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Introduction

Project Summary

latrogenic skin injury in hospitalised babies is common. Most babies who are admitted to a
Neonatal Intensive Care Unit require a peripheral intravenous catheter (PIVC) for fluids,
medication and nutrition. PIVCs (drips) are placed inside a vein and are the most commonly
used device in unwell babies, with many babies requiring multiple drips. PIVCs are secured
to the baby’s limb using splints and adhesive dressings. Removing the adhesive dressing
(Elastoplast) frequently tears the fragile neonatal skin, causing pain, increasing the risk of
infection and possibly lasting skin damage. Following a traumatic event experienced by a
baby, whanau and staff within the Neonatal Intensive Care Unit at Waikato Hospital. We
sought to design a new splint. The Pépi Splint is made from medical silicone. It secures the
PIVC to the baby without the need for adhesive dressings to be applied to the baby’s skin.

We propose a stepwise investigation. The first phase is a prospective intervention proof-of-
concept pilot study to determine the effectiveness and acceptability of the Pépi Split. We will
recruit 30 Neonatal babies > 1000g who will require a PIVC as part of routine treatment in
the Wellington Regional Hospital Neonatal Intensive Care Unit. Babies enrolled in the study
will be cared for in the same way as those not in the study, with the addition of the Pépi
Splint. The study will run for as long as the Pépi Splint remains in place. We estimate this
period will vary between babies from 12 to 72 hours. Data will be collected from clinicians
about the effectiveness and from the parents about the acceptability of the Pépi Splint.
These data will later be analysed by the Steering Committee.

If the Pépi Splint is found to be effective and acceptable parents, we may proceed to a
randomised controlled trial.

It is possible that the we will be able to considerably reduce the incidence of iatrogenic skin
injuries in one of our most vulnerable populations, medically fragile babies.

Background and rationale

Skin injuries are the most common iatrogenic injuries in hospitalised babies® * which
increases the risk of infection (local and systemic), and can lead to fluid and electrolyte
imbalance and temperature instability. The skin injury can cause complications which
prolong hospitalisation and can result in permanent scarring °. Peripheral intravenous
catheters (PIVCs) are the most common device used in hospitalised, unwell and fragile
babies, as intravenous therapy is fundamental to their care. Many babies require admission
to hospital. There are approximately 60,000 births annually within New Zealand. Of these
babies, 4,500 (8%) are born prematurely and 3,500 (6%) are born smaller than expected®.
Most of these babies will be admitted to a Neonatal Intensive Care Unit and will require a
PIVC for the administration of fluids, nutrition and medications.

PIVCs can be difficult to place and many babies require more than one during their
hospitalisation’. However, data regarding the duration of PIVCs or the number required for
any given baby are few’ and none within New Zealand. The duration of PIVCs varies from <
12 to 72 hours. Predicting which babies will suffer skin injury has been found to be complex
and multifactorial. Reducing harm to those requiring health care is a global health priority.

A key priority of the New Zealand Health Quality and Safety Commission is to reduce the
incidence of skin damage in hospitalised patients. Primarily, the focus of this work is in adult
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patients®. Skin injuries in babies are more difficult to assess due the fragility and depth of
the skin. Australian authors have recently proposed a skin injury assessment tool°.
Generally skin injuries related to the use of a PIVC and splint are caused by removing
plasters attached to the skin, causing epidermal stripping. Pressure areas can also be
caused from the Elastoplast tapes. Extravasation injury occurs when the PIVC migrates
from the vein into the tissues, this is a common injury related to the fragility of neonatal veins
and the solutions infused via the PIVC, and while it can be, is not generally related to the
splint and securing. It is essential that the PIVC insertion site is visible to the bedside nurse
in order to assess for any redness or swelling'®, as a key priority for the bedside nurse is to
reduce the risk of iatrogenic injury.

It is recommended that the PIVC is secured with a splint or board on the limb in order to
adequately immobilise the joint and reduce the risk of venous damage resulting from flexion
of the joint. Within both New Zealand and Australia, the majority of PIVCs are secured to
the limb of the baby using a splint and Elastoplast. In clinical practice, despite careful
removal of the Elastoplast, the skin of the baby is frequently damaged. Data about these
injuries are not routinely collected, despite attempts to do so. However, more serious events
are reviewed. In late 2015 the tip of a finger was accidently amputated during the removal of
an Elastoplast adhesive dressings from an Argyle IV Support Board™ on the left hand of a
baby in the Neonatal Intensive Care Unit at Waikato Hospital'' and similar injuries in other
centres have been documented™?.

Following the Serious Events Review and Report to the Health and Disability Commissioner,
an unsuccessful search for an alternative product was conducted. The opportunity to design
an alternative splint was proposed. This led to a collaboration between Dr Deborah Harris
(Neonatal Nurse Practitioner) and Mr Mike Williams (Mike Williams Design Limited), both
from the Waikato, to investigate whether an improved splint which did not require application
of Elastoplast adhesive dressing to the baby’s skin but successfully secured PIVCs, could be
developed. This resulted in the development of the Pépi Splint (PCT/NZ2019/0050052).

The Pépi Splint is made from PIatSiI® Silicone Gel and aluminium, a very light and flexible

metal which is non-magnetic. PIatSiI® Silicone Gel is a product commonly used in
prosthetics, and to treat cleft lip scarring in babies'. We are unable to find any evidence of
harm caused to babies due to the use of silicone gel. Elastoplast can easily be applied to
the Silicone gel and therefore no adhesive tapes are required on the baby’s skin. The Pépi
Splint is ambidextrous can be used on both arms and legs and weighs only 45 grams.
Therefore, a baby requiring the splint is able to spontaneously move the affected limb. In
addition, the Pépi Splint is both durable and could be washed and sterilised if required.
https://www.youtube.com/watch?v=wjcbvEVVUSU&t=96s

We are now planning a stepwise approach for this project. We will seek to determine the
effectiveness and acceptability of the Pépi Splint within the Neonatal Intensive Care Unit.

Should the Pépi Splint be found to be effective and acceptable we may proceed to either an
equivalence or superiority randomised controlled trial comparing the P&pi Splint with the
currently used splint and identify important barriers to changing practice.

Research outcome
To determine if the Pépi Splint is effective and acceptable in the clinical environment so that
a randomised controlled clinical trial may be performed
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Specific aims for Proof of Concept phase
To determine if the Pépi Splint is effective and acceptable to parents:

supports the intravenous catheter and does not cause any skin redness or damage
Is acceptable to parents

Trial design

Proof of Concept, prospective intervention study

PICOT
Participants Neonates 230 weeks’ gestational age, > 1000 g and admitted to
the Neonatal Intensive Care Unit whom require an intravenous
catheter.
Intervention Application of the Pépi Splint.
Control Not required.
Primary outcome The Pépi Splint is effective and does not cause harm as

measured by the bedside clinician

Planned sample size | 30 babies

Timing of assessment | Assessment for the primary outcome will be for the duration that
the Pépi Splint remains on the baby.

Methods: Participants, Interventions

Study setting Neonatal Intensive Care Unit at Wellington Regional Hospital

Inclusion criteria
e Babies requiring the placement of a PIVC

Exclusion criteria
e Current Weight < 1000 grams

e Gestational age < 30 completed weeks’ gestation
e Any skin condition preventing the attachment of the Pépi Splint
e Major congenital abnormalities
e Terminal conditions
Interventions
Education

Clinical staff will be provided with education about the application of the Pépi Splint

After written informed consent is obtained and an eligible baby requires an intravenous
infusion, a clinician will select and apply the appropriately sized Pépi Splint. There will be
two sizes available, for babies weighing < 2,000g or > 2,000g. When an enrolled baby
requires a PIVC the clinical staff will select the appropriate Pépi Splint for the size of the
baby and apply to the baby. The duration of the study will be from the time that Pépi Splint
is applied until removal of the splint and the exit photos are taken.
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Study Assessments

Bedside nurses currently assess the skin and limbs of babies and in particular the areas of
skin where such as PIVCs are in place. In order to minimise increased workload these
routine clinical observations and recordings will be used to assess the skin for the duration
of the study period '

Detailed data about the Splint will also be collected
A data collection sheet will be completed by a clinician which includes:
e Participant demographic date
Length of time that the splint was in place
Whether the Pépi Splint supported the peripheral intravenous catheter
Ease of application and removal
Any concerns regarding the splint
Perceived comfort level for each participant by both staff and parents
There will be space for comments
Photos will be taken with the P&pi Splint in situ®

Parental questionnaire

Parents will be asked to complete a simple questionnaire about what they liked and disliked
about the Pépi Splint.

Questionnaires will be later electronically entered into a database.

Images

Standardised photos will be taken on a camera of the Pépi Splint following application and
after removal of the splint. All images will include a white tape measure which will allow for
colour correction and measurement of any injury. All images will be deidentified and
identifigd only by the participants study number and stored electronically by Dr Deborah
Harris °.

Outcomes

Primary Outcome

The proportion of babies in which the Pépi Splint was determined by the bedside nurse to
have supported the secured the PIVC for the required time. The proportion of babies who
experience an adverse event related to the Pépi Splint.

Secondary outcomes

The acceptability of the Pépi Splint as reported in the parents’ response in the questionnaire
The parents experience of participating in the Pépi Splint project as reported in the
questionnaire
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Participant timeline

Enrolment
TIMEPOINT -t1 Data collection
ENROLMENT:

Eligibility screen

Informed consent

Recruitment

Baseline data

Demographics and contacts

INTERVENTIONS:

Pépi Splint applied

Pépi Splint removed

ASSESSMENTS:

Data collection completed

Photos taken

Parent questionnaire

Sample size

The primary reason for this Proof of Concept phase is to determine if the Pépi Splint will
support the PIVC and any adverse events related to the use of Pépi Splint.

We do not expect any adverse events. We have determined that using a sample size of 30
where no adverse events have been observed, we can be assured that the 95% upper band
on the rate of adverse events will be less than 10% (3/30 = 0.1). This will provide enough
evidence to justify the progression to a randomised controlled trial*.

Recruitment

Recruitment will be face to face and babies will be enrolled following admission to the
Neonatal Intensive Care Unit. It is likely that most babies will have previously had an PIVC
for treatment or fluids. The study will be advertised on posters within the Neonatal Intensive
Care Unit and parent information sheets will be available. Research staff and clinicians from
the Neonatal Intensive Care Unit will be able to recruit a whanau into the study, most
commonly this will be the bedside nurse.
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Engagement and Responsiveness with Maori

This protocol was developed in consultation with Ms Tamara Miles, whose third child was
born prematurely, and required PIVCs during her hospitalisation. Ms Miles identifies as
Maori (Raukawa, Ngapuhi) and is a Steering Group Member. Ms Miles will assist with
ongoing Maori engagement, and ensure that study processes are culturally appropriate.
Additionally, Ms Miles will continue to provide cultural support to the research team.

Ms Miles (Raukawa, Ngapuhi) and Mrs Leanne Colmer (Tarawhiti) who is the Social Worker
within the Neonatal Intensive Care Unit at Waikato Hospital, developed both the name and
logo for the project. The Pépi Splint project has been reviewed by the Manager of Maori
Health at Waikato District Health Board and received support.

At Wellington Regional Hospital the Whanau Care Services Manager Cheryl Goodyer
(Manager — Capability Maori Health Development Group, Chairperson of the Research
Advisory Group Maori) has reviewed the project and was supportive. In addition, a formal
application for the Pépi Splint Project has been made to RAG-M.

We require 30 babies to participate. Within Wellington Regional Hospital 20% of the
admitted babies are identified as being of Maori ethnicity. We hope to be able to recruit at
least 6 Maori babies. Due to the small numbers of babies required for this initial phase of
the project we will be unable to determine any similarities between Maori and non-Maori
babies.

Data collection, Management and Analysis
Data will be collected into Case Report Forms (CRFs) which will be held at the bedside
during the study period.

Retention
If a participant withdraws from the study, consent will be sought to use the data collected up
to the point of withdrawal.

Data management

Data will be checked for logic errors by the research nurse. All data will be independently
electronically entered by two investigators and later compared for agreement. Variations
between data entries will be compared and discussed.

Statistical methods
Statistical analysis will be performed with JMP v14 and R v 3.61.

Descriptive Analyses

Categorical data will be presented as number and percent and continuous data will be
presented as mean, standard deviation or median and inter-quartile range, as appropriate.
Count data will be presented as median and inter quartile range. Denominators will be given
for all outcomes

Primary Analyses

For the splint to be considered for use in clinical care we need to know if it will hold the
intravenous catheter in place and whether skin damage or irritation occurs.

Two exact 95% confidence intervals will be calculated, one for the proportion of babies in
which the Pé&pi Splint was judged by the clinical team to have supported the PIVC, and one
for the proportion of babies who experience an adverse event. Secondary outcomes will be
to determine the acceptability of the Pépi Splint to both parents and clinical staff.
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Monitoring

Safety Monitoring.

A Safety Monitoring (harms) procedure has been established. The Safety Monitor will
advise the Steering Committee. A Data Monitoring Committee (DMC) has not been
established for the Proof of Concept study. However, if we proceed to a randomised
controlled trial a DMC will be established.

Harms

An adverse event will be skin damage attributed to the use of the Pépi Splint by the senior
clinician within the Neonatal Intensive Care Unit. If skin damage is considered to be caused
by the Pépi Splint (skin irritation or injury or pressure areas) the splint will be removed, and
appropriate clinical care will be provided by the clinical team. Standardised photos® will be
taken of any injury and forwarded along with completion of the Pépi Splint Adverse Events
from (appendix XX) the report for review by the Safety Committee within 24 hours. The
Safety Committee will review and report back to the Steering Committee.
Extravasation/infiltration injury occurs when the PIVC migrates from the vein into tissues.
This is a common injury caused largely by the fragility of the babies’ veins and necessary
medications and fluids. We will collect the number of babies who have extravasation
injuries. However, as these injuries are common in the NICU this injury will not be an
endpoint. If we proceed to a randomised controlled trial, we could include
extravasation/infiltration injury as a secondary outcome.

Ethics and Dissemination

Research ethics approval
National ethics approval will be obtained from the Health and Disability Ethics Committee
(HDEC) prior to commencement.

Locality Approval
Institutional approval will be obtained from Capital and Coast District Health Board (CCDHB)
prior to commencement at that site.

Protocol Amendments

All amendments to the final version of this protocol will require review and approval of the
Steering Committee, and will be submitted to HDEC and DHB Research Offices, as
appropriate. All amendments, including approval date, will be recorded with this protocol.

Consent

All parents identified will be given a parent information sheet, followed by a discussion with a
member of the clinical team. Written informed consent will be sought. A copy of the consent
form will be kept with the baby’s notes and a copy given to the parents. Babies will be
enrolled in the study following informed consent prior to the peripheral intravenous catheter
being placed.

Withdrawal from the Study

Parents will be able to discontinue participation in the study at any time. If parents do
choose to withdraw, we will seek permission to include all data collected in analysis. If
parents do not want their data to be included in the analysis, all data will be returned to the
whanau.
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Enrolment

It is expected that babies will be enrolled following admission to the Neonatal Intensive Care
Unit. Itis likely that most babies will have previously had an PIVC for treatment or fluids. A
clinician (nurse or doctor) who has attended education sessions about the P&pi Splint
Project will be able to enrol a baby (whanau) into the study.

Confidentiality

Healthcare professionals involved in the care of babies in the Neonatal Intensive Care unit
will identify eligible families. All data collected including NHI number, entry criteria met, and
the signed consent form will be held by the principal investigator in a locked office and on a
password protected computer. All data collected about families whose babies are not
ultimately recruited to the study will be destroyed, although signed consent forms will be
retained.

Access to health information collected during the study will be limited to recruitment staff. A
secure database will hold any identifiable data separately from the trial data and access to
this will be limited to the investigators. Only a study number will identify all study data.

All participant research data and study records will be retained and stored for 10 years after
the child has turned 16 years old.

At the completion of the study, all electronic data will be permanently digitally archived within
the Victoria University of Wellington for archiving and data sharing according to international
best practice.

Declaration of Interests

Investigators will declare any financial, intellectual or other potential conflicts of interest, as
outlined by the International Committee of Medical Journal Editors (ICMJE), to the Steering
Committee'®. The Steering Committee will decide on how any conflicts of interest are to be
managed.

Access to Data

The Steering Committee will have access to the full de-identified dataset and oversee
analysis, interpretation and reporting of results. Approval will be sought from the Steering
Committee prior to publication of study data. Care will be taken to avoid duplication in
reporting of results.

Dissemination Policy
Results of the study will be presented at relevant conferences and published in a peer-
reviewed scientific journal.

Authorship policy

The Council of Science Editors standards for authorship will be applied. The Steering
Committee will be responsible for planning manuscripts and resolving authorship disputes.
Investigators and study personnel who do meet the criteria for authorship will be
acknowledged as non-author contributors.

1 March 2020: Version 2 11



Study Management

Steering Committee

The Steering Committee will take overall responsibility for all aspects of the study, meetings
will be held monthly or more frequently if required. Matters arising between meetings may be
dealt with by email. The Principal Investigator will be responsible for maintaining a record of
correspondence and minutes of meetings.

Site Investigators

The Site Investigators who will have overall responsibility for satisfying local governance
requirements, recruitment, assessments, data collection and integrity. They will be
supported by the principal investigator and research nurse.

Finance and Insurance
This is a non-commercial study, participants in New Zealand will be covered by provisions of

Accident Compensation Commission .
Significance

If the Proof-of-Concept trial shows that the P€pi Splint is effective and acceptable to both
clinical staff and parents, then we will have data to proceed to a randomised controlled trial.
The Pépi Splint has the potential to reduce the incidence of iatrogenic skin injuries in babies
compared to current standard practice, thus decreasing harm, reducing pain and improving
the outcomes for hospitalised babies and their whanau.
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Timeline

2017 Completion of the development phase
Report back to the senior clinical team
Report to Health and Disability Commissioner about the
development of the P&pi Splint
10 May 2018 Patency gained Pé&pi Splint (PCT/NZ2019/0050052).
December 2018 Waikato Maori Consultation and Protocol Development
July 2019 Proof-of-concept project development
Consultation with Senior NICU Clinical Team at Waikato Hospital —
Approval to proceed gained.
July 2019 Steering Group Established
Safety Committee Established
September 2019 Health and Disability Ethics Committee application
Pépi Splint Available
December 2019 Health and Disability Ethics Committee - Declined
March 2020 Reapplication to the Health and Disability Ethics Committee
March 2020 Reapplication to the Regional Research Advisory Group Maori
(RAG-M) and Child Health Committee
April 2020 Health and Disability Ethics Committee Repeat Application
April 2020 Provisional Ethics Approval Central Health and Disability Ethics
Committee
ref 20/CEN/47
23 June 2020 Full Ethics Approval Central Health and Disability Ethics Committee
ref 20/CEN/47
30 June 2020 Consultation and approval to commence within the Wellington

Regional Neonatal Intensive Care Unit

11 December 2020

Australian and New Zealand Clinical Trials Registration
ACTRN126200013335987

January 2021 Recruitment commences

April 2021 Review of Findings and Report to the Clinical team

June 2021 Dissemination of findings to families and the Perinatal community
Budget justification

We estimate that we will need a Research Assistant/Nurse for 4 hours/baby.
We require a Grade 2 Neonatal nurse grade'®
Key tasks for the Research Nurse include
e Recruitment of families to the study
Data collection and ensuring that all data collection sheets are completed and
entered electronically.
e Administration - Organising meetings and taking minutes for the Steering Group

Committee

e Assisting with education to the Neonatal Intensive Care Unit Staff about the project.

Research Assistant/Nurse to work 4 hours/baby, s/he is paid $39.95/hour = (4 hours @
$39.95) x 30 = $4.794.00

All Pépi Splints will be provided by Mike Williams Design Limited.
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The camera has been provided by the Faculty of Health for the duration of the data
collection period.

References

[1] Chan AW, Tetzlaff JM, Altman DG, Dickersin K, Moher D. SPIRIT 2013: New guidance
for content of clinical trial protocols. Lancet. 2013;381:91-2.

[2] Chan AW, Tetzlaff JM, Gotzsche PC, Altman DG, Mann H, Berlin JA, et al. SPIRIT 2013
explanation and elaboration: guidance for protocols of clinical trials. BMJ. 2013;346:e7586.

[3] Ligi I, Arnaud F, Jouve E, Tardieu S, Sambuc R, Simeoni U. latrogenic events in admitted
neonates: a prospective cohort study. Lancet. 2008;371:404-10.

[4] van Belle G. Statisical Rules of Thumb. 2nd ed. New Jersey: John Wiley & Sons, Inc;
2008.

[5] Tottman AC, Alsweiler JM, Bloomfield FH, Harding JE, team Ps. Presence and pattern of
scarring in children born very preterm. Arch Dis Child Fetal Neonatal Ed. 2017.

[6] Ministry of Health. Report on Maternity - 2017. 2019: Ministry of Health 2019.

[7] Legemaat M, Carr PJ, van Rens RM, van Dijk M, Poslawsky IE, van den Hoogen A.
Peripheral intravenous cannulation: complication rates in the neonatal population: a
multicenter observational study. J Vasc Access. 2016;17:360-5.

[8] Ministry of Health. Guiding principles for pressure injury prevention and management in
New Zealand. In: Clinical Services of the Accident Compensation Commission, editor.
Wellington: Ministry of Health 2017.

[9] August D, Hitchcock I, Tangney J, Ray RA, Kandasamy Y, New K. Graduated colour tape
measure: Development and demonstration of this tool in a case series of neonatal skin
injuries. J Tissue Viability. 2019;28:133-8.

[10] Broom M, Dunk AM, AL EM. Predicting neonatal skin injury: The first step to reducing
skin injuries in neonates. Health Serv Insights. 2019;12:117-21.

[11] Schenkel A. Waikato DHB Incident Review - 12015. Waikato District Health Board;
2016. p. 1-5.

[12] Beckman JP. Nursing malpractice in the nursery: Analysing malpractice in the hospital
setting Nursing Negligence London: Sage Publications Inc; 1996.

[13] Chang CS, Wallace CG, Hsiao YC, Huang JJ, Chen ZC, Chang CJ, et al. Clinical
evaluation of silicone gel in the treatment of cleft lip scars. Sci Rep. 2018;8:7422.

[14] Broom M, Dunk AM, AL EM. Predicting neonatal skin injury: The first step to reducing
skin injuries in neonates. Health Serv Insights. 2019;12:1178632919845630.

[15] Drazen JM, de Leeuw PW, Laine C, Mulrow C, Deangelis CD, Frizelle FA, et al.
Towards more uniform conflict disclosures: the updated ICMJE conflict of interest reporting
form. BMJ. 2010;340:¢3239.

[16] New Zealand Nurses Organisation. District Health Boards/ NZNO Nursing and
Midwifery Multi-Employer Collective Agreement: 4 June 2018 — 31 July 2020. Wellington:
Nurses Organisation of New Zealand; 2018.

1 March 2020: Version 2 14



Appendices

Study Documents
Appendix 1. Participant information brochure

What do I neeq to do if I wank my baby
t0 bake part in the study?

1 you agree to take part in this study, you will be asked to sign
the consent farm. You wil be given a capy of both the participant
nformation sheet and the consent form 1o keep.

You do not have to decide today whether or not you will participate
in this study. Before you decide we would encourage you to talk to
athers, such as family, whinau, friends, or healthcare providers.

Pepi Splint

Who do I conkack for more informakion or
if I have concerns?

You will be able to talk to your nurse or doctor any time during the
sludy. A member of the research team will also come and tak to you.

f you have any questions, concems or complaints about the study at
any stage, you can contact:

Dr Angelica Allermo-Fistcher — Site Investigator
Emall: Angelica. Allermo- Flatcher@ccenb.org.nz
Phone: (04) 806 0800

Figna Dingen NNP — Site Ivestigator
£mail: Fiana Dineen@ecdhb.rg.re
Phone: (04) 806 0800

Dr Deberah Harris -~ Principal kvestigator
Phone: (04) 436 5108
Email: Deborah Harris@vuw.ac.nz

1 you want 1o talk 1o somecne wha isn't imvalved with the study, you
can contact an independent health and disability advocate on:
Phene: 0BOD 555 050
Fax: 0BDD 2 SUPPORT (DBOQ 2787 7678)
Email: advocacy@hdc.org.nz
Website: www.advocacy.org.nz
For Maori Health support please contact:
Whdnau Care Senvices
Cultural Care Centre, Level 2
Welington Regional Hospital
Phene: (04) BO6 0948
Email: wes@cedhb.org.nz

You can also contact the health and disability ethics
committee (HDEC) that approved this study on:
Phone: 0BDD 4 ETHICS
Email: hdecs@moh.govinz

We are unable to provide an interpretar.

VICTORIA UNIVERSITY OF

TE HERENGA WAKA

Version 3 - 26 May 2020

You and your baby are invited to take part in a study
seeking to reduce skin Ir In babies who require care
within in hospital. This p mation sheet will
tell you more about wk what the
benefits and risks may after the
study ends.

e, and what will hap

Why are we doing this Study?

Babies who come 1o hospilal often need fluids and medication given
through a drip. Drips are placed into a vein on an arm of leg and held
in place using small spiints. At the moment splints are secured with
1ape onto the babies' skin. Remaning the tape can cause pain and
also damage the skin. Therefare we are trying to find a better way to
secure drips. We have designed a new splint called Pépi Spiint which
is made out of siicone, is very soft, and does not need tage 1o stay in
place. The purpese of this study is 1o find out if the Pépi Splint holds
the drip in place well and i acceptable 1o both families and staff.

Statement of approval
This study had ethical approval from the Central Health and Disability
Ethics Committee, reference number 20/CEN/AT.

Why is my baby being asked 0 participate?
Your baby s being cared for in the Newborn htensive Care Uit and
requires a drip as part of his or her care. We are asking 30 families to
take part in this study.

Babies who take part will be cared for in exactly the same way as the
babies nat in the study. The anly difference will be that your baby's
drip will be secured to an arm of leg using a Pépi Splint instead of our
ustal splints.

While the Pégi Spint is attached 10 your baby we will take a photo of
the spint. W will ensure that your baby is not able 1o be identified in
the photo, and the photo will anly be seen by the investigators. It will
be tabelled with a sludy number and stored in a passward protected
computer.

We will also collect information abaut your baby's stay in the Newbaorn
Intensive Care Unit, from your baby's medical records. Your babry wil
be in the study for as long as they need a drip. Most babies require
more than one drip whill in the Newbom Intensive Care Unit.

Why i6 a parent. being qsked 0 particpgee?
It is important to understand what you liked and perhaps disiiked
about the Pépi Spiint and we would like you to complete a simple
questionnaire. You will be asked to complete a short questionnaire
about the Pépi Spint towards the end of the study.

Whak. are the benefits for my baby?

We do ot expect that this study will benefit your baby. We want to da
this study to help develop better care for babies in Newbarn Intensive
Care Units in the future.

What e the risks for my baby?

Babies who require splints as part of routine care can suffer skin or
pressure area damage. This is the reason that we have designed the
Pépi Splint. When a baby has a drip the nurses routinely check the
skin and the limb every hour far anry signs of concern. In the unikely
event that your baby is injured because of the Lse of the Pégi Splint, a
member of the clinical team who i not part of the research team wil
pravide immediate and appropriate care. In addition, a repoet will be
sent 1o our Safety Committee.

Who pays for the Study?
You will not incur any costs refated to the study. There will be no
financial reimbursement provided to participants.

What if something goes wrong?

Compensation

1f your baby or yourself is injured in this study, you would be eligible
1o apply for compensation from ACC just as you would be if you were
injured in an accident at work of at hame. This does nat mean that
your claim will automatically be accapted. You will have 1o lodge a
claim with ACC, which may take some time % assess. If your claim
is accepled, you will receive funding to assist in you or your baby's
recovery.

It you have private health or B insurance, you may wish to check
with your insurer that taking part in this study won't affect your cover.

What are my fights?

Whether or not your baby takes part in this study s your choice. If
you don't want your baby to be in the study, you do net have to ghe a
reason, and it will not affect the care your baby receives. If you want
your baby to take part in the study, but change your mind later, you
can stap your participation at any time.

You can access and correct of request removal of the information
coilected about your baby or the parent questionnare at any time
during the study. You can do this by contacting Dr Deborah Harris
who is the Lead Irvestigator.

We will inform you of any new information about adverse or beneficial
effects related to the study that may have an impact on your baby's
health.

What. happens after the study or if L

change my mind?

Information which identifies your baby, yourself and your

whiniau in the study will caly be seen by the investigators. All babies
participating in the study will be given a study number, All information
will be stored linked to this number {rather than a name) so it will not
be possile for anyane to see the information connected to your babyy.

The results of the study will be sent 1o you if you have asked for
acopy of the findings on the consent farm. It is possible that
information collected about the Papi Spiint in this study will be used
to develop a farger study in the future. The findings will also be
presented at local conferences and published in scientific joumals.
No information that could personally identify your baby or famiy will
be used in any reports.

All information will be held by the principal investigator in a locked
office and on a password protected computer. Information wil be
saved and stored for 10 years after your baby tums 16 years old. The
findings from this study will help us decide if it will be usefu to do
further studies on the Pépi Spint.

You can request your baby's data back at any time by contacting
Dr Deborah Harris ~ Ph: 021 471 790.
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Appendix 2. Consent form

Ca ital&coast VICTORIA UNIVERSITY OF
S p | | nt k‘\ Distlraict Health Board & WEH‘EIEIG?IV?K':

UPOKO KI TE URU HAUORA

Consent form

Baby - Patient Label

Participant’s name
Name:

NHI: DOB:
Address:

dd/mm/yy

¢ | have read and understand the information sheet dated 26 May 2020 for the parents of babies taking part in the Pepi
Splint Project which is seeking to find an improved splint for securing drips.

e | understand one parent will also be asked to complete a short questionnaire about the Pépi Splint.
¢ | have had the opportunity to use whanau support or a friend to help me ask questions and understand the study.
¢ | have had time to consider whether to take part.

¢ | am satisfied with the answers to my questions regarding the study and | have a copy of the consent form and the
information sheet.

e | understand that taking part in the study is voluntary (my choice) and that | may withdraw my baby from the study at
any time.

¢ | understand that the investigators will look at medical records of my baby.

e | am happy for my Lead Maternity Care provider and my General Practitioner to be informed that my baby is going to
participate in this study.

¢ | understand that participation in this study is confidential and that no information identifying my baby or our whanau
will be used in any reports of this study.

¢ | understand that photos of the Pépi Splint will be taken while it is applied or being used on my baby’s arm or leg.
¢ | understand that my baby will not be able to be identified in the photos.

e | understand the compensation provisions for this study.

e | know whom to contact if | have any questions or concerns about the study.

e | wish to receive a copy of the results and understand that they are unlikely to be available until 2021. []Yes [INo

Ethnicity (Please tick all that apply)
[INZ European  []Samoan [JTongan []Chinese []Other (e.g. Dutch, Japanese, Tokelauan

] Maori [JCook Island Maori [ ] Niuean [ ]Indian Specify

Declaration by parent

| (full name) hereby consent to my baby’s participation in this studly.

Signature of parent or guardian: Date (dd/mm/yy): / /

Declaration by member of the research team

| have given both the parent information pamphlet and verbal explanation of the research project to the participants’
parent, and have answered the questions.
| believe the participants’ parent understands the study and has given informed consent to participate.

Researchers name

Signature: Date (dd/mmvyy):

Investigators Angelica Allermo Fletcher, Consultant Neonatologist, phone 04 806 0800
Fiona Dineen, Neonatal Nurse Practitioner, phone 04 806 0800
Principal Investigator  Deborah Harris, phone 021471790, email Deborah.Harris@vuw.ac.nz
Version 3 — 26 May 2020 Page 1 of 1 TM05/20
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Appendix 3. Data collection sheet

Ca ital&coast VICTORIA UNIVERSITY OF
k‘\ Distlraict Health Board § WELLINGTON

UPOKO KI TE URU HAUORA TE HERENGA WAKA

Data collection sheet | StudyID 0 1

Consent form completed? [ ] Yes [ ]No

1. Birth details
1 Gestation (completed weeks) |:|:| weeks '2Gex: []Male []Female

““Bithdate | ] [ [/]2]o] T ] “Bith weight| | [ [ |orams

5 Reason for admission

2. Current details

21 Current date | | | [/]2]0] | | 22 Current Weight|:|:|:|:|grams

. 23 Reason for intravenous catheter

3. Pépi Splint details

Pepi Splint was applied — 31 Date| | | [/]2]0] | | 2Time (24 hour) |:|:|:|:|hours
P&pi Splint was removed — s3Date | | [ T/12]Jo] [ |eTmeeanow|[ [ [ [ |hours

The intravenous cannula was secured with 35| Tegaderm 36[] Tegaderm and Elastoplast

37[] Steristrips and Elastoplast ~ 28[] Other

The Pepi Splint was  *°[] Easy to apply *'°[] Difficult to apply

The Pépi Splint secured the intravenous catheter for the time required?

3] Yes *™[JNo 2%If no, why not?

The Papi Splint was removed because  3'*[] No longer needed 315 Concern about the splint

316["] Parents withdrew from project 317[] Skin injury related to Pepi Splint — I injury ensure that an Adverse
event form is completed and sent to Deborah Harris

318[] Infiltration/ Extravasation

Comments:

4. Photos
Photos taken of the Pépi Splint in situ “'[] Yes “2[]No

5. Questionnaires

Questionnaires given to parent — 51 Date| | | [/]2]0] | | *2Time (24 hour) |:|:|:|:| hours

Questionnaires completed by parent — 5¢ Date | | | [/]2]0] | | >4 Time (24 hour) |:|:|:|:| hours

Help - contact Principal Investigator — Deborah Harris NNP PhD  Ph: 021 471 790
School of Nursing Midwifery and Health Practice Ph: 04 463 5180

Version 2 — 1 March 2020 Page 1 of 2 TM03/20
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Ca |tal &Coast -e- VICTORIA UNIVERSITY OF
&‘\ I_DistIr)ict Health Board g WELLINGTON

UPOKO KI TE URU HAUORA TE HERENGA WAKA

Data collection sheet

Study ID 0 1

Mother - Patient Label
Name:
NHI: DOB:
dd/mmiyy
Address:
Baby - Patient Label
Name:
NHI: DOB:
dd/mmdyy
Address:
6. Mother’s details 7. Lead Maternity Carer (LMC) details
Which ethnic groups do you (mother) belong to? 71 Name:
Please tick all that apply: :
61[C] NZ European 65[] Niuean 72 Practice name:
62[C] Maori 87[] Chinese 72 Practice address:
63[C] Samoan 58] Indian
64[] Cook Island Maori 69[] Other (specify): 74 Mobile phone:
**[]Tongan 75 Other phone:
810First name: 76 Email:
811 ast name:
612 Street number 8. GP details
and name:
81Name:
*1° Suburb: 82 Practice name:
614 City: 615 Postcode: 83 Practice address:
616 Mobile phone:
617 Home phone: 84Phone:
618 \Work phone: 85Email:
619 Email:
620\What is the best phone number to contact
you?
Page 2 of 2
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Appendix 4. Questionnaire for parents

i}éP"‘& C |
' ‘ Capital & Coast ViCTORIA UNIVERSITY OF
\\g

|
' S p | | nt District Health Board yesd WELLINGTON

UPOKO KI TE URU HAUORA N\~ TE HERENGA WAKA
Questionnaire for parents

Thank you for participating in the Pépi Splint Project. We are grateful for your contribution to this important study.

StudyID 0 1 .

The purpose of this questionnaire is to understand what you liked and disliked about participating in a clinical
study. This is important to guide researchers and ethics committees. We will report the findings of the questionnaire
at research meetings, locally, nationally and internationally. However, the information that your provide will be
anonymous (no one will be able to identify you).

Please complete the questionnaire and place it in the envelope provided.

1.1am a "'[] Mother/Mama or '2[ ] Father/Papa

2. What | liked about participating in the Pépi Splint Project was Please tick as many boxes that apply.
21[] The Pepi Splint itself

22[7] Participating in the study made me feel that our family/whanau was contributing to improving health care for
other babies

23] Other — Was there anything that | liked that has not been mentioned above?

Please comment

3. What | didn’t like about participating in the Péepi Splint Project Please tick as many boxes that apply.
31[] The Pepi Splint itself
32[] Participating was not a good experience for my family/whanau as the Pépi Splint did not work
33[] Other — Was there anything that | didn't like that has not been mentioned above?

Please comment

4. What | liked about the Pépi Splint Please tick as many boxes that apply.
41[] It held the drip in place well
421t was soft on my baby’s skin
43[] Using the Pepi Splint reduced the amount of tapes on my baby’s skin

44 Comment

5. What | didn’t like about the Pépi Splint Please tick as many boxes that apply.
5[] The drip was not held in place well
5211t harmed my baby’s skin
53] Using the Pepi Splint did not reduce the amount of tapes on my baby’s skin

54Comment

5. If  had another eligible baby would I participate in the Pépi Splint Project again? [ |Yes [|No
6. Would | recommend the Pépi Splint Project to family/whanau and friends? [ ]Yes []No

7. My experience in the Pépi Splint Project made me more or less likely to participate in clinical research in
the future? [ J[More [ JLess [JNo change

8. Is there anything else that | would like to comment on regarding my experience in the Pépi Splint Project?

Thank you for completing the questionnaire — Deborah Harris

Version 2 — 1 March 2020 Page 1 of 1 TMO03/20
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Appendix 5.Adverse event form

Pep

. Capital &Coast ‘ VICTORIA UNIVERSITY OF
L oo WELLINGTON
splint N\ pistrc Health Board - RE 11 B W2 L2

Adverse event form

Please complete this form for each adverse event and report it within 24 hours to the Principal Investigator,

Dr Deborah Harris, by sending her a text at 021 471 790 and by emailing a scanned copy of this form to
Deborah.Harris@vuw.ac.nz. If you do not receive a response within 24 hours, forward the form to Dr Anna Tottman,
Chair — Independent Safety Monitoring Committee at a.tottman@auckland.ac.nz

Baby’s details

' First name: | | Baby - Patient Label
2Last name: | | Name:

8 Study number: | 0 | 1 | . | | | | | ::(:ress. DOB: adimmiyy
sgabysnH: | | | | | ] | | :

Adverse event

5Skin damage

8Date of event: | | |/| | |/|2|O| | |7Timeofevent(24hour): EI:I:Dhours

8 Photos of skin taken []

¢ Date of photos: | | |/| | |/| 2 | 0 | | | °Time of photos (24 hour): EI:I:Dhours

9 Details of photos taken

" Details
Full name of the person completing this form Job title
Contact phone number at work Mobile phone number
Signature
Please attached this form to the baby’s Pépi Splint data collection sheet
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