% % L &
g% 28 & 11 A 30 H

AFAEEN B AR RRERS  #T

RAFBEER - AEHARERMEFEETHER

ANER RN O EE SN AIBBROEMICET2EELE (Q&A) @
IEIZ DWW T

BELIC DWW T, FEEREBATES (B EBEERE B (B) ok
BOEELELEZOT, ZAAOL, EETERBESIC LBAMW-EXF
T X O HBLEEVE T,



@E%iﬁ%%

Rk 284 11 A 30 H

EHEMFRBEEER (R) RBEER #HF

BEAFBEER - EEFEEREXRLEETER

MNEHBRHO LB INDIBBROERIZETIERLE (Q&A) O
IEIZDWT

NEHRHMALEHENBEHR (LT THERIBHRI &vwW5,) OFEMEIZHA
+AEEAY TAENRE»LERB SN IEROERICETIEREGE (Q
&A) IZoWT) (FERE284E 1 A 22 AT EEERK, UT NEREEL (Q
&A)] L\VWH,) IWEVRLTWHBEZATTY,

A PERIEBRFDIRHICEAT H DR UOBITHBORTIZN S THlE
BODIZHERDO LBV ERGEE (Q&A) xWETHZLELLELED
T, BEE THREEEZ I LARMBEVWET,

BB, AEEEROFBHURE, SEKBREITI HBEICIIAETEEE LSS
IZLTL7EEWN,

(%)

c EFEFHANICIETHRESI WV TWNET,

- MBREERH B2, MNEFEERELTWET,
- FTREOEHEVCQ&AZHIBELTWET,

OBFICEHBBEADIIERPDOEZDIBRICHELIBITHE

Q18
X7 ABBRICEAIERIERESREFEATH- T, BIE, UZIEHRTH
e LTWEARRBLZBREROLDIZHODWTIL.PMDAE CTEHRTHZ L L




BoTVRBR, LOX IR LED X,

A18 ,

EHEREZPMDADK—AR—DIZHEBRTEIZ L0 b YEG—T LY
Fyra—RL, LEBEEZ AHD L, kakudaitiken@pmda. go. jp 58 T2
FLUTEMNTBEZE, £/, A—NLOHELIZT[ABH RS OBER] [=
EHIRRER] WHREHEL _RHEERA B (YYYYMMDD) | 2332 &, 235,
RHRERIZBWTRREHE OEKEELZ PMD AICERB L TWARWESIE,
EREORBEFERNIIKNERFELANO L RUA—NVICEMA LU TEMNT B -
EIELE RN,



(BIER)
OEEBHIRBRIZDONT

Q1
ERDERIZIEDL I RIBBRBFUHETHDOM,

Al
ENBERORKRBRTHIBRTH D, @F. PE - DREOCHE - ARk
N—EORRELE L CHREINZHRICER S LD F MR OR 2 ORAE
ZHB L LIIRRRTH %,

Q2

HESL CEM SN TR 2 BBRRBRERBE L ER T O BRTT Y v
DUVRRAERL., YUBRBREROMEL Lo TENARHEHETIHE
i, YTV v PSRRI ERIRRICEYE T LEERZTI VR,

A2
BERDOLEY,

Q3
F BB GENERCED LT HERAERM L L TORBRE
EEMELE) PRATNIETORRESNRHRLRDLBZTIVDN,

A3
BRDOEEY,

Q4
EMEEBERTHoTH . ELDRRIIBELETIOLONHD LI ET
i,

A4
BROLBY, REGBBIFRIBROE KDY,

FE
NAZFHIEROV = R Y v 7 B OENBRFEOBMKBENETH 5 HBRIL.
ERDBRRITHEE L2V EEX TRV,




A5
BERDEBY,

Q6
WRIEB B DORBRIZBIN L2 RE ~DGH e B EE 2B T2EH
BRERBRIT., EE3BRICTEE LNV EEZTIWVD,

A6
BERDODLEBY,

ORBRHEREEIZOWNT

Q7
ERHEREOEARVBIAORKOLIC T Xk TH) 2eEmX4
HT LT Euvim,

AT
BROLBY, REBEEZIFEX ¥ 7ThEV, PDF 77 A NVICK
MXEAMLETR N,

Qs
HEMICHERT 2 2B UIAEH RO EHEINS1E858 (UT
PERIEBR] LWV H,) IZHOWT, Yo LkHIRBHTHITL Ve,

A8

FORBREBIHIEBEIL. (X558 RT3, -, %
RIEREBEITH2BEIE. THKBR, £E3EBR0ZABE00-000
OJ ¢ERT DL, B, TMNEBEZIILAREFECI®RIT I L,

Q9

BRHEZ BT HER A TIIEZBEREITEZEZ TV Ao =8 Iy
BIEBER T b TRARBHBELITOI L Lo B A BRI BEBLEERED
FHRIC (@] 25EX L CEBHTIZ LT,

A9




EROLBY, L. IERBEEORBEML -+ TRPoTDITELD
BREFERTEXT, ZRICLVABRINEND L WHIRAEIZ, XFEORE %
BE 2 5 LB RThiER SR,

Q10

[E7- 2188k L& L CREETV., MIaITEEAEERLERBSRRE
B (LLF TPMDA] 2WH,) HOEERRTNE, EE51ERTH
ABZLIZOWTYHRIZTHRINZEEZ TRV,

A10

T AEBRNEIPOHMNIL. S ETHLRITHI BB T HDOTHY
PMD A, {GBRHBEREZ2SZA LZBRIZ, £ O 2SIz >V TITH
BrL2nZ LICEE I,

Q11

BRHBEHBICELABBRTHIELXTHL TBRHEZT - HE BRE
FRE, BRETEEVIBRPLEEFCL 1@) ORBWEILERNES
2T X,

All
BROLEBY,

Q12

PLRIBBROIGBREHE B H O BBE Tk, TEFRREEFL, ZEHROKT
EABOBERIIRETHDZENEVEE X LN N BRFEREFICITLE
DX ITERBT T IV

A12

WL EHEACHEESh 8B CRETAZ &, BB LRIBROE
FERARIC DWW Tt ER 288 1 A 22 AT EARER 0122 FE 7 FEAY
BEER-AEEARETTHERE BN AEN R 5 EE S 5168 (91
KIBBR) DEMIZHOWVWT] (LT M@ &vwo, ) oFE2. (8) iZkw
TRTHESOERPFARIZISN TV IR IERIBROEHER CiimE LT
WARWEEZLNDZ L. PMDADFKR—AR—JIZART 2IRREFER
Wi, EREBROEHRHBICBITARTEABRXRTSILRZNbD LT D,




Q13
JLRIEER O IR R E ] )8 35 0 B3 O & OB o FSEIZ o W Tk 1EBR B
BOHEOELHB LEbOZRTMRT BT Tl Vb,

A13 ,
BROLEBY, 28, PMDADK—AR—JICABMT 2K BRBROE
BEHici, BROMIEIEEARAVI LIIEEIhEW,

Q14

PO AHI2 EDIRBRICTIS W T, BB ORARIE @S E L AT 2668
IRIE OB E 1L, IEBREHEE ERRRS Z L ICRIT 57 ), ThEhok
BHBEEEORMKIC [@) 2 KBS LTRHTBZ LTIV, 72, 1
HABIL. 1 SOBREMAEE Th > T bIERIEEEIE U CRBRRS
Rem T lIBl s hD L EZ TI v,

A
ERDLEY,

[—
(-8

OTaBR1E M D 125

Q15
KASNDHERDI b, BRIBHE OEKEILZ, PORIICRHBLES &
VD, ’

A15
MR EZ PMDADK—ANR—JIZBEBTAZEND YFZN—T kY
Fyrua— KL, LhEHEIHEAE AHD L, kakudaitiken@pmda. go. jp 58 T IZH
FLTEMNTDI L, £, A= #413 T I AEBH RS 0IEER] [E
HE] WWBREHER _BHEA B (YYYYMMDD) | &35 2 &, EKEDBER
EToTVWRWE SR ERHAEBREEL2BITHA-RAOE 2B B £ I N
THI L,

Q16
FELEREOIERBROV R FORFITVSOFEHFIN B DH,

>
o

Al6
BIE1IDAZTEREH SN EHED-oT-ADRARZBRIIKB SN
Do Flo, AR SNEEHE., BRPLEERENRITHE WS A% I, A



DIALILITTY RO OERBEIRS NS, k. WRERTELHMIZ-o
Wik, FRlL. BROFEHIIITDRV,

Q17
BEREHEOEKEOHNBICEENRHDHBE.PMD ADBER OEMEIZ
BT B2 LTIV,

Al7
BROLEBY, 2B, AEDEFIZSOWVWTIX, A 16 BETICEBKR D
ot%A T AKREZBLIZ, 16 BLUBICERNH -T2 EIXEARE B
WIEBOEFNITONETECTHDI DD EENENRL DI LR
&wiimﬁﬁmﬁﬁﬁm¥b5:eo

Q18

BB HE OEKEICOWTIX, BFEER. FAX, EFA—1VE, Bx
REERTERTAZENBEENDIN, FOFEZODWVTIXIERE IC—FES
NdEEZTIVD,

A18

EBROLBY, L. L TEEN LN FERELIT DL LEHIZ, BFElICX
E%f&w%éwwﬁ¥aw~ﬁa¢K§%%KE%&§HKE@@%@
R,

Qo

Q19
E-AEBRUIERER S LTHRBRHEREZEHE L. TN O DIEROER
¥ PMDADKR—AR—VIZIBMNTAHBICIEEOLIICEKELIEL XV,

Al9

X HEBR I KIER S L BRI ERAEH L ZBRIZIE, PMDA®
KA _R—IZEHL TWAREEREZ Yy o — L HVEEHEBF»AND
I“ _rﬁbffﬂﬁ'v)1§'¢’2)ﬂ’ kakudaitiken@nmda. go. 1nﬁn“’(‘{._1—)"§-'f—|‘ﬂ‘7\ Jﬂ *

Sadip e 3

@M@f—»@#%ﬁ:HAE%E%#%@&%]U&WI%&E&%J&ﬂ
F£HEB (YYYYMMDD) | ¢35 Z &,




Q20
FrBEBRE CIERKIERDOIERY PMDADK—AR—I0 5 EIBR LT
WHRFIZIZ D L I LD vy,

A20

ELERE O RIERICEIERELPEEARR S EEE BB ILE
XIFBEBEPIEEIEH I ZE S, YHERICR D IEROEIBR 2 KiE T
DEDA—)V% FIHEZ2 R Y LA kakudaitiken@pmda. go. ip 58 CIZ b ft
T52 ¢, ZOBEDOA—NDOHAE T[AEH RS OIBR] [HIKR] 1558
EHEA EHFEHAB (YYYYMMDD) | & L, A—AAETICHIBRLAZWVWY 2 k
DNE, R BEBZMHESROARBANE GRBA, ARES, REL, —
iR %) kg P EESEOBER (RHE ZFAEES) 2ERT2Z L,

B, EOEDR—LA—VOEHFIZ, HA 15 BE CITEENDH o5
BIZIMAEREZBLNIC, 16 BUBICEBEN - B AR A XS B LT
DD TFETHD,

OIEBRIEKIZ W T

Q21
BHAOTHFETHBEL TWVWIEEJICHOWNWT, BROAZEET NI, T
KIEB] OBEREL LTHEATE 30,

A2l

TERV, L, BRIEEEIB DIERE ERT 28 (LLT TRBRE
&) LV, ) ELTIHREGMPRES MESORENIITZIHAEIC
fR> TIEXAIEETH 2,

OWEKRIBERIZ DWW T

Q22

IERIEROMB L2 HEEKME LT, KETO Intermediate size IND
X ¥ Treatment IND A EBEI N TV S EEE, ERITEREEREICSEL
RERL, HVRFAERLOBELZ2Z T LERL, RUOER LD MLEMD
RVWRAGRE - BN ERNSE (UT RAREERMNELSH L), )
BV T ER EOLEMES TN E LTHEEFEShWEELRBFIR ST
WHB, TROEDEELHD S L, EFEORBEECED R bOBEET S, b
DWIEMIZERREENH ZEBLREBTIIRWVESITLRBROS S
ShEEZ TRV,




A22
BROLEBY,

Q23
ARHFEROIEKRIEROEFHEROBERHKRCRHFHECO VT HE

S B RS SEA TE ERE AE BRI PMD AICHERT 22 LAE
FLWEEZ TV,

A23

EBRBOLEY, L, KRS U TCEEPICEMCERFZHS B 21T
32 b HY HDBOTERIRICHIEINTZWN,

Q24
BEHAIVIBEORENGIEREREICEHBEEERRBHINTZESX
FHREEN L TELTHILIEEZETHZ LTIV,
A24
BEROLrBY GBaME2. (3) 3@ , MARBROBELODANC, ERE
L X2 AR EREREBOBREMLEM ISR HEERN & OR TE
2RO L EEAIER~DBMOAENRITSINDILELDH D,

Q25
BRERE N EBEICEE L-LKIEER % i © X RVWHEH O PIZRA
A SO BV THRB SN IFEZUSEFANTENL TV RWVES
1. TRESRIMEEEYEASBE ICRELEZEATH., RARBEERE
SECHRHEINBWVEE LTIV,

A25
BEROLBY,

Q26
AR SRR E & B BB R I U7 i A B R AR
BNABCORMORICEBRERE ICERERD 50,

A26



RDD, HEL, EONITBRNEZITOMERD L0, BREBE N
EIZEE LIZAFICOWTHEROLZBEL TV 5,

Q27
RABRERMNSBICB VT, HEXLYMEER EFEORRIEICED R Y
DBFET D, HDVIEMCERL2BERH 5 EBREBTITARWV) IKH
SLav RS he R a, EESBE D LIERERE T LT, AR
KEORMEESEETHEIOND EHE XTIV,

A27

BEROLEBY, (BREEEIZIHESHICERNZITV., EL EBEICH
Bahiwn, ) 28, FIESYMERICEY TS LUEBShEES. o%ic
B DEAEITIT RV,

2

o
RS

EFBED»CHEREROEROBRN 2 KB SN BE IERIER AT
NEDI PR ERREBEZBECBRETHILESD 55,

1

>0

2
BIRF R CIIBICE L 20,

co

Q29

FHRENRY L RFHEEE I T 2 R AR RERNDT O T MiE 21T,
BAEFBENPOEBRECN LTERCTELONZDTIERL  EBEREL
FHEDR—LR—CHERTAZ LTI Vn,

A29
BROLEY, 2B, RABEKERMNALZBIIEIARZ BQNICHEBRET 2 - L
LENTEY, YZLHETOTMRRICOWVTIE, BRI, D3k THRESCH
WCEAFZBER—LR—JIITART S,



	事務連絡 
人道的見地から実施される治験の実施に関する質疑応答（Ｑ＆Ａ）の改正について
	事務連絡 
人道的見地から実施される治験の実施に関する質疑応答（Ｑ＆Ａ）の改正について
	別添


