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NTDs治療薬の開発と提供：製薬企業としての取り組み

浅田　　誠

エーザイ株式会社 エーザイプロダクトクリエーション本部 チーフイノベーションオフィサーグループ

1．製薬企業としての取り組み

2．シャーガス病の経過と従来の治療薬

浅田　　誠（あさだ　まこと）理学博士
エーザイ株式会社 エーザイプロダクトクリエーション本部
チーフイノベーションオフィサーグループ 

［主たる専門領域］ 抗がん剤など創薬研究，熱帯病・感染症の研究推進
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3．DNDiとの共同開発 4．シャーガス病治療薬の治験の開始
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Ravuconazole E1224

Fig. 1　E1224 (ravuconazole prodrug) product profile

Fig. 2　E1224 PhaseⅡ試験デザイン

Target population:
Adult patients (18-50y) with chronic indeterminate Chagas diseasechronic indeterminate Chagas disease

General Objective:
To determine whether each of three different dosing regimens of E1224three different dosing regimens of E1224 is
efficacious and safe in clearing T. cruzi in comparison to placebo

Low Dose: 200 mg qd x 3 days (Day 1-3), 200 mg weekly x 7 weeks (starting from Day 8)

High Dose: 400 mg qd x 3 days (Day 1-3), 400 mg weekly x 7 weeks (starting from Day 8)

Short Dose: 400 mg qd x 3 days (Day 1-3), 400 mg weekly x 3 weeks (starting from Day 8)

Placebo: E1224 matchedplacebo tablets

Benznidazole: 5 mg/kg/day divided in two daily doses, for 60 days (as active control)

Study sites:
Plataforma de Atención Integral a Pacientes con Chagas (Cochabamba/Tarija);
Universidad Mayor de San Simon, Cochabamba,

g
BoliviaBolivia; Universidad Autonoma

Juan Misael Saracho

PI:
Drs. Faustino Torrico and Joaquim Gascón

• Efficacy based on 
serial qualitative and 
quantitaive PCR and 
other candidate 
biomarker 
assessments

• Parasite assessment 
before and after 
treatment

• PK/PD for both E1224 
and BZN
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5．ボリビアでの治験の実施

6．シャーガス病治療薬治験の結果

Fig. 3　Efficacy results: Assessment by PCR at D65 and 12 months

Placebo
(N=47)

LD
(N=48)

SD
(N=46)

HD
(N=45)

BZN
(N=45)

All
(N=231)

Parasite 
clearance 
At D65

N 47 48 46 45 45 231
Missing 0 0 0 0 0 0

No n (%) 35 (74.5) 5 (10.4) 5 (10.9) 11 (24.4) 4 (8.9) 60 (26.0)

Placebo
(N=47)

LD
(N=48)

SD
(N=46)

HD
(N=45)

BZN
(N=45)

All
(N=231)

Sustained 
clearance 
At 12 months

No n (%) 43 (91.5) 44 (91.7) 41 (89.1) 32 (71.1) 8 (19.0) 168 (72.7)

• Significant difference at EOT for all comparisons vs. placebo  (p <.001)
• Significant difference (one-sided) (p < 0.025) for the comparison of HD arm vs. placebo 

and BZN arm vs. placebo for sustained response at 12 months

Day 65 (EOT)Day 65 (EOT)

12 Month Follow-up12 Month Follow-up

YesYes n (%)n (%) 12 (25.5)12 (25.5) 43 (89.6)43 (89.6) 41 (89.1)41 (89.1) 34 (75.6)34 (75.6) 41 (91.1)41 (91.1) 171 (74.0)171 (74.0)

YesYes n (%)n (%) 4 (8.5)4 (8.5) 4 (8.3)4 (8.3) 5 (10.9)5 (10.9) 13 (28.9)13 (28.9) 37 (81.0)37 (81.0) 63 (27.3)63 (27.3)



－215－

Clin Eval 43

Fig. 4　qPCR repeated measure analysis

Stepwise Cox model - time to first relapse
• Increased hazard of relapse with treatment group (placebo vs. LD  and SD) and higher 

quantitative PCR at baseline (1.10 [1.03, 1.16])
• Decreased hazard of relapse with HD E1224 (0.60 [0.26, 1.37]) and BZN (0.06 [0.02, 0.21])
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7．エーザイとしてのNTDsに対する
取り組み

Fig. 5　Commitment to WHO’s global programme to eliminate lymphatic filariasis
New Eisai products supplied free of charge

Countries where distribution has commencedCountries where distribution has commenced

Countries scheduled for distributionCountries scheduled for distribution

Eisai’s DEC tablets obtained prequalification from WHO in August 2013, the first 
Neglected Tropical Disease treatment to receive prequalification in the world
DEC tablet provision commenced from our Vizag plant in October 2013 

Distribution status: 236 million tablets for 18 countriesDistribution status: 236 million tablets for 18 countries as of Jan.,2015
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8．貧困層への貢献を目指して
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＜質疑応答＞

Q
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