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Evidence — based analysis of the current status of clinical trials for obesity and

overweight drugs in China and abroad
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Abstract;: Objective
China’ s R&D in obesity/overweight drug clinical trials by comparing

To analyze the strengths and weaknesses of

domestic and international trial characteristics, and put forward

suggestions based on national conditions. Methods Clinical trial data of
drugs for overweight/obesity were retrieved from ClinicalTrials. gov
(CT. gov) and the China Drug Clinical Trial Registration and Information
Disclosure Platform ( Registration Platform) , and divided into a domestic
trial group and an international trial group. A bibliometric method was
used for comparative analysis from the dimensions of drug type, dosage
form, trial design, number of trials, age, gender, and sample size.
Results dominated ( 77.57% ,
211 cases/271 cases ), international  trail
(51.30% , 256 cases/499 cases) and biological products (48.30% ,
241 cases/499 cases) developed balancedly. Domestic trials focused on
tablets (46.32% , 126 cases/271 cases) and injections (47.06% ,

128 cases/271 cases), whereas international trials were dominated by

Domestically, chemical drugs

while chemical drugs
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injections (57.52% , 287 cases/499 cases) (P <0.001). Domestic randomization rate (92.25% , 250 cases/
271 cases) was much higher than overseas (79.56% , 397 cases/499 cases), but blinding application was lower
(44.65% , 121 cases/271 cases vs. 65.33% , 326 cases/499 cases). Few domestic trials included children (1.11% ,

3 cases/271 cases) , with only 3 female — specific studies. Conclusion Global obesity/overweight drug trials are mainly in

China and the US, but China lags behind with unbalanced structure and insufficient population representativeness. China

should improve R&D level through policy incentives and international cooperation based on clinical needs.
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Table 1  Comparison of drug type distribution in clinical trials
between China and abroad(n,% )

International trials ~ Domestic trials

Drug type

£ap (n=499) (n=271)
Chemicals 256(51.30) 211(77.57)
Biological agent 241(48.30) 58(21.32)
Traditional chinese medicine/ 2(0.40) 2(0.74)

natural medicines

R2 ENSMERE 2 RIS 255 R (n, % )
Table 2  Distribution of drug dosage forms in clinical trials for

obesity/ overweight medications domestically and internationally

(n,%)

Dosage form International trials Domestic trials

P
category (n=499) (n=271)
Injection 287(57.52) 128(47.06) <0.001
Tablet 118(23.65) 126 (46.32)
Capsule 46(9.22) 15(5.51)
Other 49(9.82) 2(0.74)

Others: In the domestic trial group, the " other" dosage forms included
granules and oral formulations not otherwise specified by the applicant. In
the international trial group, the " other" dosage forms included inhalers,
patches, creams, aerosols, gels, nasal sprays, nasal bolus agents, pills,
powders, oral suspensions, and oral formulations not otherwise specified by
the applicant. One clinical trial included test drugs in two dosage forms:
Tablets and capsules. Accordingly, this trial was counted in both tablet and
capsule categories during separate statistical analysis, whereas the total

number of trials remained 499.
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Table 3 Design of drug clinical trials at home and abroad(n,% )

International trials ~ Domestic trials

Experiment design

(n=499) (n=271)

Mode of distribution
Randomize 397(79.56) 250(92.25)
Derandominzation 39(7.82) 21(7.75)
Not applicable 63(12.63) -

Blind method
Single — blind 21(4.21) 0(0)
Double blind 127(25.45) 113(41.70)
Triple blindness 62(12.42) 2(0.74)
Four blindness 137(27.45) 6(2.21)
Open 151(30.26) 150(55.35)
Not applicable 1(0.20) -

Type
Single — arm design 67(13.43) 13(4.80)
Cross — over design 41(8.22) 107(39.48)
Parallel group design 348(69.74) 151(55.72)
Grouped sequential design 34(6.81) 0(0)
Factorial design 8(1.60) 0(0)
Not applicable 1(0.20) -
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