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The effect of breastfeeding on pain relief in full-term neonates during B

vaccination

Protocol summary

Summary
Healthy neonates routinely are undergoing painful minor
procedures. The aim of this study was to explore the
effect of breastfeeding and pain relief in full-term
neonates during injection of hepatitis B vaccination. This
was a randomized clinical trial. A sample of full-term
neonates were randomly allocated into two groups: the
experimental group (group 1) and the control (group 2).
Neonates in the experimental group were breastfed two
minutes before, during, and after the hepatitis B
immunization and group 2 were held in mothers’ arms
but not fed. Pain was assessed using the Douler Aigue
Nouveaune (DAN) scale measuring facial expressions,
limb movements and vocal expressions. The
assessments were carried out after hepatitis B
immunization. Criteria for inclusion were: full- term
neonate; had APGAR scores 7 higher at five minutes
after birth; delivered by spontaneous and vaginal
delivery; were breastfed; postnatal age not more than 24
hours. We excluded infants with any evidence of
congenital abnormalities, medical complications, or drug
exposure.
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Scientific title
The effect of breastfeeding on pain relief in full-term
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Public title
The effect of breastfeeding on pain relief in newborns
during vaccination

Purpose
Prevention

Inclusion/Exclusion criteria
Criteria for inclusion were: full- term neonate; had APGAR
scores 7 higher at five minutes after birth; delivered by
spontaneous and vaginal delivery; were breastfed,;
postnatal age not more than 24 hours. We excluded
infants with any evidence of congenital abnormalities,
medical complications, or drug exposure.




Age

To 24 years old
Gender

Both

Phase
N/A
Groups that have been masked
No information
Sample size
Target sample size: 130
Randomization (investigator's opinion)
Randomized
Randomization description
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Placebo
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Description of health condition studied
pain during hepatitis vaccination

ICD-10 code
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Primary outcomes

1

Description
facial expressions, limb movement, vocal exprssions
Timepoint

after vaccination
Method of measurement
observation

Secondary outcomes
empty

Intervention groups
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Description
In the intervention group: Participating neonates and
their mothers were taken to a quiet nursery room for
immunization. The study did not start until the infant was
observed to be sucking at the breast. Effective sucking
movements were defined as movements in which the
sucking sufficiently moved the temporomandibular joints
to allow the infant to obtain maternal milk and eventually
swallow it. This usually required 30-60 seconds to
achieve. None of the infants had been breastfed for at
least 30 minutes before the study procedures
commenced. In experimental group, feeding was begun
two minutes before, during, and after hepatitis B
vaccination (n=65). At the end of the second minute of
breastfeeding, while the infants were still sucking, the
immunization injections were performed.

Category
Prevention
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Description
In the control group: neonates were not breastfed but
held by the mother for the same length of time at the
experimental group. In the controls experienced the
same procedure while were held in mothers arms but not
fed.

Category
Prevention
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