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ABSTRACT

The aim of this study was to assess the coping of premature infants during ROP eye exams both
before and after receiving 3 child life support sessions. This assessment used ;he adapted COMFORT "
behavior scale as a reliable and validated standardized assessment tool. An experienced ROP clinic nurse
and a clinic fellow made paired observations during 2 routine ROP eye exams to record infant coping. 9
infants were consented into the study and 2 infants were found to be at risk for ROP and therefore
continued in the study. The other 7 infants were found to be not at risk. The results of the pre and post
test coping results demonstrated a drop in distress and an increase in each infants coping during the
ROP eye exam. The results suggest that Child Life support sessions do increase and enhance premature

infant coping during ROP eye exams.
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Chapter 1: Introduction:

In any ecological system illness creates stress (Ambuel, Hamlet, Marx, & Blumer, 1992). The
ability to cope with the stresses caused by illness is important to survival and is also a foundation for
growth and change in human development (Gardiner & Kosmitzki, 2008). Each newborn has an
individual set of orienting and copiné strategies they use to manage their interactions. The organization
of these strategies is the infant’s early coping style. This coping style will continue to develop and
change as the infant grows (Williamson, Zeitlin, & Szczepanski, 1989). Pearlin and Schooner {1987) -
describe coping efforts as “specific actions, overt or covert, which are utilized in specific situations with
the intention of reducing stress” (p. 339). Historically, nonpharmacologic supportive interventions for
infant coping needs during painful medical procedures have been neglected (Noll & Kulkarni, 1989). The
field of Child Life provides supportive intervention and techniques that agsist and promote coping in
children of all ages. However there is no best practice standard of Child Life interventions and
supportive care focused on the specific needs of infants during hospitalization and painful procedures at

present.

Iinfants havwe' basic human rights to assistance in coping that helps them manage pain and
stressful situations. These rights were created to ensure that all children receive best medical care and
p;actices available. The UN Convention on the Rigl:\ts of the Child (CRC) in child friendly language - -
(Unicef,1990) Article 19 states, “You have the right to be protected from being hurt and mistreated, in
body or mind”. Article 24 states, “You have the right to the best healtﬁ care possible, safe water to
drink, nutritious food, a clean and safe environment, and information to help you stay well”. Article 39

states “You have the right to help if you have been hurt, neglected or badly treated”. These CRC

statements illustrate that the lack of coping support through therapeutic interventions is a gross



violation of an infant’s basic human rights. Although the ideal approach to address the issue of infant
pain would be to eliminate pain by preventing painful intervention, this is not realistic in the course of
an infant’s life saving medical experience. Therefore, appropriate interventions are necessary to
minimize pain and assist an infant’s coping (Stevens, Gibbins, & Frank, 2003). Early childhood illness and
repeated medical procedures can have a negative effect on a child’s healthy growth and development,
and cause maladaptive adjustment and coping, poor coping and self soothing (Hicks & Lavender, 2001).
Studies of infant distress have concluded that infants seem to undergo significant distress during the
retinopathy of prematurity (ROP} eye examinations (Halliday, 2006). Ophthalmologists should take into
consideration the infant's discomfort caused by physical manipulation of the eyes and attempt to
perform the examination as swiftly, yet safely, as possible using topical anesthetic and saline drops
(Rush, Rush, Nicolau, Chapman, & Naqvi, 2004). Numerous studies suggest a mix of support techniques
will better assist infants in coping with similar pain during procedures such as routine heel sticks and

suctioning (Mitcheil, Brooks, & Roane, 2000; Stevens et. al. 2003).

This pilot study will examine the existing coping process of infants undergoing initial ROP e\}e
exams, and then examine the impact of Child Life sppportive techniques on the same infants coping
cémpetence during futﬁre ROP eye exams. The research hypothesis is that the Child Life suppojrt
sessions provided to infants and parents will increase and improve infant coping during painful
procedures. By doing so, the hope is to alleviate, eliminate and avoid potentially harmf.ul maladaptive

coping and prevent potential coping problems in the infant’s future healthy development. ;



Chapter 2: Literature review:

A review of the current literature was undertaken. A large number of articles on current child
life practice and supportive interventions were reviewed and selected for inclusion. The large numbers
of original articles lncluded in the search were sorted to exclude outdated practlces, mtewentlons
specifically for older children and youths repetitlon and non-empirical literature. The focus was on the
field of Child Lsfe and the suppomve mtervent:ons that increase and enhance a child’s copmg provided
by Certifi ed Chxld Life Specialists (CCLS) in practace wnth mfants and young ch;ldren (0-12 months)

undergomg pamful procedures.
This review will focus on four areas in the literature:
Tﬁe field éf Child Lifé, itrs‘origiﬁs, missio:n, roles z;hd pufpose.
:. Chi@ Life“practices and supporyive strat}efgies fqr children duljing painful v;:)roc?dures‘.

Current assessment tools and/or scales used to assess coping in infants during painful

procedures.
Theoretical framework

The field of Child Life:

-

Child Life programs have become a ste?nda(d in modern heaith care, in children’svhospitals, adult
hosp?tals, acute and chronic care hospitals, and in non-traditi_onal aitérpa‘;ive settings prpvjding support.
to children coping with illness, loss, trauma and pailiative care (American Acagigmy of Pedigtrics, 2000).
Child Life_prog(ams in adult hospitals in;lude educating and supporting g:hivlqren_ pf adult patients

- throughout the diagnosis, treatment and recovery or palliative stages. ChildALife» support following a loss



includes fostering coping and positive grieving through a wide range of loss: loss of a limb or body part,
loss of ability following an acquired brain injury, traumatic brain injury or illness, and the loss of a family

member, friend or pet.

Since the early 1920’s the Child Life profession has grown and developed as a means of
improving children’s health care experiences through the use of play and psychosocial supportive
interveﬁtions. In the early years of the profession, play, preparation and educational programs weré
provided t§ children, and advocacy for fahily centred care began. Between 1965 and 1967 a group of
women formally established the Association for the Care of Children’s Health (ACCH ). By 1982 the Child
Life Council (CLC) was established from within the ACCH and a decade of research and work began on
professional development, standards of clinical practice and a clinical practice ‘manual (Child Life
Council, 2002). Certification and the standards of prac‘tice for the éhild Life profession became the focus
for judgment of appropriate caf’e, énd a noted issue in the management of risk (Kleinberé, 1987).
Professional certification was adopted in 1998 by means of a standardized child life certification exam.
The Canadian Association of Child Life Leaders {CACLL) is an association of Child~ Life leaders from across

Canada and is closely affiliated and supports the CLC certification process and government of the field of -

Child Life.

CCLS are now recognized as essential professional members of interdisciplinary health care | o
teams (Ame'ricaAn Academy of Pediatrics, 2000). Presently the role 6f a CCLS is defined as an expertin
child development, who promotes effective coping in children through the use of therapeutic play,
procedural preparation, medical education, and feelir]g focused expreséive activities (Child Life Council,
2006, p.54). This statement does not include an important additional aspect of the Child Life role which

is in providing distraction t'echn»iqUes during painful procedures. Hicks and Lavender (2001) identify ccLls -~

4



supports as a means of assisting young children in learning positive coping techniques.

N\

The CLC's Position Statement on Child Life Services in Healthcare Settings (2006) indentified two
essentia’l goals of child life services: “A. To assess coping responses an~d needs of children and families to
healthcare experiences”; and “B. To minimize stress and anxiety for the child” (p. 1757). Thg inclusion of
these important goals highlights the_g’hild life specialist’s role'in providing interventions that ingrgase

and enhance a child’s coping du‘ring painful procedures.

Clearly missing in the Child Life literature was specific guidelines and statements about Child Life
theoretical foundations of practice with infants. All official documents of the CLC generalized child life o

specialist’s work to include infants, children, youth and families. C .

Child life practices, supportive interventions during painful procedures, and assessment of these

interventions:

-

‘Common Child Life supportive practices to assist a child’s copipg during painful procedures used
regularly by the author and gljacticing CCL§ include positioning fcr~ comfort, di§_tfaction, infant massage,’
medical play, breathing/blowing egercises, guidgd imagery and meditation. Of these ‘Qrgc‘tice.s the
cognitive and complementary strategies, spch as meciical play, breathing/‘blowing exercises, ‘gu&ided
imagery and medita;ion were excluded forygse if‘ the au’ghor’s prpposed fesea;;tl study because tr!ey
are not appropriate fo‘rAt‘:he focus popu!at{oq of Q-lquDt‘i‘xs. Mitchell & Brooks (200()) and Kuhn,
Schanberg, Field, Symanski, Zimmerman, §cafid? & RoberFs (1?91) use formal assessmen? ;ools to assess
: tpe validity of supportive interyentions for infaqt; cqping du;ing painful proFedures. Some 'of the :

assessment tools require physiological measures, and as such are not assessment tools being considered

for use in this research study.(The use of these tools reflects__ each articles thorough analysis and
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evaluation of the supportive techniques being provided to infants in pain.
Infant Specific Interventions:

infants in the neonatal intensive care unit experience painful procedures throughout each day.
Gibbins, (2007) hig‘r;lights that inverse relation between the increased number of procedures for those
infants fhat are more prémature and more severely ill. Ueda & Caulfield {(2001) identify CCLS as én
important addition to the interdisciplinary pediatric health care team in the management of medically
fragile infants. While discussing the pivotal role of Child Life in the delivery of health related services,
this article highlights the fact that young children receiving Child Life support in the intensive care unit
show significantly less emotional distress, more effective coping and better post hospital adjustment
than children who did not receive Child Life care. These infant specific Child Life interventions include
swaddling, positive touch and infant massage, and education for family involvement in the Neonatal
Intensive Care Unit (NICU). CCLS are now routinely included in interdisciplinary pain management teams
implementing new pain management standard strategies for pre and post operative procedural pain
(Jordan-Marsh, Hubbard, Watson, Ha;ll, Miller, & Mo“han, 2004; Blount, Piira, Cohen, & Cheng, 2006).
Similarly, the NICU physical and social environments are recognized as factors that impact infant coping
and adaptation (Warren, 2002). Moving past the traditional views of environment, such as colour, layout
and room size, Warren (2002) encourages practitioners to consider the temporal, social, cultural and
organizational factors that mediate physical ‘brop"érties“and relatit‘)nships; all which affect an infant’s
experience in the NICU environment. Mény of the Child Life and nursing stratégies facilitating infantm‘v'ﬁ‘
adaptation include physical environment facfors, su;:h 'as Iiéhting, the use of soft textures in bedding and
noise controll,ing strategiés. Current best bractices include close infant interactions which positively -
affect coping and adaptation. These best practice interactions are indiviéualized cafe, with regérd to S
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preferred positioning, improved parent infant interactions, the introduction of music or massage
therapy, and the addition of personal items. The need for individualized care impacts common practice

routines that may suit some infants some of the time, but not all infants all of the time.

The role of Child Life in the management of pediatric pain during painful procedures is not well
documented in current research, although the use of nonpharmacological pain management strategies
is a common expectation in everyday child life practice (Bandstra et al. 2008). A recent online survey of
CCLS in existing Child Life programs across North America gathered information about a range of pain
support strategies employed in current practice. The four broad areas of nonpharmacological strategies )
included in the survey were Behavioral, Cognitive, Complementary and Physical {Bandstra et al. 2008).
Demographic and descriptive information from those sampled was collected for the consideration of . ,
personai and professional characteristics. In relation to this literature review, important survey findings
were that(only 1.2% of CCLS surveyed were primarily working in the NICU, and only 0.7% work primarily
with neonates 0-1 month of age. However, of the CCLS suryeyed, 25.9% indicated that they work
primafily ‘w;th children ranging in‘age from 2 months to 12 years of age (Bandstra et 51.2008), atleasta .
small portioﬁ of the target age group. On’e interesting ﬁﬁding in the use of Child Life practices
- - specifically digcussed in the literature was the high use of E‘e.h:a;iora.l distraction as a strategy, ;nd
repo;ts tha;t ;he L:|se of di’straction has st:éng empviraical‘ support (Bandstra et al. 2008). Other findings
included't‘he‘véverage use of musicas a complementaﬁ»strAat‘egy‘, and slightly above average use of
comfgart gositioning as a physical strategy. Bpth mysic a;nd positioning ;vere found to havg mlxed
empirigal support. A disappointing ﬁndiﬁg fr.o;n this s:.wzvr\‘re‘y included ‘the low frequgncy ;:)f use of éhe
physical strategies, healing and theraégutic touc(h.a nd ‘massage. Massage was réported tq ‘have somg

S

mixed empirical support, but healing and therapeutic touch was rated not effective (Bandstra et al.

i
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2008). Concluding suggestions by Bandstra et al. (2008) include the formation of Child Life training
opportunities to increase skill and knowledge as a means of encouraging the implementation of newer,

less known interventions that are well supported in literature, as demonstrated in this literature review.

. Field (1986) described a number of common practice early interventions for premature infants.
Beyond the environmental factors investigated by Warren (2002), Field focused on studies of
supplemental stir;}ulations. Those investigated included auditory, non nutritive sucking,
tactile/kinesthetic/vestibular stimulation including various combinations and multimodal stimulations of
tactile, auditory, visual and social stimulations. Field {1986) found that adaptations of routine
procedures, the use of soothers during feedings and painful procedures, stroking stimulation (infant .
massage), and parent training, were among the most cost effective early interventions that prove
effective for premature infants and enhance growth, coping, behavioral gains, motor activity and

alertness.

Building on these earlief recommendati‘ons, Mitchell & Brooks (2000) includes the u.;,e ofa
soother (nonanutritive suckir;g) as oné of4 nohpharmacc;logical interventions for pa&in in prematurre
infants. The othér interventibns considered, thaf wére not includéd in Field (1986) are containmeﬁt,
environmental factors an;i sucrose as an an'aul)gizsic. By closely monitoring infan;s in pain, major
indicators o} pain were also identified fn this arficle, including facial grimaces and ph\;s%ological
parameters (heart rate and oxygen saturatio\;{). LZ)éking more closely at each of ;che 4 id;entiﬁed
nonpharmacological interventions for pain, cor‘xtt'ainfnent thr;ugﬁ gentle swa&dling was found to reduce
stress and facilitate more rapid recovery foiiowfng painﬂ;I p}ocedures. Nonnutritixée 'sucking studies
fai'led to conclusively identify if it was the procéss{ of sﬁckin§g tzixat he!pé to‘;'educe tﬁe péin, or w‘hétﬁer

L

sucking merely helps an infant remain calm during painful procedures. Regardless of ambiguous results, ~

8



the soother is identified as a valuable tool in assisting premature infants in self regulation and coping.

\ Environmental factor studies assessed by Mitchell & Brooks {2000) suggest that a stable,
supportive environment, with low noise, dim lights and minimal touching lead to increased coping and
decreased stress. Minimal touching as a means of fostering coping is in direct conflict with Field {1986)
who Suggests that infant massage/positive touch benefits infants coping. These conflicting results
highlight the need for further evidence-based practice investigation, and noting that each individual
infant may have a different need for increased positive touch or minimal touch. This individual need

would have to be assessed during the initial child life session for treatment planning.

Oral sucrose as aﬁ analgesic is presented as the final strategy for procéd uré| pain management
in bremature infants. The suggestion %of bést préctice includes combininé oral sucro;e with other
nonpharmacologial pain reductioh measures. Ina folloﬁ';.;p study, Mitchell & Brooks {2003) continue ’
with further research into the benefits of oral sucrose. This investigation focuses on a consensus
statement made by the International Evidencg—Based Group for neonatal pain for thev prevention and
manageme>nt of pain in newborns. Guidelines included the combination of bghavioral and
pharmacc;logic interventions for optimal effect. The authors conclude the practice Qf providing a soothgr
with‘ sucrose should be one of many }ntewentions and comfort methods provided to infan‘ts undergoing

: ) . . )
painful procedu}es: This review of sttu'dies evaluatiﬁg pain re}ief inc!udes some preliminary information
about the different pain scales, ching systems and proﬂleg commonly used in infant pavir-x assessment,

| §uch as the Premature Infant Pain Profile (PIPP) ar—di the Neor;atal Facial Coding Sysfem (NFCS). The?se

and various other infant pain and/or coping assessment tools will be examined in greater depth further

into this literature review.



Positioning for comfort;

Positions of comfort for children are a common supportive practice for CCLS when working with
a child undergoing a painful procedure. The provision of tactile-kinesthetic stimulation in preterm
infants was studied by Kuhn, Schanberg, Field, Symanski, Zimmerman, & Roberts (1991) and assessed
the benefits of positioning infants in the supine and prone positions when providing this stimulation at
set times over a 10 day period. The overall results of this study were positive, proving that tactile-
kinesthetic stimulation and positioning for comfort increases coping, and enhanced weight gain and
development in preterm infants, but the different assessment tools included in this study to determine
these results were focused more on the neuroendocrine system and results. These physiological
assessment tools place it outside of the skill area of common practice concerns of a CCLS, who is able to

assess the behavioral and visual cues of an infant’s coping with their current training.
Infant Massage:

Recent literature reviewed for this paper points to greater professional interest and

appreciation of infant massage as an evidence based practice coping mechanism for reducing stress in

Vhospitalizeed infants (Beaumont, 2005; Zealy, 2005; Harrison, 2001; Hernandez, et al. 2007). In the past it

f' <

‘was identified that many health care professionals disregarded or undervalued infant massage as a pain ‘
feduction strategy in infant procedural support is because muéh of thé earlier published research were
unsygtematic reviews, general discussion pieces and non-randomized, uncontrolled trials (Zealey, 2065).
In a systematic review of the literature Z;zaley determines a number 6f benefits of infant .massage in ;he
care of infants with specific medical needs, ‘but finds there is insufficient evidéncé found for the
continued prac;ice of massaging infants in the NICU that are preterm and low birth weight. In contrast,

3
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Harrison (2001) deduced that an infant’s physiological stability is a factor in the successful outcomes and
benefits of infant massage. Fragile, unstable infants receiving stroking massage may show increases in
stress levels, and would benefit more from still, gentle touch or resting hands to promote comfort.
Findings on stroking massage, alone or in combination with additional physical stimulation concluded
that this type of massage has an immediate positive effect on ;oping and a reduction in behavioral

distress in infants that are stable (Harrison, 2001; Hernandez-Reif, 2007).

A literature review by Cignacco et al. (2007) and a survey of hospitals in the United States on
NICU infant stimulation (Field et al. 2006) identified multiple forms of common neonatal practices.
Containment, music thera by, rocking (kinesthetic) and nonnutritive sucking were supportive techniques
practiced by child life and nursing with infants in the NICU. Less frequently used infant stimulation
practices indentified were the use of soft textures in bedding and infant massage. These findings are
significant as they apply to present practice in NICU’s. Other research reviewed in this papef highlights
the knowledge of the benefits of infant massage as a s:upportive strategy in increasing an infant’s coping
_during painful ‘proced ures. The results of this survey shows that infant massage is practiced less
frequently than expected, which suggests that it may not be readiI\; adopted due to préfessional training
~ and cost restraints (Field et al. 2006). indeed formal fraining as a certified infant massage instructor -
(ClMI)rmust be completed in order to provide infant massage, and instruction to others — professional
members of the medical team, parents/caregiver and yo!untgers (McGrath, Thillet, & Van Clgave, 2007].
Even with extensive benefits in parent-infant attachment, and increaséd éarént z;r;d infant éoping in ';he
NICU, McGrath, THiHet & V:a-:n Cleave (2007) still appropriately cautio:n nurses ana members of the health

cai'e’ tga'rh to}éonsider thé risks and benefits for optimal implementation”appro‘a‘ches of pérent delivered

infant ma.svéage 'b’ecomin'g integrated as a common practice in the NICU.
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Distraction Technigues:

The use of toys as a method of distraction for young children’s attention during painful
procedures is studied in Landry & Chapeiski’s (1988) article on preterm infant visual attention. This
article closely observes infant toy exploration, ana compares the toy exploration attentional prbcessés
of high-risk, low-risk and no-ris;k infants, both with and without maternal involvement. Of the many
findings of this study, the discovery of the high risk infant’s attention to fewer toys as a potential
adaptive behavior is important in influencing the type of toys used and determining the overall amount
of distraction techniques that a child life specialist would use in working with a preterm infant during
painful procedures. Another study, completed by Sinha et al. {2007) supports the use of distraction as a
valuable Child Life technique in procedural pain management in pediatric emergency room care, which
is not appropriate for pre-term infants. This study assessed pain and coping outcomes during painful .
procedures where a choice of distracters was offered to children 10 years of age or younger, to ensure
that the activity was appealing to them. Important findings about younger patients were that music was
the primary choice as a distracter, with videos, bubbles and books following as preferred choices (Sinha,
et al. 2007). Based on these findings, music as a ;)rgaferred distracter in young children when given a ‘
cr;oice has implications for practice as an effective distraction technique in nonverbal infantg undergoing

painful procedures.
Infant pain and coping assessment tools and/or scales:

Many recent studies have been performed to evaluate the impact of nonpharmacological
supportive techniques on infant stress and pain responses. In undertaking this literature review it was
important for the author to consider as many tools as possible, and exclude those that do not meet the

w
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specific criteria for assessing infant coping during painful procedures, and for use by a CCLS. These
studies use different behavioral and physiological assessment tools to observe, record and score patient
responses to pain (Herr et al. 2006), or patient’s adaptive coping efforts (Williamson, G., Zeitlin, &
Szczepanski, 1989). Literature regarding the use of assessment tools that require physiological measures
(heart rate, oxygen saturati.on and vital signs) was e;(tensiw:zf',ir reviewed, including the Premature Infant
Pain Profile (PIPP){Bellini et al. 2006), the Neonata! Infant Pain Scale (NIPS)(GaNo 2003), and thé
Neonatal Facial Image Scoring System {NFISS) (Chen, et al. 2005). Other valid and valuable tools were
excluded from this study duetoa CCLS inability to undertake the physcologtcal part of the assessments
individually, without assistance from a medical professnonal Sumlarly valuable assessments that requane
any self-reporting, such as the Behavioral Approach-Avoidance and Distress Scale (BAADS) and the Faces
Pain Scale were also excluded because the developmentally appropriate age for children who may be
able to self report pain usiﬁg a scale is 3 years of age, well above the focus 0-12month ﬁopulatioﬁ this
review of the literature focusés on (Kuttner, 2004;’ Herr et al. 2006). An additional excluded scale was
the Brazelton Neonatal Behavioral Assessment Scale (NBAS) due to the fact that it detects behavioral *
differences in newborn infants of optimal health {Lundqvist & Sabel, 2000), not the medically frégile

population focused on in this literature review.

. . . .
- : PR v - i

It is important to consider that no bebaviogal assessmen;c séalés have beenideterminéd to be
hetteror mo?e .superioir to :cthé;s. However, selection of a;x apﬁroﬁr:iate s%cale‘ gho‘uld‘ can;ide:r‘the tool
that is most appropriate to the patient pobulétioﬁ bemg assessed and the types of pain and coping it has
previously been tested on. Herr et al. (2006) and Van Dijk (2001) include thorough commentary,
comparisons and evaluation of a number of infant assessment tools that do meet the search criteria. -
The clinical practice recommended assessments for use with nonverbal patieh't populations included in

13 .



Herr et al. (2006) list 3 tools that fit the search criteria, and merit closer consideration. They were the
COMFORT Behavior Scale, the Faces, Leg, Activity, Cry, Consolability Observational Tool (FLACC) and the

Riley Infant Pain Scale (RIPS).

Van Dijk (2001) lists time RIPS characteristics for infant’s 0-3years in acute care settings and m
cases with surgical pain. The assessed characteristics include facial, cry, body movements, and additional
items — sleep, consolability and response to touch. The FLACC has been tested in infants frém 2 months
to children up to 7 years of age. It has previously been tested for use in intensive and acute care

populations, and with surgical and acute pain cases {Herr et al. 2006).

Although both tools met the search criteria, upon closer critical evaluation it is fthe author’s
opinion that these scales focus on pain response, not an infant’s coping behaviors, that they do not
meet the overall goal of the proposed project for improved infant coping following child life
interventions. However, closer inspection of the COMFORT Behavior Scale demonstrates a better test
populatign of 0-3years of age, and evidence based practice use in intensive care settings (Herr, et al. ‘
200\6). A revised scale of CQMFQRT measures constructs other than pain, but tgme age range increase§ ;co
0-9years of age. This scale observes 7 behaviors (alertness, calmness/agitation, respiratory response,
crying, physical movement, muscle tone, facial tension} and includes a visual analogue scale (VAS) for

the observer to indicate their personal visual assessment of the infant’s pain at the moment.

. . Onerecent stt_:dy proved the adapted COMFORT scale as a valid and reliable instrument to
measure distress, pain and coping in prematu/re‘infants with a gestational age between 28 to 37 weeks
(Caljouw, et al. 2007). This research has determined that the revised version of the COMFORT Behavior

Scale is the most appropriate for the goals of this research study.
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The final coping behavior assessment reviewed in the literature was the Early Coping Inventory
(ECI) (Williamson, Zeitlin, & Szczepanski, 1989). The ECl was designed to measure the presence or
absence of coping behaviors in infants and toddlers in 3 categories of behavior (sensorimotor
organization, reactive behavior, and self-initiated behavior) in which each of these categories includes
items identified in research Iiteraturn as highly relevant to coping. Williamson et al. (1989) studied the -
implications of this inventory in the assessment of disabled infants and toddlers ranging in age from 4-
34 months of age and compared the results to non-disabled infants and toddlers. The findings were not
surprising, the disabled infants and toddlers did not demonstrate effective coping behaviors compared
to the non-disabled group in the study. The author does highlight the need for more research to
enhance clinical practice and give practrttoners a greater understandmg of the specnﬂc variables that
support effectlve copmg in infants and youné chrldren This ECr ~asse;sment is é valuab!ewassessment tool
for this study because it focuses on coplné, and not pam resnnnse ;m yonng children. However within
the three categories of behavior measured there“are some items that are not a\nplica‘ble ’ro very young
or premature infa-nts,‘ such as “attempting new behaviors independently” ancr “to alter beha\rior when’

necessary 1o solve a problem” (Williamson, et al. 1989, p. 7).
¢ H . H :

. The field of Child Life continues to grow and fmprove upon evidence based nonmedical
theraperrtic services specifically prepared to meet the psychosocial coping need,s of infants and young
children in health care. The lrrerature highlighted that some support rechniques being provided to |
infants underéning painful procedures were not provided by a CCLS. Many of those providing support
mcluded nurses and/or certified mfant massage specrahsts Research suggests that CCLS play an
rmportant role as part of rntérdrsctphnary pain teams, and specrﬁcally focus on r;aducrng young 'chrldren 's

distress and facrhtatmg coping dunng pamful proced ures. Premature and young infants have ven; few
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independent coping skills or behaviors and greatly benefit from Child Life procedural support and coping
strategies. The research reviewed shows strong support and clear findings about the positive benefits of
the implementation of supportive strategies for infants during painful procedures, However, studies also
show that few CCLS feel skilled or adequately experienced in strategies beyond distraction and positions
for comfort with infants, such as the complementary physical strategies of positive touch and infant
massage. Further training opportunities are needed, along with the development of standard practice
protocols for providing Child Life supportive strategies to infants during painful procedures as a means
of improving infant coping. The successful completion of this pilot study hopes to influence future best

practice standards for Child Life supportive care with infants and pre-term infants.

Earlier studies have focQsed onthe measureme\int of infant pain during heel stick procedures to
draw blood samples and the use of pain assessment tools to détermine i;m;ant pain levels. Some studies
have included the positive éﬁects of positioning and infant massage on infants in pain that are not
specifically pr;)vided by a CCLS. This pilot study fc;?usés ;Jn supporting and increasing positive infant
coping efforts througt;the provision of a range of Child Life support techniques {comfort positions,
infant massage, and caregiver education/inforrf;ati;n) to improve infant care duriné painful procedures.
Thé effectiveness of the Child Life supports provided in this pilot study hopes to demonstrate evidence-
based methods that will inform the standards of best practice for Child Life support with infants.

Evidence based practice methods integrate clinical experience and the highest quality available research

to inform future Child Life practice (Koller, 2007).

The findings proﬁded a strong theoretical basis for the use of a combination of support
techmques wsth which to prowde best practlce Child Life support. ThlS quI be achleved through the use

of comfort positions {including swaddling, prone, supine and side Iymg, infant massage (mcludmg gentle
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containment holds), and parent education and information (including infant development, explaining
what happens during the ROP eye exam and how parents can be present and participate in supporting

their infant during the examinations).
Theoretical framework:

The contextual perspective of Bronfenbrenner’s (2005) bioecological theory provides an
appropriate framework to guide the development of Child Life support protocols to improve infant
coping during painful procedures. The bioecological theory describes the range of interacting influences
that affect the developing child. This identifies a child’s own biology as a critical environmental factor
which affects development (Gardiner & Kosmitzki, 2008). According to Bronfenbrenner, development
occurs through regular, active two-way interactions between the child and the immedigte environment.
From this perspective an infant’s distress, or lack of coping, is an outcome that is influenced by, a |
number of factors, as shown in figure 1; the infants biological state, the social and physical environment
and the infants o_ngoing process of psychological coping development (Ambuel, Hamlett, Marx, &
Blumer, 1992). This bi-directionality relates to the interaction between infant and CCLS during the
brovision of supportive interventions of the CCLS in dgveloping and facilitating coping. Similarly, this bi-
directionality also relatés to the parent-infant relation;;hip, as such the parent’s inclusion in the child life
support sessioﬁs ss necessary when providing c—opirfg education and support. The use of this theoretical
framework as a reséarch strategy will examine the effectiveness of thg integrated Child iife supportive

interventions that will consider the infants existing coping strategies, the infant’s biological state, the

physical environment and the socially constructed environment (see Figure 2).
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Infant: biological
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coping strategies
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Figure 1: the present interaction

Figure 2: research study interaction
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Chapter 3: Methodology

Research Question:
Does the provision of Child Life supportive techniques to infants undergoing (painful)

Retinopathy of Prematurity (ROP) eye exams improve/increase infant’s procedural coping?
Hypothesis:

The hypothesis of this stud‘y is that with the provision of 3 child life sﬁppoft sessions asa
standard of practice a premature infant will demonstrate improved coping dixring paiﬁful ROP eye

exams.

Operatianal deﬁnitibnsz

Child life supbortive techniqués/intérvébtion - Fof this study the Child Life supportive tethﬁiq'ues applied
for increésing infant coping will include behavioral and physical strategies: infant massage strokes,
comfort positions, containment holds and information/education for caregivers about the in?ant
deve|(opment, ROP eye exams and how they can best supppr’gthei‘r‘ infant before, during and after the

eye examinations. .

Coping - is an active process of making adaptations to meet pergdnél needs and to respond to the :
demands of the environment in order to maintain or enhance feelings of well being (Zeitlin, Williamson,

& Rosenblatt, 1987).

Corrected age - Premature babies (babies born before 37 completed weeks of pregnancy) are given two
ages: chronological age and corrected age. Chronological age is a baby's age based on his or her -
birthday. Corrected age is based on the age the infant would be if he or she had been born on the -

PROPERTY OF
RYERSCOH CIVERSTY LISRARY -



original due date. For example, if a baby should have been born on June 1st, his corrected age on
September 1st will be 3 months old, even if he was born in April. Corrected age is not useful for a baby

born only a few days or weeks early, because those babies are born near to full development.

Painful procedures —in this study the routine procedure involved includes: Retinopathy of Prematurity
eye exams which entails the use of a speculum to hold the infants eyelids open while the
ophthalmologist uses an instrument called a depressor to manipulate the eyeball for signs of disease. A

bright light called an ophthalmoscope is also used to assist the doctor when checking the retina.

Scope:

This pilot study will focus on assessing infants coping while undergoing an ROP eye exam, before
and after the provision of Child Life supportive techniques by a Certified thld Life Specialist who is
dually t;ertiﬁed as a massage instructor to determine if there is an improvement in infant coping

following Child Life interventions.

This study will include a sample of up to 20 critical ROP infants that have been identified as
needing a minimum of two ROP exams over a two to four week périod of time in the Eye Clinic at Sick

Kids Hospita'l in Toronto, Ontario, Canada.

Design:
This pilot research study will be mixed method including both quantitative and éualitative '
approaches, and will include a purposive sample of up to 20 outpatient ROP infants from birth up to 3
months of age corrected. The quantitative approach ihcludes,gbe use of the COMFORT scale asa
validated, standardized assessment tool (see Appendix A). This standardized coping assessment too! to
assess infant coping is used both before child life supportive interventions have been provided, and after
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child life supportive interventions have been provided. The qualitative approach includes the threé
hands on child life support sessions (Appendix B). The Child Life support sessions are qualitative as they
include facilitated support interventions. Mixed-method is a way to develop creative alternatives to
traditional or more monolithic ways to conceive and implement evaluation. This study is a genuine
effort to be reflexive and more critical of the common standards within health care of evaluation

practice and, ideally, will be more useful and accountable to broader audiences.
Setting:

This study will take place during the ROP clinic sessions in the Eye Clinic at Sick Kids Hospital in
Toronto, Ontario. The Eye clinic covers a wide range of eye related care for children, but for this study

the focus will be on the ROP eye exams taking place involving outpatient infants under 3 months of age.

Sampling Procedure:

v

A purposive consecutive sample of c;utpétient infants with r;cetinopathy of prerﬁatdrity c;r infants
that aré at f%sk for ;et;n(:pathy of premafﬁrity, lessthan 3 ménths of age will be .éeléctéd and ‘recruited
d\uring normal ROP clinicf session days fof tﬁis:sfudy. glinicai population size in the ROP e\}e clinicis |

| approximately 500 new patients annually. Of this 500, approximately 250 are considered critical. This
sampling procedure will be undertaken by the patient coordinator in the eye clinic with no connection
to the pilot study to avoid potential bias. The families will be asked if they are interested'in learning
about a study on infant coping, and will be asked if they would be willing to be contacted by phone by a
) résearcher to explain the study in depth. The researcher will follow an approved telephone script that ‘

~ explains the study in greater detail (see Appendix C). After consent and the initial assessment of each
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infants coping during the first ROP eye exam, infants that do not meet the criteria of need for continued
ROP examinations over a two to four week period will be excluded. This will allow for up to 20 infants to

continue in the study.

Ambuel et al {1992} paper on the use of the COMFORT behavior scale reports a mean score of 26.2
+/- 5.3, Bésed on this, we would need a sample size of 20 to detect a 5 point drop in comfort score and a
sample size of 40 to detect a drop of 3.5 (reference: Lehr (1992) Sixteen S-squared over D-squared: a
relation for crude sample size estimates. Statistics in Medicine, 11 (8): 1099-1102). We can justify this

sample size based on our expected difference between baseline and post-intervention.
Ethical Issues:

The duration of the study took place over a short period of time, four weeks total length of tirﬁe,
which was necessary to reduce the normal maturational/developmental growth and change the infant
will go through which could affect the coping results. Due to the critical and urgent nature of the ROP
eye exam and the very short time in which infants are booked, examined and trfzated for ROP, there is a

concern that parents will feel obligated or pressured to participate in this pilot study.

All concerns were addressed in the Research Ethics Board {REB) requirements to the parent in
an information package study profile (Appendix D) and ;he consent form letter (Appendix E). The letter
explains the voluntary nature of the study, their choice to say yes or no, drop out before completing, -
and that treatment is not dependent on participation. For participants that are English Language
Learners (ELL) all efforts will be made to ensure written material is appropriately translated. Where ever
possible, information given to caregivers during the child life support sessions will be physically
demonstrated a;nd shared through the use of Picture Image Cards (PICS).
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All patient numbers/files/data will be appropriately coded to ensure confidentiality. Subjects
will be assigned a unique identification code and code breaking information will be kept separate from
the date extraction files. This code breaking information will be kept inaccessible from anyone not

participating as an investigator on this study.
Assessment and Intervention Timeline:

As mentioned in the previou§ s;ection, time is an inﬂuéncing factor in coping through ﬁatural
infant growth and development. This is why the study took place over as short a period of time as
pdssible. Some infant assessments tool{‘place within one weék, alnd another infant’s assess}ﬁent took H
place over two weeks. ;fhe four week.total length of timé for this stud;r is necesséry, not to assess the |
infants over four weeks, whfch would be too long a period of time in which greavt'growth and
dévelnpment would natun;aily take place, but because we needed four weeks in which to rélach our gt;al
of up to 20 infants for participation in the sfudy. For example, one infant scheduled for an initial' ROP
exam may be considered critical, and would be scheduled for another ROP eye exam in one week time.

Another infant may be booked for a follow up ROP eye exam two weeks following the initial assessment.

For detailed scripts of the child life support session interventions and timing, please see
" Appendix B.
Assessment Scale and Data Collection:.

" For this pilot study the COMFORT behavior scale (Appendix A} has been selected as a
s’tandardizeq tool to assess coping in infant patients during painful ROP eye exams, before and after
r\ecei'ving Chﬂdi Life supports. This pilot study will use the English version of the standardized COMFORT
behavior scale to assess each subject during a painful procedure (Ambuel et o/, 1992). The COMFORT
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behavior scale was selected because it measures infant coping, not infant pain, Child Life supportive
interventions are provided to help infants and children cope during painful procedures. This study is
focused on the use of Child Life interventions to promote and facilitate coping in infants undergoing ROP

eye exams.

The COMFORT behavior scale will be used for the observation of the infant’s coping responses
at the time of the eye exam procedure. This scale was selected because a CCLS cannot evaluate the
biological or physiological status of any patients, as a non-medical member of the team. The initial
assessment was cqmpleted at the initial ROP eye exam before the infant has received Child Life coping
support, and the final assessment was completed at the next scheduled ROP eye exam after the infant
has received three Child Life coping support sessions. These sessions will include infant massage, |
positions for comfort and parent education/information. These three Child Life sessions were provided

in the two to four weeks following the initial coping assessment.

The COMFORT behavior scale checklist provides a list of behaviors that are marked as either
present (usually scored one to five) or absent {usually scored zero) and a Visual Analogue Scale (VAS), a’
ten centimeter long horizontal Iing with end points “no pain” and "w?rst pain”. The VAS is a qualitative
assessment, so in order 1;0 apply it as a quantitative measure for data analysis these points will be given
a numeric value from one (no pain) to ten (worst pain) on which to rate the infants distress. While
subjective and qualitative in nature, the ten-category scale will allow it to be applied as quantitative
variable for data analysis. The comfort score is defined as the number of items checked. The VAS is °
scored out of ten (Nyren, 1988). The most common behavioral indices of infant coping during a painful

procedure in this scale include vocal, verbal, facial, postural, and motor behaviors. No judgment of
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frequency of the behavior is made; each item is either absent or present. One advantage of this scale is
speed and ease of use: the observers make a series of dichotomous judgments (Blauer & Gerstmann,
1998). | |

The COMFORT behavior scale is recommended for pain and coping in chilé:lren in critical care and
for premature infants, as the plannea sample will be, as it is the only well-studied instrumer'\t that makes
explicit accommodation for constraints placed on the behavioral expression of pain by mechanical -
ventilation and physical restraint. The inter-rater:reliability and internal consistency of this scale are

strong. The physiological state of each infant cannot and will not be recorded during the assessment

because the infants selected for this study are all dutpatients. . . .
Ethical Issues in Data Collection:

Building on past research conducted by Ambuel et al. (1992), this study will attempt to follow
similar steps and procedures used to assess very young infant coping using the COMFORT behavior

scale.

" To assess observer agreement and inter-operator validity, each infant will be observed and

7 sco\red by two raters simultaneously during the procedure. These observers will include an eye clinic
fellow and an experienced ROP clinic nurse. Both observers will b\g trained to use the COMFORT
behavior scale through an instructional CD ROM. Tﬁe two observers will independently complete the
COMFORT scale and Visual Analogue Scale (VAS) for each subject. The observers will Ob;‘;“l’\'f\e the infant
durir)g the eye exam, which lasts between 2-5 minutes. Muscle tone will be assessed at the completion
of the exam by gently flexing and extending the upper arm or thigh of the infant. The two 'obs'.grvers

would then cém‘plete the COMFORT scale independently. This should avoid the introduction of bias.
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Data Organization:

Data will be recorded manually on the standard COMFORT behavior scale checklist paperwork.
Data will be kept in time order; utilizing a checklist for tasks to be achieved/are achieved. Timing could

affect the collection of sufficient date, and/or reaching the ideal goal of up to 20 ROP infants.
Data Analysis and Interpretation:

The COMFORT behavior scale will be manually scored, and following each assessment the total
score will be calculatgd, and any notes made with regards to the infants coping during the examination.
Data will be entered into an excel spreadsheet and then transferred to a statistical analysis package
{Statistical Package for the Social Sciences - SPSS). The COMFORT and VAS scales each have standardized
measures of reliability and validity. Bivariate analysis using Pearson's R will assess the correlation or
inter-rater agreement for the total COMFORT aﬁd VAS scou;e, both before and after the experimental
intervention. A t-test will be used to compare the mea;1 va‘!ue of the COMFORT and VAS scores before

] and after the intervention.
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Chapter 4: Session Procedures:
For study participants 1c and 1i, the at home sessions were as follows.

The 'first home sessioﬁ with 1c started with the introduction of the infant massage materials, the
oil, the instructioﬁ sheets and the blankets. Demonstrations of swaddling, comfort positions and the
massage strokes went well, with the caregiver feeling confident ir;;;erforming the strokes on the infé nt.
The infaﬁts (1c) response was positive,;w:ith good eye contact with the care;;iver maintained throughout
the session, and by the end of the session the infant was so réiaxed he fell asleep. The caregiver and
CCLS discussed different bositiongs and adaptaAtions of infant massage strokes for premature infants with .

muitiple medical needs. There were no caregiver questions at this time about the ROP exam procedures.

The sgcgnd session revisited the past strokes before infcrodudng the next series of stroke;. Tl h‘e
caregiver reported performing massage routjng with the infant ona daily basis since the first session.
The infant (1c) ;learlyt }'ecognized the massage preparatiq}r}regnd _focused on eye contact with his
caregiver and relaxed his overall muscle tension before the massage demonstration began. When
undertaking the massage ;trokes, the CCLS demonstrated the adaptations necessary to perform the
s;trokes around infant 1c’s large. protrL;ding hernia. The Earegiver was comfo,rtable witﬁ these

; édaptaﬁons‘and r;erfbrmed the strokes with cc;hfidenc; In;ant ic showed no discomfort c;r distress with

“strokes and fell asléep agaih at the end of the child life session.

The third session revisited the last strokes, clarified the ROP eye exam and the risks of ROP, and
discussed the upcoming eye exam and post test assessment that would be taking place at Sick Kids. The
final massage strokes were demonstrated by the CCLS and the caregiver performed each stroke with

confidence on the infant. Infant 1c responded positively to the strokes staying awake and alert
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throughout the session,

The first home session for Infant 1i included the participation of both caregivers and the infant
1’s twin. Both caregivers expressed a desire to learn the coping support techniques, therefore it was
determined that the twin could be included and participate in all 3 Child Life sessions despite their not
being at risk for ROP. This first session Segan with introducing the materials and preparing the infants
for positioning and massage. The CCLS demonstrated each of the ~possible positions for comfort and
massage and the caregivers selected jtheir preferred position before starting the massage strokes. 1i gnd
her t\e\{in responded to the strokes, and were fully relaxed and asleepxbefore the end of the massage
demqn;strations. The CCLS continued the dérgongtration of £he final few strokes to ensure the caregivérs
received instruction on all the strokes for thé first session, despite their lack of ébility in practicing these
strokes on the sleeping infants. During thhe;: questions segrﬁent of the session, both caregivers requested
more information about ROP, the examination, and what the ophthalmowlogist'was looking for as a sign
of the diséase in the infants. The CCLS answered their questions and provided a diagram of the

progression of ROP eye disease for better comprehension and understanding,

-

The second session took place after 1i and her twin had finished a feeding. Both infants needed
to be burped before the child life session could begin. The CCLS shifted the question part of the session

to the beginning along with the stroke review while awaiting both infants readiness. The CCLS discussed .
the importance of adjusting the pressure of infant massage strokes to the preference of the infant. 1i
‘was ready to proceed with the rﬁassage porfidri of session 2, but her twin was unable to participate as

she had fallen asleep. One of the caregivers'&sed a demonstration doll for prak:ticing the sfrokés 50 as

not to disturb the sleeping infant.



Session three was a successful and engaging session as both 1i and her twin were awake and
alert for the session. The parents displayed greater confidence in performing the positions and strokes
and expressed enjoyment about introducing this into the daily routine. The CCLS went over the
upcoming follow up post test eye exam at Sick Kids, clarifying location and time of the exam. Due to
recent issues with constipation in infant 1i, the CCLS revisited the tummy strokes to aid bowel

movements and assist in expelling gas.
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Chapter 5: Results:

Despite vigorous recruitment and review of all outpatient infants attending the ROP clinic at Sick
Kids Hospital over the 4 week time period, only 9 infants were consented into the study, and of those 9

infants only 2 were found to be at risk for ROP, with visible signs of disease in both eyes.

Table 1 displays the COMFORT behavior scale scores assessed by the ROP nurse for the 9

consented infants at their initial ROP eye exam.

Table 1. Initial assessment infant scores by ROP nurse

1A 4 3 4 2 1 11 3| 18 | sucrose | pacifier
iB 4 4 4 4 3 3| 3| 25| sucrose | pacifier
1C 4 3 2 3 3 4| 3| 22 | sucrose | pacifier, 02, constipated
1D 4 3 4 3 3 2| 2| 21| sucrose | no pacifier
1E 4 3 4 4 3 3| 3| 24 | sucrose | pacifier
1F 4 3 4 3 3 2| 2| 21| sucrose | pacifier, constipated
16 4 4 5 4 4 31 2| 26 | sucrose | pacifier
1H 4 3 4 3 4 31 4| 25 | sucrose | pacifier, mothers voice
pacifier, fed 1 hr prior, more
1l 4 3 3 2 4 3| 2| 21 | sucrose | agitated 2nd eye
Table 2 displays the Comfort behavior scale scores assessed by the clinic fellows for the 9
consented infants at their initial ROP eye exam. “
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Table 2. Initial assessment infant scores by clinic fellows

1A 1 3 4 3 3 3| 4| 18 | sucrose | pacifier
1B 4 3 4 3 4 3| 3| 25| sucrose | pacifier
1C 4 2 3 4 4 4 | 7| 22| sucrose | pacifier, 02, constipated
1D 4 4 5 4 4 51 8| 21 | sucrose | no pacifier
1E 2 3 4 3 4 3| 3| 24 | sucrose | pacifier
1F 3 2 2 3 3 2| 2| 21 | sucrose | pacifier, constipated
16 4 4 4 4 4 3| 3| 26 | sucrose | pacifier
1H 4 3 3 *3 4 4|1 4| 25 | sucrose | pacifier, mothers voice
i pacifier, fed 1 hr prior, more
1 2 2 2 3 4 3| 3| 21| sucrose | agitated 2nd eye

When comparing these initial assessment scores between raters, ROP nurse and fellows, there is

no statistical difference between the pre scores, proving the validity and reliability of the COMFORT - -

behavior scale, even without extensive training. The significant statistical associations highlighted by

the pre test correlation of the variables between raters is indicated in Table 3 by *, or ** are physical .

movement, muscle tone, facial tension, VAS and the total COMFORT beh;\vior scale scores. These

3
(3

correlations show strong relations between variables even with this small sample. Alertness by itself hqs:

_ no significant correlations.
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Table 3. Pre-test Measures only Correlations

Physical | Muscle | Facial
VAS | Alertness  Calmness/agitation . Crying | movement | tone | tension  Total
VAS Pearson : - o .
Correlation 1 043 034 .184 410 268 | .707(™) | .750(**)
Sig. (2- . '
tailed) .866 .B93 466 091 .283 .001 000
Alertness - -- Pearson
.. Correlation 1 344 201 475] -.036 070 .387
Sig. (2-
tailed) .162 423 .486 .887 .782 113
Calmnessfagitatibn Pearson s -
Correlation 11.742(*") 395 .065 203 | .546(")
Sig. {2-
tailed) .000 104 797 420 019
Crying Pearson 1 353 .009| .000| .5290)
Correlation : i . ’
Sig. (2- . .
tailed) ¢ A51 - -.971 1.000 .024
Physical Pearson - -
movement Correlation 1 374 | .501() ) .703(*)
Sig. (2- i
tailed) 126 .034 .001
Muscle tone Pearson . .
Correlation 1-662(7) | .522()
Sig. (2- -
tailed) .003 0286
Facialtension °  Pearson ” .
Correlation 11.778(7)
Sig. (2- 3
tailed) - 00
Total Pearson 1
Correlation
Sig. (2~
tailed) ;

** Correlation is significant at the 0.01 level (2-tailed}.

* Correlation is significant at the 0.05 level (2-tailed).

N

18

The post test results with the 2 study participants, 1¢ and 1i, show a noticeable drop in most
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individual variables, and the total scores on the COMFORT behavior scale, indicating better, more-
effective coping in the infants undergoing their follow up eye exam. Table 4 includes all pre and post test

scores for both the nurse and fellow for comparison and ease of readability.

Table 4. Nurse and Fellow pre and post test scores for study infants 1c and 1i.

Nurse pretest infant 1¢

ITEM SCORE
Alertness 4
Calmness/Agitation 3
Crying 2

Physical Movement 3

Muscle Tone 3
Facial Tension 4
VAS 3

Total (out of 40) 22
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Fellow pretest infant 1c

ITEM SCORE
Alertness 4
Calmness/Agitation 2
Crying 2

Physical Movement 4

Muscle Tone 4
Facial Tension 4
VAS 7

Total {out of 40) 27

Fellow post test infant 1c

ITEM SCORE
Alertness 4
Calmness/Agitation 2
Crying 2

Physical Movement 2

Muscle Tone 2
Facial Tension 2
VAS 2

Total {(out of 40} 16
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Nurse pretest infant 1i

ITEM

Alertness
Calmness/Aéitation
Crying

Physical Movement
Muscle Tone

Facial Tension

VAS

Total (out of 40)

SCORE

4

w

Nurse post test infant 1i

ITEM

Alertness’
Calmness/Agitation
Crying

Physical Movement )
Muscle Tone

Facial Tension

VAS

Total {out of 40)

SCORE

3

2
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Fellow pretest infant 1i

ITEM SCORE
Alertness 2
Calmness/Agitation 2
Crying 2

Physical Movement 3

Muscle Tone 4
Facial Tension 3
VAS 3

Total {out of 40) 19

Fellow post test infant 1i

ITEM SCORE
Alertness 3
Calmness/Agitation 2
Crying 2

Physical Movement 2

Muscle Tone 2
Facial Tension 2
VAS 1

Total (out of 40) 14
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Chapter 6: Discussion:

Preliminary findings indicate that the development and implementation of child life suppoft
sessions fo\; ROP infants and caregivers does demonstrate an increése in infant coping durihg ROP eye
exams. Due to the small sample pa'rticipation in this study, the findings suggest a ijll study is necessary
and appropriate fo investigate these benefits on a larger scale and over a longer period of time. In
conducting this observational pilot study, we were guided by a pre-determined and pre—r’esearchéa set
of variables in the COMFORT behavior scale expressed as Likert scales from a previously tested
instrument. The pre and post scores are objective measures of a subjective observer assessment. In
comparing the ROP nurses assessment scores and the scores of the clinic fellows, the fact that there is
no statistical difference in the scores proves the validity and reliability of the behavior scale even with

minimal or no training.

l:ooking closely at the statistically siénificént results in the between ra'ter(sipretest fnfant cépin;g
scores for specific measures, it is clear that ihé associations demonstrate strong rélation's between
variables even with this small sample size. The VAS total score correlation of .750 is significant at the ~
001 level (2-tailed). The calmness/agitation total score correlation of .546 is significant at the 0.05 level
(2-tailed). The crying total score correlation of .529 is significant at the 0.05 level (2-tailed). The physical
movement total ;core correlation of .703 is significant at the 0.01 level (2-tailed). The muscle tone total
score corre]gtion of .522 is significant at ;he 0.05 level (2-tailed). The fa_cia!. tensiqg totpl score

correlation of .778 is significant at the 0.01 level (2-tailed).

The pre to post test scores for both infant 1¢ and infant 1i showed a drop, indicating increased

coping and decreased distress. The specific measures with the more noticeable drop in scores were

N
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physical movement, muscle tone, facial tension and the VAS. The overall drop in the nurse pre/post test
total score for infant 1c was 7 points. The overall drop in the fellow pre/post test total score for infant 1c
lwas 11 points. The overall drop in the nurse pre/post test total score for infant 1i was 6 points. The
overall drop in thé fellow pre/post test total score for infant 1i was 5. These results illustrate and prove
that even minimal child life support sessions, three 30 minute home sessions, were sufficient to produce

a noticeable increase in infant coping scores and a decrease in distress.

The study findings did indicate that the variable Alertness did not have any significant
correlations and could effectively be removed from the assessment. This challenges the constructions of
the test instrument, and the application of this variable in an ROP eye exam. The alertness results may
be because all infants were scored high in alertness. This could be due to physic'al/environmental factors
in the hospital environment: the time of day the appointment was scheduled, the artificial lighting, the
clinic environment, the preceding eye drops used to dilate the pupils or it qould be some as of yet

unknown variable. This could also affect the outcomes of this study.

When analyzing the crying scores, it was clear that the scores remain steady/static across both
the pre and post test assessments. This supports the child life belief that crying is in itself a valuable
coping mechanism for infants and children in pain or under stressful circumstances {Bandstra et al.

2008).

"The small sample size limitation allowed us a snapshot of trends in infant coping during ROP eye
exams, which suggests a full study is necessary and ahpropriate to demonstrate more signifiéént

statistical significance. -

The use 6f Bronfenbren‘r‘\‘er’s bioecologiéal theory highlighted the multiple interacting influenzes -
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affecting the infants coping development. Through the introduction of the CCLS support sessions the
interacting influences were positively changed in order to achieve a positive increase in development of
the infante coping, thus fulfilling the study hypothesis. The study directly and indirectly effected the
infant’s bi-directional interaction with each of the physical and social environmental factors: parent- -
infant, CCLS-infant, fellow-infant, ophthalmologist-infant, social-environment-infant, and the physical -
environment-infant. These parameters were affected and influenced just by the mere inclusion of the

infant in the study.
Limitations:

The primary limitation to the pilot study was the small sample size. Subject recruitment was a
coﬁplex process dul;ing which a number of factors related to the highly eomplex nature of the
ou;pa"ti’ent po;;ulatien were considered. VMa“n;f of the consented infants were fdﬁed to not be at risk for
ROP and therefore could not participate and continue in the study a‘ffe? théi;' initial ‘assessment. A
;)ossible fee;en for the majorit{/.ef the beﬁieg to b‘e“ ;iot at risk fo;' Rf)P could be because as premeture
babi:efs grow end d‘eveloptup te ihe;f actual terh bi&h date, mahy of them through nétdral growth anc; '
develobﬁeht .develobiout of risk. S:mply puf, asAa:prerriat)ure ba;by gl:o‘w»s, as they would in the wo'n;b,:
their‘eyes should grow and develop to the normal peint they would at full term birth wﬂicﬁ pla’ees them
not at risk for ROP. There are similar intake issues documented in recent research studies with this
populatior{. ln a study undertaken by Livingstone,'éeider, Kany, Gallardo, Joseph & Gold (2007')
mvestrgatmg the eff" cacy of the development and tmp|ementatlon of an infant massage program for
medically fraglle infants, only 12 mfa nts \;Mere recewted ove;' a 12V‘month perrod 7in the control group
ane 5 in the experumental group.m o - |
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Performing this study in the summer meant that a number of clinic staff were away on vacation.
This meant that there was inconsistent staff involvement in the doctors performing the eye exams, the
fellows participating in the coping assessments, and inconsistencies in the nurses providing containment
holds during the eye exam. Other noted impacts due to staff holidays were longer wait times and delays
due to overbooked clinics because of inadequate coverage for vacationing staff. The only study
constants were the intake coordinator remained the only hospital staff member contacting and inviting
families to participate, and the experienced ROP nurse participating in the study that discussed the
consenting process with caregivers and witnessed all the signing of consent forms. This same

experienced ROP nurse was also the consistent rater of each infants coping assessment.

When looking at the infant scores it is obviou; that the nurse and fellow) did npt score many
inffantsatalora 5. This is a common trend found in scaled assessments; not selecting ti}e highest or
lowest scores {Locke, Silverman, ‘8§‘Spirid uso, 2Q04). This is shaped by training and ideolo;ies in the
clinic, including the myth that most babies do not experience pain —a long standing pg!ief that js slow to
change despite the evidence (VanDijk, et al. 2001): This ,is ;an illustration of ;ubjectivfty and' a;ater bia;

which is inherent whenever using a rater scale. The pre and post scores are objective measures of a

subjective observer assessment.

Recommendations/Future Research: o Lo Ly

&

ol . U T . . vn . . B
Further research should be completed, replicating this study on a larger scale, using a control

group and taking place overa lor{ger period of time in order to influence and positively change the .
standards of best practice of coping subport provided to infants and children in health cére. A larger
study with a bigger sample will allow for greater analysis and comparisbn of the infant’s assessment }
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scores between and within raters, increasing the statistical significance necessary to impact and
influence change in the pediatric medical field. Adding an additional rater to bring the number of total
raters to tj_hree, would also allow for increased analysis and comparison between and within raters.
However, this small study does sugéest that through the provision of child life support sessions one can
increase and enhance the procedu}al coping in premature infants during painful routine procedures.
Implementing the strategies used in this small pilot study will positively benefit infants coping when

undergoing painful procedures.

It is evident from the results that some investigation into crying as a valid and valuable coping
mechanism should look to determine the different variables and influencing factors in its use in infants
and children’s existing coping strategies. From this investigation;further research through studies into
the use of crying as a coping tool could impact and change ideologies long held in the field of child

development and pediatric medicine about crying as a negative behavior.

Further research as a whole needs to be undertaken by CCLS’s with regards to enhancing the
procedural supports presently being provided in pediatric healthcare to include more supports for

infants and children coping with illness, medical/surgical needs and trauma.

Conclusion:

This study demonstrated the feasibility and benefit of child life suppor% session; in increasing
and improving coping in premature infants during ROP eye exams. Oﬁr findings indicate that a properly
designed >é‘nd implemented child life support program performed by specially trained child life specialists
can be sa}ely practiced with premature babies and their caregivers in their homes. Continued research
needs to .bc’a‘ com;;leted ona larger sami:le, using a control group, with at least three raters observing
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and scoring infant coping, and taking place over a longer period of time. Influencing the standards of
best practice in coping support for infant and children in the field of pediatric medicine can be achieved

with a larger study comparing greater statistical results.
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COMFORT behavior © scale
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Appendix B: Child Life Support Sessions Outline: 3 sessions, 30 minutes each.

Session 1:

5 minutes ~ Introduction to comfort positions

Step 1. Swaddling.
Step 2. Sidelying, Supine, Prone positions for comfort.

15 minutes - Introduction to infant massage, Demonstration by CIMI (McCLure, 1989).*

Step 1. Caregiver relaxes and breathes deeply as they prepare the baby (clothing
adjusted/blankets).

Step 2. Qils palms and rub hands together to warm.

Step 3. Shows palms to baby, asks permission to begin.

Step 4. Demonstration of hand containment, two areas of body are covered/swaddled by each
hand (i.e. /one hand on the head, the other hand on the foot).

Step 5. Massage of legs and feet {11 components). . -

10 minutes — Caregiver education/information

Information about ROP eye exam —what happens during the exam?
Education about parental presence during procedures, and how parents can participate and
assist their infants coping; information about developmental stages of premature infants.

Session 2: : *

10 minutes — Review of techniques learned in previous session,

Swaddling and positions for comfort.
Hand containment and infant massage techniques.

15 minutes — Infant massage demonstration of new steps 5to 7.*

L

5 minutes — Review caregiver education/information. .

L4

Step 5. Massage of abdomen (6 components).
Step 6. Massage of arms and hands (9 components).

Step 7. Massage of face and head (6 components).

Information about ROP eye exams. Answer caregiver questions/concerns.

Education about parental presence and participation. Answer caregiver questions/concerns.

Discuss common infant cues and developmentally appropriate caregiver responses. B
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Session 3:

10 minutes — Review of techniques learned in previous sessions.

e Swaddling and positions for comfort.
e Hand containment and infant massage techniques.

15 minutes ~Infant massage demonstration of new steps 8-10*.

e Step 8. Massage of the back (5 components).
¢ StepS. Gentle movements (5 components).
e Step 10. A kiss to grow on!

5 minutes — Review caregiver education/information.

¢ Information about ROP eye exams. Answer caregiver questions/concerns.
¢ - Education about parental presence/participation. Answer caregiver questions/concerns;
* Going over past discussion on premature infant development and cues. Answer caregiver

questions/concerns.

* IMPORTAN T NOTE - ThIS touch protocol will be followed unless the infant cannot tolerate it and
shows visible signs of distress. Distress includes a significant colour change, more than 30 seconds of
crying; hyperextension of extremltles trunk or tongue; frantic actnvnty, squnrmmg, or thtChlng, /
tremonng, yawnlng, cIenched f|sts or hlccoughs (lemgstone etal 2007) :

Direct touch may be disruptive and unbearable to the sens:twnty of some infants. Sometimes hand
containment, just placmg one’s hands over the body, and not massagmg the infant, may be aII that the
infant can tolerate at that particular time. In cases where this happens Hand containment wnll be
practiced exclusively on the infant, and the CIMI wnII demonstrate addltlonal mfant massage techmques

on the demonstration doll only.’
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AppendixC.  Telephone Script

Hello , this is Morgan Livingstone the Certified Child Life Specialist and researcher from the Eye
Clinic at Sick Kids. | am calling to explain the infant coping pilot study that Dr. Tehrani and | are
conducting with babies during their ROP eye exams. David Ford, our Patient Information Coordinator,

indicated that you were willing to be contacted about participating in the study.

Is this a convenient time to speak? If not | am happy to call back at a more appropriate time that better

suits your schedule.
While | explain this study, you are welcome to ask me any questions you may have at any time.

The purpose of this study is to explore the effect of 3 child life support sessions on a premature baby’s
coping during an ROP eye exam. We want to observe and record a baby’s coping during an ROP eye
exam before and after the baby and their caregiver(s) have received 3 child life support sessions to see if
there is an improvement in the baby’s coping after the child life support sessions. The observations will
be recorded on an approved checklist called the COMFORT behavior scale. Results will be used to

improve the standards of best practice for premature babies coping needs during procedures.

For this study, Dr. Tehrani, the ophthalmologist, and myself, Morgan Livingstone the certified child life
specialist, along with an ROP nurse and an ophthalmology fellow, will be focusing on your baby’s coping
during their routine ROP eye exam. Retinopathy of Premat‘urity (ROP) is a disease of the blood vessels
that supply the blood to the inside surface of the eye, known as the retina. This pilot study will examine
the existing coping process of babies undergoing ROP eye exams, and then examine the impact of three
child life supportive sessions on the coping competence of the patients dunng future ROP eye exams.

Upon consent to participate in this study, two observers will be present to assess the copmg responses
of the patient during their mmal ROP eye exam. ‘ .

After this initial exam, | w1|| book three Chlld life support sessions with you at times that are convenient
to your schedule. These sessions will take place in your residence over the next one to two weeks before
your baby’s next scheduled ROP eye exam.

The three Child Life Support Sessions will include three separate sessions, each 30 minutes long. These
sessions will include:

» Infant massage and touch holds

- Comfort positioning N
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- Caregiver education on baby development, ROP eye exams, and parental presence and involvement
during the exam.

The coping responses of your baby will then be re-assessed by the same two observers during the next
scheduled ROP eye exam.

There are no costs to your family for participating in this study. If you chose to participate in this study,
you will receive infant massage oil, informative sheets about the study, and a blanket for your baby.
Upon completion of the study, you will receive a participation certificate.

There are potential benefits for the families particibating. We expect that babies will have significantly
less distress and increased coping during examinations; this may provide for easier examinations. We
also expect that most caregivers will gain knowledge and skills that increase their ability to support their
baby before and after examination, thus improving the patients coping responses to invasive procedures
and reducing stress.

There are also potential benefits to society. Future research based on this pilot study will likely show °
child life techniques provide significant support for babies and their caregivers, undergoing repetxtx\ee,
painful, invasive medical procedures.

To ensure confidentiality, all the information we collect for this study will be reported in summery
format and you, your baby and any personal information will not be identified. Access to your personal
information will be strictly limited to members of the research team and the clinical research monitors

Upon arrival for your baby's initial exam, our ROP nurse Beverley Griffiths wull go over the consent form
and confidentiality with you before you agree to participate in the study.

_ Please feel free to contact me with any questions you may"have with regards to ihis study. I can be
reached at 416 893-22489.
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Appendix D: ‘

Feunopathy of Premeturity {(ROP) is ¢ disesse of the blood vessels
thet supply the biood 10 the insicie surface of the eve, known as the V
reuna. This pilot study will examine the existing coping process of
bebies undergoing ROP eye exams, and then examine the inpact of
theee child §fe sipper:iva sezsions on the coping competence of the
patients dunng future ROP eye exams,

This research hopes to prove thet the chiki fife support sessions
provided to babres and parents will increase snd iﬁm}’e coping
responses of patients during peindul procedures. -

By doing 30, the hope 5 10 sllevate, eliminate and evoid potentally
harmtul negative coping responses snd prevent potentis! coping
probiems in the future healthy deveiopment of the baby.

<F

Cornfied Clld Tufs
Bpeninbae

53



" a Comfort positioming

. dures, . « Tk IR L C . ; zz,;

wm will teka place during this study: .

Ug&n consent to purtoigele in this study, two observers will be present 1o assess the coping
re.-spmmes of the pemen: dmng zhm witia] ROP eys exem,

ARter This exam, the certified child life specialst will book three child life support sessioss with
thie petiers and thed cersgivers. These sessions will take pisce in the family residdence over the
naxt one B D0 weeks before the next seheduled ROP eye exam.

The three Child Life Support Sessions will nciuce three sepanste 5essmns, nch oG mzmﬁu S

iong. These sessions will include:

& infem massage entd touch holds

o~ Coregiver edutut:on on beby deveiopment, RDP eye exams, snd parentu! msence -nd‘

 involvement oumg the exarmn,

The wpmg resporises of zhe patient will then be re-ussessed by the seme two observers dumxg
© the next stheduled ROP eye exam, :

o

The potential benefits to participants:

" We expect that bebies will have signficantly Jess oistress and increased coping during exsmina-

wons; this iney provide for easier examinations. We also expect that most cerefvers will gain
knowiedgs end shilis that increase their ebility to suppont their baby before snd afuw %xamiew <
mm th«s smpnmng the patsems toping responses 1o ihvasive procedures end reducing stress.

' The potential banefits to society:
Futare tesearch based on this plot study will ikely show ohiid |de technigues provide significent .

suppors for bebws and thee weg’ vers, und&rg&ng repetinve, painful, myusive med;wl prooe-
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Appendix E.

SickKids

THE HOSPITAL FOR
SICK CHILDREN Research Ethics Board

Research Ethics Board

Research Consent Form

Title of Research Project:

* Pilot Study: Investigating Child Life support sessions as a coping tool for Retinopathy of
Prematurity infants undergoing ROP eye exams.

Investigator(s):

* Dr. Nasrin Tehrani (Principal Investigator): 416 582—8492 (pager)
» Morgan Livingstone CCLS CIMI (Co-investigator): 416 893-2249

Purpose of the Research:

INTRODUCTION

A Certified Child Life Specialist (CCLS) is an expert in child development that promotes
effective coping in infants and children facing challenging experiences, particularly those
related to healthcare and hospitalization. Understanding that the wellbeing of an infant
depends on the support of the family, a CCLS also provides information, support and
guidance to caregivers. Many CCLS's are certified as Infant Massage Instructors (CIMI),
and can teach caregivers how to provide gentle soothing touch techniques to premature
infants.

-
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Retinopathy of Prematurity (ROP) is a condition that can occur in some premature babies
when blood vessels and scar tissue grow over the retina, which is the back of the eye. ROP
can affect an infant’s vision. An ophthalmologist can detect ROP during an eye exam.

N .
s

WHY IS THIS STUDY BEING DONE?

This study explores the effect of 3 child life support sessions on a premature infant's coping
during an ROP eye exam. We want to observe and record an infant’s coping during an
ROP eye exam before and after the infant and their caregiver(s) have received 3 child life
support sessions to see if there is an improvement in the infant's coping after the child life
support sessions. The observations will be recorded on an approved checklist called the
COMFORT behavior scale. Results will be used to improve the standards of best practice
for premature infants coping needs during procedures. - :

HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY?
20 infants and their caregivers wilvl be invited to participate.
WHAT IS INVOLVED IN THE STUDY?

Infants and their caregivers that are referred to the Hoépital for Sick Children (HSC) and
are 'scheduled for an initial ROP eye exam will be asked by a staff member in the Eye Clinic
if they would be willing to participate in this study, and if they are willing to be contacted by
a researcher A prepared informative Ietter about this study will be given to each caregiver

" at that time or mailed to their residence. By phone a researcher will explain the reasons for
‘the” study, describe the child life support sessions, and answer any questions about the
study. If a parent chooses to Jom the study, they wm complete a consent form on or before
the day of thelr mfants ROP exam AT
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The infant's coping will be observed and recorded on a short checklist during the initial
ROP eye exam by 2 observers: 1 nurse and 1 fellow. Caregivers will be invited to book 3
child life support sessions with the certified child life specialist over the next 1-2 weeks.
These sessions are to take place at a time that bests suits the caregiver’'s schedule. The
support sessions will take place in the family residence, and all supplies associated with the
session will be provided by the child life specialist at no cost to the caregivers.

During the 3 support sessions the CCLS will teach the caregivers positions that they can
place the infant in that promote comfort, teach various infant massage strokes to help the
infant relax, and provide information about the ROP exam, infant development, and will
- explain how parents being present during the exam can help the infant cope better.

During the follow-up ROP eye exam, the infants’ coping will be observed and recorded
again by the same observers.

WHAT ARE THE RISKS OF THE STUDY?
We know of no harm that taking part in this study could cause you or your infant.
WHAT ARE THE BENEFITS OF PARTICIPATING IN THE STUDY?

We expect that the infant will have sngmﬁcantly less distress and show improved coping.

~ during examinations; this may provide for easier examinations. We also expect that
.., most caregivers will gain both knowledge and skills that increase their ability to support
'}thelr infant before and after examlnatlon thus improving infant coping with procedures
and reducing infant stress. From thls caregivers can understand the basics of ROP and
the ROP exam, ask better questlons of the doctors and nurses, and reduce the infants
stress during treatment.
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WHAT ARE THE BENEFITS TO SOCIETY?

Future research based on this pilot study will likely show child life techniques provide
significant support for infants and their parents, while those infants undergo repetitive,
painful, invasive medical procedures

WHAT OTHER OPTIONS ARE THERE?
Taking part in this study is voluntary. Caregivers may say no to this study, or leave the
study at any time. Saymg no or leaving the study does not affect your mfant s treatment

in any way. - No infant will receive an ROP eye exam for the purpose of this study

WHAT ABOUT CONF IDENTIALITY?

Infants recorded assessments are strictly confidential. No personal information will be -
presented at meetings, published, or released without your written consent unless
required by law. HSC study records will be kept in a secure, locked office. Research
records with your name on them may be inspected by the HSC Clinical Research Offlce
Monitor. .

~ WILL | BE PAID TO TAKE PART IN THIS STUDY?

There is no payment for participation.

WHAT ARE THE COSTS?

There are no costs to you if you take part in this study. oo d

WHAT ARE MY RIGHTS AS A PARTICIPANT?
You may say no to this study, or you may choose to leave the study at any time. Signing
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this consent does not waive your legal rights. Nor does it relieve the investigators and
institutions from their legal and professional responsibilities. For further information on

these rights, contact the Sick Kids Research Ethics Manager at 416-813-5718.
CONFIDENTIALITY:

We will respect your privacy. No information about who your child is will be given to
anyone or be published without your permission, unless required by law. For example,
the law could make us give information about you if a child has been abused, if you
have an illness that could spread to others, if you or someone else talks about suicide
(killing themselves), or if the court orders us to give them the study papers.

Sick Kids Clinical Research Monitors, employees of the funder or sponsor, or the
regulator of the study may see your child's health record to check on the study. By
signing this consent form, you agree to let these people look at your records. We will put
a copy of this research consent form in your child's health record and give you a copy
aswell. "

The data produced from this study will be stored in a secure, locked location. Only
members of the research team (and maybe those individuals described above) will have
access to the data. This could include external research team members. Following
completion of the research study the data will be kept as long as required then
destroyed as required by Sick Kids policy. Published study results will not reveal your
child's identity.
CONFLICT OF INTEREST:
All research team members have no conflict of interest to declare.
CONSENT:

“By signing this form, | agree that: -

1) You have explained this study to meﬂ. You have answered all my questions.

2) You have explained the possible harms and benefits (if any) of this study. ... .
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3) I know what | could do instead of having my child take part in this study. | understand that
I have the right to refuse to let my child take part in the study. | also have the right to take
my child out of the study at any time. My decision about my child taking part in the study
will not affect my child’s health care at Sick Kids.

4) | am free now, and in the future, to ask questions about the study.

5) | have been told that my child’s medical records will be kept private except as described
to me.

6) | understand that no information about my child will be given to anyone or be published
without first asking my permission.

7) | agree, or consent, that my child A may take part in this study.”

Printed Name of Parent/Legal Guardian = Parent/Legal Guardian’s signature & date

Printed Name of person who explained consent  Signature of Person who explained
consent & date

Printed Witness’ name (if the parent/legal guardianWitnesS’ signature & date

does not read English)
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SickKids
THE HOSPITAL FOR
SICK CHILDREN

Research Ethics Board

If you have any questions about this study, please call Graduate Student Researcher
Morgan Livingstone (416)893-2249.

Ryerson Graduate Student Supervisor, Pat Corson (416) 979-5000 x7637.

If you have questions about your rights as a subject in a study or injuries during a study,

please call the Sick Kids Research Ethics Manager at 416-813-5718.
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Appendix F:

To: Morgan Liviegsione

Re: RES 2008-198: Pilot Study: Investigating Child Life Support sessions as & coping wol Tor
retioppathy of prematurity (ROP} infants undergoing ROP eve exams,

Dhate: July 28, 2008

Dear Morgan Livingsione,

The review of your protocel REB File REB 2008-198 is now coimplete. The projoct has beea
approved for & one year period. Please note that before proceeding with your project, compliance
with other requined University approvalsenifications, institutional requirements, or gmmammm;
autharizations may be required.

This approval may be extended after one year upon reguest, Pleaye be advised that if the project is
rot renewed, approval will expire and no more rescarch involving humans may take place. If this is
2 fundded project, secess 1o rescarch funds may also be affeored.

Please pote that RER approval policies require that you sdhere srictly 1o the pmtaml as last
reviewed by the RES and thar any modifications ntust be approved by the Board befors they can he
implemented. Adverse o unexpected events must be reported 1o the REB us soun as possible with
#n indication from the Prinvipal Investigator 85 1o bow, in the view of the Priscipal Investigator,
these events affect the continuation of the protocol.

Finally, if rescarch subjects are in the vare of a health facility, at & school, o vther institution of
community organization, it is the lv&mibthl) of the Principal Investigator to cnsure tht the ethical
guidclines and approvals of those facilitics o nstitutions sre vbtained and Gijed with !h: RER prior
to the imtmﬁm of any research. o

Please qmtc your REB file number {RER 2008-198) on future corvespondence.
Congratulations amd best of Juck in conducting your research.

Nancy Walton, PhD.-
Chair, Kescarch Ethics Board -

62



Kids Research Ethics Board (REB)

Tae Reseand Friics Bonrd for The Hospital for Sick Childven ks seganized and operates accarding 10 the principles oad praciices
mutlined in the Trideuncil Policr Statement, the ICH Harmonised Tripartite Guidelines: Good Clisical Practice, and Bivision §
and the Medical Devices Regulazions of the Food and Drug 4ct ay well a3 the Navaral Hewlth Products Regnlations of Health

€ atsda. Thiv vigned docrmedt 15 in dieu of e Hewlth Canada Reseurvh Etkics Bourd Attextasion Form.

Approval & Terms of Agreenient

Tavestigators: Dy, Nasen Tebrang, M Livingsone

Srady Tirle: Poiot Study: Fnvestigatmp Child L Soppont S a3 Coping Tool for Retoopathy of Prematurity Iafants Lk proeg ROP
Ese Eamns,

RER File number: 10000123518 Lavel of Continuing Review: [ B
Protocol Versina Dute: June 30, 2008
Consent & Assent Form Version Date(s): Consent Form - July 11, 2008
Favestizator's Brachure Version Dates N'A
Other Approved Recruitment Document Dates: Initial Contact Tedephone Scrupt - July 11 2%, h;ikw«up Telephone
Senpt - July 112008

- Aapie 1o cavry. cut she proposed resvarch mmwm R sudyects i govondance witk the aberosioted, awkf&uww:&gwm -
1y Appdeabicl and wsng oily the RER-approved sindy pootocol gnd conventinxsent formts), ¥ shall motify the divissowdepartnnms
ket and the RER prvor (3 mpivecenling any aeetdneuts in s provocel and comont’assent forms and of ame dessstions oe eqy
changes in snady womaty. § raall alse sergfy vhe RES of any unespecsed adverse evewis as per RER guidelings As apntivalie, § corsify
that the rosearch cootract and coreesponding protocol are corsistent il will inform the contract manages of ang provocel
sy rdmenis uk rogisend

¥ ayese that. s avoonchony wish the Prosonal Hoaltk lnformation Pratection Aci «f Ontario, § am resporsibie for adveing to aff
comditians and vestnotions vaposed by the REB poverning the wse, secaray, duclosure, veturn and dupovol of the egxsconch swbjeces
pervanit! Dol inforsation, {as also cesponsitie for reporting tmmedisiely any privocy breavher ta the RER Charr and 1o Janicow
Campbedl, the Sick Kidy privacy officer, ¢ wiil eusure that e itk fformation 15 wsed, prly &% neawssary. &y }2«{)’?’3 the
speofie spsearch abwctivs and related research vis applicwsion and approved by the RER.

Siguature of Priudp_a)lmrwixwar j 4 L - DATE 0 9 t:{ 3 wzgwg

§ wpprone of this resear ch protocd, agree m share verponsibelity for its proper sondut, ond will easaee that the BER 5 mm;m.f il

Comorng, af axwa;thr (W
Sigasture of Division’Depuriment Head m £ =it -222 8

Yit REB of the Hospivad for Sich Childrew has reviewsd and approvd the above-named reseerch stundy.

Y.L

K48 Liniversity Avenar, Torante, Ontaris, MSG INS
Tel: $16-813-6152 Fas: 416-813-5083 Email: phcliard
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