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● Wessel’s Criteria and the “rule of three” are commonly used to 
identify infantile colic
○ Inconsolable crying, irritability, and screaming without an 

obvious cause in otherwise well infants for at least three hours 
per day, three days weekly, for at least three weeks (Ong et al. 2019)

● Colic is the most common presentation to primary care physicians 
in the first several months of life (Sung, 2018)

○ Affects roughly 20% of infants (Ong et al. 2019)

● There are no clear causes for infantile colic
○ Some researchers believe colic may be attributed in part to 

underlying gastrointestinal, neurological or psychosocial 
disorders, while others believe it may represent the most 
severe spectrum of normal infant distress (Sung, 2018).

● Effects of infantile colic: increased prevalence of child abuse, 
early cessation of breastfeeding, and maternal depression (Sung, 
2018)

● Issues later in the child’s life: sleep problems, allergic disorders, 
family dysfunction, and behavioral problems (Ahmadipour et. al., 2020)

Background & Significance Literature Review

Methods

● For administration to be feasible for use in neonates, probiotics must be 
produced in a form that allows oral administration in relatively small 
volumes

● At least one type of probiotic supplement is available in liquid drops for 
infant use

● Most probiotics must be kept refrigerated at 40°F to preserve the viability 
of the microorganism although a few forms are known to be stable at 
room temperature (Rdn, 2021)

● Because antibiotics may inactivate the live bacteria in probiotics, timing 
of probiotic and antibiotic doses will need to be appropriately spaced 
·(Zupancic, 2009)

● Nurses should monitor and document any side effects for infants given 
probiotics, as well as note improvements of colic in infants.

Results

Implications for Nursing

Does the administration of probiotics reduce the incidence of 
colic in infants?

● P: infants with colic
● I: probiotic administration
● C: no probiotic administration
● O: reduced incidence of colic
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Databases Searched:
● National Library of Medicine
● PubMed
● Embase
● CINAHL
● Web of Science databases and clinical trials registry
Relevant Key Words: “infant,” “colic,” “probiotics”
Inclusion Criteria:
● Articles within the last 5-10 years
● Population: healthy well-fed infants born at term or between 30-90 

days, diagnosis of colic, exclusively breastfed or formula-fed, 
breastfeeding mothers, absence of major congenital or acquired 
conditions, absence of current probiotic or antibiotic regimen

● Article 1: Infants receiving the probiotic mixture displayed less 
minutes of inconsolable crying per day and higher quality of life
reported by parents via 10-cm visual analogue scale in comparison 
to infants receiving placebo (Baldassarre et. al., 2018)

● Article 2: Infants receiving probiotics displayed reduced daily 
crying time in comparison to infants receiving placebo, insufficient 
evidence to support prophylactic probiotic use (Ong et. al., 2019)

● Article 3: Administration of probiotics to breastfed infants with colic 
resulted in at least a 50% reduction in crying time in comparison 
to the control group (Simonson et. al., 2021)

● Article 4: Significant decrease in frequency of crying in PRR 
(probiotic) group compared to PCR (placebo) group (Ahmadipour, 
Fallahi & Rahmani, 2020)
○ Mean duration: 8.08 PCR vs. 3.55 PRR
○ Mean frequency: 15.53 PCR vs. 7.85 PRR

● Article 5: Significant reduction of crying duration per day in 
probiotic group compared to placebo group (Skonieczna-Zydecka et. al., 
2020)
○ Probability of at least 50% reduction in crying duration was at 

least 1.98 times higher in probiotic group than control group →
Z= 4.80, p<0.0001

● Article 6: Steady decline in daily duration of infant cry or fuss in
both groups over the period of the study (Sung et. al., 2014)

● Article 7: By day 21, a significantly higher proportion of infants in 
the L. reuteri DSM group responded to treatment with a 50% crying 
time reduction in comparison to infants in the placebo group (Chau 
et. al., 2015)
○ 17 vs. 6, p=0.035 (95% CI 1.55 to 7.03)

● Article 8: daily dose of L. reuteri associated with treatment 
success in comparison to placebo, this effect was only seen in 
exclusively breastfed infants however (Dryl & Szajewska, 2018)

● Article 9: Probiotic group averaged less crying and/or fussing 
time and was almost twice as likely to experience treatment 
success at all time points of this study in comparison to the 
placebo group (Sung et. al., 2018)

○ -25.4 (95% CI → -47.3 to -3.5)
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Based on the literature review above, probiotic administration has been proven to be an 
effective intervention to reduce the incidence of colic in exclusively breastfed infants. 

These findings were dramatic in breastfed infants, however mainly insignificant in formula-
fed infants. Additionally, there is insufficient evidence to indicate the use of prophylactic 

probiotics in prevention of colic symptoms in infants.

Article 1: Double-blinded randomized, placebo-controlled clinical trial (Baldassarre et. al., 2018)

● Focused on investigating the effectiveness and safety of a probiotic mixture to treat infant 
colic in breastfed infants compared to placebo

Article 2: Systematic review of 6 randomized controlled trials (RCTs) (Ong et. al., 2019)

● Focused on evaluating the effectiveness and safety of prophylactic probiotics to prevent or 
reduce the severity of colic in infants

Article 3: Systematic review of 15 randomized controlled trials (RCTs) and 5 meta-analyses
(Simonson et. al., 2021)
● Focused on exploring the evidence for probiotics to prevent or decrease the symptoms of 

colic in infants
Article 4: Double-blinded randomized control trial (Ahmadipour, Fallahi & Rahmani, 2020)

● Focused on the effects of pedilact probiotic drops for the treatment of infant colic
Article 5: Meta-analysis and meta-regression of 16 randomized controlled trials (RCTs) 
(Skonieczna-Żydecka et. al., 2020)
● Focused on determining the impact of probiotic therapy on daily crying duration in 

newborns experiencing colic
Article 6: Double-blinded placebo controlled randomized trial (Sung et. al., 2014)

● Focused on whether subjects receiving the probiotic L. reuteri will exhibit lower mean daily 
crying or fuss time in a community broad-based sample of breastfed and formula fed 
infants with colic

Article 7: Randomized double-blinded placebo-controlled trial (Chau et. al., 2015)

● Focused on the effectiveness of L. reuteri DSM on the treatment of infantile colic in 
breastfed infants compared to the placebo

Article 8: Systematic review of 7 randomized controlled trials (RCTs) (Dryl & Szajewska, 2018)

● Focused on the effectiveness of probiotic supplementation in the management of infantile 
colic

Article 9: Systematic review of 4 individual participant meta-analyses (Sung et. al., 2018)

● Focused on whether L. reuteri DSM effectively reduces crying and/or fussing time in infants 
with colic and whether effects vary by feeding type

Figure 1: Mean Crying Time at Study End: Random Effects Model (Ong et. al., 2019)

Figure 2: Mean Crying Time at Study End: Fixed-Effect Model (Ong et. al., 2019)
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