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A Multicenter, Randomized, Double-Blind and Placebo-Controlled Clinical Trial of Oral Recombinant

Human Interferon a2b on Pediatric Patients with Rotavirus Enteritis
Pan Jiahual , Yang Lirong2, Han Min3, Zu Qingl ,Zhou Lequan] ,Zhou Xiaolil ,Gu Qian2 ,Yang Xiaoguang2, Wang Zibin3,Li Yugui3
(1. The First?Affiliated?Hospital?of?University?0f?Science?and? Technology?of?China, Anhui Hefei 230001, China; 2. The People's Hospital of Chizhou, Anhui Chizhou 247000,
China; 3. The Third People's Hospital of Bengbu, Anhui Bengbu 233000, China)
Abstract:
Objective: To evaluate the effect and safety of oral recombinant human interferon o2b (rhIFNa2b) on children with rotavirus enteritis. Methods A multicenter, randomized,

double-blind and placebo-controlled clinical trial was carried out in three hospitals from November 2016 to May 2018. According to the time of admission, 90 children with
confirmed rotavirus enteritis were prospectively and randomly divided into oral placebo control group in 30 cases, oral small-dose rthIFNo2b group in 30 cases and oral large-dose
rhIFNa2b group in a double-blind manner. All of children with rotavirus enteritis were received conventional treatment, while those in control group oral placebo twice a day for
three days in addition, those in the oral small-dose rhIFNa2b group oral rhIFNa2b (0.2 MIU/kg-times) twice a day for three days in addition, those in the oral large-dose rhIFNa2b
group oral thIFNa2b (0.4 MIU/kg-times) twice a day for three days in addition. All children were observed for seven days. The statistics was analyzed by SPSS 19.0 software. The
therapeutic effect was evaluated at 3 and 5 days after therapy and clinical symptoms and signs continuous time among three groups were compared. The safety of oral rhIFNa2b was
evaluated during treatment. Result: All of 90 children completed the study, included 30 cases in placebo control group, 30 cases in oral small dose IFNo2b group and 30 cases in oral
large dose IFNa2b group. There were no statistically significant differences in age, weight, gender, duration of diarrhea before treatment, and scores of dehydration symptoms of the
children in three groups (P>0.05). The cure efficiency of the 3rd and 5rd in the oral large-dose IFNa2b group were 86.7% and 100.0%, respectively, significantly higher than the
53.3% and 80.0% in the oral small-dose IFNa2b group and 10.0% and 63.3% in the placebo control group (P<0.01). The cure efficiency of 3d and 5d in the oral small-dose IFNa2b
group was significantly higher than that in the placebo control group, and the difference was statistically significant (P<0.05). The fever fading time, vomiting and diarrhea
disappeared time of children in the oral large-dose and small-dose IFNa2b groups were significantly shorter than the placebo control group (P<0.05). In addition, the oral large-dose
TFNo2b group was significantly shorter than the oral small-dose ones (P>0.05) in terms of fever fading time, diarrhea disappearing time and vomiting disappearing time (P>0.05).
The loss rate of stool rotavirus antigen of the 3rd in the oral large-dose rhIFNa2b group was 43.3%, significantly higher than 13.3% of oral small-dose IFNa2b group and 6.7% of the
placebo-control group. However, there was no significant difference in the loss rate of stool rotavirus antigen of the 5d between the three groups (P>0.05). No any adverse drug
reactions were found during the study. Conclusion: The therapeutic effect of oral IFNa2b on pediatric patients with rotavirus enteritis is encouraging, which is worthy of furt*~~
clinical exploration and application, and its therapeutic effect has certain dose-correlation.
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