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Objectives

To evaluate the efficacy of ninjin’yoeito (A 2% % #;) for reducing myelosuppression due to

chemotherapy for gynecologic cancer.

Design

Quasi-randomized controlled trial (quasi-RCT).

Setting

One hospital, Japan.

Participants

Eight patients who underwent surgery for gynecologic cancer (ovarian [n=6], uterine [n=1], or fallopian

tube [n=1] cancer) and received granulocyte colony-stimulating factor (G-CSF) for neutropenia during the

first cycle of chemotherapy (CAP: cyclophosphamide, Farmorubicin [epirubicin], cisplatin).

Intervention

Arm 1:treatment with Kanebo Ninjin’yoeito (A% %#%5) Extract Fine Granules (7.5 g/day in two
divided doses) continuously from 1 to 2 weeks prior to the start of the second cycle of
chemotherapy (n=4).

Arm 2: no treatment with ninjin’yoeito (n=4).

Main outcome measures

The following measures during the second and third cycles of chemotherapy: nadir leukocyte and

neutrophil counts, the length of time for neutrophil count to fall below 1,000/uL, total dose of G-CSF,

duration of neutrophil counts under 1,000/uL, and nadir hemoglobin level and platelet count.

Main results

There were no significant between-arm differences in nadir leukocyte, neutrophil, and platelet counts or in

the length of time for the neutrophil count to fall below 1,000/uL. Duration of neutrophil count under

1,000/uL tended to be shorter in arm 1 than in arm 2 during the second cycle, and became significantly

shorter during the third cycle. Total dose of G-CSF tended to be lower in arm 1 than in arm 2 during the

second cycle, and became significantly lower during the third cycle. Nadir hemoglobin level during the

second cycle, compared with that during the first cycle, was significantly lower in arm 1, but not in arm 2.

Conclusions

It is strongly suggested that Kanebo Ninjin’yoeito Extract Fine Granules may exert neutropenia-preventing

effects by inducing pluripotent stem cells to multiply and differentiate and by increasing the activity of

G-CSF.

From Kampo medicine perspective

None.

Safety assessment in the article

None.

Abstractor’s comments

Because of the small sample size (only four in each arm), it seems difficult to address the statistical

significance of differences observed in this study. Furthermore, although G-CSF administration affects

“total dose of G-CSF” and “duration of neutrophil counts under 1,000/uL,” administration criteria for

G-CSF are not described. Thus the data are not objective. The significant decrease in hemoglobin level in

arm 1 may indicate that Kanebo Ninjin’yoeito Extract Fine Granules is effective against neutrophil

suppression, but not against suppression of erythropoietic cells. It is necessary to include more patients and

to investigate not only the efficacy, but also the adverse events induced by G-CSF.
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