
 

 

ᖹᡂ 24 ᖺᗘ➨ 4 ᅇ ᒣ㝜ປ⅏㝔㦂ᑂᰝጤဨ ㆟ࡢグ㘓ࡢᴫせ 

 

㛤ദ᪥ 2012 ᖺ 7᭶ 10 ᪥㸦ⅆ㸧17:04㹼17:40 

㛤ദሙᡤ ᒣ㝜ປ⅏㝔 㸱㝵㆟ᐊ 

ฟᖍጤဨྡ ᓊᮏᖾᘅࠊᑠ㔝බࠊụୖⱥᩥࠊ㛗㇂ᕝ⣧୍ࠊ๓⏣ṇつࠊ∦ᒣᗣ㞝ࠊᒸᮏ 

㆟㢟ཬࡧᑂ

㆟⤖ᯝྵࢆ

㆟ㄽ࡞ࡴ

 ᴫせࡢ

࠙ᑂ㆟㡯ࠚ 

㆟㢟ձ ⏣㎶୕⳻〇⸆ᰴᘧ♫ࡢ౫㢗ࡢࣝࢭࣉ࢝ࣛࢭ࣒ࡿࡼ⏝ᡂ⦼ㄪᰝ 

   ࣭⏝ᡂ⦼ㄪᰝᐇせ⥘➼ᥦฟࡓࢀࡉ㈨ᩱᇶ࡙ࠊࡁ〇㐀㈍ᚋㄪᰝᐇࡢጇᙜᛶ

 ࠋࡓࡋᑂ㆟࡚࠸ࡘ

   ᑂ㆟⤖ᯝ㸸ᢎㄆ 

㆟㢟② ሯ〇⸆ᰴᘧ♫ࡢ౫㢗ࡿࡼ㛵⠇ࣜࢳ࣐࢘ᝈ⪅ࢆᑐ㇟ࡓࡋ CDP870 ࡢ MTX ే⏝

ࡢ➨Ϫ┦㛗ᮇᏳᛶヨ㦂 

   ࣭ᙜヱ㦂⸆࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ㇟ࠊ࡚࠸ࡘᘬࡁ⥆ࡁ㦂ࢆᐇࡢࡇࡿࡍ

ጇᙜᛶ࡚࠸ࡘᑂ㆟ࠋࡓࡋ 

   ᑂ㆟⤖ᯝ㸸ᢎㄆ 

㆟㢟③ ሯ〇⸆ᰴᘧ♫ࡢ౫㢗ࡿࡼ㛵⠇ࣜࢳ࣐࢘ᝈ⪅ࢆᑐ㇟ࡓࡋ CDP870 ࡢ MTX 㠀ే

⏝ࡢ➨Ϫ┦㛗ᮇᏳᛶヨ㦂 

   ࣭ᙜヱ㦂⸆࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ㇟ࠊ࡚࠸ࡘᘬࡁ⥆ࡁ㦂ࢆᐇࡢࡇࡿࡍ

ጇᙜᛶ࡚࠸ࡘᑂ㆟ࠋࡓࡋ 

   ᑂ㆟⤖ᯝ㸸ᢎㄆ 

㆟㢟մ ሯ〇⸆ᰴᘧ♫ࡢ౫㢗ࡿࡼ᪩ᮇ㛵⠇ࣜࢳ࣐࢘ᝈ⪅ࢆᑐ㇟ࡓࡋ CDP870ࡢ➨Ϫ

┦ヨ㦂 

࣭ᙜヱ㦂⸆࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ㇟ࠊ࡚࠸ࡘᘬࡁ⥆ࡁ㦂ࢆᐇࡢࡇࡿࡍ

ጇᙜᛶ࡚࠸ࡘᑂ㆟ࠋࡓࡋ 

ᑂ㆟⤖ᯝ㸸ᢎㄆ 

㆟㢟յ ሯ〇⸆ᰴᘧ♫ࡢ౫㢗ࡿࡼᚰᝈ⪅ࢆᑐ㇟ࡢࣥࢱࣉࣂࣝࢺࡓࡋ➨ϫ┦ヨ

㦂 

࣭ᙜ㝔࡚Ⓨ⏕ࠊ࡚࠸ࡘࢺࣥ࣋ࡓࡋᘬࡁ⥆ࡁ㦂ࢆᐇࡢࡇࡿࡍጇᙜᛶࡘ

 ࠋࡓࡋᑂ㆟࡚࠸

࣭㦂ᐇィ⏬᭩ูῧ㈨ᩱ㸯ู࣭ῧ㈨ᩱ㸰ู࣭ῧ㈨ᩱ㸱ࡢኚ᭦ࠊ࡚࠸ࡘᘬࡁ⥆ࡁ

㦂ࢆᐇࡢࡇࡿࡍጇᙜᛶ࡚࠸ࡘᑂ㆟ࠋࡓࡋ 

ᑂ㆟⤖ᯝ㸸ᢎㄆ 

㆟㢟⑥ Ṋ⏣⸆ရᕤᴗᰴᘧ♫ࡢ౫㢗ࡿࡼ NSAID 㛗ᮇᢞࢆᚲせࡿࡍ⫶࣭༑ᣦ⭠₽

⒆᪤ ᝈ⪅ࢆᑐ㇟ࡓࡋ TAK-438  Ϫ┦ヨ㦂➨ࡢ

࣭ᙜヱ㦂⸆࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ㇟ࠊ࡚࠸ࡘᘬࡁ⥆ࡁ㦂ࢆᐇࡢࡇࡿࡍ

ጇᙜᛶ࡚࠸ࡘᑂ㆟ࠋࡓࡋ 

   ᑂ㆟⤖ᯝ㸸ᢎㄆ 

㆟㢟⑦ Ṋ⏣⸆ရᕤᴗᰴᘧ♫ࡢ౫㢗ࡿࡼ NSAID 㛗ᮇᢞࢆᚲせࡿࡍ⫶࣭༑ᣦ⭠₽

⒆᪤ ᝈ⪅ࢆᑐ㇟ࡓࡋ TAK-438  Ϫ┦㛗ᮇ⥅⥆ᢞヨ㦂➨ࡢ

࣭ᙜヱ㦂⸆࡛Ⓨ⏕ࡓࡋ㔜⠜࡞᭷ᐖ㇟ࠊ࡚࠸ࡘᘬࡁ⥆ࡁ㦂ࢆᐇࡢࡇࡿࡍ

ጇᙜᛶ࡚࠸ࡘᑂ㆟ࠋࡓࡋ 

   ᑂ㆟⤖ᯝ㸸ᢎㄆ 

㆟㢟⑧ ⏕Ꮫᕤᴗᰴᘧ♫ࡢ౫㢗ࡿࡼ⭜᳝᳝㛫ᯈࢽࣝ࣊ᝈ⪅ࢆᑐ㇟ࡓࡋ SI-6603 ࡢ

➨Ϫ┦ヨ㦂 

࣭ᙜヱ㦂⸆ࡢ㔜⠜స⏝➼ᐃᮇሗ࿌ࠊ࡚࠸ࡘᘬࡁ⥆ࡁ㦂ࢆᐇࡇࡿࡍ

 ࠋࡓࡋᑂ㆟࡚࠸ࡘጇᙜᛶࡢ

ᑂ㆟⤖ᯝ㸸ᢎㄆ 



 

 ㆟㢟չ MSD ᰴᘧ♫ࡢ౫㢗ࡿࡼ C.difficile ឤᰁᝈ⪅ࢆᑐ㇟ࡓࡋ MK-6072 ཬࡧ

MK-3415A  Ϫ┦ヨ㦂➨ࡢ

   ࣭㦂ᐇィ⏬᭩ࡢኚ᭦㛵ࡿࡍ Protocol Clarification Letter ࡁᘬࠊ࡚࠸ࡘ

 ࠋࡓࡋᑂ㆟࡚࠸ࡘጇᙜᛶࡢࡇࡿࡍᐇࢆ㦂ࡁ⥆

   ࣭Protocol Clarification Letter ཬࡧㄗグకྠ࠺ពㄝ᫂ᩥ᭩ཬࡧ㦂ཧຍࢻ࣮࢝

 ࠋࡓࡋᑂ㆟࡚࠸ࡘጇᙜᛶࡢࡇࡿࡍᐇࢆ㦂ࡁ⥆ࡁᘬࠊ࡚࠸ࡘኚ᭦ࡢ

   ࣭㦂༠ຊ⪅ࡢኚ᭦ࠊ࡚࠸ࡘᘬࡁ⥆ࡁ㦂ࢆᐇࡢࡇࡿࡍጇᙜᛶ࡚࠸ࡘᑂ㆟

 ࠋࡓࡋ

ᑂ㆟⤖ᯝ㸸ᢎㄆ 

㆟㢟⑩ ⏣㎶୕⳻〇⸆ᰴᘧ♫ࡢ౫㢗ࢡࢵࣅࣛࢸࡿࡼ㘄ࡢ⏝ᡂ⦼ㄪᰝ 

   ࣭ዎ⣙ෆᐜࡢኚ᭦ࠊ࡚࠸ࡘᘬࡁ⥆ࡁ〇㐀㈍ᚋㄪᰝࢆᐇࡢࡇࡿࡍጇᙜᛶࡘ

 ࠋࡓࡋᑂ㆟࡚࠸

ᑂ㆟⤖ᯝ㸸ᢎㄆ 

 ㆟㢟ձ ᖹᡂࡢࡑ 24 ᖺᗘ➨ 3 ᅇ㦂ᑂᰝጤဨ㸦2012 ᖺ 6 ᭶ 12 ᪥㛤ദ㸧ศࡢ㆟ࡢグ㘓ࡢᴫ

せ࡚࠸ࡘ 

࣭ෆᐜࡀ☜ㄆࠊࢀࡉᙜ㝔ࢪ࣮࣒࣮࣌࣍බ⾲ࡀࡇࡿࡍᢎࠋࡓࢀࡉ 

 


