
Rapid Onset of Crisugabalin in Patients with Diabetic Peripheral Neuropathic 

Pain: Findings from a Multicenter, Randomized, Double-Blind Controlled Study 

 

Tianrong Pan 1, Jianhua Ma 2, Yukun Li 3, Kailiang Wang 4, Chengxia Jiang 5, Yawei 

Zhang 6, Jie Liu 7, Ruiqin Du 8, Wei Zhang 9, Fang Bian 10, Fang Zhang 11, Lijun Wang 

12, Shuguang Pang 13, Tao Ning 14, Bangqiong Wang 15, Ya Li 16, Xiaohong Wu 17, Keqin 

Zhang 18, Xulei Tang 19, Honglin Hu 20, Xin Sun 21, Ping Li 22, Zhifeng Cheng 23, Jia Sun 

24, Jing Yang 25, Yanjun Wang 26, Jialin Gao 27, Hong Mao 28, Fangqiong Li 29, Qin Huang 

29, Yaming Li 29, Zhixi Peng 29, Xiaohui Guo 30* 

 
1 Department of Endocrinology, The Second Affiliated Hospital of Anhui Medical 

University, Hefei, Anhui Province, China 
2 Department of Endocrinology, Nanjing First People's Hospital, Nanjing, Jiangsu 

Province, China 
3 Department of Endocrinology, The Third Hospital of Hebei Medical University, 

Shijiazhuang, Hebei Province, China 
4 Department of Endocrinology, Emergency General Hospital, Beijing, China 
5 Department of Endocrinology, Yibin Second People's Hospital, Yibin, Sichuan 

Province, China 
6 Department of Endocrinology, Pingxiang People's Hospital, Pingxiang, Jiangxi 

Province, China 
7 Department of Endocrinology, The First Affiliated Hospital of Henan University of 

Science and Technology, Luoyang, Henan Province, China 
8 Department of Endocrinology, PLA Rocket Force Characteristic Medical Center, 

Beijing, China 
9 Department of Endocrinology, Qiqihar First Hospital, Qiqihar, Heilongjiang Province, 

China 
10 Department of Endocrinology, Cangzhou People's Hospital, Cangzhou, Hebei 

Province, China 
11 Department of Endocrinology, Kaifeng Traditional Chinese Medicine Hospital, 

Kaifeng, Henan Province, China 
12Department of Endocrinology, Taizhou First People's Hospital, Taizhou, Zhejiang 

Province, China 
13 Department of Endocrinology, Jinan Central Hospital, Jinan, Shandong Province, 

China 
14 Department of Endocrinology, Baotou Central Hospital, Baotou, Inner Mongolia 

Autonomous Region, China 
15 Department of Endocrinology and Metabolism, Chongqing Three Gorges Central 

Hospital, Chongqing, China 
16 Department of Endocrinology, The First Affiliated Hospital of Xi'an Medical 

University, Xi'an, Shaanxi Province, China 
17 Department of Endocrinology, Zhejiang Provincial People's Hospital, Hangzhou, 

Zhejiang Province, China 
18 Department of Endocrinology, Shanghai Tongji Hospital, Shanghai, China 



19 Department of Endocrinology, The First Hospital of Lanzhou University, Lanzhou, 

Gansu Province, China 
20 Department of Endocrinology, The First Affiliated Hospital of Anhui Medical 

University, Hefei, Anhui Province, China 
21 Department of Neurology, The First Hospital of Jilin University, Changchun, Jilin 

Province, China 
22 Department of Endocrinology, Yuncheng Central Hospital, Yuncheng, Shanxi 

Province, China 
23 Department of Endocrinology, The Fourth Affiliated Hospital of Harbin Medical 

University, Harbin, Heilongjiang Province, China 
24 Department of Endocrinology, Zhujiang Hospital of Southern Medical University, 

Guangzhou, Guangdong Province, China 
25 Department of Endocrinology, The First Hospital of Shanxi Medical University, 

Taiyuan, Shanxi Province, China 
26 Department of Endocrinology, The Second Hospital of Jilin University, Changchun, 

Jilin Province, China 
27 Department of Endocrinology, Yijishan Hospital of Wannan Medical College, Wuhu, 

Anhui Province, China 
28 Department of Endocrinology, Wuhan Central Hospital, Wuhan, Hubei Province, 

China 
29 Medical Department, Haisco Pharmaceutical Group Co., Ltd., Chengdu, Sichuan 

Province, China 
30 Department of Endocrinology, Peking University First Hospital, Beijing, China 

 
* Corresponding author: 

Xiaohui Guo, M.D. 

Department of Endocrinology, Peking University First Hospital, Beijing, China 

Email: bdyyguoxiaohui@sina.com 

 

mailto:bdyyguoxiaohui@sina.com


Supplementary Table 1. Weekly ADPS Change from Baseline: FAS (Imputed) 

Week 

Crisugabalin 

40 mg/d 

(N=178) 

Crisugabalin 

80 mg/d 

(N=179) 

Placebo 

(N=177) 

Pregabalin 

(N=62) 

Mean ± SD Mean ± SD Mean ± SD Mean ± SD 

1 -0.36 ± 0.71** -0.35 ± 0.72** -0.11 ± 0.53 -0.16 ± 0.56 

2 -0.68 ± 0.99** -0.74 ± 1.07** -0.38 ± 0.84 -0.59 ± 0.80 

3 -0.81 ± 1.10* -0.79 ± 1.19* -0.53 ± 1.00 -0.71 ± 0.93 

4 -1.00 ± 1.09** -1.06 ± 1.25** -0.68 ± 1.08 -0.93 ± 1.07 

5 -1.09 ± 1.17** -1.10 ± 1.30** -0.75 ± 1.14 -0.99 ± 1.10 

6 -1.19 ± 1.20* -1.22 ± 1.36* -0.89 ± 1.24 -1.17 ± 1.26 

7 -1.21 ± 1.29* -1.30 ± 1.44** -0.92 ± 1.28 -1.30 ± 1.32 

8 -1.35 ± 1.34* -1.44 ± 1.46** -0.98 ± 1.37 -1.38 ± 1.30 

9 -1.42 ± 1.37* -1.51 ± 1.50** -1.04 ± 1.43 -1.42 ± 1.30 

10 -1.55 ± 1.41** -1.59 ± 1.55** -1.10 ± 1.53 -1.57 ± 1.42* 

11 -1.59 ± 1.44** -1.69 ± 1.56** -1.13 ± 1.64 -1.60 ± 1.43* 

12 -1.88 ± 1.53** -1.96 ± 1.71** -1.19 ± 1.67 -1.76 ± 1.53* 

13 -2.03 ± 1.59** -2.06 ± 1.78** -1.23 ± 1.69 -1.87 ± 1.62* 

Abbreviation: ADPS: average daily pain score; FAS: Full Analysis Set; SD: Standard 

Deviation. 

Least-Significant Difference (LSD) method; *P < 0.05, **P < 0.01 vs. Placebo. 

 



Supplementary Table 2. Day 14 NRS Score Change from Baseline: FAS (Imputed) 

Day 

Crisugabalin 

40 mg/d 

(N=178) 

Crisugabalin 

80 mg/d 

(N=179) 

Placebo 

(N=177) 

Pregabalin 

(N=62) 

Mean ± SD Mean ± SD Mean ± SD Mean ± SD 

1 0.00 ± 0.94 0.02 ± 1.01 -0.03 ± 0.53 0.05 ± 0.61 

2 -0.24 ± 0.69* -0.18 ± 0.71 -0.08 ± 0.64 -0.14 ± 0.62 

3 -0.30 ± 0.81* -0.36 ± 0.94** -0.11 ± 0.64 -0.20 ± 0.65 

4 -0.42 ± 0.94** -0.38 ± 0.84** -0.12 ± 0.69 -0.17 ± 0.80 

5 -0.49 ± 0.94** -0.48 ± 1.05** -0.11 ± 0.71 -0.14 ± 0.77 

6 -0.51 ± 0.94** -0.47 ± 0.97** -0.17 ± 0.77 -0.27 ± 0.64 

7 -0.51 ± 1.01** -0.59 ± 1.09** -0.23 ± 0.78 -0.27 ± 0.71 

8 -0.61 ± 1.02** -0.72 ± 1.15** -0.32 ± 0.82 -0.45 ± 0.72 

9 -0.67 ± 1.01** -0.69 ± 1.14** -0.30 ± 0.83 -0.48 ± 0.76 

10 -0.64 ± 1.11* -0.72 ± 1.15** -0.38 ± 0.85 -0.59 ± 0.88 

11 -0.65 ± 1.03 -0.74 ± 1.14** -0.45 ± 1.03 -0.62 ± 0.92 

12 -0.65 ± 1.09* -0.78 ± 1.19** -0.42 ± 1.02 -0.65 ± 0.92 

13 -0.76 ± 1.12** -0.77 ± 1.13** -0.44 ± 1.02 -0.67 ± 0.94 

14 -0.78 ± 1.17** -0.78 ± 1.18** -0.47 ± 1.03 -0.63 ± 0.96 

Abbreviation: NRS: Numeric Rating Scale; FAS: Full Analysis Set; SD: Standard 

Deviation. 

Least-Significant Difference (LSD) method; *P < 0.05, **P < 0.01 vs. Placebo. 

 



Supplementary Table 3. Day 14 DSIS Change from Baseline: FAS (Imputed) 

Day 

Crisugabalin 

40 mg/d 

(N=178) 

Crisugabalin 

80 mg/d 

(N=179) 

Placebo 

(N=177) 

Pregabalin 

(N=62) 

Mean ± SD Mean ± SD Mean ± SD Mean ± SD 

1 0.03 ± 0.90 0.04 ± 1.07 0.03 ± 0.65 -0.10 ± 0.87 

2 -0.14 ± 0.96 -0.23 ± 0.79** 0.02 ± 0.74 -0.12 ± 0.81 

3 -0.21 ± 0.88** -0.37 ± 0.95** 0.06 ± 0.78 -0.18 ± 0.79 

4 -0.24 ± 0.82* -0.37 ± 0.93** -0.01 ± 0.77 -0.21 ± 0.87 

5 -0.36 ± 0.94** -0.38 ± 0.96** 0.03 ± 0.82 -0.26 ± 0.91* 

6 -0.34 ± 0.92** -0.43 ± 1.01** -0.01 ± 0.84 -0.21 ± 1.18 

7 -0.34 ± 0.94* -0.54 ± 1.08** -0.11 ± 0.87 -0.24 ± 0.64 

8 -0.46 ± 1.02* -0.65 ± 1.10** -0.21 ± 0.91 -0.36 ± 0.68 

9 -0.45 ± 0.99* -0.61 ± 1.09** -0.19 ± 0.92 -0.33 ± 0.80 

10 -0.47 ± 0.99* -0.68 ± 1.13** -0.23 ± 1.02 -0.37 ± 1.11 

11 -0.44 ± 0.96 -0.69 ± 1.12** -0.23 ± 1.09 -0.49 ± 0.85 

12 -0.48 ± 1.00 -0.71 ± 1.15** -0.26 ± 1.09 -0.47 ± 0.93 

13 -0.51 ± 0.98* -0.72 ± 1.15** -0.25 ± 1.10 -0.45 ± 1.02 

14 -0.52 ± 1.05* -0.70 ± 1.15** -0.29 ± 1.05 -0.53 ± 1.12 

Abbreviation: DSIS: daily sleep interference score; FAS: Full Analysis Set; SD: 

Standard Deviation. 

Least-Significant Difference (LSD) method; *P < 0.05, **P < 0.01 vs. Placebo. 


