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Clinical comprehensive evaluation of Fuganlin Oral Liquid in treatment of acute
upper respiratory tract infection (¢gi deficiency wind heat syndrome) in Children
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Abstract: Objective To comprehensively evaluate the clinical application value of Fuganlin Oral Liquid (%8 /MK 1 Ik, FGL) in
the treatment of acute upper respiratory tract infection in children(qi deficiency wind heat syndrome), so as to provide evidence for
clinical rational use and regulatory decision-making. Method Based on literature, relevant data platform, clinical investigation and
other information, the clinical comprehensive evaluation of FGL was conducted by combining qualitative and quantitative methods
around six dimensions of safety, effectiveness, economy, suitability, innovation and accessibility. Result (DSafety: FGL does not
reflect safety risks in terms of prescription, non-clinical safety and quality supervision. In terms of clinical safety, the incidence of
adverse reactions is generally low, the degree is mild and short, and the overall safety is good and controllable. @Effectiveness: The
results of pre-marketing RCT studies and meta-analysis based on post-marketing RCT showed that FGL was superior to the control
group (conventional Western medicine or proprietary Chinese medicine) in the treatment of acute upper respiratory tract infection in

children in terms of total clinical response rate. Real-world results also suggest that FGL in the treatment of pediatric acute upper
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respiratory tract infections has a higher clinical recovery rate and a lower complication rate. ®Economy: The results of
pharmacoeconomic evaluation based on RCT suggest that FGL has more economic advantages in the treatment of acute upper
respiratory tract infection in children. @Suitability: The results of clinical investigation suggested that FGL has good suitability in drug
information and drug use. ®Innovation: FGL is the only Chinese patent medicine for the treatment of children with gi deficiency wind
heat and cold, has obtained a number of national patents, and has been approved to add a new indication (cough variant asthma) clinical
application. ®)Accessibility: The ratio of FGL treatment drug cost to residents' disposable income is low, the sales range is wide, the
medicinal materials resources are sustainable, and it has good accessibility. Conclusion Based on six dimensions of evidence, the
clinical value score of FGL was 77.36 points by using the clinical comprehensive evaluation tool of children's proprietary Chinese
medicine. It is indicated that it has good clinical value in the treatment of acute upper respiratory tract infection in children(qi deficiency
wind heat syndrome), and the evaluation results can provide evidence-based reference for clinical rational drug use and drug decision-
making,it is suggested that the results of basic clinical drug management policies should be translated according to procedures.

Key words: Fuganlin Oral Liquid; acute upper respiratory tract infection; gi deficiency wind heat syndrome; clinical comprehensive

evaluation; multi-criteria decision analysis
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Table 1 Data source of Fuganlin Oral Liquid in various dimensions
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Fig. 1 Summary of bias risk assessment
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Fig. 2 Bias risk assessment
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Table 2 Basic characteristics of clinical trial of Fuganlin Oral Liquid in treatment of acute upper respiratory tract infection

in children
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B R A8 350/117 1~12 FGL+/NURE DRI FGL BF+/NURECORE 7 O3
B ) 72/48 2~12 FGLA+/N)LAiEZ DRI FGL B+ NMUBEDRE 7 OO0

OIRREARE,: QREERZE; GPBEULMRTH.
@ total clinical effective rate; @ clinical recovery rate; @ curative effect of TCM syndrome.
F 3 EBEMOMREATT/NL EBEEHIEIEFRE Meta S5 #T45R
Table 3 Meta analysis results of efficacy indexes of Fuganlin Oral Liquid in treatment of acute upper respiratory tract

infection in children

AR AT SR IR MBECH R [95%CI) P
P/% P1A
I R A 0% 2018-19] 0 <€0.000 01 fiil 52 1.33[1.21, 1.47] <0.000 1
7 Sy & 215-16] 0 <0.000 01 fi] 72 1.21 [1.11, 1.30] <0.000 1
I ARy 1 e 3015-17] 0 0.004 [i4] 5 1.40[1.11, 1.76] <0.000 1
R E T R 215-16] 0 <0.000 01 fi] 72 1.18 [1.10, 1.27] <0.000 01

NN 3 TRRTTERS SRR, DR G R, RS HRE, EHRE TR, O e K P R RBETEITE R B
“When the three studies were included, the heterogeneity test showed statistical heterogeneity among the studies, and the one-by-one exclusion method

was adopted; After excluding the Xianing study, the O test and /> showed no heterogeneity among the studies.
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x4 BRWORGAT NLLEREBHIELER (FAS)
Table 4 Efficacy of Fuganlin Oral Liquid in treatment of acute upper respiratory tract infection in children (FAS)

n/Bl /%)

WP TE S AE IR (ol /%)

N AN

P A4 | n/fl e R = =

AEFIE AR 1275 1210 (94.90) 65 (5.10) 1271 (99.69) 4 (031
57 & 448 430 (95.98) 18 (4.02) 448 (100.0) 0 (0.00)

AEHHE SR KPIE 640 618 (96.87) 22 (3.44) 640 (100.0) 0 (0.00)
HAIE 1065 1005 (94.37) 60 (5.63) 1061 (99.62) 4 (0.38)
FoAth 18 17 (94.44) 1 (5.56) 18 (100.0) 0 (0.00)

®5 ERWOMRGET/ ML ERIERERRNS E X logistics MYAS 4T (FAS)

Table S Multifactor logistics regression analysis of clinical recovery rate of Fuganlin Oral Liquid in treatment of acute

upper respiratory tract infection in children (FAS)

R E EfH SE 18 Wald P1{H OR 14 95% CI

Fillkss

PR 77 B -5 1 7 0.063 2 0.147 6 0.183 2 0.668 6 1.135 0.636~2.024
AN EHHIE

S RFRAIE - A FAIE 0.093 5 0.3650 0.065 7 0.7977 1.502 0.897~2.515

AR RPIE- oAt 02198 0.697 1 0.099 5 0.752'5 1.704 0.213~13.654
NGk S

1~3%-<1% 0.098 3 0.207 3 0.225 1 0.6352 3.078 1.066~8.887

4~6 H-<1 % 0.407 2 0.209 6 3.774 8 0.052 0 4.192 1.443~12.182

T~12 B-<1 % 0.520 5 0.2470 44398 0.035 1 4.695 1.535~14.364
JifE -0.001 6 0.008 3 0.0379 0.8457 0.998 0.982~1.015

logistics [EIAZ TR, FERIG. UEMEADNER B ZE R KRR TG T2

logistics regression analysis indicated that the dose level and syndrome type had no statistical significance on the recovery rate of cold.
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Table 6 Basic data and results of clinical investigation of
Fuganlin Oral Liquid in treatment of acute upper
respiratory tract infection in children

FEAGR Bil% (5 E/%)
IHRFR ERTA 15 (11.90)
FIREEI 50 (39.68)
Bl AT 36 (28.57)
FAELE) 25 (19.84)
Tl s 24 (19.05)
[iiifE3 85 (67.46)
R RS S 17 (13.49)
FGL YT 1R4F 83 (65.87)
I 42 (33.33)
— K 1 €0.79)
AN 0 (0.00)
RALF 0 (0.00)
ITRUARIN 48 5 1R TR [A] 107 (84.92)
e ST 119 (94.44)
£y ST N 89 (70.63)
S e R TR RE R 99 (78.57)
YEHE UM/ PRI M 48 (38.10)

LA M A IE 5 (s ]
HoAh 2 (1.59)

SHVIEEIRIR 1 A E AR, FGL
799.8 76/10 mL, /JLAER DRWEA 6.1 76/10 mL;
RIS BB A G RN SIS B T/ IMED) iF
HSH, FGL H¥JHE N 32.5 mL, /NLEEROMR
N 20 mL, ~F3HZE I 7d. FGL 4R REZH 1
FA Y BN 0.98X32.5X7=222.95 G, 0.61 X 20X

7=85.4 Jt.
24 EEM
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Table 7 Comparison of cost-effectiveness of Fuganlin Oral Liquid in treatment of acute upper respiratory tract infection in

children
s BA (C) / IGRIT U A R rp EIEfi ICER1 (AC/AE1) / ICER2 (AC/AE2) /
BITHE n/f B N — —
Jt (ED) /% RAKRE (E2) /% Jt TG
FGL 350 222.95 98.29 98.29
8.94 10.06
AN LR TR 117 85.40 82.91 84.62
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