=x b T &
S fn 34 3 H 1 H

FAERREA AT (R) T

JEAE T R SR« AR A R 2 i 3 A PR

[ET{baey - T =M - R¥=2A b (eCTD) 2 & H/KZRHGFE
[ZOWTY BT 2EBICESE Q) ITOWT

IR A EEESE (ICH) (BT 28 RICHKSZxED L E b=
BT =H) s RFRa A (LUF TeCTD) &EW9,) FE Ny r— (OF
B 29 4E 7 H 5 HARIT3RA ISR 0705 3 1 SR AES@E RS - AIEEAREE
A AR E®EN [Ebaxsy -7 7= R¥= A b (eCTD) 124D
HGRHFEICOWT) (BLF TeCTD i@%1] EWv9H,) OFED 2. (1) 12737 eCTD 3
Xy r—VIZET D EERICE LT, PR29 F 7 H 5 AT EA T AR
AETEF AR ER AR AR R EE (TErfbaty - 727 =01+ F¥aR
> b (eCTD) 1T K DAGRHFHEIZOWNWT) IZHET 2HEESEE (QRA) 1TOWT
WEOVERYHF-TEEZATT,

URLEBEAE RN, R, EIESHEHIFMEERESE (ICH) 281752851
EOEHEHEIT o TWNDHEZATTNR, Ak, WD &Y TeCTD v4 IWG QA
Version 1.4] & LTHEHLE L=DOT, #HTHO L, &E TEIRESEIHE
FNTREV £,



B= K b AR IR E R =&

Version 1.40

eCTD v4 IWG Q&A

20204F12H 2H
WET R
RE %ETH HEE

Version 1.00 20164FE11H |9k
Version 1.10 20174111 ICH#E (Y axr—7)
Version 1.20 201846 A ICH#aZs (FF )
Version 1.30 202045 H AU TA BRI DGR
Version 1.40 2020412 A T TA BRI L DGR



NTWHT
テキスト ボックス
別添



#wE

AQ&AIL., eCTDDEE/\w 4 — (2B L TeCTD Implementation Working Group (IWG) A #&st LE-BRIODEHNTH S, &
XETHZELE-EMIX., ICHEMIEOeCTDICEAET 2 XENERICET 23D THD. RTv N20FRE/ Ny F—UICET
BERDFEEAEFRATY T4TRY LTz, TOURMIERLTWEN, hiBEEEOBREAXOEER o1 —

I, EDa—IVIDORE, SATHAVILEEICIOVTOER. RUKSHIEICE ITHEHDIERICRET S ERIE. &ithigic
BEWTRARTDIHAFUVAXEIZAEZEEZTT .

eCTD v3.2. 2| B:ET S &L, BIXEIZEDHON TS,

JAFY-TU=ZAIL - KX AT+ (CTD) OERICEET 2ERIE. ICHY = TH 4 FOCTD QALY ¥ 3 VITIRET
RETHD,

CNETITRESN-BEED—8E. eCTD RENYT—OUEBFREREZTERL TS,

AXEF, RENVT—INZEEHORRELG DG, FLEFHROERMNCTD IWGIZIRHEEW-IRIZ, EFchd,



72
- facility
- component
- descriptor

FaA NSRRI LI L,

# B R [=] % A H &

1 |7y ~—UfERHREEND &K BN, N=UHIIT v I BREERDD T 7 7 F—TIER, 201647 H
N=VHEH L0

2 |VAOIZHBWT, 7o Tappend) BEMEIXER|Vv3.220888k7:5 .  Tappend) JEMEIZ X 2 EaEIZeCTDO EEE A L HHM{L9 5 Z &3 [20164-7H
HEN7ehol=mn? DFInoT, TDTH, vAUZE W T lappend) #3EE LW &b L7,

3 Keyword Definition® "4 2 84 %5 |Keyword Definition D& =4 2 B L TH |, WEITHRH LIEXMLA VA F 2 AIZE £ 201647 H
EE, BEIZEHALEZA yE—VD DN D LTS BHAEE IR, 6> T, sha2s6F = v 7 AMEOEFH & 584
sha256F = v 7  MEIFAE S D L 72\, Keyword Definition> 3 /"4 & HHT 5 & 7%4 9 % Keyword Definition?

VARl Display Name®Dvalue/@ i %, ZEHOT — % X—ZX E TR 5,

4 Document” A R~ /LD FH L, @EITHE |[ICH EEH A FTiX., Document A LD FEHITOWT, 1E, 20 LTypod % %5 201647 H
tH L7-Document® & A MUIZH B % (L3250, BfEICELTWD, HEEH N Documents 4 M2 BT 5 Z & A%

KAEF 72 RS, BEOHFELE D, HiZDocumentZ S M L TV % 4T dSubmission Unit
WEBEZT5H, RILT7 7 A0kt L TR 5 Document¥ f M 24159252 &2 5
L TWa56a1E, FrflDocumentE R 225 2 L N#EUITH L (T7hbb, Wk
I L7 7 A VIZHi i oDocument IDE % A M &fF L, ZH~DOSEERT X
xThob)

5 aryhae— LR RAF¥Fx 77V PHANR—ZAETHE LRV — AR FEL Y D2 EBE L, 22— NMEIZOWTIX, [2016457H
Genericode 7 7 f /L ClX, Description® | ARX—ZXZfEH L T\, LU, Descriptionffil OfE L A v E— IR S
WA AR—=ZARHNLNTWD, |20, FAARXR—ANRTHI N T TH RN,

NEFFHFESNDIN?

6  |FFEDDocument®UUIDAZZEH O LR [ICHE L TIUBIIRZR N Y 77— 3 Wb —WIER STV, il T & o8y 20164E7 /]

VEVICHEL TS L X, REEDR [T—Va = AR E VR A= UZON TR, HIOREDT A 22T 52 &,
ZOUUIDE ST 5 Z LTS T
WD N ERRRET DB IE 7N Y 7 —
Va FFETESRLI N 2EIRIEL. NA
T /Lt Document 2 #2HH L, A L7 4k
23 X4 3% Document®UUID % 2 fi L C A
MT2ZLITFHFRESNDN?

7 JUUIDD/N— 3 220 T, ICHANY [ICHEET A RigRNY F—2a ) b— &2 & A TEY . UUIDDOEZEIZH T OX5 &7 (2016457 H
T—a = UIHDHHN? 5o ICHHIZIHB W T, UUIDDO A=V g UETF = v 7 STV,

8 [BiTvyb U7 - Aot—TIZBY  [Bir~vy By s« Avbv—V T, A7) —7EZETLTCoUE LTRE ST [20164E7H
T, Tappend] 1 ZED XS ICHEOND [T 6. Tappend) AL —a U EESATVWE Y —7 LAETH D,

2
9 NI L{EBEBASNTZAZT =X ZOEY THDH, TNHDEAFERKXA I TIZONTIE, 77==27 V7 ¢« K [20164£7H




# B R [=] % A H S
10 |grouptitlelZ, CTDO E D RH L THEH |[grouptitlelX, 77 =T U7 4 « R¥ =2 A2 MPEBOLEEZRD TV D R LIZE |2016457H
TEH)? WTHEMT&E %, 72, Contextof Use=— U & T group title2S58®H 405 Bt L
MEH SN TNWDLOTERRT L2 L,
11  [ICH Submission Type 2 T’NICH Submission [ICH Submission Type &z TRNICH Submission Unit Typeld, BT~y > 2 « A v&—UH  [20164F7 A
Unit Typed> = — FIE. AHUGCHT |(0ay ha—A R« K% v 75 ) Th s, HKEHEORY v 7F V) iconTiE, Hisk
fED> 2 DEETA eI HZ L
12 FRESMBIOERIL. v3.2.2TIX 7 4 /v [FTSIMBIOLFRIZ OV TIL,  Texcipient] Keywordz W TSN & TH S, [201654-7H
4O e LTRSS TWER,  [74 40— & L TRIEET 2 0B T 20,
VATIZED KO ITiRfit SN D RE ) e
13 |Generidoce” 7 A /v E» TR) & TOJ RI I&ZH, T0) IMEEEZERLTWD, 201647 H
1T 2B L TWEN?
14 | RNy T R—=rT 7 AL PORP_INO00001UV.xsd Zffi 9 & Th 5, iFMIXICHFEE T A F2ZRT 52 L, |20164E7H
(submissionunit.xml) NEFELV IZ
ER SN TV D D ERRAET 572D
X, EDERT 7 A/ (XSD) ZfEMH
FTHUE L V2
15 BT N TN T 7 A v & | TR 5T RN T 7 A /1) L3-Sz & O OsubmissionunitxmliZ 1) % |20174:118
IBEEAT T H 4Tz Document) @ |Documentic & W 2R E N TWARWNT 7 A V&R, — 5T [B#EMNT bR THARNY
XA 2 Document] & (%, [A]—submissionunit.xmlPS > Context of Use7» & B M S Tu gy
Document % 53,
16  [CoUix. [Al U Keyword TypedD#E#d [00580] HL— D CoU7> & iFKeyword Type = & (21> D Keyworda B TX 5, [00580] 20204F5 H |[00590] % &% FIH # HfElc TS 7=,

Keyword% 2RI GE T & 5 22 BfifEIZ L T
ALV,

[00590] 4 %) 72 Keyword TypelI % CoUZ & 21RO A ft 555,

[00590] 2020411
H

e EREN BN E N, o
[should) (% lshall] 2 & Ih7-,




