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Dear Professor Spiby,

Study tithe: Multi-site implementation of a promising innovation in
low income communities: support for childbearing
WOMEn

REC reference: 12WWI0242

Protocol number: 12093

REC Identifier: 97509

Thank you for your letter of 13 Movember 2012, responding to the Committee's request for further
mformation on the above research and submitting revised documentaton.

The further information has been considersd on behalf of the Committee by the Chair.

We plan to publish your research summary wording for the abowve study on the NRES website,
with your contact details, unless you expressly withhold permission to do so.

Publication will be no earier than three months from the date of this favourable opinion letter.

Should you wish to provide a substitute contact point, require further information, or wish to

withhold permission to publish, please contact the Co-ordinator Rinat Jibli,

nrescommittee. wesimidlands-staffordshire@nhs net.

Confirmation of ethical opinion

On behalf of the Committee, | am pleased to confirm a favourable ethical opinion for the above
research on the basis described in the application form, protocol and supporting documentation
as revised, subject to the conditions specfied below.

Ethical review of research sites

MNHS sites

The favourable opinion applies to all MHS sites taking part in the study, subject to management
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pemission being cbtamed from the NHSHSC RED office prior to the start of the study (see
"Conditions of the favourable opinion” below).

Conditions of the favourable opinion

The favourable opinion is subject to the following conditions being met prior to the start of the
shudy.

Management permission or aporoval must be obiained from each host organisation prior to the
start of the study at the site concemed.

Management permission (TRED approval”) showld be sought from all NHS organisafions involived
in the study in accordance with NHS research govemance amangements.

Gandance on applying for NHS permission for research is available in the Integrated Research
Application System or at http: e rdforum ks k.

Where 3 NHS organisation’s role in fhe study is imited fo ideniifying and referming podenfial
parficipants fo research sifes ("parficipant identficabon cendre”), guidance should be soughf from
the R&D office on the informabon it requires to give permission for this scfivify.

For non-NHS sites, site management permission should be obfained in accordance with the
procedures of the relevant hosf organisation.

Sponsors are not reguired fo nofify the Commiffee of approvals from host onganisafions

It is the responsibility of the sponsor to ensure that all the conditions are complied with
before the start of the study or its initiation at a particular site (as applicable).

Approved documents

The final list of documents reviewsd and approved by the Committee is as follows:

|pocument Version Date

Coverng Letter 75 September 2012
REC appiication ¥ 5 Sepember 2012
Protocal 10 71 September 2012
EWidence of INSurance or Maeminity - HEng=rson Corporats| 75 Juy 2012
|Inbm1ew Scheduies Topic GUIges - Heads of Midwriery | 1.0 21 September 2012
Intesview Schedule Telephone Interviews

Interview Schedules/ Topic GUIces - Miowlves Focs 1.0 71 September 2012
Groups Topk: Guide

Inferview Schedules/ TOpIc GUIGSs - MIGWIVES Focle |10 71 September 2012
|Gmg Took

Investigator CV - Helen Spiby 75 September 2012
Lener from Sponsor - Uiversity of Notingnam 75 Sepember 2012
Letier of Invitation to pariicipant - Emall o Midwives 10 71 September 2012
Letier of Invikation to paniicipant — Women's' questionnaire | 1.2 73 Dctober 2012
Lenier of Invitation to pariicipant - Dowas Questionnare |12 73 Dctober 2012
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Other: Posicand Thanks/Remindar Women's 1.0 21 September 2012
Cuestionnaires

Participant Consent Form: Telephone Internviews - Heads of 1.2 23 Dctober 2012
MiowiTery and Voluntesr Doulas

Participant Consant Form: Foous Groups - Midwives and (1.2 23 October 2012
oluntear Doulas

Participant Consant Form: Women's Focus Groups 12 23 October 2012
Participant Consant Form: Women's Telephone Inteniews| 1.2 23 October 2012
Participant Information Sheet Women's Questionnaires (1.0 21 September 2012
Participant Information Sheet Doulas Queshonnalres 1.0 21 September 2012
Participant Information Sheet Women's Focus Groups 12 23 October 2012
Participant Information Shest Women's Telephone 12 23 Dctober 2012
Intenview

Participant Information Sheet Dowla Sarvice S1aff Focus | 1.2 23 October 2012
Groups and Talephone Ineniew

Participant Information Sheet Head of Midwifery 12 23 October 2012
Telephone Intarviaws

Participant Information Sheet Midwives' Focus Group 12 23 October 2012
Response to Request Tor Further Information 13 November 2012
Statement of compliance

The Committes is constituted in accordance with the Govemnance Amangements for Research
Ethics Committees and complies fully with the Standard Operating Procedures for Research
Ethics Committees in the UK.

R ing rements

The attached document “Affer ethical review — guidance for researchers” gives detailed guidance
on reporting requirements for studies with a favourable opinion, inclueding:

Motifying substantial amendments

Adding new sites and investigators

Motification of seriows breaches of the protocol

Progress and safety reports
Motifying the end of the study

The NRES website also provides guidance on these topics, which is updated in the light of
changes in reporting reguirements or procedures.

Eeedback

You are inwited to give your view of the senvice that you have received from the National Research

Ethics Service and the application procedure. I you wish to make your views known please use
the feedback form avalable on the website.

Further information is available at Mational Research Ethics Senvice website = After Review
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| 12/WMI0342 Please quote this number on all comespondence

With the Committee’s best wishes for the success of this project
Yours sincerely
-3 Jo
Signed on behalf of:
Dr Kathryn Kinmond
Chair

Email:nrescommittes westmidlands-stafiordshirefnhs. net

Enciosures: “After ethical review — guidance for
Researchers
Copy to: Drr Paul Cartledge — The University of Mottingham

Mr James lllingworth - RED Manager, Research & Development
Department, Hull & East Yorkshire Hospitals NHS Trust
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