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National Research Ethics Service

Oxfordshire REC A
2nd Floor, Astral Houss
Chaucer Businass Park
Granville Way
Bicester
OX26 44T
Telephone: I
Facsimile
12 May 2009
Neonatal Unit
Homerion University Hospital
Homerion Row
London
E96SR
]
Full title of study: The probiotic Bifidobacterlum breve strain BBG-001

administered early to preterm infants to prevent
Infection, nacrotising enterocolitis and death

REC reference number: 09/H0604/30
Protocol number: 1
EudraCT number: 2006-003445-17

Thank you for your latter of 09 April 2009, responding to the Commitiee's request for further
information on the above research and submitting revised documentation.

The further information has been considered on behalf of the Committee by the Vice-Chair,
Ms Sara Owen.

Confirmation of ethical opinion

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

Ethical

review of research sites

The favourable opinion applies to all NHS sites taking part in the study, subject to
management permission being obtained from the NHS/HSC R&D office prior to the start of
the study (see "Conditions of (he favaurable opinion® below).

Conditlons of the favourable opinion

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

the siudy.
Management permission or approval myst be obtained from each host organisation prior 1o
the start of the study at the site concemed.

This Research Ethics Committee i an advisory committee to South Central Strateglc Health Authorlty

The Natlonal Research Ethics Service (NRES) reprasents the NAES Directorate within
the Natfonal Patient Safety Agency and Research Ethics Committees in England.



For NHS rasearch siles only, management permission for ressarch ("R&D approval”) should
be obtained from the relevant care organisation(s) in accardance with NHS research
govemance arrangements. Guidance on applying for NHS permissian for research s
available in the Integrated Research Application System or at http:/ivww. rdforum.nhs. uk.
Where the only involvement of the NHS organisation Is as a Parlicipant identification
Centre, management permission for research is not required bul the R&D office should be
riolified of the study. Guidance should be sought from the R&D office whera necessary.

Sponsors are nof required lo notify the Committee of spprovals from fost organisations.

Clinical irial authorisation must be obtained from the Medicines and Healthcare products

Requlatory Agency (MHRA).

The sponsor is asked to provide the Committee with a copy of the notice from the

MHRA, either confirming no objection or giving grounds for objection, as soon as
this is available.

Other conditions specified by the REC

1. Documents to be seen by parlicipants should have all references to *“PREFER”
removed to avoid confusion. There were still references in some of the footers of the
documents supplied,

2. ltis arequirement of the Clinical Trials Regulations that any site not listed on the
Application Form before the favourable ethical opinion is provided must be notified

to the main REC as a Substantial Amendment. This will then by acknowledged by
the REC.

1tis 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 reviewed and approved by the Committee is as follows:

Document Version Dale
Compensalion Arrangements Zurich Municipal 10 February 2009
Peer Review Professor [ 26 January 2009
Lelter from Sponsor Queen Mary, University of London {06 February 2009
Covering Letter 09 February 2008
Protacol i 29 January 2008
Investigator CV Professor [ 08 February 2008
Application Paris A-D 12 February 2009
Response to Request for Further Information 08 April 2009
Parlicipant Consent Form 2 03 April 2009
Participant Information Sheet 2 03 April 2009
GP/Consultant Information Shaets 2 03 April 2009

Statement of compliance

This Committee is racognised by the United Kingdom Ethics Committee Authority under the
Medicines for Human Use (Clinical Trials) Regulations 2004, and is authorised to carry out
the ethical review of clinlcal trials of investigational medicinal products



The Committee [s fully compliant with the Regulations as they relate to ethics committees
and the conditions and principles of good clinical practice.

The Committee is conslituted in accordance with the Govemance Arrangements for
Research Ethics Committees (July 2001) and complies fully with the Standard Operating
Procedures for Research Ethics Commitiees in the UK,

After ethical review

Now that you have completed the application process please visit the National Research
Ethics Website > Afler Review

You are invited o give your view of the service that you have received from the National
Research Ethics Service and the application procedure. 1f you wish to make your views
known please use the feedback form available on the website.

The attached document “After ethical raview —guldance for researchers” gives delalled
guidance on reporting requirements for studies with a favourable opinion, Including:

¢ Nolifying substantial amendments
» Progress and safety reports
« Notifying the end of the study

The NRES websile also provides guidance on these topics, which is updated in the light of
changes in reporting requirements or procadures.

We would also like ta inform you that we consult regularly with stakeholders to improve our

service. If you would like to ‘oln our Reference Group please emall

| 09/H0604/30 Please quote this number on all correspondence |

With the Committee’s best wishes for the success of this projecl

Yours sincerely

Chalr

Email:

Enclosures: *After ethical review — guidance for researchers”

Copy to: |

Clinical Trials Unit, MHRA



NHS:
National Research Ethics Service

North West London REC 2
Royal Free Hospltal NHS Trust

Royal Free Hospital

South Houss, Block A

Pond Streatl

London

NW3 2QG

Telephone: I
Facsimile: INIIEGG

29 April 2010

Study Title: Evaluating the reliability of standardised two-year
neurodevelopmental data collected during NHS follow-
up in children born preterm

REC refarence number: 10/H0720/35

Protocol number: 1

The Research Ethics Commitiee reviewed the above application at the meeting held on 21
April 2010. Thank you for attending to discuss the study.

Ethical opinion

The main ethical issue was the exclusion of non English speaking people from the study,
but

Dr Huetas explained that apart from the cost of the translation, the neurodevelopment
assessment lool being used had not been validaled for other languages. The paediatric
expert member of the committee was present for this item

The members of the Commitiee present gave a favourable ethical opinion of the above
research on the basis described in the application form, protocol and supporting
documentalion, subject to the conditions specified below.

Ethical review of research sites

The favourable opinion applies to all NHS sites taking part in the study, subject to
management permission being obtained from the NHS/HSC R&D office prior to the start of
the study (see “Canditions of the favourable opinion” below).

The Committee has not yet been notified of the outcome of any site-specific assessment
(SSA) for the non-NHS research site(s) taking part in this study. The favourable opinion
doses not therefore apply to any non-NHS site at present. | will wrile to you again as soon as



one Research Ethics Committee has notified the outcormne of a SSA. In the meantime no
study procedures should be Initiated at non-NHS sites.

Conditions of the favourable oplinion

The favourable opinion Is subject to the following canditions baing mat prior to the start of
the sludy.

Management permission or approval must be oblained from each host organisation prior o
the start of the study at the site concerned.

For NHS research sites only, management permission for research (“R&D approval”) should
be obiained from the relevant care organisation(s) in accordance with NHS research
governance arrangements. Guidance on applying for NHS permission for research is
available in the Integrated Research Application System or at htip://www.rdforum.nhs.uk.
Where the only involvement of the NHS organisation is as a Participant Identification

Cenlre, management permission for research Is not required but the R&D office should be
notified of the sludy. Guidance should be sought from the R&D office where necessary.

Sponsors are not required to nolify the Committee of approvals from host organisations.

It is 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 documents reviewed and approved at the meeting were:

Document | | ~Iversion  |pate |
REC application 22 March 2010
Protocol 1 18 March 2010
Investigator CV ' '

Particlpant Information Shest o K 18 March 2010
Participant Consent Form 1 18 March 2010
Letter of invilation to pariicipant i1 18 March 2010
GP/Consultant Information Sheels 1 18 March 2010
{Student CV

Membership of the Committee

The members of the Ethics Commitiee who were prasent at the meeting are listed on the
attached sheet.

Statement of compliance

The Commitiee is constituted In accordance with the Govermnance Arrangements for
Research Ethlcs Commitiees (July 2001) and complies fully with the Standard Operating
Procedures for Research Ethics Commiittees in the UK,

After ethical review

Now that you have completed the application process please visit the National Research
Ethics Service websita > After Review



You are inviled lo give your view of the service that you have received from the National
Research Ethics Service and the application procedure. If you wish to make your views
known please use the feedback form available on the website.

The attached document “After elhical review ~ guidance for researchers” gives detailed
guidance on reporting requirements for studies with a favourable apinion, including:

Notifying substantial amendments
Adding new sites and investigators
Progress and safety reporis
Notifying the end of the study

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

We would also like to inform you that we consult regularly with stakeholders to improve our
service. If you would like to join our Reference Group please email

| 10/H0720/35 Please quote this number on all correspondence |

With the Commitiee’s best wishes for the success of this project

Yours sincerely

Chair

Emal, |

Enclosures: List of names and professions of members who were present at the
meeling and those who submitted written comments

*After ethical review — guidance for researchers” [SL-AR1 for CTIMPs,
SL-AR2 for other studies]

Copy lo: ]
[R&D office for NHS care organisation at lead site]



North West London REC 2

Attendance at Committee meeting on 21 April 2010

Committee Members:

Name Profession Present Notes
I Slatisticlan Yes
] Co-ordinator Yes
] Consultant Paediatrician | Yes
[ ] Lecturer (Lay) Yes
] Head of Pharmaceutical | No
Services
| Lay Member Yeas
 — Nuclear Medicine Yes
——— Clinical Trial Pharmacisl | Yes
] Professor 0 & G, No
RFUCMS, Hampstead
Campus _
] | Lay Member ( Vice Yes
Chalr)
] Senior Leciurer and No
{ Consultant Neurologist
] Chakrman Yes
[ ] Commitiee Member Yes
(Lay)
] Nurse No
I Clinical Trial Pharmacist | Yes
I Pharmagcist Yes




South West London REC 3
Room 4W/12 4 Ficar Wast

Charing Crass Hospitsl

Fulham Palacs Road

Londan W6 BRF

Teiephons I

Facsimile I
03 December 2010 (amended and reissued 7 February 2011)

I
Title of the Database: National Neonata! Research Database
REC reference: 10/HOBD3/151

The Research Ethics Committee reviewed the above application al the meeting held on 24
November 2010. Thank you for attending to discuss the application.

Ethicat opinion

You clarified that the applicalion was requesting ethics approval for the creation and use of
the database. The projects listed wil use or are using the data and have already received
REC approval. Al studies will require athics approval

The Commitiee asked for clarification about whether ethics approval was also
being eought for the sludies delailed briefly in the application and in the protocol.
You confirmed that the application was just for crealion of the database. A new
application would be submitted for #ach study considered as research. The

database will also be used for service evaluation and ethics approval would not be
requeasted for Lhis,

You confimed that applications for access of the database will be considerad bya

stearing commitiee and that the database is a nallonal resource and so will be
avallable to averyons,

Members asked for clarification about the charge that will bs levied to database
users., and you staled that the project would not make @ profit from this fee but it will
be levied to cover the cost of the staff that menage the database because they do
not have a grant for this.

No fee has been set at the moment but the fee charged to a racant study was based
on the number of hours the database was usad.

The Committes asked who would have ownership of the data. You confirmed that
each Trust owns ils own data and has access {o its own data and it would not be
necessary for a Trust to ask for accass to Its own data. However, problems may
arise bacause of the form in which the data is released. Each Trust would have to
manage its own data.



You stated that all parents were given an infarmation sheet with details of all uses of
the data held on the database There is a provision which allows pacents to opt out
but none have done so as yet

The Commitice stated that they belisve the data will be used appropriately and only
appropnate access will ba allowed.

The mambers of the Commitiee present gave a favourable ethical opinion of the above
research database on the basls described in tha application form and supporting
documentation.

Following further clanfication being sought by you after recsipt of this opinion letter, the Sub
Commiites provided the following further information:

This ethical approval extends to those projects listad in the application form, without
the need to pursue further athical approval. Any additional {research) projects (not
kisted) would need research ethics approval gainad through a new research ethics
approval application procass.

Duratlion of ethical opinion

The favourable oplnion Is given for a period of five yaars from the date of this letter and
provided that you comply with the conditions set out in the attached document. You are
advised o study the conditions carefully. The opinion may be renewad for a further period
of up to five years on receipt of a fresh application. It is suggested that the frash application
Is mada 3-6 months bafore the 5§ years expires, 1o ensure continuous approval for the
rasparch database,

Appraved documents

The documents reviewed and approved at the meating were!

Daocument Version Date
Nabonal Neonatal Research Database ltams 1 11 October 2010
NIHR Award Letter 22 Qctober 2008
REC application 07 October 2010
Covenng Letter from I 22 October 2010
Chief investigator CV I 23 October 2010
NIHR Grant Appiication - Medicines {or Neonates RP-PG-0707

Letter of Support - DrilEEEE 07 October 2010
Protocal for Management of tha Database 1 07 October 2010
Summary of Research Programme(s) 1 07 October 2010

Research governance

A copy of this leller is being sant lo the R&D office responsible for Chelsea and
Wesiminster NHS Foundation Trust.

Under ths Rasearch Governance Framework (RGF), thara Is no requiremant for NHS
resgarch parmission for the establishment of research dalabases in the NHS. Applcations
to NHS R&D offices through IRAS are nol required as all NMS orgamsations are expected
to have included management review in the procass of establishing the database.

Research parmission [s also not required by collaborators at data collection centres (DCCs)
who provide data under the terms of a supply agreement betwean the organisation and the
dalabase. DCCs are not rasearch sles for the purposes of the RGF.



Database managers are advisad to provide R&D offices at all DCCs with a copy of the REC
application for information, togather with a copy of the favourable epinion letter when
avallable. All DCCs should be listed in Part C of the REC application,

NHS researchers underiaking specific research projects using data supplied by a database
must apply for permission to R&D offices at all organisations where the research is
conducted, whether or nol the database has ethical approval.

Site-spacific assessment (SSA) is not a requirement for ethical raview of research
dalabases. Thereis no need 1o inform Local Research Ethics Committees.

Membership of the Commitiee

The members of the Ethics Commitlee who were present at the meeting are listed on the
atiached sheat,

Statement of compllance

The Committee is constituted in accordanca with the Governance Arrangements for
Research Ethics Committees (July 2001) and complies fully with the Standard Operating
Procedures for Research Ethics Commitiees in the UK,

Aftar sthical review

Now that you have completed the application process please visil the National Research
Ethics Service website > After Review

Here you will find links to the following:

8) Providing feedback. You ara inviled to give your view of the servica that you have
received from the National Research Ethics Service and the application procedure. If
you wish to make your views known pleas= usa the feedback form available on the
website.

b) Annual Reports. Please refer to the attached conditions of approval.

c) Amendments. Please refer (o the ettached conditions of approval,

We would also like to inform you that we consult reguiarly with stakeholders to improve our
service, If you would like to join our Reference Group please email

|

{1arHoB031451 Pleass quote this number an all correspondence |

Yours sincerely

2]
S

Enclosures: List of names and professions of members who were present at
the meeling end those who submiled writen commants

Approval conditions



South Waest London REC 3

Attendance at Committee meating on 24 Novembar 2010

Committes Members:

Name Profession | Presant
] Consultant Cardiologlst Yes
[ ] Senlor Lecturer 7 Consultant Paadlalrician Yes
] Consuitant Obsletrician & Gynasecologist Yes
] Consuitant Chest Physician Yes
| Lay Member Yes
I Clirucal Nurga Specialist Yes
I Lay Member Yes
_ Professor of Anesthesia Yes
I Consultant Radiologist Yes
I General Practiioner Yes
I Consultant Surgaon Yas
I Senior Lecturer in Medical Statistics Yes
I Pharmacist Yes
| Chaplain Yes
| Lay Member Yes
Also in attendance:

Nama o T position (of feason for aftanding) |
I Co-ordinator

I Co-ardinatar




NHS!

Health Research Authority
NRES Committee London - Wandsworth
Room 4W/H2 4 Floor West

Charing Cross Haspital
Fulham Palaca Road
London W6 BRF
Talaphone: I
Facsimile: I
13 January 2012
|
Title of the Database: National Neonatal Research Database
REC reference: 410/H0BO3/151
Amendment number: 1
Amendment date; 25 November 2011

The above amendment was reviswed by the Sub-Committee in correspondence.
Ethical opinion

The members of the Committee taking part in the review gave a favourable ethical opinlon

of the amendment on the basis described in the nolice of amendment form and supporting
documentation.

Approved documents

The documents reviewed and appraoved at the meeling were;

Document Version Date

Participant Information Sheet 4 18 November 2011
Notice of Substantial Amendment 1 25 November 2011
Covering Lelter 25 November 2011
Membership of the Committee

The members of the Ethics Committee who took part in the review ara listed on the
altached sheat,

Statement of compliance
The Committee is conslituled in accordance with the Governance Arrangements for

Research Ethics Committees and complies fully with tha Standard Oparating Procedures for
Ressarch Ethicse Commitiees In the UK.

| 1008031151 Please quota this number on all correspondance |

A Resaarch Ethics Commities estabished by the Healih Resaarch Authority



Yours sincerely

|

Chair

|

Enclosures: List of names and professions of members who ook part in the
raview

Copy lo: R&D, Chelsea & Westminster NHS Foundation Trust

NRES Committee London - Wandsworth

Atiendance at Sub-Committee of the REC meeting on 03 January 2012

Commbitee Members:

Name Profassion B Prasent ’ _yﬂ!;
] Lay Member Yes |
' Lay Member Yes !

oty e o e e Y A AU AT e




National Research £thics Servic
Room 4W/12, 4ih Floor
Charing Cross Hospital
Fulham Palaca Road
London
W6 BRF

Telephone: I
Facsimile: INNENEGEGE

28 September 2011

oear I

Study title: The National Neonatal Collaborative Necrotising
Enterocolitis Study: Using operational clinical data
captured electronically at the point of care for
surveillance and research.

REC reference: 11/L0O/1430

Protocol number: CRO1531

The Research Ethics Commitiee reviewed the above application at the meeting held on 21
September 2011. Thank you for attending to discuss the study.

Ethical opinion

The members of the Committee present gave a favourable ethical opinion of the above
research on the basis described in the application form, protocol and supporting
documentation, subject to the conditions spacified below.

Ethical review of research sitas
NHS Sites

The favourable opinion applies to all NHS sites taking part in the study, subject lo
management permission being obtained from the NHS/HSC R&D office prior to the slart of
the study (see “Conditions of the favourable opinion” below).

Non NHS sites

The Commitiee has not yet been notifled of the outcome of any site-specific assessment
(SSA) for the non-NHS research site(s) taking part in this study. The favourable opinion
does not therelore apply to any non-NHS site at present. | will write to you again as soon as
one Research Ethics Committes has notified the outcome of a SSA. In the meantime no
sludy procedures should be initiated at non-NHS sites.

This Research Ethlcs Committee Is an advisory committee to Londan Strategic Health Authority

The National Research Ethics Service (NRES) represents the NRES Directorate within
the National Patient Safety Agency and Research Ethits Committees in England



Conditions of the favourable opinion

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

Mansgement permission or approval must be cblained from each host organisation prigr o
the start of the study at the site concerned.

Management permission (“R&D approval’) should be sought from all NHS organisations
involved in the study in accordance with NHS research governance arrangements.

Guidance on applying for NHS permission for rasearch Is available in the Integrated
Research Application System or at http://www.rdforum.nhs.uk.

Where a NHS organisation's role in the study Is limited to identifying and referring potential
participants to research sites (“participant identification centre”), guidance should be sought
from the R&D office on the information i requires to give permission for this activity.

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

Sponsors are not required to notify the Committee of approvals from host organisations

It is 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 dacuments

The documents reviewed and approved at the meeting were:

Document : ' Varslon Date

Covering Letler 17 August 2011
Investigator CV

Letter from Sponsor 17 August 2011
Other: Student CV: I 17 August 2011
Protocol 18 August 2011
REC application

Membership of the Commities

The members of the Ethics Committee who were present at the mesting are listed on the
attached sheet.

Statement of compliance

The Committee is constituted in accordance with the Governance Arrangements for
Research Ethics Committees (July 2001) and complies fully with the Standard Operating
Procedures for Research Ethics Committees in the UK.

After ethical review

Reporting reguirements



The atlached document “After ethical review — guidance for researchers” gives detailed
guidance on reporting requirements for studies with a favourable opinion, Including:

Notifying substantial amendments

Adding new sites and investigators
Notification of serious breaches of the prolocol
Progress and safety reports

Notifying the end of the study

® & 8 & o

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

Feedback

You are invited to give your view of the service that you have received from the National
Research Ethics Service and the application procedure. If you wish to make your views
known please use the feedback form available on the website.

Further information is available at National Resaarch Ethics Service website > After Review

[ 11/L0/1430 Please quote this number on all correspondence |

With the Committee's best wishes for the success of this project.

Yours sincerely,

]

Chair

Emall: |

Enclosures: List of names and professions of members who were present af the

meeting and those who submitted writlen comments
“After ethical review — guidance for researchers”

copvie I




NRES Committee London - Dulwich

Attendance at Committee meeting on 21 September 2011

Committea Members:

Name Profession Present | Notes
] Consultant Paediatrician | Yes
I Consullant Liver No
Intenslvist
| Assistant Director of Yes
Pharmacy
| Barrister No
I Head of Clinical No
Research Statistics
| Lay Member Yes
] Professor Emeritus, Oral | No
Pathology
I Consultant Yes
| Rheumatologisi
] Consultant Cardiologist | Yes
] Senior Nurse Yes
I MHRN Service Users in | Yas
Research Coordinator
N | Stoke Research No
Coordinator
] Consuliant Old Age No
Psychlatrist
] Coordinator Yes
I Research Development | Yes
Manager
] Research Nurse Yes
] Consultant Midwife Yes

Written comments received from:

Posltion

Consultant Liver |ntensivist

Barrister




NHS:
National Research Ethics Service
NRES Committee North West - Cheshire

Research Ethics Office
Barlow House
3rd Floor
4 Minshull Strast
Manchester
M13Dz
Telephone: I
Facsimile.
21 November 2011
I
Study title: Understanding parents’ attitudes towards the use of nhs
data for research purpases in the context of neonatal
services
REC reference: 11/NW/0765

The Research Ethics Commitiee reviewed the above application at the meeting held on 09
November 2011.

Ethlcal opinion

1.

The Commiitee queried whether the questionnaire being used in this study has been
validated. DrIEEE clarified that is has been reviewed by the stalistician and they
have looked at the questions. Therefore it is not a commeon validated tool used
widely for research of this type.

The Committee asked whether there is an element of bias in terms of somebody
helping the participants to fil out the questionnaire, Dr lllllexplained thal the
research nurses are tralned in this area and are skilled at that practice; therafore

they are best placed to do it and as it Is a necessary thing to do they cannot think of
another way around it

The Committea questioned whether pressure will be put on pariicipants to
participate; how long will potential parlicipants have been on the neonatal unit? Dr
I commented that thare will be a considerable variation and they will have to
use their own judgement on whether an Individual should be approached to
participate.

The Committee commented that they will get a mixture of sick and well babies and
felt that they will get a very difierant and varied response. Dr [l commented
that this Is what they expect and hape occurs so it can be written up In the analysis.

The Committee felt that that there may be an element of pressura/coercion on the
patiant to take part. DrIlM clarified that somebody from the research team will
be involved in the asking rather than somebody from the dirsct care team.

This Research Ethics Commitlae is an advesory comimitiee to the North West Sirategc Health Autho iy
The Natlonal Research Ethles Service (NRES) represents the NRES Directorate within
the Natlonal Patient Safety Agency and Research Ethics Committees in England



6. The Commitiee asked whether the questionnaire will be anonymised. Dr I
confirmed that they will be anonymised but parents have the option of giving their
contact detalls if they wish to do so; this is if thay wish to be considered for a
separate research siudy or wish to be contacted for the resulls, The Committee
asked why they are asking for consent bacause the return of the questionnaire

would imply consent. Dr Il explainad thal they have done this fo be on the safe
sids,

7. The Committee queried the section ‘What will happen if | don't want to carry on with
the study?' and asked what would happen if the participant had submitted the
questionnaire; would this mean that it could not be withdrawn as it would have baen
anonymised. Dr Il agreed, once the questionnaire has been anonymised there
Is no way of tracing back therefora participants will not be able to withdraw after that
point. Dr I agreed to reword the information sheet o reflect this,

8. Dr I clarifled that if at any point a participant shows signs of disiress and does
not want to continue then the interview will be stopped. She explained that the
research nurses are highly experienced and have worked with this group of patients
before. She also added that the survay has been designed by parents so it should
be user friendly, The Committes pointed out that the option of not wanting to
answer any particular question should be slated at the top of the list rather than the
botiom. DrE agread.

8. The Commiltee asked why participants would be asked about politics. Dr I
explained that this is just io obtain a piclure of what type of person will say ‘yes’ or
‘no’ and il Is up to the participant if they wish to give this information.

10.  The Commiltee asked whethar this research is ‘mother’ biased. Dr Il ciarified
that they are keen to involve fathers as much as possible In this research.

Drill was thanked for attending and left the meeting.
The Committee considered Dr |l responses.

The members of the Committee present gave a favaurable ethical opinion of the above
research on the basis described in the application form, prolocol and supporiing
documentation, subject to the conditions spacified below.

Ethical review of research sites

NHS Sltes

The favourable opinion applies to all NHS sites taking part in the study, subject to
management permission being obtained from the NHS/HSC R&D office prior to the start of
the study (see "Conditions of the favourable opinion” below).

Conditions of the favourable opinion

The favourable apinion is subject ta the following conditions being met prior to the start of
the study.

agement pei 5i ar. g JS
the start of the study st the site concarned.




Management permission {"R&D approval") should be sought from all NHS organisations
involved in the study in accordance with NHS research governance arrangements.

Guidance on applying for NHS permission for research is avallable in the integrated
Research Application System or at hitp://mww.rdforum nhs.uk.

Where a NHS organisalion's role in the sludy is limited to identlifying and referring potential
participants lo research sites ("participant identification centre®), guidance should be sought
from the R&D office on the information it requires lo give permission for this aclivity.

For non-NHS sites, sile management permission should be oblained in accordance with the
procedurss of the relevant host organisation.

Sponsors are not required to notify the Committes of approvals from host organisations
Other conditions specified by thé REC

1. Please revise the information sheet under the heading ‘What will happen if }
don't want to carry on with the study?' as follows. ‘if you decide to take part
and then later change your mind, either before or during the study you can
withdraw. Howaver, once the questionnaire has been filled out and sent back it
will have been anonymised therefore withdrawing will not be an option as we
will not be able to trace the questionnaire back to you.'

2. Please revise the questlonnaire as follows;

a. Pleass move the optlion 'do nol wish to answer’ to the top of the list of
options so that participants are aware that they do not have to answer
any of the questions. This should be an option for all questions. 1t
should be made clear at the beginning of the guestionnalre in bold that
if they do not wish to complete the form or answer any questions then
they do not have {o.

b. Under question 10, there is a formatting error; the word ‘leas!’ needs 1o
be replaced before the word ‘happy’ so it reads ‘least happy’

¢. Under queslion 13, the options of 'least happy' and ‘most happy’ are

, missing and need to be included.

3. The Committee noted that on the project filter questions on {RAS it states that
this is a project involving qualitative methods only. The Committee felt that this
study Involved a bit of both qualitative and quantitative methods and is also
administering a questionnaire. Please clarify this; if it is the lalter, then the
IRAS form will need to be amended on the praject filter questions to reflect the
correct study type. Once amended and saved please submit the form with a
new submission code (this is found on the bottom right hand comer of the
pags) to the co-ordinator for the file. The code should be slightly different to
the one previously submitted. If you have any problems with this please
contact the co-ordinator.

Itis responsibllity 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).

You should notify the REC in writing once all conditions have hsen met {(except for
site approvals from host organisations) and provide copies of any revised
documentation with updated version nurnbers. Confirmation should also be provided
1o host organisations together with relevant documentation



Approved documents

The documents reviewed and approved at the meeting were:

Document Version Dale
Advertisement Flier - Version 1 01 July 2011
Advertisement Poster - Version 1 01 July 2011
Covering Lelter emall 20 October 2011
Evidence of insurance ar Indemnity University of Manchester {17 Oclober 2011
Investigator CV B

Letter from Sponsor Univarsity of Manchester {17 Qclober 2011
Participant Consent Form 1 01 July 2011
Participant Informalion Sheet: Infarmation Booklet {1 01 July 2011
Protocol 1 01 September 2011
Queslionnaire 1 01 July 2011
REC application 31 18 Oclober 2011
Membership of the Commilttee

The members of the Ethics Commitiee who were present al the meeting are listed on the
attached sheet.

Statement of compliance

The Commitiee is constituted in accordance with the Governance Arrangements for

Research Ethics Committees and complies fully with the Standard Operating Procedures for
Research Elhics Comnmittees in the UK.

After ethical review

Reportin i n

The attached document "Afler ethical review - guidance for researchers” gives detailed
guidance on reporting requirements for studies with a favourable opinion, including:

Notifying substantial amendments

Adding new sites and investigators
Notification of serious breaches of the protocol
Progress and safety reports

Notifying the end of the study

The NRES websile also provides guidance on these topics, which is updated in the light of
changes In reporting requirements or pracedures.

Feedback

You are invited to give your view of the service that you have raceived from the National
Research Ethics Service and the application procedure. If you wish to make your views
known please use the feedback form available on the website.

Further information is available al National Rasearch Ethics Service wabsite > After Raviaw




{ 11/NWI0765 Please quote this number on all correspondence |

With the Commiittee’s best wishes for the success of this project

Yours sincerely

Enclosures: List of names and professions of members who were prasent at the
meeting and those who submitted written comments
“After ethical review — guidance for researchers”

Copy to: I The Universily of Manchester

I T=aching Hospitals NHS Foundation Trust

NRES Committee North West - Cheshire

Attendance at Committee meeting on 09 November 2011

Committee Members:
Profassion Prasent | Notes
Senior Lecturer No
GP Yes
Vicar No T
Consultant ENT Surgeon| Yes Chair
Consultant Clinieal No
Psychologist B
Lay Member Yas i
Consultant Member No
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Consultant Paediatrician | Yas

University Lecturer in Yes
Health Research

Pharmacist Member Yas
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Consultant Member Yas
Lay member Yes 7
Lay Member Yes
Lay Member No
Name Poslifon (or reason for attending)
Co-ordinator

Assistant Co-ordinatar
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