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SR R, 20

XTI IR T B WS R A R e R T S B, SRR, B P,
WE2L, WEREZ, ML TE WA S RV B A5 P « IX B8 #54 1/2000 % 1/5000 R i
B, 2022 R e ) ) LB T BEAE AR A Sk LR WIEAT B 2 TR, X BT AT
2| 40% [MPETA ) LFAR. B 75 MICS , SHAWEZR KRR (WPEHR) AHE, X L85 1)
FET-RATREIEIL 50%, LMICS FAEZLAET R AE] 3%, (HRFIFRM MUmE. 2 BRI E
BITS R ZE R E R, B, EFZ MIcs o, IERMPETI R 75-100%, 1 HICs 1
& 4% B, 257 SERUREN R EREEZ RS W IRVRTT . WA R . S
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—ANEIAF AT LA 208 =N EE# . BdRUCE T i — NN AT, RREERT Ry BN H
(2018 4F 10 H & 2019 4 4 H), st ZAMHRN (BIAZIE=N) #17, BIAEA R I H IR
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Faculty of Life Sciences

& Medicine

Professor Charles Wolfe

MD FFPH FRCOG FRCP

Room 2.13, 2nd Floor

Weston Education Centre

Head of Division Denmark Hill Campus

School of Population Health
London

And Environmental Science
Mr Andy Leather SE5 9R]

MS FRCS FRCS(Ed) Tel: 020 7848 5168

King’s Centre for Global Health

Senior Lecturer in Global Health www.kcl.ac.uk/globalhealth

& Health Partnerships
and Surgery www.twitter.com/KCL_HSCR

Centre Director

25th May 2018

To whom it may concern,

Re: ‘Management and Outcomes of Congenital Anomalies in Low-, Middle- and High-Income Countries: A Multi-Centre,

International, Prospective Cohort Study’

We have reviewed the above study protocol and can confirm that it is an audit based on the following King’s College London

Research Ethics criteria:

. All data collected measures current practice. The study does not involve any changes to normal patient management.

. Current practice and outcomes in low, middle and high-income countries will be compared to published standards in the
literature.

. The study data is routinely collected information which should be known to the study team without asking any additional

questions to the patient/ parents.

. All data to be entered into REDCap is entirely anonymous, with no patient identifiable information.
. No individual collaborator, institution or country will be independently identifiable in the study results.
. All data will be stored securely and will be governed by a regularly updated and regulated data protection plan by King’s

College London data protection team.

We have received confirmation from the ethical committee that because the study is an audit it does not require ethical clearance
at King’s College London. Local institutional approval will be required to participate in the study from each collaborating institution.

Local institutional regulations should be followed regarding what approval is required to participate.

Yours sincerely,

I

A et

¢

Andy Leather MBBS MS FRCS, on Behalf of the Global PaedSurg Steering Committee
Senior Lecturer in Global Health and Surgery, Director, King's Centre for Global Health and Health Partnerships,

School of Population Health and Environmental Science, Faculty of Life Sciences & Medicine, King's College London.
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ING'S
College
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Research Ethics Office

King's College London

Rm 5.11 FWB (Waterloo Bridge Wing)
London

SE19NH

Dr Naomi Wright

King's Centre for Global Health and Health Partnerships
Weston Education Centre,

Cutcombe Road,

London

SE5 9RJ

23 May 2018

Dear Naomi

Study Title: ‘Management and outcomes of congenital anomalies in low-, middle-, and high-income

countries: protocol for a multi-centre, international, prospective cohort study.’

I can confirm that as the team have decided the above study is an audit rather than a piece of research,

ethical clearance from Kings College London is not required.

Please note it is the responsibiilty of the Principal Investigator to ensure all other approvals, including

NHS ethial review if applicable, are in place prior to commencing this work.

Please do not hesitate to contact the Research Ethics Team at rec@kcl.ac.uk should you have any

queries.

Kind regards,

g~

Ms Laura Stackpoole

Senior Research Ethics Officer
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29 — May - 2018 . ’ .

King's College Hospital NHS'|
NHS Foundation Trust
Naomi Wright King’s College Hospital NHS Foundation Trust
Paediatric Surgery Registrar King's Co'ﬁgﬁn';':;p;_ﬁ:
King’s College Hospital London SE5 9RS
Tel: 020 3299 9000
www.kch.nhs.uk
Direct tel: 020 3299 4949
Email: khedditch@nhs.net
Dear Naomi,

SUBJECT: Management and outcomes of congenital anomalies in low-, middle-, and high-
income countries - Audit

Further to your enquiry about the above referenced project.

As this is an audit it does not come under the remit of the Research & Innovation office and does not
require NHS ethics or HRA approval.

The guidance on http://kweb/kwiki/Clinical _Audit, Research or Service Review confirms the process
for gaining Trust approval is as follows:

* Clinical audits must comply with the Trust Clinical Audit Standards - see Appendix 1 of
the Clinical Audit Policy in the link above.

* Clinical audits must be registered with the appropriate Care Group Patient OQutcomes Lead —
you can find the relevant one for your area under the Patient Outcomes Lead in the link
above.

Best wishes

Etaien

Kirsty Hedditch

Research Facilitator

Research & Innovation Office

1st Floor, 161 Denmark Hill

King's College Hospital NHS Foundation Trust
London SE5 8EF
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