
Full Terms & Conditions of access and use can be found at
https://www.tandfonline.com/action/journalInformation?journalCode=ijmf20

The Journal of Maternal-Fetal & Neonatal Medicine

ISSN: (Print) (Online) Journal homepage: https://www.tandfonline.com/loi/ijmf20

Pain responses in preterm infants and parental
stress over repeated painful procedures: a
randomized pilot trial

Andrea Barbara Eissler, Liliane Stoffel, Mathias Nelle, Sabine Hahn & Sandra
Zwakhalen

To cite this article: Andrea Barbara Eissler, Liliane Stoffel, Mathias Nelle, Sabine Hahn &
Sandra Zwakhalen (2023) Pain responses in preterm infants and parental stress over repeated
painful procedures: a randomized pilot trial, The Journal of Maternal-Fetal & Neonatal
Medicine, 36:1, 2183753, DOI: 10.1080/14767058.2023.2183753

To link to this article:  https://doi.org/10.1080/14767058.2023.2183753

© 2023 The Author(s). Published by Informa
UK Limited, trading as Taylor & Francis
Group

View supplementary material 

Published online: 05 Mar 2023. Submit your article to this journal 

Article views: 570 View related articles 

View Crossmark data

https://www.tandfonline.com/action/journalInformation?journalCode=ijmf20
https://www.tandfonline.com/loi/ijmf20
https://www.tandfonline.com/action/showCitFormats?doi=10.1080/14767058.2023.2183753
https://doi.org/10.1080/14767058.2023.2183753
https://www.tandfonline.com/doi/suppl/10.1080/14767058.2023.2183753
https://www.tandfonline.com/doi/suppl/10.1080/14767058.2023.2183753
https://www.tandfonline.com/action/authorSubmission?journalCode=ijmf20&show=instructions
https://www.tandfonline.com/action/authorSubmission?journalCode=ijmf20&show=instructions
https://www.tandfonline.com/doi/mlt/10.1080/14767058.2023.2183753
https://www.tandfonline.com/doi/mlt/10.1080/14767058.2023.2183753
http://crossmark.crossref.org/dialog/?doi=10.1080/14767058.2023.2183753&domain=pdf&date_stamp=2023-03-05
http://crossmark.crossref.org/dialog/?doi=10.1080/14767058.2023.2183753&domain=pdf&date_stamp=2023-03-05


ORIGINAL ARTICLE

Pain responses in preterm infants and parental stress over repeated painful
procedures: a randomized pilot trial

Andrea Barbara Eisslera, Liliane Stoffela, Mathias Nelleb, Sabine Hahnc and Sandra Zwakhalend

aDepartment of Neonatology, Inselspital, University Children’s Hospital, Bern, Switzerland; bDepartment of Health Professionals, Bern
University of Applied Science, Bern, Switzerland; cDepartment of Clinical Research, Clinic of Neonatology, University Hospital, Zurich,
Switzerland; dDepartment of Health Services Research, Caphri, Maastricht University, Maastricht, Netherlands

ABSTRACT
Objectives: In this pilot study, the aims were to determine the feasibility of whether pain
behavior in extremely and very preterm infants and perceived parental stress change when
parents are involved in pain reducing measures, either actively, performing facilitated tucking or
passively, observing the intervention, in comparison to the involvement of nurses only. In add-
ition, the infant’s pain reactivity and parental stress over three time points of measurement was
of interest.
Methods: Extremely and very preterm infants in need of subcutaneous erythropoietin were ran-
domly assigned to the two intervention groups. The intervention encompassed that one parent
of each infant was involved during the painful procedure: Either parents executed facilitated
tucking themselves or stood by, observing the procedure. Usual care involved that nurse exe-
cuted facilitated tucking. All infants received 0.5ml of 30% oral glucose solution via cotton swab
before the painful procedure. Infant pain was observed with the Bernese Pain Scale for
Neonates (BPSN) and measured with the MedStorm skin conductance algesimeter (SCA) before,
during, and after the procedure. Parents’ stress levels were measured before and after the pain-
ful procedure on the infant, using the Current Strain Short Questionnaire (CSSQ). Feasibility of a
subsequent trial was determined by assessing recruitment, measurement and active parental
involvement. Quantitative data collection methods (i.e. questionnaires, algesimeter) were
employed to determine the number of participants for a larger trial and measurement
adequacy. Qualitative data (interviews) was employed to determine parents’ perspectives of
their involvement.
Results: A total of 13 infants (98% participation rate) were included along with their mothers.
Median gestational age was 27weeks (IQR 26-28weeks), 62% were female. Two infants (12.5%)
dropped out of the study as they were transferred to another hospital. Facilitated tucking
turned out to be a good method to actively involve parents in pain reducing measures. No sig-
nificant differences between the two intervention and control groups were found concerning
parental stress and infant pain (p¼ .927). Power analysis indicated that at least N¼ 741 infants
(power of 81%, a¼ .05) would be needed to obtain statistically significant results in a larger trial,
as effect sizes were smaller than expected. Two of the three measurement tools – i.e. the BPSN
and CSSQ) – proved easy to implement and were well accepted. owever, the SCA was challeng-
ing in this context. Measurements were also found to be time-consuming and resource-intense
(i.e. health professionals as assistants).
Conclusions: Although the intervention was feasible and was readily accepted by parents, the
study design was found to be challenging along with the SCA. In preparation of the larger trial,
the study design needs to be revisited and adjusted. Thus, issues of time and resources may be
resolved. In addition, national and international collaboration with similar neonatal intensive
care units (NICU) needs to be considered. Thus, it will be possible to conduct an appropriately
powered larger trial, which will yield important results to improve pain management in
extremely and preterm infants in NICU.
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Introduction

Every year, an estimated 15 million babies are born
preterm worldwide [1]. In absolute numbers, this is
more than one out of ten babies [2]. Many of these
preterm infants would have little chance of survival
without neonatal intensive care (NICU) medical treat-
ment [3]. However, NICU treatment often involves
painful and stressful interventions such as venepunc-
tures, heel pricks for blood samples, nasopharyngeal
or tracheal suctioning [4].

Extremely (born between the 22nd and 27th week
of gestation) and very preterm (born between the
28th and 31st week of gestation) infants are most
affected by painful interventions such as venepuncture
[5]. Repeated and persistent pain may have short and
long-term consequences on the cognitive and/or
motor development of these preterm infants [6] and
cause corresponding stress for their parents. Studies
show that parental fear and stress due to the NICU
stay [7] may lead to negative parent-infant interactions
such as a lack of bonding [8]. Parental stress may
impair the ability to care for infants and influence the
relationship between child and parent [9]. Detrimental
effects on the parents are reported when the infant is
experiencing multiple painful stimuli [7]. Previous
research shows that parental stress is significantly
reduced when parents are actively involved in the
pain management of their infants [10,11]. Thus,
parents were reassured that the pain management is
adequate [12]. Much research on the active involve-
ment of parents in pain-reducing measures for pre-
term infants focuses on skin-to-skin care (the infant
lying on the parent’s chest) [13,14] as well as on facili-
tated tucking (parents holding the infant, lying in the
cot, with their hands on the head and feet in a “frog
position”) [14,15]. Both methods result in significantly
lower pain in preterm infants. However, skin-to-skin
care may not be applicable in any situation. Unstable
infants or with chest tubes may be difficult to transfer
onto the parent’s chest out of the cot. In contrast, the
measure of facilitated tucking may be applied in every
situation.

Although scientific evidence on possible pain
reduction by parental support is indicated [12–14],
studies on the comparison between parents’ active
versus passive involvement in pain management as
compared to nurse-only (usual care) are lacking.
Therefore, this pilot study was conceptualized to
determine the feasibility of involving parents via facili-
tated tucking or observing during painful procedures
and to measure a change in parental stress and infant
pain. An additional purpose of this pilot study was to

determine the size of the cohort of preterm infants
needed for a larger trial, the time, and the resources
required for recruitment and data collection.

Materials and methods

Design

A three-arm pilot study using mixed methods of data
collection (questionnaires, SCA, interviews) was
designed to test the feasibility of the intervention
encompassing parents’ active and passive involvement
in procedural pain management of extreme and pre-
term infants hospitalized at a NICU.

Reporting of this pilot study followed the
Consolidated Standards of Reporting Trials (CONSORT)
guidelines [16]. The authors hypothesized that the
effects between the two intervention and control
groups will differ as parents convey more familiarity
and security either through their touch or simply by
observing than nurses. As parents may be stressed
during the painful procedure, it was assumed that
their stress level would be elevated before and during
the first measurement, but would then decrease more
significantly during active involvement through facili-
tated tucking compared to observing. A total of time
points was conceived to test the intervention and to
obtain data. An overview of the entire procedure is
given in supplementary Table 3.

Ethics

The pilot study protocol was approved by the ethics
committees of a university hospital in the German
speaking part of Switzerland and the respective can-
tonal ethics committee, registered with the number:
079/13, and registered on the Clinicaltrials.Gov.
Protocol Registration and Results System, Identifier:
NCT05656677. Informed consent was obtained from all
parents who agreed to the participation of their
infants and themselves in the study. The parents had
48 h to decide on participation. Parents had the right
to withdraw from the study at any time without com-
promising the care of their infant and their relation-
ship with the NICU team. It was highlighted that there
was no disadvantage in care for parents and preterm
infant, whether they participated or not, or whether
they decided to withdraw.

Intervention
During a routine subcutaneous (s.c.) injection of
erythropoietin to prevent anemia [16,17], participating
parents were invited to either provide facilitated
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tucking to their infant or stand by in an observing
mode. The facilitated tucking or the standing by were
executed during the s.c. period and for three minutes
after the painful procedure. The infants received 0.5%
of 30% oral glucose solution on a cotton swab, 2–
3min before the s.c. injection by the nurse.

Usual care
Such s.c. injections are usually executed by two
nurses, one of which applies facilitated tucking and
the other injects the substance. Facilitated tucking
was carried out by a nurse who was on shift that day,
and the injection was carried out by the nurse who
was caring for the preterm infant that day. The infants
received 0.5% of 30% oral glucose solution on a cot-
ton swab, 2–3min before the s.c. injection by the
nurse. The facilitated tucking was executed during the
s.c. period, and for three minutes after the painful
procedure.

Procedure
The s.c. injections generally are conducted daily. For
the purpose of this pilot study, data were collected at
injections of days 6, 9 and 12 by one clinical nurse
specialist (CNS) and a research team that included six
NICU nurses, with at least six years of professional
experience. The six NICU nurses involved were blinded
to the purpose of the study, whereas the CNS was
not. Always three members of this research team con-
ducted the pain assessment during the facilitated
tucking or the observing by the parents. The other
three members of the research team focused on the
nurses’ group.

Participants
Parents of extremely and very preterm infants hospi-
talized in a NICU at a university hospital in the
German-speaking part of Switzerland between
October 2019 until November 2020 were invited to
participate. A neonatologist working at the NICU iden-
tified potential participants. The CNS or the neonatolo-
gist provided information about the study to the
parents, without stating its specific aim, instead

referring in principle to the increased involvement of
parents in pain management.

The NICU includes nine places where newborns of
all weeks of pregnancy are cared for. Per annum,
around 100 extreme and very preterm infants are
admitted. Most admissions are internal via the delivery
room, with a smaller number admitted from the out-
side. All intensive care ventilatory support is provided,
and after surgical procedures, children are transferred
to the pediatric intensive care unit. Parents can visit at
any time outside of three hours per day of doctor’s
rounds. Inclusion and exclusion criteria were set for
preterm infants and their parents (Table 1).

Measurement of feasibility
The main objective of this pilot study was to deter-
mine the feasibility of a larger, appropriately powered
study. Feasibility assessment included recruitment rate
(dependent on resources and in-/exclusion criteria),
and percentage of questionnaire completion (depend-
ent on parental acceptance of active participation in
the intervention and completing questionnaire three
times). The pain and stress measurement over three-
time points were reviewed for feasibility as well as
active parental involvement. In semi-structured inter-
views, parents were asked about performing facilitated
tucking or standing by as observers, acceptance,
applicability and feasibility of the CSSQ and measure-
ment over three time-points. The research team was
also interviewed about acceptance, applicability and
feasibility of the validated BPSN, the SCA over three-
time points and active parental involvement. The
parents were interviewed face to face after the last s.c.
injection. The research team was interviewed in focus
groups at the end of data collection.

Measurements of clinical outcomes
The secondary interest of the study was to test for sig-
nificant differences in parental stress between the two
intervention and control groups at three measurement
points as well as infant pain.

To determine infant pain, two research team nurses
observed the infant by using the BPSN in real-time

Table 1. Inclusion and exclusion criteria.
Inclusion criteria Exclusion criteria

� Premature infant born at the Women’s and children0s Hospital in Bern
� Born between 24 0/7-32 0/7 weeks of gestation, birthweight (bw)

<1250g
� Infant in need of s.c. erythropoietin
� German-speaking and writing parents
� Written informed consent of parents

� Premature with an umbilical artery pH <7.00 or asphyxia
� Premature with life-threatening malformations of the central nervous

system
� Premature with intracranial hemorrhage (even if not present at

initiation of study)
� Premature with any surgical intervention
� Parents with substance abuse (i.e. methadone, heroin, etc.),

mentioned in the patient documents
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before (2–3min), during and (2–3 and 10min) after
the s.c. injection. The two nurses independently
assessed the physiological and behavioral pain items
[18]. The BPSN is a multidimensional tool in German
and has shown satisfactory psychometric properties
among preterm and term infants (validity: r¼ 0.75; reli-
ability: a¼ 0.8) [18].

SCA was installed before the s.c. injection until the
last BPSN measurement. For this purpose, a small elec-
trode equivalent to an electrocardiogram electrode
(ECG) was placed on the sole of the foot to the left
and right of the ankle of the preterm infant. An initial
baseline was obtained. Subsequently, SCA pain meas-
urement was continuous. However, SCA values were
recorded simultaneously with each BPSN by a research
team nurse. Effectiveness of the SCA has been deter-
mined in preterm infants. The SCA demonstrated sig-
nificant correlation with other assessment tools
(r¼ 0.325, p¼ .027) [19].

To determine parents’ stress concerning active
involvement in their infant’s pain management as
opposed to parents who stood by, the CSSQ was
used. A pretest was carried out with two mothers prior
to the start of the pilot study to examine the compre-
hensibility of the questions and the time required to
complete the questionnaire. No problems were identi-
fied and the time required to complete the CSSQ was
about five minutes. Reliability (a¼ 0.75) and validity
(r¼ 0.6) of the CSSQ were deemed satisfactory [20].

Randomization
Computerized block-randomization with a block
length of two was used by an external statistician [21].
This way, each infant had the same chance of being in
one of the groups, thereby decreasing the influence of
selection bias. The CNS distributed the random num-
bers in sealed opaque envelopes. A folder was created
for each child and one envelope was assigned to each
by the neonatologist involved. As soon as parents had
agreed to participate, the CNS opened the respective
envelope and instructed the parents on the study
procedures.

Sample size
The estimation of the pilot study sample size was
based on a previous study [22]. The BPSN scores with
and without facilitated tucking in this study (facilitated
tucking: mean ¼ 3.05, standing by/observation: mean
¼ 4.9) and the common standard deviation (1.544)
were used [22]. Assuming a comparable effect, a sam-
ple size of 12 per group was assumed to have a
power of 80% to detect differences at an alpha of 5%

using an unpaired t-test. Therefore, a sample size of
12 preterm infants with one parent each per interven-
tion group was calculated for the pilot study.

Quantitative analysis
Sociodemographic and questionnaire data were statis-
tically analyzed, using IBM SPSS Statistics version 26
(IBM Corporation, Armonk, NY, USA) [16].

Drawing on the results of this pilot study (mean
scores, standard deviation, correlation of values
between time-points), sample size calculation was per-
formed to determine the total number of infants
needed to detect a significant effect over time (time-
�group) with a power of 80% for the larger study. All
calculations were carried out by an external
statistician.

Qualitative Analysis
For parents and the research team respectively an
interview guide was developed (see supplementary
Table 4). Both interview guides comprised an introduc-
tion, open-ended questions, supplemented with in-
depth questions and a conclusion. The open-ended
questions for the parents addressed the facilitated
tucking and the application of the CSSQ. The research
team was questioned on the use of the BPSN, the SCA
and active parental involvement. All interviews were
audiotaped, transcribed, and analyzed by using the-
matic analysis according to Braun and Clarke [23]. Two
analysts (AE and LS) independently coded the tran-
scripts for themes. The following six analytic steps
were performed: Familiarization with the data, gener-
ating initial codes, searching for themes, reviewing
themes, defining and naming themes, and producing
the report. The analysts discussed differences and
agreed on major themes such as the involvement of
the parents, handling of the SCA device, and the tim-
ing of the measurement.

Results

Participants’ characteristics, participation rate,
drop-out percentage
A total of 15 preterm infants who met the inclusion
criteria were enrolled. Of the 15 preterm babies
included, two were transferred to another hospital
and therefore could not be included in the study.
Eventually, five boys and eight girls were included.
Most participants were very preterm infants, with one
pair of twin girls. Only mothers were involved in the
intervention. Demographic and clinical data are
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provided in Table 2, mean, median, IQR numbers and
range in supplementary Table 5. As this was a pilot
study no further statistical testing was performed.

Feasibility of Recruitment
Data were collected over two years from October
2019 until November 2020. On average, every month
a preterm infant was included. Instead of the intended
12 infants per group, only 13 in total were recruited.
Based on the inclusion/exclusion criteria, 25 parents
were identified for participation in the study. 15
declared their willingness to participate in the study,
10 refrained. The majority cited stress from the unex-
pected situation with a premature baby as a reason
for not participating as well as having to commit to
three s.c. injection at three different times, which
could potentially collide with work obligations
(Figure 1).

Estimation of sample size for larger study
Median pain scores ranged from 2.5�5.0 (nurses) vs.
2.0�5.0 (parents) 30min before injection, 2.5�4.5
(nurses) vs. 3.0�4.0 (parents) 2–3min before injection,
6.5–10 (nurses) vs. 6.0�8.0 (parents) during injection,
3.0�5.0 (nurses) vs. 2.0�4.0 (parents) 2–3min after
injection and 2.0�.5 (nurses) vs. 2.0�3.0 (parents)
30min after injection (supplementary Table 5). The
greatest effect (before vs. after injection) was observed
2–3min before vs. 2–3min after injection. Therefore,
these two time-points were used for sample size cal-
culation for the larger trial. In addition, all three time-
points were pooled to get more stable estimations of
the potential effect. Mean pooled pain scores (over all
injection) of 3.83 (nurses) 3.62 (parents) were observed
2–3min before injection and 4.33 (nurses) vs. 3.32
(parents) 2–3min after injection. Generalized linear
models determined a sample size of 741 infants

overall to have a power of 81% to detect an effect
(time�group) (Figure 2).

Feasibility of assessment procedures and the active
parental involvement
All six mothers who performed facilitated tucking
reported a high level of acceptance and considered
the CSSQ easy to complete. They welcomed active
involvement, whereas passive observation was
described as exhausting. Sometimes, the mothers
found it difficult to attend all three times of the s.c.
injections. The completion rate of included partici-
pants was 100%, with no withdrawal. For the research
team, data collection was very time-consuming in add-
ition to daily work with scarce staff resources. When
parents were involved, data collection had to take
place during visiting hours outside of daily doctor
rounds, which constituted another difficulty.

The research team nurses generally found the SCA
installation to be easy. However, applying and reading
the values of the SCA at the same time as the BPSN
was sometimes difficult. The BPSN was simple and
part of daily routine. Having mothers executing facili-
tated tucking was met with high acceptance.

Clinical outcomes
Conducting data collection at each time-point was
generally considered feasible. However, executing sev-
eral measurements all at the same time was very chal-
lenging and complex. In addition, the SCA
manipulation necessitated a trained person. Also, the
SCA had never been used at this NICU before and was
new for everyone. All mothers and nurses found
adhering to the three measurement points per s.c.
injection difficult. The mothers’ stress was found to be
lower (range 1.50–3.50, median 2.50, IQR 1.67–3.00)
and decreased over time when they executed facili-
tated tucking themselves (range 0.83–3.33, median
1.50, IQR 1.17–1.83). Pain intensity of the preterm
infants under facilitated tucking performed by mothers
decreased over time compared to the control group.
An overview of the results for interventions and con-
trol group is given in supplementary Table 5.

Discussion

This pilot study examined the feasibility of a larger
study to investigate active parental involvement using
facilitated tucking or observation, which are easy to
implement, compared with nurses’ facilitated tucking.
Recruitment procedure, sample size, study design,

Table 2. Demographic and clinical data.
Characteristics N %

Female/ Male 8/5 62/38
Nationality
Swiss 12 92
Russian 1 8

Age gestational week at birth
<28 5 38
28-31 8 62
31-32 None –

Parental involvement
Mother/ Father 12/ 0 100/0

Birth weight
<1000g 8 62
1000–1250 g 5 38

Respiratory support during initial hospitalization in NICU
Ventilation 1 8
Continuous positive airway pressure (CPAP) 9 69
None 3 23
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data collection, and acceptability of active parental
involvement were also considered.

The recruitment process was found to have signifi-
cant hurdles. With the requirement that participating
parents needed to be fluently speaking and writing
German, the group of potential candidates for the
study was small. In addition, almost half the parents
who approached about the study (i.e. 10 parents)
declined participation due to the stressful situation,
the time commitment demanded by the intervention,
and potential collisions with the parents’ work.
Therefore, only mothers participated.

To carry out all necessary measures, a large
research team (i.e. 6 NICU nurses and one CNS) was
needed. Currently, there are severe shortages of quali-
fied health professionals. Therefore, a study with such
high demands on resources needs to be well thought
through and prepared ahead [24].

Additionally, coordination and organization of data
collection need to be considered. The measurements in
this intervention took place over three days and at time-
points. Thus, not only did parents need to adjust their
schedules but also the research team needed to organ-
ize themselves and coordinate. Flexibility in such

Figure 2. Power depending on sample size.

Assessed for eligibility: n=55 

Eligible: n=35 

Included: n=13 

Not approached for consent (logistics contraints) and therefore not 

included: n=10 

Consent obtained, but not included (logistics constraints): n=10 

Included, but transferred to another hospital=2 

Excluded: n=20 

Did not meet the inclusion criteria (n=20) 

Figure 1. Flowchart of participants in-/excluded.
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neonatal studies is basically required, time of birth is
unplanned, painful interventions cannot always be
planned, and health status in very premature infants can
change rapidly. Therefore, not only the study design but
also the data collection methods need to be reviewed. A
quasi-experimental design [25,26] or a crossover design
[25] might be more applicable to the larger study.

Facilitated tucking, whether performed by mothers
or nurses, was easily implemented and accepted.
Holding the infant’s head and feet at the same time is
easy for one person and has an immediate calming
effect on both the preterm infant and the person doing
the facilitated tucking [15]. In this pilot study, nurses
already used facilitated tucking when conducting pain-
ful interventions such as s.c. injections. Therefore, the
usual care in this NICU is already improved in compari-
son to the usual care described in a previous study
where nurses only stroked the child [22].

The BPSN was well known to the nurses and, thus,
easily used. However, for subsequent studies, an
instrument adapted to the target sample needs to be
included such as the BPSN-R [26] or the Premature
Infant Pain-revised (PIPP-R) [27].

Data should also be collected directly after the
completion of the painful procedure. At this moment,
the biggest differences have been found concerning
the measurement of pain between intervention and
control groups [13]. For the SCA, a trained person was
needed to obtain valid data [28]. To facilitate data col-
lection, video recordings could be considered. An add-
itional person would be necessary, available at all
times for data collection. However, the data could
have captured the infant exclusively, and would allow
for blinding persons to the data analysis [29,30]. In the
pilot study, the CNS could have conducted the video
recordings. However, more than one person would
have been necessary to adjust for all the various time-
points of data collection.

Additionally, the daily routine at the NICU consti-
tuted a barrier to data collection. In a future study, the
interventions and data collection need to be scheduled
at times more convenient to the NICU’s daily routine,
or to negotiate parent involvement during doctors’
rounds. However, by the end of the study, parent visit-
ing hours had been adjusted. Parents were finally
allowed to be present during doctors’ rounds, which
constitutes a fundamental improvement for future par-
ental involvement in pain-relieving interventions.

Despite such improvements, obtaining a larger
sample for a larger study constitutes a very high bar-
rier. Low case numbers of preterm infants in NICU are
well-known internationally [14]. Considering that for

the larger study, a sample of more than 700 preterm
infants, each with one parent, is simply not feasible at
one NICU. Therefore, the study design needs to be
revisited, and a more suitable design needs to be
identified to account for the low case numbers.
Additionally, collaboration with other NICU nationally
and internationally is a MUST.

One of the strengths of the study was that it was
very carefully conducted, providing important data for
future studies.

Conclusion

Overall, the pilot study was a good way to determine
the feasibility of a larger study. However, it was found
that the employed design may need to be revisited in
order to account for the time-intense commitment of
the parents and the resource-intense intervention.
Besides the measurements employed, integrating video
recording may contribute to simplifying data collection.
In addition, integrating national and international NICU
to access a larger sample of potential study participants
is essential for a successful larger study.
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