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Abstract: Objective To investigate the exposure to potentially harmful excipients (PHEs) and related adverse drug reactions
(ADRs) in neonates admitted to the neonatal intensive care unit (NICU),and to ensure medication safety in neonates. Methods A
retrospective review was conducted on 191 cases of clinical data from 191 neonates admitted to the NICU of the Xinghua People’s
Hospital Affiliated to Yangzhou University in 2022. The data included basic neonatal information (gestational age, gender, birth
weight, length of hospital stay, and detailed medication records). Based on gestational age, the neonates were divided into the
premature group (gestational age < 37 weeks) and the full — term group (gestational age > 37 weeks). The exposure to PHEs was
compared between the two groups,and the rationality of prescriptions involving these PHEs was analyzed. Results Among the five
drugs (11.90%) used in 112 neonates (58.64%) , five PHEs were included. Neonates were mainly exposed to polysorbate 80
(58.12%) , followed by propylene glycol (56.02%). Vitamin K, Injection was the main source of both excipients, accounting for
56.02% each. The exposure rate of propylene glycol in the preterm group was significantly higher than that in the full - term
group (69.77% vs. 52.03%, P = 0.039) , whereas no statistically significant differences were observed in the exposure rates of
polysorbate 80, benzalkonium bromide, sodium benzoate , aspartame, and total PHEs between the two groups (P > 0.05). Moreover, an

instance of irrational prescribing was identified, where in a preterm neonate was inappropriately exposed to sodium benzoate.
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Conclusion More than half of the neonates in this hospital were exposed to PHEs, with Vitamin K, Injection being the main

source of exposure. Propylene glycol exposure was notably prevalent among preterm neonates, and in certain instances, some

premature infants exposed to contraindicated PHEs were observed. Physicians and pharmacists should pay attention to the risks of

ADRs associated with PHEs used in neonates,and strengthen pharmaceutical care for this high — risk population.
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Tab.1 Basic information of neonates admitted to the NICU

Bk T4 RA4A i
A (n=191) (n=43) (n=148) RENES
B (X5, 8) 37.69+1.84  34.95+1.23  38.48+1.06 -18.498 <0.001
BA(F |4, 5) 102/89 2/ 80/68 0.112  0.738
KAFTeskd 3206058 2676048  3.35:0.51  -T.868 <0.001
BRENA(Xts,d)  5.10:1.87  5.60£2.18  4.96+1.75 2,011 0.046
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PHEs 5 JLBF ARER)Z 0 ADRAHOG, i fE8 AR L
FEILAF R AT 80 ADR, HEEIET PRI 2,
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Tab.2 Literature — reported ADRs associated with PHEs
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RUAES0 EhKRELALATE AP -B%G L - Ferl A%, KAk, A
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B VRN T, S B A 25 W) T ) A R A AR
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Tab.3 Comparison of PHEs exposure between the preterm group and the full — term group [case (%) ]

PHEs 3 R Y EAR(n=191) F M (n=43) R R #(n=148) Pt P4
F 0l L85 80 Wiss g FKERR
. 111(58.12) 30(69.77) 81(54.73) 3.095 0.079
BN A R AR
Sl WA A FK EMR
& 7 AfA e 107(56. 02) 30(69.77) 77(52.03) 4.256 0.039
T B AT oL
FA 84 BB R ARAG) ZiBRR 1(0.52) 0(0) 1(0. 68) - 1. 000
F W BRAA BER W AR ORISR 1(0.52) 1(2.33) 0(0) - 0.225
o] 7 & #Hrok Al B HBERASE ORISR 1(0.52) 1(2.33) 0(0) - 0.225
EFEA S AT 112(58. 64) 30(69.77) 82(55.41) 2.834 0.092

E R —#FAINLTRRARMES S A4 PHEs 92540697 . — H KA Fisher th A R4 10 S AACISME #4582 VR E T 1 7 PHEs

H AT AL, S 1) BILERE T S 47 PHEs BF, R AR R 1R,

Note:The same neonaten may receive multiple drugs containing PHEs simultaneously. — refers to the application of Fisher's precision probabil-

ity test,so there are no statistical values. * indicates that neonatens who are exposed to at least one PHE,when one neonaten is exposed to multi-

ple PHEs,the number of exposures is only counted once.
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