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Reduction of Disposal Costs by Using Docetaxel Injection 160 mg Multiple-dose Vials
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Summary : In Japan, the Ministry of Health, Labour and Welfare (MHLW) established the criteria for the divided use
of anticancer injection drugs in 2018. It is specified that the storage period should be within the day of use, and that the
multiple uses of the same vial will be allowed "up to twice" for safety reasons. However, in the United States, docetaxel
injection 160 mg can be used in a multiple-dose vial for up to 28 days when stored at an appropriate temperature. In this
study, we examined whether docetaxel injection 160 mg is suitable for use of the unused remainder in the vial under the
conditions of use in Japan. We used data from patients treated with docetaxel injection during the 3-year period from
2016 to 2018. As the baseline, we set the disposal cost of single-dose vial formulations (20 mg and 80 mg, approved in
Japan) when it is used only on the day of use. We evaluated the impact of two different use conditions on reducing the
cost. Assuming that 20 mg and 80 mg vials can be used only on the day of use and reused by other patients, the average
cost of disposal was 1,362 yen (reduction rate: 4.4%). In contrast, assuming that a multiple-dose vial formulation (160 mg,
approved in the United States) could be used up to 28 days and reused by other patients, the average cost of disposal was
117 yen (reduction rate: 91.8%). Rapid development of a new vial formulation for generic injection is desired, and a stable
multiple-dose vial formulation that can be used for up to 28 days is needed. In order to reduce the unused remainder in
injection vials, it is necessary to change the period of use to 28 days from the day of use, under the current conditions of
use in Japan.
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TIRET AL, HEEBEHO N 7IVEF]E LT RE Y FL)UiEFHE 160 mg (& 28 HE F COfEHSWEETH L. &K
W7eTlE, Rt % )V iEgHE 160 mg 25AFE O ST TREOMMIE L TWaA ) 22 MEF L7z, 2016 4F
75 2018 4FF TO IEMICEMS N N F T VEFHE CHEBE SN BEEO T~ 2 L7, HEER O/
TOVEFE] (RFKEE 20 mg, 80mg) DFHLHDAZN—AF5 4 L LT, 2008 5MHLEPEIFEIA O
HIRIC G- 2 % 8% - L 72, 20 mg & 80 mg D/NA 7IVHIME DS Y H O AFHI W HET, MMoEELHAHTE % LK
ET AL, FIHEFAEIZ 1,362 H (BIEE 1 44%) Th o7z WA, EEREHO S 7 V8% CRETEKFE :
160 mg) 728 H ¥ CHATRE T, MO BEVHAHTEX L LRET L &, FIREFEHIL 117 M (HH#E:91.8%) THh -
720 T LWRERBEREMEFH O NS TVEFIORSIIEMICEZINTBY), ®K28 HMOFHTRERLEL Tn5
BEEMERF N TVDSUETH S, FEFHNA 7VER OB 2535 2055 37201218, AFOFHEUTICB W T
LMH25 28 HIME CHEHTREICE T T 5 LENH 5.
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