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Survey and Risk Factors Analysis on the Off —Label Drug Use in Children in Our Hospital
SUN Mei, DONG Yuzhu, LUO Zehua, LI Wenjun, LUO Shengiang , DU Qian
(The Third Affiliated Hospital of Chongging Medical University - Gener Hospital, Chongging, China 401120)

Abstract: Objective To promote safe and rational drug use in children. Methods A total of 3 188 prescriptions for outpatient and
emergency children in our hospital from March 2019 to February 2020 were randomly selected,involving 2 744 children. A total of
7 217 medical orders involving 320 kinds of drugs in the prescriptions were analyzed. According to the corresponding drug manuals, the
medication situation of the children’s off —label drug use was comprehensively judged from the indications, contraindications, usage and
dosage and the drug users. Results According to the total number of prescriptions and the total number of drugs,the incidence rates of
off — label drug use were 70.46% and 45.43%, respectively. The main types of off —label drug use were overdose(30.31% ),overn age
(26.71% ) and excessive administration frequency(26.57% ). There was a significant difference in the incidence of off —label drug use
among all age — groups of children, departments and disease types( P < 0.001). According to pharmacological classification, the top four
drugs with high incidence rate of off —label drug use were dermatologic agents, otorhinolaryngological drugs, Chinese patent drugs and
digestive system drugs. The off —label drug use risk of non — essential drugs were significantly higher than that of essential drugs

(P < 0.000 1, OR=0.595),that of the over - the — counter(OTC) drugs was significantly higher than that of the prescription drugs
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(P <0.000 1,0R=2.412),that of girls was higher than that of boys( P=0.025 1, OR =1.122),that in the Department of Dermatology
(P < 0.000 1, OR=4.360), Department of Urology( P < 0.000 1, OR =4.804), Department of Ophthalmology( P < 0.000 1, OR =
3.104) and Department of Otolaryngology( P < 0.000 1, OR=1.967) were significantly higher than that in the Department of Pediatrics.

Conclusion The situation of off —label drug use in children in the outpatient and emergency department in our hospital is severe. We

should establish relevant laws and guidelines, promote pharmaceutical enterprises to develop new drugs for children and strengthen the

practice level of clinicians and pharmacists,so as to standardize the off —label drug use in children and ensure their rational and safe

drug use.

Key words:off —label drug use;outpatient and emergency department;children; prescription analysis;risk factors;rational drug use
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