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Minutes of the meeting of the Sub Committee of the Confidentiality Advisory Group 

 

March 2018 

 

 

Present: 

Name Capacity  Items 

Ms Murat Soncul   Chair  1.a, 1.b, 1.c, 1.d, 

2.a. 

Dr Kambiz Boomla  Member 1.b, 2.a. 

Ms Sophie Brannan  Lay Member 1.d. 

Ms Hannah Chambers Lay Member 1.d. 

Dr Rachel Knowles  Member 1.a, 2.a. 

Dr Harvey Marcovitch   Member  1.a, 1.c 

Ms Gillian Wells  Lay Member 1.b, 1.c 

 

Also in attendance: 

Name Position (or reason for attending) 

Miss Kathryn Murray  Senior Confidentiality Advisor 

Ms Wendy Fisher  Confidentiality Advisor  

 
1. NEW PRECEDENT SET REVIEW APPLICATIONS – RESEARCH 
 

a) 18/CAG/0043 - Predictive biomarkers for more effective targeted therapy of colorectal cancer 

patients with anti-EGFR antibodies 

Context 
 
Purpose of Application 
 
This application from the Royal Surrey County NHS Foundation Trust sets out the purpose of medical 
research with a focus on investigating the expression pattern and prognostic significance of HER family 
and other heterologous receptors in paired primary colorectal cancers and their corresponding 
metastatic lesions and patient response to treatment. The study is using archival tumour blocks from 
colorectal cancer patients. These will be accessed via the Royal Surrey County Hospital pathology 
Department and the patient details will be anonymised at the time performing the antibody staining in the 
laboratory. The data for subsequent analysis for the association between expression of biomarker and 
overall survival and will be anonymised using patient number, or date of birth; no label will identify the 
patient name. 
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Support is requested to allow the disclosure of confidential patient information from Royal Surrey County 
NHS Foundation Trust to Kingston University for analysis. The applicants will be accessing 150 
colorectal tumour tissue samples from 2007, most of the patients will be deceased. 

 

A recommendation for class 1, 4 and 6 support was requested to cover activities as described in the 
application.  
 
Confidential Patient Information Requested 
 
Cohort 
 
150 patients will be identified from medical notes and coding system who were diagnosed with colorectal 
cancer attending Royal Surrey hospital for chemotherapy since 2007.  
 
The following items of data will be used for the purposes as set out below:  
 
• Name – for requesting tissue blocks 
• Hospital ID – for requesting tissue blocks 
• date of birth – to calculate survival analysis 
• date of death – to calculate survival analysis 
• Gender - analysis 
 
The applicants will use confidential patient information to extract relevant tumour samples and to create 
a pseudonymised dataset to support analysis.  
 
Confidentiality Advisory Group Advice  
 
Public Interest 
 
The Group was assured that the application defined a strong medical purpose and it was acknowledged 
that, by increasing the number of patients identified with colorectal cancer and the associated biomarkers 
treatments could be improved.  
 
Practicable Alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient identifiable data 
without consent existed, taking into account the cost and technology available in line with Section 251 
(4) of the NHS Act 2006. 
 
• Feasibility of consent 
 
The Group was assured that consent was not feasible for the project as it was likely that a percentage of 
the cohort would be deceased.  
 
• Use of anonymised/pseudonymised data 
 
Members recognised that access to confidential patient information was required in order to extract the 
relevant tissue blocks and to create the pseudonymised data set which would be used for analysis.  
 
Justification of Identifiers 
 
Applicants should justify the necessity of each identifiable data item in the context of how each is 
essential to achieve the aims, and as part of this justification consider whether less identifiable variants 
of each item would be sufficient e.g. month and year instead of full date of birth. Members were assured 
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that the items of confidential patient information requested were proportionate and justified for the 
proposed activity.  
 
Patient and Public Involvement and Engagement 
 
Meaningful engagement with patients, service users and the public is considered to be an important 
factor for the CAG in terms of contributing to public interest considerations as to whether an 
unconsented activity should go ahead. Members were content that the patient and public involvement 
activity which had been undertaken was appropriate to the project and supported the activity 
proceeding. No further issues were raised in this area.  
 
Patient Notification and Dissent 
 
It is a general principle of the CAG, when recommending support, for reasonable measures to be taken 
to inform the relevant population of the activity and to provide a right and mechanism to respect 
objection, where appropriate.  This is known as patient notification. This is separate to the local 
obligation to comply with the principles of the Data Protection Act 1998.  
 
The Group were content with the proposed wording which the applicants had prepared for inclusion on a 
poster to be displayed in the outpatients clinic. 
 
Confidentiality Advisory Group Advice Conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have been met and that 
there was a public interest in projects of this nature being conducted, and therefore advised 
recommending support to the Health Research Authority, subject to compliance with the specific and 
standard conditions of support as set out below.  
 
Specific Conditions of Support (Final) 

 
1. Favourable opinion from a Research Ethics Committee. (Confirmed – 23rd March 2018).   
2. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission. (Confirmed - Royal Surrey County Hospital overall score 
69% on version 14 2016/17  

 
b) 18/CAG/0044 - Long Term follow up of the ASCO Trial into Electronic Records (LATER) 

Context 
 
Purpose of Application 
 
This application from Imperial College London sets out the purpose of medical research with a focus on 
people with higher blood pressure and higher cholesterol in mid-life have a higher risk of dementia and 
other illnesses in later life. However, there is little support from randomised trials or genetic studies that 
lowering midlife blood pressure, or prescribing statins prevent dementia, or have a legacy effect in the 
reduction in the risk of heart attack or stroke. Therefore more data is needed in order to support public 
health interventions to prevent dementia. Dementia is an insidious condition, and probably develops 
over many years. Very long term trials may not be feasible, would be extremely expensive, and would 
take many years before they could have an impact on public health. In order to lengthen the follow up 
period of existing trials, it is proposed to follow up UK participants in the ASCOT trial, which ran from 
1998 to 2002, by using information in the electronic health records of the UK national health systems 
and to measure the development of dementia over the very long term. 
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Support is requested to allow the linkage of a data set already held by NHS Digital to be extended to 
include Hospital Episode Statistics on the ASCOT study participants. 
 
A recommendation for class 4 and 6 support was requested to cover activities as described in the 
application. 
 
Confidential Patient Information Requested 
 
Cohort 
 
The cohort would comprise of participants in the historic ACOT trial – approximately 7,303 patients.  
 
NHS Digital currently holds confidential patient information in relation to all ASCOT trial participants. 
Support is requested to link this information with Hospital Episode Statistics, outpatient and mental 
health datasets. Linked data will be released in a pseudonymised format to the applicants, using 
participant trial ID’s to enable linkage with the wider data currently held by the applicants.  
 
Confidentiality Advisory Group Advice 
 
Public Interest 
 
The CAG was assured that the application described a clear medical purpose through medical research, 
namely to use existing data from the ASCOT study, a study which showed that treating blood pressure 
and cholesterol reduced the risk of heart attacks and strokes, and combining the data from this trial with 
HES data in order to show if the drugs used in the ASCOT trial also reduced the risk of dementia.   
 
Scope of Support 
 
It was noted that within the project filter page within the IRAS system, the applicant had selected that 
research sites were located in all four UK nations. The remit of the CAG extends to data generated 
within England and Wales only – alternative arrangements would need to be made by the applicant 
should data outside of this scope be required.  
 
Practicable Alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient identifiable data 
without consent existed, taking into account the cost and technology available in line with Section 251 
(4) of the NHS Act 2006. 
 
• Feasibility of consent 
 
Members acknowledged that for the applicant to re-consent particpiants for the new purpose was not 
possible, as a substantial number of patients will have died or would not be in position to consent. 
Attempts to re-consent participants would establish a partial sample, which would introduce bias in the 
findings. A de novo study would be too expensive compared to the proposed methodology.  
 
• Use of anonymised/pseudonymised data 
 
Identifiable data is required to allow NHS Digital to provide linkage and updates to an existing 
pseudonymised dataset to the applicants. 
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Patient and Public Involvement and Engagement 
 
Meaningful engagement with patients, service users and the public is considered to be an important 
factor for the CAG in terms of contributing to public interest considerations as to whether an 
unconsented activity should go ahead.  
 
Four patient and public Involvement panels have been consulted including one composed only of 
surviving ASCOT participants. The overwhelming majority of participants agreed that this research was 
justified, if appropriate measures are in place to protect confidentiality. The Group was assured by the 
level of patient and public engagement which had been undertaken, which was largely supportive of the 
proposal proceeding. 
 
Patient Notification and Dissent 
 
It is a general principle of the CAG, when recommending support, for reasonable measures to be taken 
to inform the relevant population of the activity and to provide a right and mechanism to respect 
objection, where appropriate.  This is known as patient notification. This is separate to the local 
obligation to comply with the principles of the Data Protection Act 1998.  
 
The Group agreed that clarification was required on the process for dissent.  The applicants stated that 
the records of patients who dissent would not be removed from the analysis dataset, as this may cause 
integrity issues with the database structures. Instead, the data items shall be overwritten with "data 
removed" or "not available" as appropriate.” The Group requested further clarification in this area, it was 
stated that the preference would be to see the exclusion of data from subjects who express dissent; 
however, should there be a stronger rationale to support the proposed methodology, Members would 
consider this.  
 
Confidentiality Advisory Group Advice Conclusion 
 
The CAG agreed that they were supportive in principle, however further information would be required 
prior to confirming that the minimum criteria under the Regulations had been met and therefore advised 
recommending provisional support to the Health Research Authority, subject to satisfactory responses to 
the request for clarification and compliance with the specific and standard conditions of support as set 
out below.  
 
Request for Further Information 
 
1. Provide further information on the management of patient dissent within the project in order to 

explain why data from a dissenting patient would not be removed from the analysis dataset. Provide 
a stronger rationale to support this requirement for consideration by the CAG, or confirm that the 
data from subjects who express dissent would be excluded from analysis. 

 
Once received, the information will be reviewed by a sub-committee of members in the first instance and 
a recommendation and decision issued as soon as possible. At this stage it may be necessary to 
request further information or refer to the next available CAG meeting. If the response is satisfactory, the 
HRA will confirm approval.  
 
Specific Conditions of Support (Provisional) 

 
1. Support extends to England and Wales only.  
2. Favourable opinion from a Research Ethics Committee. (Confirmed – 19th February 2018). 
3. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission. (Confirmed Imperial College London has undergone self-
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assessment with the NHS IG toolkit. [EE133887- SPHTR Version 14, 30 March 2018], score 
66%.).  

 
c) 18/CAG/0052 - BPSU survey of severe Chronic Fatigue Syndrome/Myalgic Encephalopathy 

Context 
 
Purpose of Application 
 
This application from the University of Bristol sets out the purpose of medical research focusing on 
children with Chronic Fatigue Syndrome or Myalgic Encephalitis (CFS/ME), who had persistent disabling 
fatigue for at least 3 months. The fatigue and symptoms are made worse by activity (post exertional 
malaise) and are not relived by rest. Children with CFS/ME have other symptoms including muscle 
aches, headaches, and poor concentration. Children with severe chronic fatigue syndrome or ME are 
only able to leave their house occasionally (if at all). They have severe fatigue and often severe pain and 
many require help with daily activities such as eating and washing. Currently, it is unknown how often 
children develop severe CFS/ME or what treatment they receive.  
 
The proposed study will follow the agreed BPSU methodology, in order to receive reporting via the 
orange card system of every child with severe CFS/ME. A follow up one year later will be conducted to 
understand the progression of the illness. 
 
A recommendation for class 1, 5 and 6 support was requested to cover activities as described in the 
application. 
 
Confidential Patient Information Requested 
 
Cohort 
 
Data from reporting clinicians in relation to identification of cases of Chronic Fatigue Syndrome in 
Children will be collated over a one year reporting period. It is estimated that around 33 cases will be 
identified in this duration. 
 
The following items of confidential patient information are required for the purposes specified:  
 

 NHS number – linkage, 

 DOB month and year only – linkage and analysis, 

 Gender – linkage and analysis, 

 Ethnicity – analysis, 

 Partial postcode – linkage. 
 
Confidentiality Advisory Group Advice 
 
Public Interest 
 
The CAG was assured that the application described a strong public interest with a medical purpose 
through medical research.   
 
Practicable Alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient identifiable data 
without consent existed, taking into account the cost and technology available in line with Section 251 
(4) of the NHS Act 2006. 
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• Feasibility of consent 
 
The Group was assured that there was no direct contact with, or active participation by patients involved 
in the study. Therefore the research team did not plan to seek consent from study participants as this 
would involve treating clinicians asking the patient to return for consenting purposes only which would 
not be appropriate. Members acknowledged that the BPSU methodology was an established system for 
rare disease reporting and no further issues were raised.  
 
• Use of anonymised/pseudonymised data 
 
Identifiable data is required to enable the identification of patients, sample validation and facilitation of a 
12-month follow-up of notified cases. Following the initial 12 month case reporting period, the dataset 
will be validated in order to remove any duplicate cases. At this this stage, the analysis dataset retained 
by the applicant will be pseudonymised, line with the BPSU methodology. Support is requested for up to 
three years to facilitate the 12 month follow-up process. 
 
Patient and Public Involvement and Engagement 
 
Meaningful engagement with patients, service users and the public is considered to be an important 
factor for the CAG in terms of contributing to public interest considerations as to whether an 
unconsented activity should go ahead. 
 
The proposal was developed with the Association for Young people with ME (AYME). The Severe 
Paediatric CFS/ME patient advisory group shaped the design of the study and the public information. 
The applicants have engaged with patient groups focusing particularly on young people with CFS/ME 
who will continue to advise them as the study progresses and will be able to see key results. They are 
proposing to present results at conferences and publish subsequently. The CAG would encourage the 
applicant to consider how to share the outcomes of the research with the affected families. 
 
The decision-maker reviewed the CAG advice in this area and provided background information 
explaining that there was heightened public interest in this disease area at the current time. The 
decision-maker recognised that the patient and public involvement and engagement activity which had 
been undertaken to date was of a good standard; however, it was recommended that the applicants 
considered further ways to strengthen this in light of the potential interest in the application. The 
decision-maker confirmed that this point was a recommendation only, rather than a formal condition of 
support.  
 
Patient Notification and Dissent 
 
It is a general principle of the CAG, when recommending support, for reasonable measures to be taken 
to inform the relevant population of the activity and to provide a right and mechanism to respect 
objection, where appropriate.  This is known as patient notification. This is separate to the local 
obligation to comply with the principles of the Data Protection Act 1998.  
 
The applicant confirmed that information about the project and how to dissent from taking part is 
available via the public information leaflet and AYME. 
 
Confidentiality Advisory Group Advice Conclusion 
 
The CAG agreed that they were supportive in principle, however further information would be required 
prior to confirming that the minimum criteria under the Regulations had been met and therefore advised 
recommending provisional support to the Health Research Authority, subject to satisfactory responses to 
the request for clarification and compliance with the specific and standard conditions of support as set 
out below.  
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Request for Further Information 
 
1. The CAG encouraged the applicant to consider how to share the outcomes of the research with the 

affected families. Confirmation that a process for this dissemination is in place should be provided. 
 
Once received, the information will be reviewed by a sub-committee of members in the first instance and 
a recommendation and decision issued as soon as possible. At this stage it may be necessary to 
request further information or refer to the next available CAG meeting. If the response is satisfactory, the 
HRA will confirm approval.  
 
Specific Conditions of Support (Provisional) 

 
3. Favourable opinion from a Research Ethics Committee. (Confirmed – issued 20/03/2018) 
4. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission. (Pending – University of Bristol, Bristol Medical School, 
Sever Paediatric CFS/ME Surveillance Study, shows a self-reported grade on Version 14. 
Confirmation of NHS Digital’s reviewed grade of Version 14.1 required).  

 
Recommendation  
 
On the guidance of the decision-maker, the following recommendation has been appended to the CAG 
advice:  
 
1. The applicants should consider ways to strengthen the patient and public involvement and 

engagement as the project progressed, due to the potential wider interest in children with Chronic 
Fatigue Syndrome or Myalgic Encephalitis. It was noted that this was a recommendation only and 
not a formal condition of support; however, feedback should be provided at the time of annual review 
around any action which has been undertaken in this area.  

 
d) 18/CAG/0056 - Retinoblastoma gene mutations and risk of secondary primary tumours 

Context 
 
Purpose of Application 
 
This application from Barts Health NHS Trust set out the purpose of medical research to investigate the 
relation between types of retinoblastoma, a cancer of the eye occurring in children, mutation and the 
rates of occurrence of second primary tumours. The study will link retrospective patient data held by 
Barts Hospital, Great Ormond Street Hospital and the Royal London Hospital with National Registry of 
Childhood Tumours – now part of the Richard Doll Archive, and within the Public Health England Cancer 
Registration system. Once linked, the database will be pseudonymised prior to analysis taking place.  
 
A recommendation for class 1, 4 and 6 support was requested to cover activities as described in the 
application.  
 
Confidential Patient Information Requested 
 
A retrospective patient cohort will be identified from records held at Barts Hospital, Great Ormond Street 
Hospital and the Royal London Hospital. Patients would be aged up to 15 years at the time of diagnosis. 
It is estimated that there will be around 600 patients included within the study. 
 
The following items of confidential patient information are required for the purposes as set out below:  
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 Name – linkage, 

 Hospital ID – linkage, 

 NHS number – linkage, 

 Date of birth – linkage and in a pseudonymised format for analysis, 

 Date of death – pseudonymised for analysis,  

 Gender – analysis.  
 
Confidentiality Advisory Group Advice 
 
Public Interest 
 
The CAG was assured that the application defined a medical purpose through the undertaking of 
medical research. Members acknowledged that there was a significant public interest in the activity, 
through the potential of gaining a greater understanding into a rare childhood cancer.  
 
Practicable Alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient identifiable data 
without consent existed, taking into account the cost and technology available in line with Section 251 
(4) of the NHS Act 2006. 
 
• Feasibility of consent 
 
The applicants asserted that as this was a retrospective cohort, many patients would be deceased or 
difficult to contact, which made consenting patients difficult. The CAG was assured by the rationale 
provided and agreed that seeking consent from this particular patient cohort was not feasible.  
 
• Use of anonymised/pseudonymised data 
 
Members recognised that confidential patient information was required in order to perform linkage 
between the various datasets to be included in the project, which could not be otherwise achieved.  
 
Justification of Identifiers 
 
Applicants should justify the necessity of each identifiable data item in the context of how each is 
essential to achieve the aims, and as part of this justification consider whether less identifiable variants 
of each item would be sufficient e.g. month and year instead of full date of birth. The Group was assured 
that the items of confidential patient information requested were appropriate and proportionate to the 
proposed linkage which will be undertaken.  
 
Exit Strategy 
 
It is generally a principle that steps should be taken to move away from this potential support; such as 
through the seeking of consent or removing identifiable information once completed. The CAG 
acknowledged that the applicants would be pseudonymising the data following linkage in order to 
establish an exit strategy from support under the Regulations. Analysis would be undertaken on this 
pseudonymised data set. No queries were raised in this area.  
 
Patient and Public Involvement and Engagement 
 
Meaningful engagement with patients, service users and the public is considered to be an important 
factor for the CAG in terms of contributing to public interest considerations as to whether an 
unconsented activity should go ahead. 
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Members recognised that the project was funded by the Childhood Eye Cancer Trust (CHECT) and 
information would be made available via the charity website in relation to the project. It was noted that 
additional information would be made available to anyone who expressed an interest in the research. 
The Group was unclear from the information provided whether the applicants had engaged with patients 
or their parents around the project in order to test the acceptability of using confidential patient 
information without consent for the project purposes. It was agreed that further work would be required 
to strengthen the patient and public involvement in the proposal. Members requested submission of an 
overview of planned further work which would be undertaken in this area prior to a recommendation of 
support coming into effect. Feedback from the additional activity undertaken in this area would be 
required. If the responses given are negative, the CAG will take this into account when considering 
whether support should continue, or whether further actions are necessary. 
 
Patient Notification and Dissent 
 
It is a general principle of the CAG, when recommending support, for reasonable measures to be taken 
to inform the relevant population of the activity and to provide a right and mechanism to respect 
objection, where appropriate.  This is known as patient notification. This is separate to the local 
obligation to comply with the principles of the Data Protection Act 1998.  
 
The Group commented that the patient information material for the project this did not include detail 
around how a patient could raise an objection to the use of their data within the study. It was agreed that 
the notification material would require revision to include this additional information. Members agreed 
that sight of the revised document would be required prior to any recommendation of support coming 
into effect, together with an overview of how the objection mechanism would be operated.  
 
The CAG noted that the patient information materials were only intended for display on the funding 
charity website. Members agreed that the applicants also consider linking with the participating Trust’s 
patient notification mechanisms, such as Trust websites, to provide a wider communications strategy to 
support the study. Further response would be requested in advance of meeting.  
 
Confidentiality Advisory Group Advice Conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have been met, 
however, further information would be required and therefore advised recommending provisional 
support to the Health Research Authority, subject to satisfactory responses to the request for 
clarification and compliance with the specific and standard conditions of support as set out below.  
 
Request for Further Information 
 
1. Provide a revised copy of the patient notification material to include clear information around how a 

patient can raise an objection to the use of their data within the study. An overview should be 
provided around how the dissent mechanism would be operated. 

2. Consideration should be given to widening the communications strategy for the project by utilising 
the patient notification mechanisms of the participating Trusts. An overview of the additional 
communication plans should be provided, or a strong rationale to support why this is not possible.  

3. Provide a planned overview for additional patient and public involvement and engagement plans, 
with reference to testing the acceptability of using confidential patient information for the project 
purposes without consent.  

 
Once received, the information will be reviewed by a sub-committee of members, in the first instance 
and a recommendation and decision issued as soon as possible. At this stage it may be necessary to 
request further information or refer to the next available CAG meeting. If the response is satisfactory, the 
HRA will confirm approval.  
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Specific Conditions of Support (Provisional)  
 
1. Favourable opinion from a Research Ethics Committee. (Confirmed – issued 19/03/2018) 
2. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 

Governance Toolkit (IGT) submission. (Confirmed – Bart’s Health NHS Trust, Version 14, 
2016/17, shows a reviewed grade of satisfactory).  

 
 
 
2. NEW PRECEDENT SET REVIEW APPLICATIONS – NON-RESEARCH 
 

a) 18/CAG/0042 - 2018 Maternity Survey 
 

Context 
 
Purpose of Application 
 
This application, submitted by the Picker Institute Europe, CQC and NHS England on behalf of all acute 
Trusts running eligible maternity services, set out the non-research purpose of carrying out a survey in 
order to build up a national picture of women’s experiences of maternity care.  
 
This application seeks support for the transfer of patient identifiable data from acute Trusts to an 
approved survey contractor for the purpose of mailing out questionnaires for the 2018 Maternity Survey, 
which was the sixth iteration of the survey.  
 
Trusts would provide names and full addresses of women who gave birth at the Trust in January or 
February 2018 to the contractor to enable them to mail out questionnaires. The questionnaires would be 
returned voluntarily to the contractor for collation, checking and review before being transferred to the 
Coordination Centre.  
 
This methodology was the same as for previous CQC surveys and had been supported by CAG. In 
addition, there were some additional aspects which had been introduced for this submission of the 
survey as follows:  
 
1. Postcode sector of patients within the sample, together with Trust-held antenatal and postnatal 

attribution information on these patients, will be transferred from Trusts directly to the Coordination 
Centre, as opposed to sending this to the survey contractor. This is for the purpose of attributing 
survey responses to the provider organisation. The primary reason for this is that it had been found 
in many cases that post-natal information was not available for a couple of months after the birth for 
which a mother had been sampled, making the ability to include this information in time for the 
sample checking period difficult. The attribution data does not include any sensitive or clinical 
information. In addition, there is no benefit in having contractors check attribution information prior to 
this going to the Coordination Centre and the proposed change enabled a more efficient checking 
process to be enacted. 

2. Attribution data would be disclosed from the Coordination Centre to the survey contractors, enabling 
them to provide an extra level of data to participating Trusts. Trusts would benefit as they would 
potentially receive linked local-level results for antenatal and postnatal services. 

3. Trusts are asked to submit a sample of all eligible women from February 2018. Prior to the 2017 
survey, Trusts that did not have a minimum of 300 women in their sample from February were 
instructed to sample consecutively back into January until they met the minimum threshold. Trusts 
that had fewer than 300 eligible women across February and January were required to submit all 
eligible women regardless. However, it was now proposed that Trusts with fewer than 300 eligible 
patients across February and January could take part in the maternity survey on a voluntary basis. 
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A recommendation for class 5 and 6 support was requested to cover activities as described in the 
application.  
 
Confidential Patient Information Requested 
 
Cohort 
 

 Women, aged over 16 years at the time of delivery, who had a live birth in January or February 2018.  

 An estimated 129 Trusts will participate in the survey,  

 Trusts are instructed to sample all eligible women in February 2018. If this is fewer than 300 records 
they are asked to sample back from the last date in January to the beginning of January until they 
reach 350 records (in order to achieve a sample of 300 post-DBS checks). 

 Trusts which do not have 300 eligible women across February and January combined have the 
option of taking part in the survey. 

 
Administration of the Maternity Survey required NHS Trusts to share two distinct sets of information with 
their approved contractor.  
 
A mailing file, which is used to address questionnaires to the appropriate person, which contains the 
following information:  
 

 Unique identifier code,  

 Full name and title,  

 Full address and postcode.  
 
A sample file which is used to link demographic data to the survey responses for analysis and sample 
validation. This file will also be used to enable the identification of women who received antenatal and 
postnatal care directly from the trust. This file contains the following information: 
 

 The unique identifier code (as above), 

 Mother’s year of birth, 

 Mother’s ethnic group, 

 Day of delivery, 

 Month of delivery, 

 Year of delivery, 

 Place of birth: NHS site code, 

 Actual delivery place, 

 CCG code, 

 Mother’s postcode sector. 
 
Submission of an attribution file is optional for Trusts. This file would include the sample file fields above 
and additional information relating to the provision of antenatal care or postnatal community care as 
follows: 
 

 Antenatal provider information 

 Postnatal provider information 

 Postcode sectors to which the trust provides maternity services (ONLY if using the postcode method 
to complete the antenatal and postnatal provider information). 
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Confidentiality Advisory Group Advice 
 
Public Interest 
 
The Group acknowledged that there was an ongoing public interest in the annual undertaking of the 
maternity survey. The application defined a medical purpose through the management of health and 
social care services.  
 
Practicable Alternatives 
 
Members considered whether a practicable alternative to the disclosure of patient identifiable data 
without consent existed, taking into account the cost and technology available in line with Section 251 (4) 
of the NHS Act 2006. 
 
• Feasibility of consent 
 
Members acknowledged that the Picker Institute methodology for the administration of surveys was well-
established and it had been accepted that consent was not feasible for these proposals. The applicants 
had provided rationale within the application to support why this was the case for the purposes of this 
application, which included that Trusts would not benefit from the use of established contractor systems, 
the potential for sample bias and the additional burden on Trust staff attempting to consent women in 
labour or new mothers. The CAG was satisfied with the rationale and no issues were raised.  
 
• Use of anonymised/pseudonymised data 
 
Members acknowledged that confidential patient information was required to facilitate the distribution of 
the survey to patients, which could not otherwise be achieved.  
 
Justification of Identifiers 
 
Applicants should justify the necessity of each identifiable data item in the context of how each is 
essential to achieve the aims, and as part of this justification consider whether less identifiable variants of 
each item would be sufficient e.g. month and year instead of full date of birth. The Group was assured 
that the items of confidential patient information requested were appropriate and proportionate to the 
proposed activity. No issues were raised in this area.  
 
Patient Notification and Dissent 
 
It is a general principle of the CAG, when recommending support, for reasonable measures to be taken 
to inform the relevant population of the activity and to provide a right and mechanism to respect 
objection, where appropriate.  This is known as patient notification. This is separate to the local obligation 
to comply with the principles of the Data Protection Act 1998.  
 
The Group considered the patient information leaflets and poster, together with instruction material for 
staff and was satisfied that this information was clear and provided sufficient detail around opt-out.  
 
Additional Points 
 
The Group commented that the proposed changes to this submission of the survey would involve the 
additional flow of attribution data from the Coordination Centre to the survey contractors to facilitate the 
production of local-level results which may potentially benefit the Trusts. Members were content to 
provide a recommendation of support to this additional data flow; however, it was recommended that the 
Picker Institute monitored this in order to evaluate whether this potential benefit was realised in order to 
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inform the submission of 2019 maternity survey, should ongoing support for this data flow be sought at 
that time.  
 
Members considered the voluntary inclusion of Trusts which did not meet the required target of 300 
patients across the January/February recruitment period. Members were unclear how many Trusts would 
be voluntarily participating within the survey and whether there was any risk of identifiability from the 
release of data in relation to small numbers of patients. If this disclosure from smaller Trusts did present 
an identification risk for patients included in this sample, Members agreed that clarification around what 
mitigating safeguards the Picker Institute had implemented would be required. The Group agreed that 
further information would be required from the applicant’s in relation to this query; however, it was agreed 
that this could be provided as an interim report within three months of support under the Regulations 
coming into effect.   
 
Confidentiality Advisory Group Advice Conclusion 
 
The CAG agreed that the minimum criteria under the Regulations appeared to have been met and that 
there was a public interest in projects of this nature being conducted, and therefore advised 
recommending support to the Secretary of State for Health and Social Care, subject to compliance with 
the specific and standard conditions of support as set out below.  
 
Specific Conditions of Support (Final) 
 
1. An interim report is required within three months of support coming into effect around the potential for 

risk of identification of patients reported by smaller Trusts who were participating in the survey 
voluntarily. If there is deemed to be a risk of identification, an overview of the mitigating safeguards 
which have been implemented by Picker Institute Europe should be provided for information 
purposes. 

2. Monitoring should be undertaken to evaluate whether any benefit realised by participating Trusts 
from the reporting of local-level information produced from the flow of additional attribution data from 
the Coordination Centre to the contractors. No formal report is required in relation to this point; 
however, the findings should inform the submission for the 2019 maternity survey.  

3. Confirmation from the IGT Team at NHS Digital of suitable security arrangements via Information 
Governance Toolkit (IGT) submission. (Confirmed – Version 14, 2016/17 reviewed satisfactory for 
the following organisations: 
 

Organisation ODS code  
(for IGT) 

CAPITA Surveys & Research 8HW65 

Membership Engagement Services 8JH55 

Patient Perspective 8J066 

Picker Institute Europe 8HV74 

Quality Health NXT 

 
 


