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Skipton House 

80 London Road 
London 

SE1 6LH 
 

Telephone: 020 7972 2557 
 Email: HRA.CAG@nhs.net  

29 March 2018 
 
Ms Jenny King 
Chief Research Officer 
Picker Institute Europe 
Buxton Court 
3 West Way 
Oxford  
OX2 0JB 
 
jenny.king@pickereurope.ac.uk 

 
 
Dear Ms King  
 
Application title: 2018 Maternity Survey  
CAG reference: 18/CAG/0042 
 
Thank you for your non-research application, submitted for approval under Regulation 5 of 
the Health Service (Control of Patient Information) Regulations 2002 to process patient 
identifiable information without consent. Approved applications enable the data controller 
to provide specified information to the applicant for the purposes of the relevant activity, 
without being in breach of the common law duty of confidentiality, although other relevant 
legislative provisions will still be applicable.  
 
The role of the Confidentiality Advisory Group (CAG) is to review applications submitted 
under these Regulations and to provide advice to the Secretary of State (SofS) for Health 
on whether an application should be approved, and if so, any relevant conditions. This 
application was considered at the Precedent Set CAG meeting held on 09 March 2018. 
The application was considered via the Precedent Set process under criteria 11 - 
Applications made by the Picker Institute Europe to administer surveys on behalf of CQC.  
 
Secretary of State for Health and Social Care Approval Decision 
 
The Secretary of State for Health and Social Care, having considered the advice from the 
Confidentiality Advisory Group as set out below, has determined the following: 
 
1. The application is conditionally approved, subject to compliance with the standard and 

specific conditions of approval outlined below. 
 
Please note that the legal basis to allow access to the specified confidential patient 
information without consent is now in effect. 
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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. 
 

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.  
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 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). 

 
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.  
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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 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 
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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 

 
As the above conditions have been accepted or met, this letter provides confirmation of 
final approval. I will arrange for the register of approved applications on the HRA website 
to be updated with this information. 
 
Annual Review 
 
Please note that your approval is subject to submission of an annual review report to 
show how you have met the conditions or report plans, and action towards meeting them. 
It is also your responsibility to submit this report on the anniversary of your final approval 
and to report any changes such as to the purpose or design of the proposed activity, or to 
security and confidentiality arrangements. An annual review should be provided no later 
than 29 March 2019 and preferably 4 weeks before this date. 
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Reviewed Documents 
 
The documents reviewed at the meeting were: 
 

Document   Version   Date   

CAG application from (signed/authorised) [Section 251 Application 
Form]  

1  29 January 2018  

GP/consultant information sheets or letters [Briefing for trusts on 
informing 16 and 17 year olds]  

1    

Other [Sampling Instructions]  1  18 August 2017  

Other [Survey Handbook]  1  06 July 2017  

Other [Attribution Guidance]  1    

Other [Sampling Instructions ]  1  22 March 2017  

Other [Survey Handbook]  1  22 March 2017  

Patient Information Materials [Leaflet for 16s and 17s]  1    

Patient Information Materials [Poster]  1    

Research protocol or project proposal [Sampiling flowchart]  1    

 
Membership of the Committee 
 
The members of the Confidentiality Advisory Group who were present at the consideration 
of this item are listed below. 
 
There were no declarations of interest in relation to this item. 
 
User Feedback   
 
The Health Research Authority is continually striving to provide a high quality service to all 
applicants and sponsors. You are invited to give your view of the service you have 
received and the application procedure. If you wish to make your views known please use 
the feedback form available on the HRA website: http://www.hra.nhs.uk/about-the-
hra/governance/quality-assurance/ 
 
HRA Training  
 
We are pleased to welcome researchers and R & D staff at our training days – see details 
at http://www.hra.nhs.uk/hra-training/ 
 
Please do not hesitate to contact me if you have any queries following this letter. I would 
be grateful if you could quote the above reference number in all future correspondence. 
 
With the Group’s best wishes for the success of this project. 
 
Yours sincerely 
 
 
 
 
Miss Kathryn Murray 
Senior Confidentiality Advisor 
 
On behalf of the Secretary of State for Health and Social Care 
 

http://www.hra.nhs.uk/about-the-hra/governance/quality-assurance/
http://www.hra.nhs.uk/about-the-hra/governance/quality-assurance/
http://www.hra.nhs.uk/hra-training/
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Email: HRA.CAG@nhs.net 
 
 
Enclosures: List of members who considered application 

Standard conditions of approval 
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Confidentiality Advisory Group Sub-Committee Meeting 09 March 2018 
  

Group Members:  
 

Name   Present    Notes   

Dr  Kambiz Boomla  Yes     

Dr Rachel  Knowles  Yes     

Dr Harvey Marcovitch  No    

Dr Murat Soncul  Yes  Alternate Vice Chair 

Ms Gillian Wells  No Lay 

  

Also in attendance:  
 

Name   Position (or reason for attending)   

Miss Kathryn  Murray  Senior Confidentiality Advisor  
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Standard Conditions of Approval 
 
The approval provided by the Secretary of State for Health is subject to the following 
standard conditions. 
 
The applicant will ensure that: 
 

1. The specified patient identifiable information is only used for the purpose(s) set 
out in the application. 

 
2. Confidentiality is preserved and there are no disclosures of information in 

aggregate or patient level form that may inferentially identify a person, nor will any 
attempt be made to identify individuals, households or organisations in the data. 

 
3. Requirements of the Statistics and Registration Services Act 2007 are adhered to 

regarding publication when relevant. 
 

4. All staff with access to patient identifiable information have contractual obligations 
of confidentiality, enforceable through disciplinary procedures. 

 
5. All staff with access to patient identifiable information have received appropriate 

ongoing training to ensure they are aware of their responsibilities. 
 

6. Activities are consistent with the Data Protection Act 1998. 
 

7. Audit of data processing by a designated agent is facilitated and supported. 
 

8. The wishes of patients who have withheld or withdrawn their consent are 
respected. 

 
9. The Confidentiality Advice Team is notified of any significant changes (purpose, 

data flows, data items, security arrangements) prior to the change occurring. 
 

10. An annual report is provided no later than 12 months from the date of your final 
confirmation letter.  

 
11. Any breaches of confidentiality / security around this particular flow of data should 

be reported to CAG within 10 working days, along with remedial actions taken / to 
be taken. 


