 
might be deceased or have diminished mental capacity.  
 
As a whole, Members were supportive of this application, and agreed that where the patient was 
deceased, support would be recommended to the Secretary of State for Health, subject to confirmation 
as to whether an opinion from a Research Ethics Committee was needed for this application. 
 
3g. General Health and Hospitals Admissions in chil dren born after ART [ECC 4-03(g)/2012] 
 
It had been agreed that the Human Fertilisation and Embryology Authority (HFEA) would delegate the 
handling and assessment of all applications with a medical purpose under the Human Fertilisation and 
Embryology (HFE) Act 1990 to the Committee.  Under this delegated authority, the Committee would 
consider and recommend to the HFEA whether to grant or refuse permission to use identifiable register 
information (or to impose conditions upon its use).  As data controller of the register, the HFEA would 
take a final decision based upon this recommendation, and then if disclosure was permitted would work 
with the applicant to enable use of the dataset.  In terms of disclosure of patient information not 
contained in the HFEA register, the Committee would advise under section 251 of the NHS Act 2006 and 
supporting Regulations. 
 
This application from University College London set out details of a study to identify whether children 
born from assisted reproductive technologies are at greater risk of health problems and an increased risk 
of hospital admissions.  Support was requested to enable linking of HFEA records to ONS birth records, 
and to enable the Health and Social Care Information Centre to link to MRIS and HES records.  
Members noted that this specific applicant had received a recommendation of support for three similar 
applications, and that the data flow and methodology reflected that of a previously supported application.  
UCL would not receive identifiable data, and support was requested to enable the Office for National 
Statistics and the Health and Social Care Information Centre to receive, link and subsequently 
pseudonymise the data, prior to transfer back to UCL.  It was agreed that this activity had a clear public 
benefit and its outcomes would add to the limited body of research in this area.  The extent of patient 
and public involvement was considered to be very strong and an example of good practice in this area.  
As the methodology was one that had previously been reviewed and supported, the research question 
would have a clear public benefit, and patient engagement and support was particularly strong, Members 
agreed to advise the Secretary of State for Health that this application should be approved.  
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3h. IBIS-1 Epidemiological cohort study [ECC 4-03(h )/2012] 
 
It was noted that there had been a technical error with the IRAS form in that it was not triggering the 
normal set of questions usually considered by the Committee.  This issue had been escalated to the 
IRAS Manager, but a new application had not been requested as the key issue was around the validity of 
consent to carry out the proposed activity.  The application sought confirmation as to whether the 
consent previously obtained was considered valid to enable flagging of the cohort.  It was noted that this 
had previously been a clinical trial but had converted in 2008 to a cohort study to continue long-term 
follow-up; for those patients who were not re-consented a second time support was also sought.  
Members were sympathetic to the situation, and in particular noted the problems with technical 
errors in IRAS that had compounded the situation.   
 
Members were supportive in principle of the application, but sought detailed clarification on the 
impracticability of seeking to re-consent the cohort, on the basis that many of the women could 
potentially be traced.  Members asked whether it was known how many were still alive.  The Committee 
agreed that the second consent was valid, and therefore requested clarity on the number of patients who 
failed to return consent forms for the second request, as this was likely to be an expression of dissent 
and recommendations of support under these Regulations could not be used to override pre-existing 
dissent.  Members also sought clarity on the impact of excluding those patients who had failed to return 
a second consent form from the study, in order to judge the level of public interest in disclosure. It was 
therefore agreed that there was insufficient information to currently provide a recommendation of 
support.  Members invited the applicant to provide a resubmission covering all of these points to the next 
Committee meeting.  
 
4. For consideration items 
 
4a. Congenital Anomalies Register (BINOCAR) – trans mission of data to EUROCAT and Hub 

(PIAG 2-08 (e)/2002] 
 
The BINOCAR application from Queen Mary University of London (QMUL) has approval to collect 
identifiable data on all cases of congenital anomalies within the population of England and Wales. A 
number of regional and disease specific registers of congenital anomalies provide continuous 
epidemiological monitoring of the frequency, nature, cause and outcomes of congenital anomalies. 
Confidential information including mother and baby name, address, postcode, NHS number, date of birth 
and baby date of death were collected from a number of NHS organisations and other outcome datasets.  
The applicant submitted an updated application form in 2011 following a change in data controller.  At 
this time two changes to the original application were noted and an amendment was submitted to 
request that both were included within the support provided.   
 
Firstly, identifiable data would be sent to the European Surveillance of Congenital Anomalies 
(EUROCAT), based at the University of Ulster in Northern Ireland in order to carry out surveillance at a 
European level.  Data including date of birth and death of baby would be disclosed for EUROCAT 
surveillance purposes.  Secondly, local registry data was to be linked nationally by the BINOCAR hub at 
Queen Mary University of London.  The data would be linked by a unique patient number but would also 
include some identifiable data fields including baby date of birth and death, ethnicity and postcode.   
 
The amendments had been circulated to Members prior to the meeting and further information had been 
requested in relation to the first amendment request, the transfer of data to EUROCAT.  This information 
was presented to the Committee for their consideration.  Members agreed that this dataflow to 
EUROCAT should be recommended for approval; however, they requested clarification regarding 
whether month and year would be sufficient, rather than full date of birth of the baby. It was noted that 
the applicants had already agreed to substitution of mother’s age for mother’s date of birth. Subsequent 
to the meeting, the applicant response detailed that EUROCAT would use the Nagarwalla scan statistic 
which had a variable window for analysing clusters using days rather than months. In addition 
EUROCAT would analyse the last two years of data and therefore using months would reduce the 
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number of data points able to be tested resulting in some clusters not being picked up. Members agreed 
that this provided sufficient clarification and recommended approval for this amendment. 
 
In relation to the request to link local registry data by the BINOCAR hub, Members agreed that this 
linkage related to the original aims of the BINOCAR application and therefore recommended that this 
was included within the approval provided by the Secretary of State. 
 
With regards to the transfer of Assisted Reproductive Technology data to the European Economic Area, 
members advised that independent legal advice should be obtained by the applicant. While support 
under the Regulations provides relief from the common law duty of confidentiality, it does not override 
other legal obligations. Specifically in relation to this data, members advised the applicant must assure 
themselves they are operating lawfully and within the restrictions of other legal frameworks.  
 
4b. ALSPAC – Enrolment and consent for Record Linka ge 
 
This application from the University of Bristol detailed the linkage of information relating to the health, 
education, benefits and earnings and criminal convictions for the Avon Longitudinal Study of Parents and 
Children (ALSPAC) cohort (around 14,000 individuals) who had previously consented to inclusion into 
the original study.  A request for class 1, 4 and 6 support was made to enable the extraction of 
confidential patient information without consent from a number of sources, including primary care data 
held by general practices, Hospital Episode Statistics (HES), NHS Central Register, and NHS patient 
demographic data from the NHS Information Centre (NHS IC).  NHS number, date of birth and GP 
registration were requested to allow the linkage of data using services provided by the NHS Information 
Centre (NHS IC) and NHS Wales Informatics Service (NWIS).  Only pseudonymised data which included 
a unique reference number (ALSPAC ID) for each individual would be available to the applicant. 
 
This application had been considered at the February 2012 meeting of the Committee where the 
application had been provisionally approved subject to some requests for clarification and a number of 
conditions of support.  A subsequent letter from the applicant requested that the Committee reconsider 
one of the conditions of support which detailed that sensitive data fields, relating to mental health, sexual 
health or termination of pregnancy, should not be extracted unless explicit consent had been provided.  It 
was asserted that specifying what was counted as sensitive data items was difficult to determine as this 
was subjective.  In addition the applicant response stated that as pseudonymisation techniques were in 
place this would mean that only effectively pseudonymised data would be disclosed to researchers and 
therefore there were sufficient safeguards in place to allow the processing of this data.  Members 
advised that where sensitive data was initially being processed in an identifiable format a higher 
justification would be necessary to balance the additional risks of disclosure and breach of confidentiality 
caused by accessing this particularly sensitive information.  Whilst it was noted that pseudonymised data 
would be provided to researchers, identifiable data would be disclosed at the point of extraction from the 
clinical record.  Members had suggested that a staged approach be considered, whereby particularly 
sensitive data would only be accessed where there was a specific purpose and justification.   
 
A teleconference subsequently took place on 8 June 2012 between the applicant and a sub-group of 
Members including Dr Mark Taylor, Dr Tricia Cresswell, Dr Tony Calland and Dr Robert Carr.  Following 
the teleconference Members requested that further justification for extracting particularly sensitive data 
should be submitted to the Committee for review.  In addition, it was advised that a staged approach to 
extracting data should be explored and details of this provided.  Additional information was provided by 
the applicant including further justification for the collection of sexual and mental health data, with 
examples of two exemplar projects, and asserting the difficulties in pursuing a staged approach to data 
collection.  The Committee considered the additional information and discussed whether adequate 
justification had been provided to allow a recommendation of support to be made at this time in relation 
to sexual and mental health data.   
 
In reviewing the history to the request, certain members expressed discomfort over the issue of consent 
that had previously been approved in February 2012, and that the ECC had approved access to non-
responders data. It was asserted that there was uncertainty regarding the number of cohort members 
who would have received, read and understood the implications of non-response and that further 
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attempts at consent may be feasible via GP practices. The members encouraged the applicant to 
continue to pursue these. The Chair reminded members that this aspect of the application had been 
approved and allowed access to confidential patient information where the cohort had been explicitly 
informed that non-response would result in their data being included. The members in question therefore 
requested that their discomfort and opinion that further attempts at consent could be made were 
recorded. 
 
In reviewing the responses, Members were reassured that the processes for pseudonymisation were 
robust.  However, the focus for the Committee was in considering whether the threshold within the 
Regulations had been met around the initial access to sensitive data items, noting the higher threshold 
for access to this data.  In reviewing the responses provided around the feasibility of a staged approach 
to collecting data, Members were not persuaded by the assertions that it would not be feasible.  It was 
commented that it would be possible to limit an extraction from GP records and that fields could be 
excluded, and reference was made to the SAIL database which utilised such methods.  It was noted that 
filtering out data items from collection at this point in time would not prevent collection at a later date.  If it 
could be shown that it were in the public interest to override patient confidentiality in relation to these 
sensitive data items, or preferably, if patient consent were to be obtained at a later point in time, then 
access to this data could be achieved at this time.  As a means of demonstrating public interest the 
example projects were recognised to have value, but if the data could be gathered at a later date with 
either patient consent or a specific (and not hypothetical) project as the purpose of a specific request 
under the Regulations, then the hypothetical examples were not considered to provide the solid evidence 
of an overwhelming public interest for the disclosure to take place at this time. 
 
Whilst Members agreed that the overall activity of ALSPAC was impressive, much of this was based 
against a consented approach, and they noted that the need to seek support under the Regulations 
would be avoided if this were continued.  It was suggested that it might be considered whether it was 
feasible, for example, to work with GP practices to flag relevant records and to prompt GPs to signpost 
patients towards opportunities to consent.  Members reiterated that whilst a fully consented approach 
had not been considered practicable in relation to less sensitive data, when considering what was 
practicable in order to access more sensitive data, where there was a greater risk to privacy, further 
steps to seek alternatives, as well as to demonstrate the public interest, should be taken. 
 
Members therefore summarised that they were unable to recommend to the Secretary of State for Health 
that the condition of approval should be withdrawn, as the Committee had not been persuaded that the 
reasons provided for access to this data were sufficiently persuasive to agree that the public interest 
would be best served by this disclosure.  In the absence of actual project protocols it would be difficult to 
conclude that there was sufficient public interest to meet the higher threshold for the disclosure of 
sensitive personal data relating to mental and sexual health.  The Committee were also unconvinced that  
the sensitive fields in question could not be filtered. 
  
The Committee therefore maintained the condition of support which detailed that sensitive data fields, 
relating to mental health, sexual health or termination of pregnancy, should not be extracted. 
 
The Committee agreed that if specific research proposals s which required sexual and mental health 
data were produced in future, and included evidence that alternatives to the use of section 251 support 
had been explored and proven impracticable, in particular consent,, then these could be considered 
separately as an extension to the overarching application.  
 
4c. Care Quality Commission - consent and dissent o ptions for NHS Patient Surveys  

[ECC 4-04(c)/2012] 
 
The paper provided a review of current literature regarding the practicality of gaining explicit consent for 
sending patient surveys.  It was noted that the paper would form justification for the continuing 
requirement for support under the Regulations for patient surveys using this methodology.  Members 
thanked the applicant for provision of the documents and found it to be an interesting paper that 
triggered some discussion.  Members did comment on the presented implication that seeking consent 
was complex and time-consuming, and the view was expressed that consent did not have to be a 
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burden.  In addition the paper included proposals regarding the future management of dissent for patient 
surveys.  It was asserted within the paper that where a patient had expressed generic dissent for the use 
of their data for secondary purposes this would not always include patient surveys.  It was suggested 
that more specific notifications of dissent would be beneficial.  Members agreed that where dissent was 
recorded, this should be treated as an expression of general dissent unless further information was 
available.  As noted within the paper, the numbers of recorded dissent were likely to be small, and 
therefore Members were of the view that the Trust could contact the patient to clarify that it was not 
research.  It was therefore concluded that where dissent was recorded, it should be treated as such for 
the purposes of the approval under the Regulations unless the Trust sought further clarification.   
 
The paper included a number of suggestions regarding approaches to processing survey applications to 
ensure mutual timescales could be achieved.  This would mean that trusts could be informed of potential 
surveys as soon as possible and there would be more opportunities to inform patients.   
 
The Committee agreed that all survey applications following the specified and approved methodology 
would be processed under the consent for consent proportionate review criteria unless particularly 
sensitive data was requested (in line with the published process); that applicants were encouraged to 
submit applications as early as possible once the survey methodology, topic and inclusion/exclusion 
criteria had been established; that a specified sub-group of Members would review applications to 
ensure consistent review; and that sections of the application form would remain the same for many of 
the applications and the applicant should indicate survey-specific aspects which would require review in 
each submission.   
 
5. Any other business 
 
Local patient surveys 
 
Following review of the CQC paper above, members briefly discussed when it would and would not be 
appropriate to advise that an application should be made for patient surveys, and when they can be 
more appropriately managed at a local level. Members agreed the following: 
 
Where a Trust intends to carry out a local patient survey: 
 

1. The Trust should firstly identify whether they are entitled themselves to process the data (e.g. is it 
part of their statutory function and therefore lawful under the First Principle of the Data Protection 
Act 1998). If so, but they intend to use a third-party contractor to process the data on their behalf, 
 

2. The disclosure should be risk assessed and a contractually binding data processing agreement 
should be in place with the contractor,  
 

3. Where a contactor intends to carry out the sampling, and  
 

4. Where patients are not selected based upon a clinical condition 
 

ECC considers that if these four conditions are achieved, then the disclosure could be carried out without 
seeking support under these Regulations. Members advised that if managing this disclosure locally 
under a data processing agreement, Trusts should be aware that checks against DBS should be carried 
out by the appropriate Trust staff member, as third party access to DBS would not be covered by the 
data processing agreement and this aspect would require a recommendation of support, or consent. This 
could lead to delays in the survey taking place therefore Trusts would be strongly advised to ensure they 
carry out these checks, or provide evidence why it would not be reasonably practicable for this to take 
place locally.  
 
Exclusions 
 
If sampling would be based against a clinical grouping that could be considered sensitive (e.g. cancer 
diagnosis, mental health status), then the Committee would advise that an application is made for 
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support under these Regulations as the breach of confidentiality and public interest considerations would 
be more significant. 
  
Reporting security breaches in relation to applications 
 
Members noted the reported security breaches via the Information Commissioner’s Office, and queried 
the status of such breaches in relation to approved applications and how these could be managed. While 
such breaches would be of primary concern to the data controller, it was agreed that where an 
application had been approved, the ECC would have an interest in ensuring the continued confidentiality 
and security of the approved data flow, and therefore it would be appropriate to be informed of such an 
event. It was agreed that the standard conditions of approval would be updated to include the 
requirement to notify the NIGB if there was a breach of confidentiality or security around the data flow of 
an approved application. 
 
Action:  NIGB Office to update website and outcome letters to include requirement to notify 

security breaches to NIGB 
 

 
 
 


