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English Synopsis 

Name of Sponsor/Company: 
BrainGenesis Biotechnology CO., LTD 

Name of Finished Product: 
Huo-Xie Shen Nao Powder (BNG-1) 

Name of Active Ingredient: 
Tangkuei (當歸), Ginseng (人蔘), Scutellaria (黃芩), Coptis (黃連), 

Glycyrrhiza (甘草), Astragalus (黃耆), Bamboo Sugar (天竹黃), and 

Bupleurum (柴胡) 

Title of Study: 
A Double-Blind, Randomized, Placebo-Controlled, Multi-Center Study to 

Compare the Functional Outcome and Safety of Treatment with BNG-1 in 

Combination with Aspirin with that of Aspirin alone in Ischemic Stroke 

Recovery 

Study Center(s): 
1. Taipei Veterans General Hospital  
2. Tri-Service General Hospital 
3. Chang Gung Memorial Hospital Linkou Branch 
4. Mackay Memorial Hospital  
5. En Chu Kong Hospital 
6. Taipei Municipal Wan-Fang Hospital 
7. Far Eastern Memorial Hospital 
8. Taipei Medical University Shuang-Ho Hospital 
9. China Medical University Hospital 
10. Changhua Christian Hospital 
11. Kuang Tien General Hospital Shalu Branch 
12. Changhua Christian Hospital Yunlin Branch 
13. Kuang Tien General Hospital Dajia Branch 
14. Kaohsiung Medical University Chung-Ho Memorial Hospital 
15. Chi-Mei Hospital Yong Kang Branch 
16. Chang Gung Memorial Hospital Chia-Yi Branch 
17. Tainan Sin-Lau Hospital 
18. Chia-Yi Christian Hospital 
19. Chang Gung Memorial Hospital Kaohsiung Branch 

Investigators: 
Dr. Tsong-Hai Lee, Dr. Shan-Jin Liu, Dr. Yeu-Jhy Chang, Dr. Kuo-Lun Huang,  
Dr. Chien-Hung Chang, Dr. Ting-Yu Chang, Dr. Chien-Hsiung Lin,  
Dr. Chen-June Seak, Dr. Chun-Pai Yang, Dr. Shih-Chieh Yu,  
Dr. Kai-Ju Huang, Dr. Ku-Chou Chang, Dr. Teng-Yeow Tan,  
Dr. Jen-Wen Hung, Ruey-Tay Lin, Dr. Chun-Hung Chen, Dr. Meng-Ni Wu,  
Dr. Yang-Pei Chang, Dr. Chien-Fu Chen, Dr. Chung-Hsiang Liu,  
Dr. Wei-Shih Huang, Dr. Yu-Wan Yang, Dr. Yi-Ting Hsu, Dr. Kang-Hsu Lin, 
Dr. Ming-Kuei Lu, Dr. Hui-Chun Huang, Dr. Huey-Juan Lin,  
Dr. Chia-Yu Chang, Dr. Poh-Shiow Dr. Yeh, Dr. Kao-Chang Lin,  
Dr. Tain-Junn Cheng, Dr. Chih-Ho Chou, Dr. Chun-Ming Yang,  
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Dr. Hsiu-Chu Shen, Dr. Helen L. Po, Dr. Ya-Ju Lin, Dr. Yi-Min Chen,  
Dr. Chao-Liang Chou, Dr. Cheng-I Chu, Dr. Yu Sun, Dr. Cheng-Huai Lin,  
Dr. Chang-Hsiu Liu, Dr. Chien-Jung Lu, Dr. Hoi-Fong Chen,  
Dr. Chieh-Cheng Huang, Dr. Ming-Hui Sun, Dr. Li-Ying Ke,  
Dr. Yu-Hui Lin, Dr. Giia-Sheun Peng, Dr. Jiunn-Tay Lee,  
Dr. Chang-Hung Hsu, Dr. Chun-Chieh Lin, Dr. Che-Hung Yen,  
Dr. Chun-An Cheng, Dr. Yueh-Feng Sung, Dr. Fu-Chi Yang,  
Dr. Chin-Yi Chen, Dr. Chia-Ying Sung, Dr. Hao-Wen Teng,  
Dr. Shu-Ping Chao, Dr. Chih-Shan Huang, Dr. Cho-Jung Hu,  
Dr. Lung Chan, Dr. Nai-Fang Chi, Dr. Li-Chi Hsu, Dr. Chang-Ming Chen,  
Dr. Wen-Jang Wong, Dr. Shey-Lin Wu, Dr. Mu-Chien Sun,  
Dr. Chieh-Sen Chuang, Dr. Kai-Ming Jhang, Dr. Jiunn-Rong Chen,  
Dr. Jin-Ming Su, Dr. Jiann-Der Lee, Dr. Ying-Chih Huang, Dr. Meng Lee, 
Dr. Chih-Ying Wu, Dr. Ya-Hui Lin, Dr. Huan-Lin Hsu, Dr. Yen-Chu Huang, 
Dr. Hsin-Ta Yang, Dr. Chi-Chuan Tseng, Dr. Cheun-Ter Ong,  
Dr. Sheng-Feng Sung, Dr. Yung-Chu Hsu, Dr. Yu-Hsiang Su,  
Dr. Ling-Chien Hung, Dr. Siu-Pak Lee, Dr. Chih-Wei Tang,  
Dr. Lih-Wen Huang, Dr. Chen-Yang Hsieh, Dr. Chang-Shan Chen 

Studied period (years):  

2Y2M 

Date of first enrolment:  

Sep 21, 2012 

Date of last completed: 

Oct 24, 2014 

Phase of development: 

III 

Objectives: 

The objective of this study is to investigate the efficacy and safety of BNG-1 in 

patients with ischemic stroke. The efficacy assessment will be based on the 

functional outcome while the safety will be reviewed by the adverse events and 

laboratory examinations. 

Methodology: 

A Double-Blind, Randomized, Placebo-Controlled, Multi-Center Study. 

Number of subjects:  

A total of 150 ischemic stroke patients was planned to be randomized into the 

two treatment arms: BNG-1 9 g/day plus Aspirin 100 mg/day (BNG-1 group); 
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or Placebo 9 g/day plus Aspirin 100 mg/day (Placebo group). 122 evaluable 

patients are targeted in order to reach 90% power with type I error rate of 5%. 

The study will have the following sample sizes by treatment group: 61 in the 

combination BNG-1 and Aspirin and 61 in the Aspirin group. 135 subjects were 

screened, and 131 were enrolled and randomized. The intention-to-treat (ITT) 

population contains 129 patients, and the per protocol (PP) population contains 

103 patients.  

Diagnosis and main criteria for inclusion: 

Inclusion Criteria 

1. Both genders and ages 20 through 65 (subjects are at least 20 years old but 

not yet 66). 

2. Clinical diagnosis of ischemic stroke, causing a measurable neurological 

deficit. 

Ischemic stroke is defined as an event characterized by the sudden onset of 

an acute focal neurological deficit presumed to be due to cerebral ischemia 

after exclusion of hemorrhage by computed tomographic scan or magnetic 

resonance image. 

3. Onset of symptoms of ischemic stroke within 10 days of initiation of 

treatment with the study drug. 

“Time of onset” of stroke is defined as that point at which a change in the 

baseline neurological function occurred. If that time is not known, e.g. the 

patient awakens from sleep with new symptoms, the last time the patient 

was observed to be neurologically intact must be considered the time of 

onset. 

4. Patient has a total National Institutes of Health Stroke Scale (NIHSS) 

between 8 and 22 inclusive by the time of randomization. 

5. Patient has a total Barth Index (BI) less than 60 and Modified Rankin Scale 

(MRS) at least 3 by the time of randomization. 

6. No previous history of stroke or previous stroke with Modified Rankin 
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Scale ≤ 1. 

7. Patient must have a CT or MRI examination compatible with the clinical 

diagnosis of acute ischemic stroke. 

8. Signed informed consent from patient or legally authorized representative 

Exclusion Criteria 

1. Patient has only major symptoms that are rapidly improving by the time of 

randomization. 

2. History of stroke within the previous 3 months, exclude TIA. 

3. Patient has a CT or MRI scan with evidence of a non-ischemic mechanism, 

subarachnoid hemorrhage, primary intracerebral or intraventricular 

hemorrhage. 

4. Patient with known or suspected prior intracranial hemorrhage or history of 

brain injury (within 3 months before randomization) or brain tumor. 

5. Patient has documented history of any atrial fibrillation occurring 6 months 

before randomization. 

6. Hypertension, defined as systolic blood pressure > 185 mmHg or diastolic 

blood pressure >110 mmHg or requiring aggressive (eg, intravenous 

antihypertensive) treatment to reduce blood pressure to within these limits. 

7. Recurrent peptic ulcer or gastrointestinal bleeding documented by 

radiographic or endoscopic means within the past 3 months. 

8. Pregnant or lactating women or women of childbearing potential who are 

not practicing reliable birth control. 

9. Platelet counts less than 100,000 cells/μl. 

10. Activated partial thromboplastin time (aPTT) prolongation greater than 2 

seconds above the upper limit of normal from local laboratory. 

11. International normalized ratio (INR) greater than or equal to 1.4. 

12. Uncontrolled hyperglycemia (Sugar AC > 200 mg/dl). 

13. History of alcohol or drug abuse in the previous 3 months. 

14. History of hypersensitivity or intolerance of study drug or Aspirin. 
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15. Neurological (other than the presenting stroke) or psychiatric conditions 

that may affect the patient’s functional status and/or that may interfere with 

the patient’s assessment (e.g., suicidal attempt). 

16. Previously in the BRAIN-Study or participation in a research protocol for 

investigation of a pharmaceutical agent or innovative invasive procedure 

within the past 30 days. 

17. Any other known clinically significant medical disorder (e.g., a severe 

comorbid disease or dementia, lower gastrointestinal bleeding, bleeding 

diathesis, hepatorenal diseases, cancer, and AIDS). 

18. Patient who has received anticoagulant agents, antiplatelet agents (except 

Aspirin), thrombolytics with 48-hour before randomization. 

Test product, dose and mode of administration, batch number/exp. date: 

Test product: BNG-1 

Dose: 3 g/pack 

Mode of administration: oral administration 

Batch number/exp. date: 

T-Z015-7/ Jan-20-2013 

T-Z015-10/ Sep-23-2014 

T-Z015-13/ Mar-02-2016 

Reference therapy, mode of administration, batch number/exp. date: 

Reference therapy: Placebo 

Dose: 3 g/pack 

Mode of administration: oral administration 

Batch number/exp. date: 

T-Z016-1/ Nov-22-2013 

T-Z066-1/ Oct-20-2014 

B1403061/ Mar-06-2016 

Reference therapy: Aspirin 

Dose: 100 mg/tablet 
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Mode of administration: oral administration 

Batch number/exp. date: 

BXFWWJ3/ Jun-30-2014 

BXG3K91/ Nov-30-2014 

BXGF3A2/ Sep-30-2015 

BXGJB81/ Oct-31-2016 

Duration of treatment: 

All patients meeting eligibility criteria were randomly assigned to active drug 

therapy consisting of BNG-1 (9 g/day) plus Aspirin (100 mg/day) or Aspirin 

(100 mg/day) combined with placebo for a period of 4 weeks. The total 

duration of this trial was 12 weeks including the treatment period (4 weeks) and 

the follow-up period (8 weeks after the end of study drug administration). All 

patients received conventional care during the main study period, and the 

follow-up care were carried out as organized according to usual policy. The 

rehabilitation program was lasted throughout the course of the study. Patients 

were evaluated at baseline, Weeks 1, 2, 4 and at the 4th week (week 8) and 8th 

week (week12) following end of treatment.  

Criteria for evaluation: 

Efficacy: 

Primary Endpoint 

The primary endpoint of this study is the favorable rate at the end of the study. 

The favorable to therapy (responder) was defined as patient alive, MRS < 3 and 

BI  60.   

Secondary Endpoints 

1. The favorable rate at one week after study drug administered; the end of 

treatment (Week 4); and 4 weeks of follow-up (Week 8) of either Aspirin 

alone or combination treatment with BNG-1 and Aspirin. 

2. The mean change in Barthel Index (BI), at each evaluation time point of 

either Aspirin alone or combination treatment with BNG-1 and Aspirin.  
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3. The mean change in National Institute of Health Stroke Scale (NIHSS) at 

each evaluation time point of either Aspirin alone or combination treatment 

of BNG-1 and Aspirin. 

4. The Modified Rankin Scale (MRS) at each evaluation time point of either 

Aspirin alone or combination treatment with BNG-1 and Aspirin. 

5. To compare the change in Extended Glasgow Outcome Scale (GOS-E) at 

each evaluation time point of either Aspirin alone or combination treatment 

with BNG-1 and Aspirin. 

Exploratory Subgroup Analysis  

An exploratory subgroup analysis of the treatment effect for baseline prognostic 

subgroup was performed to evaluate whether the treatment effects are 

consistent across different subgroups  

Safety: 

1. Incidence of adverse events (AE) 

2. Laboratory evaluation 

3. Vital signs and other safety evaluation 

Statistical methods: 

1. Patients Population 

 Safety population: The safety population includes all patients who receive at 

least one dose of study medication and have had at least one safety assessment 

following trial medication. 

 Intent-to-treat (ITT) population: The ITT population is defined as all 

randomized patients who have at least one post-treatment evaluation. 

 Per-protocol (PP) population: The PP population contains all patients who 

completed the 12-week study without any major protocol deviation or 

discontinued the study prematurely due to medical reasons. Detail will be 

defined before analysis. It should be noted that the patient receive prohibited 

medication during the treatment or follow-up period will be excluded from the 
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per-protocol population. 

The analysis based on the ITT population will be considered as the primary 

analysis for this trial. The ITT analysis was applied to the primary and secondary 

efficacy variables. The primary analysis was also performed using the PP 

population. All safety analyses were performed using the safety population. 

2. Hypotheses and Levels of Significance 

The test drug (BNG-1 plus Aspirin) would be concluded to be superior to the 

control (Aspirin alone) in average if the null hypothesis is rejected. Test for 

superiority is performed at the significance level of 5%, a p-value less than 5% 

was taken as proof of superiority. 

3. Baseline Demographics 

The number of patients in each analysis population was summarized and an 

accounting of exclusions from each study population was provided overall and 

by treatment. Patient disposition was summarized including the reasons for 

early termination. Furthermore, the usage of concurrent medication during the 

treatment and follow-up period was also explored.  

4. Efficacy Evaluation 

The primary endpoint was performed on the 12 weeks of study drug 

administered and the favorable rate between treatment with Aspirin alone and 

combination treatment with BNG-1 and Aspirin in patients with ischemic stroke 

was compared. The favorable to therapy (responder) would be determined if all 

of the following occurs: alive, Modified Rankin Scale (MRS) < 3, Barthel Index 

(BI) ≥ 60. Additionally, if an ITT patient has no available data on MRS or BI or 

early withdrawal prior the analyzed time point, then the data from the previous 

visit was carried forward. 

5. Safety Evaluation 

In the analysis of AEs, the Medical Dictionary for Regulatory Activities 
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(MedDRA) adverse event dictionary was used to map verbatim AEs to 

preferred terms and system organ class. The tabulations would count the 

number of patients reporting individual preferred term AEs and the total 

number of patients reporting at least one AE per system organ class. The 

incidence of AEs (preferred terms and system organ class) was compared for 

each of the two treatment groups. 

SUMMARY – CONCLUSIONS  

Efficacy results: 

The purpose of this study is to compare the safety and efficacy of Aspirin alone 

and combination treatment of BNG-1 and Aspirin. The primary objective is to 

evaluate and compare the favorable rate of BNG-1 plus Aspirin combination 

treatment and Aspirin treatment alone in patients with ischemic stroke after 12 

weeks of study treatment. The study evaluated the efficacy of additional BNG-1 

to Aspirin treatment on stroke patients with onset of stroke within 10 days. The 

favorable to therapy is decided by fulfilling the three criteria: patient alive, 

MRS score < 3 and BI score  60. The favorable rate (percentage of patients 

achieving favorable to therapy) in each group are summarized in the table 

below. As shown in the table, BNG-1 group (BNG-1 + Aspirin) showed better 

favorable rates than placebo group (placebo + Aspirin). After BNG-1 treatment, 

the favorable rates of patients treated with BNG-1 are 56.1% and 61.1% in the 

ITT and PP population, respectively. The difference in favorable rate between 

BNG-1 and the placebo group is statistically significant (p<0.0001). 

Favorable Rates in Each Group at End of Study 

 All Group BNG-1 Placebo p-value 

ITT Population (N=129) (N=66) (N=63)  

 52 (40.3%) 37 (56.1%) 15 (23.8%) <0.0001 

PP Population (N=103) (N=54) (N=49)  

 45 (43.7%) 33 (61.1%) 12 (24.5%) <0.0001 

Although the two treatments showed no significant difference in early measured 



20170220_06 

10 of 14 

Name of Sponsor/Company: 
BrainGenesis Biotechnology CO., LTD 

Name of Finished Product: 
Huo-Xie Shen Nao Powder (BNG-1) 

Name of Active Ingredient: 
Tangkuei (當歸), Ginseng (人蔘), Scutellaria (黃芩), Coptis (黃連), 

Glycyrrhiza (甘草), Astragalus (黃耆), Bamboo Sugar (天竹黃), and 

Bupleurum (柴胡) 

time points (i.e., at weeks 1, 2, 4 and 8), the findings in primary endpoint 

showed a significantly favorable rate in BNG-1 group than that in the placebo 

group at week 12 (p<0.0001). Measurement of secondary endpoints revealed 

the improvement of stroke are observed in both treatment groups but there is no 

statistically significant difference between BNG-1 and placebo groups 

regarding the improving stroke indices in patients such as BI, NIHSS, MRS, 

and GOS-E at each measured time point (p>0.05). 

Evaluation of BNG-1 treatment effect in different subgroups is carried out in 

exploratory subgroup analysis. Major factors such as stroke occurrence and 

territory, risk factors of stroke, and abnormality of liver or renal function, were 

chosen to evaluate if any factors would have influence upon the treatment effect 

of BNG-1. The major pathophysiology of stroke in this study is thrombotic 

stroke, and the major vascular territory is at the hemisphere. The differences 

between BNG-1 and placebo on the favorable rate in these groups are 

significant. According to the analytic results, the effect of BNG-1 on stroke 

improvement is not affected by any of the tested stroke risk factors. It was 

found that in subgroups regarding liver or renal function, BNG-1 had higher 

favorable rates than the placebo group. The better favorable rate of BNG-1 can 

be seen in patients with whether normal or abnormal liver/renal functions. For 

evaluable sets of analysis, BNG-1 showed better favorable rates to either groups 

of the sorted population (with/without the risk factor, or normal/abnormal of 

specific index), although in some cases BNG-1 group lacks of significance.   

The primary endpoint of this phase III clinical study regarding recovery of 

ischemic stroke after BNG-1 add-on treatment is the favorable rate at the end of 

the study. The favorable to therapy was defined as patient alive, MRS < 3 and 

BI  60. Results from this study revealed that concomitant BNG-1 treatment 

with Aspirin and Aspirin alone treatments had favorable rates for 56.1% to 

23.8%, respectively. The favorable rate was significantly higher in the BNG-1 
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plus Aspirin group than in the Aspirin group (p<0.0001) at week 12 after 

initiation of treatments. 

Safety results: 

In the current study, the safety of BNG-1 plus Aspirin and Aspirin alone on 

stroke patients were evaluated through the incidence of AEs, laboratory 

findings, vital signs and physical examinations. The average exposure to study 

medication is 78.3 ±17.4 days, and the incidence of having any AE in the study 

is 91.5%. 118 of all 129 patients in the safety population had experienced AE. 

The AE incidence in the placebo group is higher than the BNG-1 group but the 

difference is not statistically significant. Most of the AEs recorded are 

considered mild to moderate in severity. There are 426 AEs in the BNG-1 

group and 335 AEs in the placebo group. Merely 0.2% and 0.3% of AEs are 

judged as severe in the BNG-1 group and placebo group, respectively. None of 

the AEs in the BNG-1 group is suspected to be study medication related, 

whereas 1.8% of the AEs in the placebo group are suspected study medication 

related. Most of the AEs are responded by treatments, the outcome of AEs are 

majorly recovered or recovered with residual effects, 27.5% and 33.4% of the 

AEs are continuing in the BNG-1 group and placebo group, respectively. There 

were 6 patients withdrew from the study due to AE. Three of the patients are in 

the BNG-1 group and the other three are in the placebo group. The other AEs 

causing withdraw are vomiting, diarrhoea, cerebrovascular accident, atrial 

fibrillation and malignant melanoma. Vomiting and malignant melanoma in the 

placebo group and atrial fibrillation in the BNG-1 group are moderate in 

severity, others are mild. Vomiting and diarrhea in the placebo group are 

considered study medication related. Causality of AEs causing withdraw in the 

BNG-1 group is considered not study medication related. 

No death was reported and most of the AEs reported in this study are well 

managed. There were 7 AEs classified as SAEs on 5 patients. These 7 SAEs are 
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described with preferred term as cerebrovascular accident (3 cases), 

hospitalisation, rehabilitation therapy, urinary retention, and urinary tract 

infection. By system organ class, there were two SAEs involving “surgical and 

medical procedures”, and three others involving “nervous system disorders”, 

one in the “infections and infestations”, and one in the “renal and urinary 

disorders”. The principal investigators had assessed the causality of these SAEs 

and none of the SAEs is judged to be related to study medication. Most of the 

reported SAEs were eventually recovered or recovered with residual effects, 

only one was reported ongoing at the time being and was found stabilized in 

later follow-up. Among the reported SAEs, only one is considered moderate, 

rest of others are mild in severity. Three cases of recurrent stroke reported as 

SAE for patients taking BNG-1 in the current study, the intensities were mild, 

and none of the case is study medication related. Two patients with recurrent 

stroke withdrew from the study whereas the other patient with recurrent stroke 

completed the study. The final evaluation of efficacy on this patient who 

completed the study showed signs of stroke improvement, including reduction 

of NIHSS score and increase of BI from baseline. The correlation between the 

incident of recurrent stroke and BNG-1 is therefore considered very minor.  

Evaluation of laboratory parameters showed minor significant differences 

between BNG-1 and placebo treatment. BNG-1 did not trigger irreversible or 

clinically significant impairment on liver function or renal function. Most of the 

changes in laboratory results from baseline were found in both treatment 

groups, and the changes were within acceptable normal ranges without reaching 

clinically significant abnormality. Similar results were found in the outcomes of 

vital sign and physical examination. There were no specific findings of changes 

in the monitored items that will cause a safety concern on the use of either 

BNG-1 or placebo. Taken together with the evaluation of AEs after treatment, 

BNG-1 did not raise specific safety issues and can be considered safe for the 



20170220_06 

13 of 14 

Name of Sponsor/Company: 
BrainGenesis Biotechnology CO., LTD 

Name of Finished Product: 
Huo-Xie Shen Nao Powder (BNG-1) 

Name of Active Ingredient: 
Tangkuei (當歸), Ginseng (人蔘), Scutellaria (黃芩), Coptis (黃連), 

Glycyrrhiza (甘草), Astragalus (黃耆), Bamboo Sugar (天竹黃), and 

Bupleurum (柴胡) 

use of stroke improvement when combined with Aspirin. 

Conclusion: 

Acute stroke is a leading cause of morbidity and mortality worldwide and so far 

lacking of efficient treatment. In this double-blinded, randomized, 

placebo-controlled multi-center study, the benefit of BNG-1 on stroke patients 

with onset of stroke within 10 days was evaluated. The purpose of this study is 

to compare the safety and efficacy of Aspirin alone and combination treatment 

with BNG-1 and Aspirin. Favorable to therapy was defined as: patient alive, 

MRS < 3, and BI  60, at the end of week 12. As a result, BNG-1 in 

combination with Aspirin achieved the primary objective of this study, showing 

a significantly favorable rate (percentage of patients achieving favorable to 

therapy) than that in the placebo group (placebo + Aspirin) (p<0.0001). 

Measurement of secondary endpoints revealed the improvement of stroke are 

observed in both treatment groups but there is no statistically significant 

difference between BNG-1 and placebo groups regarding the improving stroke 

indices in patients such as BI, NIHSS, MRS, and GOS-E at each measured time 

point (p>0.05). Evaluation of BNG-1 treatment effect in different subgroups 

was further carried out in exploratory subgroup analysis. It was found that the 

effect of BNG-1 on stroke improvement is not affected by any of the tested 

stroke risk factors. 

Safety evaluations of BNG-1 on AE incidence and monitoring of laboratory 

parameters as well as vital sign and physical examination showed that BNG-1 

combination with Aspirin did not trigger specific safety issues. The AE 

incidence was similar between BNG-1 and the placebo control. Furthermore, 

BNG-1 did not increase the abnormalities of laboratory findings, vital signs and 

physical examinations. Evaluation of laboratory parameters showed minor 

significant differences between BNG-1 and placebo treatment. BNG-1 did not 

trigger irreversible or clinically significant impairment on liver function or renal 



20170220_06 

14 of 14 

Name of Sponsor/Company: 
BrainGenesis Biotechnology CO., LTD 

Name of Finished Product: 
Huo-Xie Shen Nao Powder (BNG-1) 

Name of Active Ingredient: 
Tangkuei (當歸), Ginseng (人蔘), Scutellaria (黃芩), Coptis (黃連), 

Glycyrrhiza (甘草), Astragalus (黃耆), Bamboo Sugar (天竹黃), and 

Bupleurum (柴胡) 

function, which is a general concern for Chinese medication administration.  

In this phase III clinical study regarding ischemic stroke recovery after BNG-1 

add-on treatment, the primary objective is achieved by the result revealing that 

concomitant BNG-1 treatment with Aspirin and Aspirin alone treatments had 

favorable rates for 56.1% to 23.8% at week 12 after initiation of treatments, 

respectively, and the favorable rate was higher in the BNG-1 plus Aspirin group 

than that in the Aspirin group with a statistical significance (p<0.0001). 

However, the BNG-1 plus Aspirin and the Aspirin alone groups showed no 

statistically significant difference in early evaluation time points (i.e., at weeks 

1, 2, 4 and 8) and the secondary endpoints assessed by the net changes in stroke 

indices including BI, NIHSS, MRS, and GOS-E (p>0.05). Studies are needed to 

further confirm the efficacy of BNG-1 to stroke evaluated by the three 

endpoints (i.e., alive, MRS<3 and BI≥60), respectively and in the early 

evaluation time points (i.e., at weeks 1, 2, 4 and 8). 

In terms of the safety evaluation in this study, no statistically significant 

difference between concomitant BNG-1 treatment with Aspirin and Aspirin 

alone treatment was observed. 

Date of the report: 

Feb-20-2017 

 


