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1. Collaborator roles

There are many ways in which to participate in this study:
1) As a local collaborator:
This involves:

*  discussing the study with relevant members of your team who care for children with the study
conditions and creating a team (or more than one team) to participate in the data collection. Data
collection can be undertaken by just one team for up to seven months duration (between October
2018 to April 2019) or by multiple teams each collecting data over a different one-month period.
There can be up to three collaborators in a team.

*  using the study protocol to apply for and gain approval for the study at your institution.

*  using the criteria set in the protocol to identify patients to include in the study.

*  collecting prospective data using the pre-designed data collection forms.

*  uploading anonymised data onto REDCap.

*  maintaining a confidential list of all patients included within the study along with their REDCap IDs
in order to avoid duplications and to be able to identify them at a later date for follow-up and
validation if required.

Collaborators will have the opportunity to present the study at meetings and conferences across the globe -
initially the study concept to recruit collaborators and then subsequently the study results once it is complete.
This will be co-ordinated by the principal investigator and the organising committee to avoid duplications
and to ensure all conference regulations are complied with.

2) As a Country-Lead:

In addition to the roles of a local collaborator, a country lead helps to recruit other collaborators to participate
in the study from across their country. They also help to trouble-shoot with questions from local
collaborators and may help to provide support with gaining local study approval. Another role may be to
help translate the study literature into the local language of the country if required.

3) As a Continent or Regional Lead:

In addition to the roles of a local collaborator, a continent or regional lead will help to recruit country leads.
They will act as a first port of call for country leads who have questions regarding the study. They will
encourage and co-ordinate presentations of the study protocol at national and international meetings and
conferences within their region or continent to help recruit collaborators. Following such presentations, they
will help to direct interested collaborators to the appropriate country lead for further advice.

4) As a Lead Organiser:
Roles of a lead organiser may include one or more of the following activities:

*  Developing a logo for the study.

*  Developing and maintaining a 'Global PaedSurg' website.

*  Co-ordinating a blog on the website with contributions from collaborators from around the
world.

*  Translation of study documents, the REDCap data collection tool and the website to optimise
inclusivity into the study of all countries around the world.

*  Development of the REDCap data collection tool.

*  Running the Global PaedSurg Twitter account.
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* Initiating and running a Global PaedSurg Facebook account.

*  As above for other social media outlets.

*  There will be an opportunity for a group of collaborators to write up the study protocol for
publication in advance of data collection.

*  Registration of the protocol on ClinicalTrials.gov.

*  Maintenance of the collaborator database.

*  Communication with collaborators.

5) As a Lead Investigator:
Roles of a lead investigator may include one or more of the following activities:

*  Participation in the pilot study and provision of feedback on how to optimise the data collection
forms and study prior to study launch in October 2018.

*  Participation in the pilot study and design of the data validation process.

*  Translation of study documents, the REDCap data collection tool and the website to

*  optimise inclusivity into the study of all countries around the world.

*  There will be an opportunity for a group of collaborators to write up the study protocol for
publication in advance of data collection.

*  Registration of the protocol on ClinicalTrials.gov.

*  Opportunity to participate in the writing committee for the main results manuscript.

5) As a Member of the Steering Committee:

*  Participation in the study design and protocol development.

*  Participation in the ethical application for the study at King’s College London.

*  Participation in the writing and revising of the study protocol for publication.

*  Participation in the data analysis, write-up and revisions of the results manuscript for publication.
*  Oversight and decisions regarding the study.

The Principal Investigator for the study is Ms Naomi Wright MBChB (Hons) BSc (Hons) MRCS DCH,
Paediatric Surgery Registrar and Wellcome Trust Clinical PhD Fellow at King’s Centre for Global Health
and Health Partnerships, King’s College London, UK. Email: paedsurg.research@gmail.com. Tel: 0044
7824468954.

*** All collaborators will be co-authors of resulting presentations and will be PubMed Citable co-
authors of the resulting publication(s).
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4. Institutional survey

Dear Global PaedSurg Research Collaborator,

Pleas kindl%/ 8,0mdplete th]i rief suryey .on the facilities andrfsource avaihable atgourf,i%sfituti n. Please
note that no individual co Eﬁ orator, institution or country will be independently 1dentifiable in future
results, presentations or publications.

Please provide an answer inevery box. The survey only takes a few minutes to complete. Thank you for your
time and participation.
Kindest regards,

Dr Naomi Wright
Principal Investigator, Global PaedSurg Research Collaboration

Tltlfe:
Professor Dr
Mr Mrs
Miss Ms
Other

Surname/ Last Name;
First name: Professional

position:

Professor

Consultant

Registrar

Intern/ house officer/ senior house officer
Medical officer

Medical Student

Nurse

Other

Specialty:

General Surgery (adult and paediatric)
Paediatric Surgery

Anaesthetics

Paediatrics

Neonatology

Nursing

Not specialised yet

Other

Full name of institution: Address
of institution:

Type of institution (WHO classification):
Specialised children’s hospital (Provides highly specialised care dedicated to children).
Referral hospital (WHO defined tertiary healthcare. Includes academic, university, teaching,
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natlonal c ntr; lands emalls mission hospitals. Can, prov1de ecialis dsurglcal serv1ces) Dlstrlct PPltal
SW § secon care Includes pro nc enera ﬁlgg 1s 1on orre E”]\F g,Fneral
naest esla an can rov 1e ga eral s ngca care). ‘centre prlsnary eat car 0 gener:

o

anaesthesia, can ommor procedures, woun management trlage an re ferral

Institution classification: government, nongovernment; not for profit, for profit
Country:

Population served by your institution:
(in millions, including children and adults)

Personnel:

Number of Consultant Paediatric Surgeons undertaking general paediatric surgery atyour institution:
(excluding trainees)

Number of Consultant Paediatric Surgeons undertaking neonatal surgery at your institution:
(excluding trainees)

Number of Consultant General Surgeons (covering adults and children) undertaking general paediatric
surgery atyour institution:

(excluding trainees)

Numbher of Consultant General Surgeons (covering adults and children) undertaking neonatal surgery at
your institution:

(excluding trainees)

Number of medical officers undertaking paediatric surgery independently atyour institution:
(withouta consultant surgeon present at the time of surgery)

Number of medical officers undertaking neonatal surgery independently atyour institution:
(without aconsultant surgeon present at the time of surgery)

Infrastructure:
Please state whether the following facilities are available at your institution when required.
(Each field requires ananswer — Always, Sometimes or Never).

. Running water
. Electricity
. Electricity generator backup

. Laboratory for biochemistry

. Laboratory for haematology

. Blood bank

. Neonatal ventilation outside the operating room

. Paediatric ventilation outside the operating room

. Neonatal intensive care unit for surgical neonates pre and postoperatively (including ifa
stoma is present)

. Paediatric intensive care unit for surgical paediatric patients pre and postoperatively if
required

. Extracorporeal membrane oxygenation (ECMO)

. Parenteral nutrition for adults and older children

. Parenteral nutrition for neonates

38



. Sterile gloves and gown

. Autoclave for sterilising surgical equipment

. Peiia stimulator or equivalent device to identify the muscle complex during anorectal
reconstruction

. Suction rectal biopsy gunto investigate for Hirschsprung’s disease

Procedures:

Please state whether the following procedures are available at your institution when clinically
appropriate/ required.

(Each field requires ananswer — Always, Sometimes or Never).

. Neonatal thoracotomy

. Neonatal thoracoscopy

. Neonatal laparotomy

. Neonatal laparoscopy

. Foetal tracheal occlusion (FETO) for CDH

. Bedside primary reduction and closure of gastroschisis (Bianchi technique)
. Preformed silo application, reduction and closure of gastroschisis

. Surgicalsilo application, reduction and closure of gastroschisis

. Primary closure of gastroschisis in the operating room

. Sigmoid colostomy

. Posterior Sagittal AnoRectoPlasty (PSARP) foranorectal malformation
. Pullthrough for Hirschsprung’s disease

. Neonatal central line insertion

. Umbilical vein catheterisation

. Paediatric central line insertion

Anaesthesia and resuscitation:
Please state whether the following facilities are available at your institution when required.
(Each field requires ananswer — Always, Sometimes or Never)

. Neonatal bag, valve and mask

. Paediatric bag, valve and mask

. Bottled oxygen

. Piped oxygen

. Oxygen saturation monitor

. Apnoea monitor

. Multiparameter intraoperative monitoring

. Anaesthetic machine for neonates

. Anaesthetic machine for children

. Ketamine anaesthesia for neonates

. Ketamine anaesthesia for children

. Spinal/ caudal anaesthesia for neonates

. Spinal/ caudal anaesthesia for children

. Anaesthetic doctor competent to perform neonatal anaesthesia
. Anaesthetic doctor competent to perform paediatric anaesthesia
. Anaesthetic nurse competent to perform neonatal anaesthesia
. Anaesthetic nurse competent to perform paediatric anaesthesia

goe/s ﬁour country have atleast one children's hospital that can provide neonatal and paediatric surgery?
es/No

Any other comments:
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5. Validation survey to be completed by the collaborators who undertook
the original data collection

Global PaedSurg Validation Survey
Dear Global PaedSurg Collaborator,

Your centre has been randomly selected for data validatjon. In qrder to assist this process please can you
kin}Hy completet Pis {)r?efo sur%]/ey on tﬁe Valld(flty\é)f] ‘ghe &ata co(ﬂected0 f%om your cgntre’? P y

Please note that your participation in they 113&‘[1011 pr Cﬁss will remain entirely anpnymous and atno point

11 either yoursel oryour]ge mbe identifie as.oiuio(ft eceﬁltrespart mpang 13, fatavalldatlon,Hence,
Plea ¢ be honest and open with your ?nﬁwers.,ltls ikely that there may have been difficulty ﬁo,llectmgso,me of
Re §ata oints or identifying some of the patients. It 1s important to1 eany this to help with interpretation of
the data from this study arid also to help improve the design of future studiés.

Thank you very much for your time and participation in this vital component of the study.

The survey should only take a few minutes to complete. Kindest
regards,

Dr Naomi Wright
Principal Investigator, Global PaedSurg Research Collaboration

What is the name of your hospital?
(Please note that this will be anonymous in all presentations and publications).

D(i Iyou think ty,our team managed to identify all patients eligible for the study during the data
collection period?
Yes No
Unsure

If you answered no or unsure, what problems did you experience with identifying patients?
Free text box

Could any patients have been missed from study inclusion?
Yes

No

Unsure

Please answer yes or unsure if atients with one of the 7 study conditions may have been managed b
z(idult col eagueg or other spemaﬁ?gspat your hospita andt not Smcqatfe&q inthe stud%/)s. gec by
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If you answered yes or unsure, how might patients have been missed from study inclusion?
Free text box

Are there any study conditions that were more likely to have been missed from study inclusion?
Oesophageal atresia

CDH

TA

Gastroschisis

Exomphalos

ARM

Hirschsprung’s disease

If you selected any of the above conditions, why was this the case?
Free text box

How did you identify patients toinclude in the study?
Ward round

Handover

Operating room logbook

Planned operation lists

Ward patient lists

Word of mouth

Personal knowledge of patients

Other

If other, please provide further detail:

If you and the other collaborators atyour centre were not present at the hospital for one or more of the
dtayyds dllH‘:llllg thﬁ dat‘g collection perioyd,were you able to i(ﬂznns y all the paggnts to beincluded in the
study on those days’

Yes

No

Unsure
Notapplicable

How did you identify patients to be included in the study on days when you and the other
collaborators were tylol% present at &e lclospeital%’l y y y

Ward round

Handover

Operating room logbook

Planned operation lists

Ward patient lists

Word of mouth

Personal knowledge of patients
Other

If other, please provide further detail:

Rlo y?udha’ve any concerns regarding the accuracy of the data collected on the patients included in
estudy’

Yes No y

Unsure
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If ¥es or unsure, whr;lt data points mightbeinaccurate and what were the challenges for
collecting this data?

Free text box

{lfyog had problems with any of the data points, did you manage to overcome these problems and
ow?

Free text box

Any other comments:
Free text box
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6. Validation Survey to be undertaken by the Independent Validating
Collaborators

Global PaedSurg Validation Survey (for Validators)

What is the name of your hospital?
(Please note that this will be anonymous on all presentations and publications).

What month of patient data are you validating?

Please enter the total number of patients who presented with one or more of the study conditions
during that month:

Please enter the number of patients presenting with oesophageal atresia during this time period:

Please enter the number of patients presenting with CDH during this time period: Please enter the
number of patients presenting with IA during this time period:

Please enter the number of patients presenting with gastroschisis during this time period:

Please enter the number of patients presenting with exomphalos during this time period:
Please enter the number of patients presenting with ARM during this timeperiod: Please enter the

number of patients presenting with Hirschsprung’s disease
during this time period:

(i Iyou think tyour team managed to identify all patients eligible for the study during the data
co ectlon peri

Unsure

If you %nswered no or unsure, what problems might they have experienced when trying to identify
patients?

Free text box

HaYe 0(111 managed to identify any additional patients that were eligible for the study, but were not
include

Yes
No

If yes, through what sources were you able to identify additional patients?
Admission records

Operating room logbook

Elective operation lists

Ward patient lists

Word of mouth/ discussion with colleagues
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Personal knowledge of patients
Other
If other, please provide further detail:

Why do you think these patients might have been missed from study inclusion? Are there any study

conditions that were more likely to have been missed from
study inclusion?

Oesophageal atresia
CDH

TA

Gastroschisis
Exomphalos

ARM

Hirschsprung’s disease

If you selected any of the above conditions, why might this have been the case?
Free text box

X\’Jlat sources did yo(l)l utilise to check whether all patients had been included in the study?
mliss1%n r?(COde, perating

room logbook Elective .

?%%gatlon 1sts Ward patient

Word of mouth/ discussion with colleagues

Personal knowledge of patients

Other

If other, please provide further detail:

If the collaborators_atyour centre were not present at the hospital for one or more of the days during the
dat%collecﬁog period,y do you think they well)*e able to Edent%? all the patsents to be?nclude({ in the study
on those days?

Yes No

Unsure

How would theyidentify patients to beincluded in the study on days when they were not present at
the hospital?

Admission records

Operating room logbook

Elective operation lists

Ward patient lists

Word of mouth/ discussion with colleagues
Personal knowledge of patients

Other

If other, please provide further detail:

Rlo y?udha’ve any concerns regarding the accuracy of the data collected on the patients included in
estudy?

Yes
No
Unsure
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Hl ¥esd 02 ynsure, what data points mightbeinaccurate and what were the challenges for collecting
s data?

Free text box

Did you have problems collecting any of the data points?

If so, did you manage to overcome these problems and how?

Any other comments:
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7. King’s College London Research Ethics Office Guidelines (June 2016,

Version 1).

Is my project Research, Service Evaluation or Audit?

RESEARCH ESEARCH SKRVICE
(Pri b mary data) I§ec0ndarydata %VA{{TATION AUDIT
&Nhatwlllthe project Pracﬁ g th tcould or Pracﬁ g th tcould or How effective the 1T the pracfice 1s of, the
etermine? shou ?i shou ?i current practice1s. standard expected.
enera 8/ eterj%;med enera 8/ eterj%;med
gé)roe S 1C gé)roe S 1C
ﬁ ctives O testmgofa ﬁ ctives O testmgofa
ypothesis. ypothesis.
What 18 the loderive generalizable [l oderive generalizable lhe ﬁon of non I'he ge er%lon of non
purpose’ new knowledge. new knowledge. ene 152 ene ?
now €, concerning now fe ge, Conc rmn%
a s em SETVICE, service/setting
ou reference to a wzt regerencetoa
stan ar standart
Whgj)datawﬂlbe ln} data collection fondar ata Us ally m%/ol es the, Us ally m%/ol es the,
used? y%)r 0SES Q ectlo?i rom ﬁ information ﬁ n ormauon
res arc) dn t routinely rev101f\§ conducted w s been routinely w sbeenro me y
co ected Eﬂect oprimary data [collected as part of the col ected:)as art O
ection, s rvice (teachin ct1v1ty Pactl €. u,t can nc l%de
1fnlca service a) ¢ administration o
information ona s emﬁc interview or
aspect.o ser 1ce questionnaire.
na n%/ include t|
nistration of
mterVIeW or
questionnaire.
What cthodology will  [May 1n olvea broad Ket os eC 1ve T 1ve T 1Ve
H!’ & ran%&) methods ﬁg f?( j] &g gies only j] &g gies only
1nc du 1ng mtervengions, ction o new data. notl volve not 1 Vo ve
randomisation, aln mte vention or mte vention or
treatments, samples.or n(,omlsatlon rangom 1sation. Audits
investigations ut51dti of valuates an already analready current
routing practice. W current* service**, practice.
often testa ypothes1s
: Yesit afa1s No (buttollow basic No (butiollow basic
Is Ethical Approval Yes. %\?en {I ? etﬂl( 11lprmclples etﬂl( 11lprmclples
Required? oift edatals
anonymous.

Please note: It is the responsibility of the researcher to ensure all other required local approvals (i.e.
A approval) arein place prior to conducting any project.
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*The service must either be already available or already be planned at the time that the evaluation is conducted.
**If you wish to evaluate a service which has been generated as part of a research

project, you should seek approval to evaluate this service as part of the ethical approval
for the research element of your project.
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8. Letter from the Study Steering Committee confirming audit status

Faculty of Life Sciences Professor Charles Wolfe MD Room 2.13, 2nd Floor Weston
& Medicine FFPH FRCOG FRCP Education Centre Denmark Hill
Head of Division Campus
School of Population Health London
And Environmental Science Mr Andy Leather SES 9RJ
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

25" May 2018

To whom it may concern,

Re: ‘Management and Qutcomes of Congenital Anomalies in Low, Middle and HighIncome Countries: A Multi
Centre, International, Prospective Cohort Study

We have reviewed the above study protocol and can confirm that it is anaudit 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. .

.t dg dsin th ]_tCurtrent practice and outcomes in low, middle and highincome countries will be compared to published
standards in the literature. . .

. .. The study data is ro tineléy collected information which should be known to the study team without asking
any additional questions to'the patient/ parénts. L ) o . ) )

. All datato be entered into REDCap is entirely anonymous, with no patientidentifiable information.

. No md1v1du?l collab(?rator, institution ?r country will be independently 1dentifiable in the studyresults.
. o ﬁll datawil bde stored securely and will be governed by aregularly updated and regulated data protection
plan by King’s College London data protection team.

e have recejved c%lf“”matiﬁ)n g'om the ethical committee that because the study is anaudit it does not require ethical
ollege London.

clearance at King’s ge

Local institutional approval will be required to participate in the study from ¢ach collaborating institution. Local
1nst1tut10naPregulat1%%s shou ébe ?oﬁ%we reggrdmgpw atapprova ¥s required to partlclpateg.

Yours sincerely,

fles

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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9. Letter from King’s College London Research Ethics Committee

ING'S
College
LONDON

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

SE59RJ

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.”

| 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,

hAE A~

Ms Laura Stackpoole

Senior Research Ethics Officer

49



10. Letter from King’s College Hospital NHS Foundation Trust

29 — May - 2018 .y . m

King's College Hospital

NHS Foundation Trust
Naomi Wright King’s College Hospital NHS Foundation Trust
Paediatric Surgery Registrar King's C“"Sgﬁn'::fkpm:
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 Outcomes Lead —
you can find the relevant one for your area under the Patient Outcomes Lead in the link
above.

Best wishes

K-t

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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