
ᖹᡂ 23ᖺᗘ➨ 7ᅇ⸆≀἞㦂ᑂᰝጤဨ఍グ㘓ࡢᴫせ 

 

㛤ദ᪥᫬㸸ᖹᡂ 23ᖺ 11᭶ 22᪥ ༗ᚋ 5᫬ 00ศ㹼8᫬ 04ศ 

㛤ദሙᡤ㸸ᮾிឿᜨ఍་⛉኱Ꮫ㝃ᒓ⑓㝔 ୰ኸᲷ㸶㝵 ➨ 1࣭2఍㆟ᐊ 

ฟᖍጤဨ㸸ᇼ ㄔ἞ᩜࠊᓥ ᩗᝅ㺂ᬒᒣ ⱱ㺂᪩ᕝ ὒࠊ⁁࿅ᮌ ࡳࡩ㺂ᑠ஭ᡞ ⸅㞝 㺂ఀ⸨ ᑑၨ㺂 

ᕝஂಖ Ꮥ㺂⸨ᮏ ᐉຌ㺂ྜྷ⏣ ᫀ⨾㺂Ụཎ ྜྷ༤㺂⇃಴ 㬨அຓ 

 

࠙᪂つ἞㦂ᑂ㆟஦㡯ࠚ 

 ᑂ㆟㸯㸬་ᖌ୺ᑟࡿࡼ࡟༸ᕢ᫂⣽⬊⭢⒴ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ CCI―779㸦ࢫ࣒ࣜࣟࢩ࣒ࢸ㸧

 Ⅱ┦ヨ㦂➨ࡢ

 ࠋࡓࡋᑂ㆟࡚࠸ࡘ࡟ጇᙜᛶࡢ἞㦂ᐇ᪋࡚࠸ᇶ࡙࡟⦼ᡂࡿ࠸࡚ࢀࡽᚓ࡟࡛ࡲࢀࡇ

    ᑂ㆟⤖ᯝ㸸ᢎㄆ㸦ࠊ࠾࡞ῧ௜᭩㢮࡟グ㍕ࡿ࠸࡚ࢀࡉ⡿ᅜ㐃㑥つ๎ࡧࡼ࠾㛵㐃つไ

 㸧ࠋࡓࡵồࢆ♧ᥦࡢලయⓗෆᐜࡿࡍ㛵ಀ࡛ୖࡿࡍᐇ᪋ࠊ࡚࠸ࡘ࡟

 

ᑂ㆟㸰㸬࣐࣮࢓ࣇ ࢫ࢕ࢸࣝࣂࣀᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟஝Ⓞᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ AIN457

㸦secukinumabl㸧ࡢ➨Ⅲ┦ヨ㦂 

 ࠋࡓࡋᑂ㆟࡚࠸ࡘ࡟ጇᙜᛶࡢ἞㦂ᐇ᪋࡚࠸ᇶ࡙࡟⦼ᡂࡿ࠸࡚ࢀࡽᚓ࡟࡛ࡲࢀࡇ

    ᑂ㆟⤖ᯝ㸸ಟṇୖࡢᢎㄆ㸦ㄝ᫂ᩥ᭩ࡢಟṇ㸧 

 

 ᑂ㆟㸱㸬࢚࣮࢖ࢨᰴᘧ఍♫ࡢ౫㢗࣮ࣆࢺ࢔ࡿࡼ࡟ᛶ⓶⭵⅖ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ E6005ࡢ➨

Ⅱ┦⮫ᗋヨ㦂 

 ࠋࡓࡋᑂ㆟࡚࠸ࡘ࡟ጇᙜᛶࡢ἞㦂ᐇ᪋࡚࠸ᇶ࡙࡟⦼ᡂࡿ࠸࡚ࢀࡽᚓ࡟࡛ࡲࢀࡇ

    ᑂ㆟⤖ᯝ㸸ಟṇୖࡢᢎㄆ㸦ㄝ᫂ᩥ᭩ࡢಟṇ㸧 

 

 ᑂ㆟㸲㸬ࣥ࢖ࣛࢡࢫ࣑ࢫ࣭ࢯࢡࣛࢢᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟௦ൾᛶ B ᆺ៏ᛶ⫢⑌ᝈᝈ⪅ࢆ

ᑐ㇟ࡓࡋ࡜ GSK548470ࡢ➨Ⅲ┦ヨ㦂 

 ࠋࡓࡋᑂ㆟࡚࠸ࡘ࡟ጇᙜᛶࡢ἞㦂ᐇ᪋࡚࠸ᇶ࡙࡟⦼ᡂࡿ࠸࡚ࢀࡽᚓ࡟࡛ࡲࢀࡇ

    ᑂ㆟⤖ᯝ㸸ಟṇୖࡢᢎㄆ㸦ㄝ᫂ᩥ᭩ࡢಟṇ㸧 

 

࠙ෆᐜኚ᭦➼ᑂ㆟஦㡯ࠚ 

ᑂ㆟㸯㸬኱ሯ〇⸆ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟ᖖᰁⰍయඃᛶከⓎᛶᄞ⬊⭈ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜

OPC㸫41061㸦ࣥࢱࣉࣂࣝࢺ㸧ࡢ➨Ⅲ┦ヨ㦂 

   ①἞㦂⸆ᴫせ᭩࣭㏣⿵ᨵゞࡢጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ㸸ᢎㄆ 

②௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇ

ᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 



  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟㸰㸬᪥ᮏ࣮ࣜࣜ࢖࣮ࣛ࢖ᰴᘧ఍♫ࡢ౫㢗ࢇࡲࡧࡿࡼ࡟ᛶ኱⣽⬊ᆺ B⣽⬊ࣜࣥࣃ⭘ᝈ

ࡓࡋ࡜㇟ᑐࢆ⪅ LY317615㸦enzastaurin㸧ࡢ➨Ⅲ┦ヨ㦂 

௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ

ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟㸱㸬኱ሯ〇⸆ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟㛵⠇࣐ࣜ࢘ࢳᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ CDP870 

㸦certolizumab pegol㸧ࡢ➨Ⅲ┦ヨ㦂㸦㛗ᮇᢞ୚ヨ㦂㸧 

௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ

ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟㸲㸬࣮ࢨ࢖࢓ࣇᰴᘧ఍♫ࡢ౫㢗࢔࢕ࣇࣝࢹࣛ࢕ࣇࡿࡼ࡟ᰁⰍయ㝧ᛶ᪥ᮏேⓑ⾑⑓ᝈ

ࡓࡋ࡜㇟ᑐࢆ⪅ SKI―606㸦bosutinib㸧ࡢ➨Ϩ/Ⅱ┦ヨ㦂 

௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ

ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟㸳㸬࣮ࢨ࢖࢓ࣇᰴᘧ఍♫ࡢ౫㢗࢔࢕ࣇࣝࢹࣛ࢕ࣇࡿࡼ࡟ᰁⰍయ㝧ᛶ៏ᛶ㦵㧊ᛶⓑ⾑

⑓៏ᛶᮇᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ SKI―606㸦bosutinib㸧ࡢ➨Ⅲ┦ヨ㦂 

௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ

ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟㸴㸬ࣥࣃࣕࢪࢺࢵ࣎࢔ᰴᘧ఍♫ࡿࡼ࡟₽⒆ᛶ኱⭠⅖ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜➨Ⅱ/Ⅲ┦ヨ㦂 

   ①἞㦂ᐇ᪋ィ⏬᭩ู⣬ᨵゞࡢጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ㸸ᢎㄆ 

②௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇ

ᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

  

ᑂ㆟㸵㸬⏣㎶୕⳻〇⸆ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟ FTY720㸦ࢻࣔࣜࢦࣥ࢕ࣇሷ㓟ሷ㸧ࡢ〇㐀

㈍኎ᚋ⮫ᗋヨ㦂 

௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ



ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟㸶㸬ࣥ࢖ࣛࢡࢫ࣑ࢫ࣭ࢯࢡࣛࢢᰴᘧ఍♫ࡢ౫㢗ୖࡿࡼ࡟⓶ᛶ༸ᕢ⒴ᝈ⪅ࠊ༸⟶⒴ᝈ

ࡓࡋ࡜↷ᑐࢆ⪅ཎⓎᛶ⭡⭷⒴ᝈࠊ⪅ GW786034㸦ࣈࢽࣃࢰࣃ㸧ࡢ➨Ⅲ┦ヨ㦂 

௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ

ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ㸦㸰᪋タ㸧 

 

ᑂ㆟㸷㸬࣮ࢨ࢖࢓ࣇᰴᘧ఍♫ࡢ౫㢗࣮࣐࢖ࣁࢶࣝ࢔ࡿࡼ࡟ᆺㄆ▱⑕ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ 

ACC㸫001ࡢ➨Ⅱ┦ヨ㦂 

௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ

ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

   ᑂ㆟⤖ᯝ㸸ᢎㄆ 

 

ᑂ㆟ 10㸬኱ሯ〇⸆ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟ᑠඣ⤫ྜኻㄪ⑕ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ OPC㸫14597 

㸦࣮ࣝࢰࣛࣉࣆࣜ࢔㸧ࡢ➨Ⅲ┦ヨ㦂㸦▷ᮇᢞ୚ヨ㦂㸧 

௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ

ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

     

ᑂ㆟ 11㸬኱ሯ〇⸆ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟ᑠඣ⤫ྜኻㄪ⑕ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ OPC㸫14597 

㸦࣮ࣝࢰࣛࣉࣆࣜ࢔㸧ࡢ➨Ⅲ┦ヨ㦂㸦㛗ᮇᢞ୚ヨ㦂㸧 

௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ

ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟ 12㸬࣐࣮࢓ࣇ ࢫ࢕ࢸࣝࣂࣀᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟ᑠඣẼ⟶ᨭႍᜥᝈ⪅ࢆᑐ㇟ࡋ࡜ 

ࡓ IGE025㸦࣐࢜ࣜࣈ࣐ࢬ㸧ࡢ➨Ⅲ┦ヨ㦂 

௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ

ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟ 13㸬኱ሯ〇⸆ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟⤫ྜኻㄪ⑕ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ OPC㸫14597IMD 

㸦࣮ࣝࢰࣛࣉࣆࣜ࢔㸧ࡢ➨Ⅲ┦ヨ㦂 

௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ



ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟ 14㸬࢚࣮࢖ࢨᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟෌Ⓨ༸ᕢ⒴ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ MORA㹠㸫003

㸦farletuzumab㸧ࡢ➨Ⅲ┦ヨ㦂 

①἞㦂ᮇ㛫ࡀ㸯ᖺࢆ㉺ࠊࡵࡓࡿ࠼἞㦂ࡢ࡜ࡇ࠺⾜࡚ࡋ⥆⥅ࢆጇᙜᛶ࡚࠸ࡘ࡟἞㦂 

   ᐇ᪋≧ἣሗ࿌᭩࡟࡜ࡶࢆᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ㸸ᢎㄆ㸦㸰᪋タ㸧 

②௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇ

ᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ㸦㸰᪋タ㸧 

 

ᑂ㆟ 15㸬኱ሯ〇⸆ᰴᘧ఍♫ࡢ౫㢗࣮ࣥࣟࢡࡿࡼ࡟⑓ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ OPC㸫6535㸦ࢸ

 Ⅱ/Ⅲ┦ヨ㦂➨ࡢ㸧ࢺࢫ࣑ࣛࢺ

   ἞㦂ᮇ㛫ࡀ㸯ᖺࢆ㉺ࠊࡵࡓࡿ࠼἞㦂ࡢ࡜ࡇ࠺⾜࡚ࡋ⥆⥅ࢆጇᙜᛶ࡚࠸ࡘ࡟἞㦂 

   ᐇ᪋≧ἣሗ࿌᭩࡟࡜ࡶࢆᑂ㆟ࠋࡓࡋ 

 ᑂ㆟⤖ᯝ㸸ᢎㄆ 

 

ᑂ㆟ 16㸬MSDᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟⤫ྜኻㄪ⑕ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ SCH900274㸦ࢼࢭ࢔

 Ⅲ┦ヨ㦂࣭஧㔜┣᳨ẚ㍑ヨ㦂➨ࡢ㸧ࣥࣆ

   ①἞㦂ᮇ㛫ࡀ㸯ᖺࢆ㉺ࠊࡵࡓࡿ࠼἞㦂ࡢ࡜ࡇ࠺⾜࡚ࡋ⥆⥅ࢆጇᙜᛶ࡚࠸ࡘ࡟἞㦂 

   ᐇ᪋≧ἣሗ࿌᭩࡟࡜ࡶࢆᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ㸸ᢎㄆ 

   ②ㄝ᫂ᩥ᭩࣭ྠពᩥ᭩ᨵゞࡢጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ㸸ᢎㄆ 

③௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇ

ᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟ 17㸬MSDᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟⤫ྜኻㄪ⑕ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ SCH900274㸦ࢼࢭ࢔ 

 Ⅲ┦ヨ㦂࣭㛗ᮇᢞ୚ヨ㦂➨ࡢ㸧ࣥࣆ

①἞㦂ᮇ㛫ࡀ㸯ᖺࢆ㉺ࠊࡵࡓࡿ࠼἞㦂ࡢ࡜ࡇ࠺⾜࡚ࡋ⥆⥅ࢆጇᙜᛶ࡚࠸ࡘ࡟἞㦂 

   ᐇ᪋≧ἣሗ࿌᭩࡟࡜ࡶࢆᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ㸸ᢎㄆ 

   ②ㄝ᫂ᩥ᭩࣭ྠពᩥ᭩ᨵゞࡢጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ㸸ᢎㄆ 



③௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇ

ᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟18㸬᪥ᮏ᪂⸆ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟ᖏ≧⑁⑈ᚋ⚄⤒③ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜NS㸫315㸦ࢺ

 Ⅲ┦ヨ㦂➨ࡢሷ㓟ሷ㸧࣮ࣝࢻ࣐ࣛ

   ①἞㦂ᮇ㛫ࡀ㸯ᖺࢆ㉺ࠊࡵࡓࡿ࠼἞㦂ࡢ࡜ࡇ࠺⾜࡚ࡋ⥆⥅ࢆጇᙜᛶ࡚࠸ࡘ࡟἞㦂 

   ᐇ᪋≧ἣሗ࿌᭩࡟࡜ࡶࢆᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ㸸ᢎㄆ 

②௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇ

ᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟ 19㸬኱㭉⸆ရᕤᴗᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟ TACE᪋⾜⫢⣽⬊⒴ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ TSU 

 Ⅲ┦ヨ㦂➨ࡢ68―

௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ

ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟ 20㸬Ṋ⏣࢜࢖ࣂ㛤Ⓨ࣮ࢱࣥࢭᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟෌Ⓨୖ⓶ᛶ༸ᕢ⒴ࠊཎⓎᛶ⭡⭷ 

⒴ࠊ༸⟶⒴ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ AMG386ࡢ➨Ⅲ┦ヨ㦂 

௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ

ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ㸸ᢎㄆ 

 

ᑂ㆟ 21㸬୰እ〇⸆ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟ CSG452㸦tofogliflozin㸧ࡢ➨Ⅱ/Ⅲ┦ヨ㦂 

   ①἞㦂ᐇ᪋ィ⏬᭩ู࣭⣬ᨵゞཬࡧ἞㦂⸆ᴫせ᭩࣭㏣⿵ᨵゞࡢጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ 

 ࠋࡓࡋ

  ᑂ㆟⤖ᯝ㸸ᢎㄆ 

②௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇ

ᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ㸸ᢎㄆ 

 

ᑂ㆟ 22㸬ࢫࣛࢸࢫ࢔〇⸆ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟➨Ϩ/Ⅱ┦ヨ㦂 

௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ

ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 



  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟ 23㸬MSDᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟ SCH900222ࡢ➨Ⅱ┦ヨ㦂 

௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ

ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟ 24㸬Ṋ⏣࢜࢖ࣂ㛤Ⓨ࣮ࢱࣥࢭᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟໬Ꮫ⒪ἲ᪋⾜๓ࡢ๓❧⭢ࢇࡀᝈ 

ࡓࡋ࡜㇟ᑐࢆ⪅ TAK㸫700㸦orteronel㸧ࡢ➨Ⅲ┦ヨ㦂 

௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ

ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟ 25㸬Ṋ⏣࢜࢖ࣂ㛤Ⓨ࣮ࢱࣥࢭᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟໬Ꮫ⒪ἲ᪋⾜୰ཪࡣ᪋⾜ᚋࡢ๓ 

ࡓࡋ࡜㇟ᑐࢆ⪅ᝈࢇࡀ⭢❧ TAK㸫700㸦orteronel㸧ࡢ➨Ⅲ┦ヨ㦂 

௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ

ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟ 26㸬኱ṇ〇⸆ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟㸰ᆺ⢾ᒀ⑓ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ TS―071ࡢ➨Ⅲ┦ 

ヨ㦂 

௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ

ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟ 27㸬኱ሯ〇⸆ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟ᖖᰁⰍయඃᛶከⓎᛶᄷ⬊⭈ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ 

OPC㸫41061㸦ࣥࢱࣉࣂࣝࢺ㸧ࡢ➨Ⅲ┦⮫ᗋヨ㦂㸦⥅⥆ᢞ୚ヨ㦂㸧 

①ㄝ᫂ᩥ᭩࣭ྠពᩥ᭩ᨵゞཬࡧ἞㦂⸆ᴫせ᭩࣭㏣⿵ᨵゞࡢጇᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࡋ 

 ࠋࡓ

   ᑂ㆟⤖ᯝ㸸ᢎㄆ 

②௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇ

ᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟ 28㸬࣐࣮࢓ࣇ ࢫ࢕ࢸࣝࣂࣀᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟஝Ⓞᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ AIN457

 Ⅲ┦ヨ㦂➨ࡢ



௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ

ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟ 29㸬࣐࣮࢓ࣇ ࢫ࢕ࢸࣝࣂࣀᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟ᑠඣẼ⟶ᨭႍᜥᝈ⪅ࢆᑐ㇟ࡋ࡜

ࡓ IGE025㸦࣐࢜ࣜࣈ࣐ࢬ㸧ࡢ➨Ⅲ┦ヨ㦂㸦⥅⥆ヨ㦂㸧 

௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ

ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟ 30㸬࣮ࢨ࢖࢓ࣇᰴᘧ఍♫ࡢ౫㢗࣮࣐࢖ࣁࢶࣝ࢔ࡿࡼ࡟ᆺㄆ▱⑕ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ 

ACC㸫001ࡢ➨Ⅱ┦ヨ㦂 

௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ

ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

   ᑂ㆟⤖ᯝ㸸ᢎㄆ 

 

ᑂ㆟ 31㸬ࢫࣛࢸࢫ࢔〇⸆ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟๓❧⭢⒴ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜MDV3100ࡢ 

➨Ⅲ┦ヨ㦂 

௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ

ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟ 32㸬་ᖌ୺ᑟࡿࡼ࡟⣸ᩬ⑓ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ IDEC㸫C2B8㸦ࣜࣈ࣐ࢩ࢟ࢶ㸧ࡢ➨Ⅲ 

┦ヨ㦂 

①἞㦂ᐇ᪋ィ⏬᭩ู⣬ᨵゞࠊ⑕౛ሗ࿌᭩ᨵゞཬࡧ἞㦂⸆ᴫせ᭩ᨵゞࡢጇᙜᛶࡘ࡟ 

 ࡓࡋᑂ㆟࡚࠸

   ᑂ㆟⤖ᯝ㸸ᢎㄆ 

②௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇ

ᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 

 

ᑂ㆟ 33㸬࣐࣮࢓ࣇ ࢫ࢕ࢸࣝࣂࣀᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟஝Ⓞᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ AIN457 

㸦secukinumab㸧ࡢ➨Ⅲ┦ヨ㦂 

௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇᙜ

ᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

  ᑂ㆟⤖ᯝ ᢎㄆ 



 

ᑂ㆟ 34㸬኱ሯ〇⸆ᰴᘧ఍♫ࡢ౫㢗ࢳ࣐࢘ࣜࡿࡼ࡟ᝈ⪅ᝈ⪅ࢆᑐ㇟ࡓࡋ࡜ CDP870

㸦certolizumab pegol㸧ࡢ➨Ⅲ┦ヨ㦂 

 ௚᪋タ࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ஦㇟ࠊ࡚࠸ࡘ࡟ᘬࡁ⥆ࡁ἞㦂ࢆᐇ᪋ࡢ࡜ࡇࡿࡍጇ

ᙜᛶ࡚࠸ࡘ࡟ᑂ㆟ࠋࡓࡋ 

   ᑂ㆟⤖ᯝ ᢎㄆ 

 

 

 ᑂ㆟ 35㸬ḟࡢ㸵ရ┠ࡢ౑⏝ᡂ⦼ㄪᰝཬࡧ≉ᐃ౑⏝ᡂ⦼ㄪᰝࡢ⏦ㄳࠊࡾ࠶ࡀᐇ᪋ࡢጇᙜᛶ

 ࠋࡓࡋᑂ㆟࡚࠸ࡘ࡟

   ᑂ㆟⤖ᯝ㸸ࡶࢀࡎ࠸ᢎㄆ 

   ①⏣㎶୕⳻〇⸆ᰴᘧ఍♫ࡢ౫㢗ࢡࢵࣅࣛࢸࡿࡼ࡟㘄 250਺ࡢ౑⏝ᡂ⦼ㄪᰝ㸦㸰᪋タ㸧 

ୗὀ⓶࣮ࣛࣛࢸࢫࡿࡼ࡟౫㢗ࡢ♫ᰴᘧ఍࣐࣮࢓ࣇ ࣥࢭࣥࣖ②    45mgࡢࢪࣥࣜࢩ≉ᐃ

౑⏝ᡂ⦼ㄪᰝ㸦㸰᪋タ㸧 

   ③➨୍୕ඹᰴᘧ఍♫ࡢ౫㢗ࢺࢵࣅࣛࢡࡿࡼ࡟Ⅼ⁲㟼ὀࢢࢵࣂ 500 ਺/100mlࠊⅬ⁲㟼

ὀ 500਺/20mlࡢ౑⏝ᡂ⦼ㄪᰝ 

   մ➨୍୕ඹᰴᘧ఍♫ࡢ౫㢗ࣥࣀࣥࣟࢫࡿࡼ࡟ HIὀ 10਺/2mlࡢ౑⏝ᡂ⦼ㄪᰝ 

   յṊ⏣⸆ရᕤᴗᰴᘧ఍♫ࡢ౫㢗ࣥࣜࣉ࣮ࣗࣜࡿࡼ࡟SRὀᑕ⏝࢟ࢺࢵ ᐃ౑≉ࡢ11.25

⏝ᡂ⦼ㄪᰝ㸦㸱᪋タ㸧 

   նࡢ࣐࣮࢓ࣇࣥ࢜ࢩࣞࢡ࢔౫㢗ࢫࣜࣜࢯࡿࡼ࡟Ⅼ⁲㟼ὀ 300਺ࡢ≉ᐃ౑⏝ᡂ⦼ㄪᰝ 

   շࣥࣃࣕࢪࢺࢵ࣎࢔ᰴᘧ఍♫ࡢ౫㢗࣑ࣛࣗࣄࡿࡼ࡟⓶ୗὀ 40਺ࢪࣥࣜࢩ 0.8mlࡢ≉

ᐃ౑⏝ᡂ⦼ㄪᰝ 

 

࠙ሗ࿌஦㡯ࠚ 

 㸯㸬ḟࡢ἞㦂ࡢ㎿㏿ᑂᰝ࡚࠸ࡘ࡟ሗ࿌ࠋࡓࡗ࠶ࡀ 

  ሗ࿌㸯㸬࣐࣮࢓ࣇ ࢫ࢕ࢸࣝࣂࣀᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟஝Ⓞᝈ⪅ࢆᑐ㇟ࡓࡋ࡜

AIN457ࡢ➨Ⅱ┦ヨ㦂㸦⥅⥆ᢞ୚ヨ㦂㸧 

἞㦂ศᢸ་ᖌኚ᭦ࠊ἞㦂༠ຊ⪅๐㝖㸦ᖹᡂ 23ᖺ 11᭶ 7᪥ᐇ᪋㸸ᢎㄆ㸧 

 

   ሗ࿌㸰㸬࣐࣮࢓ࣇ ࢫ࢕ࢸࣝࣂࣀᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟஝Ⓞᝈ⪅ࢆᑐ㇟ࡓࡋ࡜

AIN457ࡢ➨Ⅲ┦ヨ㦂 

἞㦂ศᢸ་ᖌ㏣ຍ㸦ᖹᡂ 23ᖺ 11᭶ 7᪥ᐇ᪋㸸ᢎㄆ㸧 

 

   ሗ࿌㸱㸬㺖㺐㺻㺞㺐㺷㺛㺼㺃㺢㺵㺻㺛㺣㺚㺌㺣㺷㺃㺚㺼㺊㺨㺽㺻ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟ᑜᖖᛶ஝Ⓞᝈ⪅ࢆᑐ㇟࡜

ࡓࡋ LEO90105㌾⭯ࡢ➨Ⅲ┦⮫ᗋヨ㦂 

      ἞㦂ศᢸ་ᖌ㏣ຍ࣭⫋ྡኚ᭦㸦ᖹᡂ 23ᖺ 10᭶ 28᪥ᐇ᪋㸸ᢎㄆ㸧 



 

   ሗ࿌㸲㸬࣐ࣝ࣍ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟M518101ࡢ➨Ⅱ┦ヨ㦂 

      ἞㦂ศᢸ་ᖌ⫋ྡኚ᭦㸦ᖹᡂ 23ᖺ 11᭶ 9᪥ᐇ᪋㸸ᢎㄆ㸧 

 

   ሗ࿌㸳㸬࢚ MORA㹠㸫003ࡓࡋ࡜㇟ᑐࢆ⪅෌Ⓨ༸ᕢ⒴ᝈࡿࡼ࡟౫㢗ࡢ♫ᰴᘧ఍࢖ࢨ࣮

㸦farletuzumab㸧ࡢ➨Ⅲ┦ヨ㦂 

      ዎ⣙⑕౛ᩘ㏣ຍࠊ἞㦂ศᢸ་ᖌኚ᭦ཬࡧ἞㦂༠ຊ⪅㏣ຍ㸦ᖹᡂ 23ᖺ 11᭶ 11 

᪥ᐇ᪋㸸ᢎㄆ㸧 

 

  ሗ࿌㸴㸬኱ሯ〇⸆ᰴᘧ఍♫ࡢ౫㢗ࡿࡼ࡟ᖖᰁⰍయඃᛶከⓎᛶᄷ⬊⭈ᝈ⪅ࢆᑐ㇟ࡋ࡜  

ࡓ      OPC㸫41061㸦ࣥࢱࣉࣂࣝࢺ㸧ࡢ➨Ⅲ┦⮫ᗋヨ㦂㸦⥅⥆ᢞ୚ヨ㦂㸧 

      ἞㦂ศᢸ་ᖌ㏣ຍࠊዎ⣙⑕౛ᩘ㏣ຍཬࡧ἞㦂ᐇ᪋ィ⏬᭩ኚ᭦᭩㏣ຍ㸦ᖹᡂ 23
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