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1. Objectives
To clarify the efficacy and adverse effects of goshajinkigan (牛車腎気丸) for peripheral neuropathy 

induced by oxaliplatin therapy for advanced or recurrent colorectal cancer. 
2. Design

Randomized controlled trial (RCT).
3. Setting

University of Tokushima Hospital, Japan.
4. Participants

Forty-five outpatients who received mFOLFOX6 (oxaliplatin＋ l-LV＋5FU) therapy for advanced

colorectal cancer from Jan. 2007 to Dec. 2009. Each patient had performance status (PS) 0–2, and no

patient had bone marrow, hepatic, renal, or cardiac function abnormalities, clinical neuropathy, diabetes,

alcohol-related diseases, or brain lesions.
5. Intervention

Arm 1: TSUMURA Goshajinkigan Extract Granules (7.5 g/day, in 2 or 3 divided doses) in combination

with mFOLFOX6 therapy (n=22). 

Arm 2: mFOLFOX6 therapy alone (n=23). 
6. Main outcome measures

Incidence of grade 3 peripheral neuropathy, percentage of patients who developed grade 2 or 3 peripheral

neuropathy after each treatment period, grade 3 adverse effects other than peripheral neuropathy, and

modification of the effects of mFOLFOX6 therapy. (Peripheral neuropathy was assessed according to

DEB-NTC [Neurotoxicity Criteria of Debiopharm]).
7. Main results

There were no significant differences in background factors between groups (age, gender, PS, proportion

of rectal/colon cancer, site of metastasis, proportion of previously treated patients, proportion of patients

taking bevacizumab in combination, number of completed courses, and cumulative oxaliplatin dose).

Grade 3 peripheral neuropathy incidence was significantly lower in arm 1 than arm 2 (P<0.01) and

percentage of patients with grade 2 and 3 peripheral neuropathy at the beginning of each course was lower

in arm 1. However, goshajinkigan did not modify the incidence of other adverse effects (grade 3) or

therapeutic effects of mFOLFOX6 therapy.
8. Conclusions

Goshajinkigan decreased the incidence of severe peripheral neuropathy induced by mFOLFOX6 therapy

(oxaliplatin＋l-LV＋5FU) in patients treated for non-resectable or recurrent colon cancer.
9. From Kampo medicine perspective

None.
10. Safety assessment in the article

No adverse effects mentioned.
11. Abstractor’s comments

The recent advent of oxaliplatin has been a major advance in the chemotherapy of colorectal cancer.

Because peripheral neuropathy is the main dose-limiting toxicity of the therapy, its prevention is vital to

improve the effectiveness of chemotherapy. Varieties of options have so far been tested in vain. The

present trial suggested that goshajinkigan effectively decreased the incidence of severe peripheral

neuropathy induced by mFOLFOX6. But it did not improve the prognosis of the patients, because it did

not extend the treatment period of mFOLFOX6. We look forward to the investigations of the mechanisms

of action of goshajinkigan for peripheral neuropathy as well as the establishment of the measures to

increase the courses of mFOLFOX6 for colorectal cancer.
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