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TFIRANBZ LR TELRWZ ERZANET. £h
XL T, #1213 Validation #4321 F ¥ 2 £
YETOLRNT TN X2 A T LW ERAIC
EREINTHE L, 25T 5 LMK @ Impur-
ity o33 ¥ THEVwEnIERE L Tdw
T2 w2 Eicie ) 9.

Bex e a x> FHEE L5, JPMA R EFPIA (3
b o & flexibility D H BRI TRE LV T2
FE2LFLA2, —F, MHLW i3, #IZITFEENH
BTWAWLLRNE) 2 H - T, BEIZEMOL K
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3.2.5.3 3.28.3.1 Impurity A
Character- Elucidation
iati of -~ b
3.2.84
Control of
3.2P
L Drug

3.2.8.3.2
Impurities
I ~ o

impurity B
tv
Impurity C

e ————

3'215.4.'3 |—{ Methods One document
Validation AB,C

V-
The applicant
OR ﬁ can choose one
or multiple

| Method A
I

Multiple
—1 Method B > document

I

Method C
| ~

— 2 FEDHBEEIZ, FOUE—FHHERICAS
LI UBRTLEVWERSL L, F, —FILNNET
ELVERLZPLLNLTWDOT, ZALICKHHTE
AIEEICTNEE W) A b EBLE LR,
eCTD D 4 v x—pblt, 71 VI —0 BT
B_7TirbsThinvi) oBEriigncns
Ev) BRI E L7

Fig. 2128 28?0 eCTD ic BT 2 E#E 2R
LE L7 SLBWEENT RS EBICCENAD
BT, BOEENTRSIICEE FA TIEWIT I
WY, $%E{ &b b Quality of Summary (5
HTThbkELXECEZLLVWDT, B—D3L
BEANLBIC L > TWE T, B2, 2.3 084
PEREOEASC AL L FE T, 2.3 LTKRELS—D
HNELLTL LWL, KX B, Appendix T
richbF T, sneEnt 7EBICST T
DT DHE->THENEWVG I ETY, WHnALF
Ty a v TELIENTES V) HERIZT - T
7.

Fig. 3Ic3FOWBHBE R L £ L7z, EBED
AT EROBR T, WO EL &
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The TOC is only needed in the paper version of the
CTD; there is no entry needed for the eCTD

Note 1 : Optionality of granularity for the Quality
Overall Summary is provided in order to
accommodate different levels of complexities of
products. The applicant can choose the level at
which the QOS is managed.

Note 2 : One document for each drug substance

Note 3 : For a drug product supplied with
reconstitution diluent(s), the information on the
diluent(s) should be provided in a separate part
“P” document

Note 4 : One document for each indication

Fig. 2 25 2 &8¢ Granularity

ATIEWIT 2 WESGTY, 2 LBl 5553
BEZTATEESTY. EITHDLHEILE 2 TBHK
FYI3E%L Y, [One or multiple documents may
be submitted at this level] &I T, —
DHDVIFHEBOLENS A TH LW w I ERic
o TWwETY, eCTD DHERAZNL )12 - T
L0 THiUE, CTD-Q DR % separate & 7 one
LA multiple ERO B Z L X H T D BRI W &
W REERIC ) F L7

5. TS5 vELEBTOEEA (Table 6)
Dboi#@ms a2 T, 72y vNaBTIRY
PP YXEORELERFHN) F L2, —Dldm
BxEOFEHRZHRLE LR, £, 2Rl
LEOH N MTLHROERICDNTH, RESH
KBW I EN L ) ZBRE ED L ) LR THT
Dol lind o TERBOXENRTHAED
B> TEFTOT, BOLLHE N Mo -

BB EFEMTIE T EDfERIc ), Table
6IRL 7z D ICHIBRE N, FERICHEmIC AN EL
7z,

T 2y NFE TOBETH L DLDOMEIEL,
Frizicftirmz s 85060 23, Bt &
TFERICBE Y 508, THMIcBIT 2 E s T A
WA B 208 T3, /2, fHRi
Fr7zloStep 4 ThIZ b2k S RZ T2,
EHERB ARV TENEFNRBINT 2N E
FEHOT6RBLLZLOT, RWEELTIHLC
HNFERA, T2, PLEEHPEbL-T2E DD
H)ETVRICSAHEEZ 22T OMETY,

MEXENER, —VA—r3y, BHRD7 5
=Py T4 TR DWTERHRETE N CTD A4 F
FAD Amnex KU HHELET. ZoEos w3 T
LTHARTIR 7T Blc@maEng Lizs, Zofon
BT 2y BB OBRTEHRIC L > (W E
T, BLEAFLwEW I ERLH Y, BEHIIE
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The TOC is only needed in the paper version of the CTD; there
is no entry needed for the eCTD !

Note 1 : In choosing the level of granularity for this
Module the applicant should consider that it will be
expected that replacements of complete
documents/files are provided in the CTD and eCTD
when the information is changed at any point in
the product's lifecycle.

Note 2 ! For a drug product containing more than

one drug substance, the information requested for
part “S” should be provided in its entirety for each
drug substance

Note 3 : For a drug product supplied with
reconstitution diluent(s), the information on the
diluent(s) should be provided in a separate part “P’,
as appropriate ‘

Note 4 : The lower level of headings included in

1 CTD-Q at this point are unlikely to be individual

documents or files

Note 5 : Literature References should be listed in
the tables of contents.

Fig.3 # 3 ¥ Granularity
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Table 6 75 oY NVLEABTCOEER

Step 2 & Step 4 (&
1S 1. #S
2. — RO 2. — XA HIH
2.1 ShEXEDER Bl
2.2 CEOEIT R O E| HH B
2.3 BIRDOERX iR
24 YO LI RBEICEBOSEH H W 21 HADOTEHDVTEVIEL
DR LS s
2.5 BREEHOBRBROEEOER
2.6 EWniTik

21 Fo vl <wRAE—T57 A )

2.6 BSIn k& e A3 (GBHN)

3. R HEMOLEY

3. B 5HBICREINOBEFER

3.1 FEmEH

3.2 R+

3.3 T GEm

3.3 BARF OLF IZT 5 R EEROE
BT

3.5 FEY AN AR E I\ CREET S W
3oL ICESE T O GBI

4, FERIZHOWTORSRERTIC BT 5 HIE

5. BIENC W T ORREEATIC B 5 HIE

6. i (£ Dfh)
T2 EIHEGEN)

DWW T OEHREFTIZ

SBHOBMTCTDAA FIA4 > LTEIRD IR
IDDPEDL EFFT,

5.1 MACHRESNAEBIZDWT (Table 7)
N EUFEEOMME, T4bb, #l2IFEs
U EEMAIE ELICTHAI N T B EEICD
WO, EIMENCBIT 2 BmIE L S IcEET A0 L
7%%1##,@Mﬂmmﬁm&_5ﬁﬁm5:&

Table 7 H/-wRESIN-ESE

DEsIN % & T RO TE
FROBBI T L= &I oY, HENE
BINTHWLNEEANE, UToL5ICH
]

— IR 5 15HRIT3.2.8.2.2 THIEFIER
RFuERays bo—))

WINPT A 1F#133.2.8.2.3 [FE#HE D
BHR

DIET A IV AMEREMEYE OREIBFTICE LT

SO FIERHENL LTS (R FICINE)
ME, ~( 275 X~, BEHRYOBEE
@@*MEL%TéﬁmTwM3zsrﬁ
) RU3.2.P [8A]) (TR 5.

iDL,

FET A N ARG R ) SEERUC B A BRI,
BRSO L EICRb L - HETCT. 9
DHESLL TV 58, 4 377 X2, HEEEED
HEOBEFHRICETAEHIIOWAL, bbb
CTD-Q 44 F7 4 > TidATskic &R &<
T ER o T E L7z, BAICIZRESLCHK
BATICEET 52 Lok F L2,

6. location issue ZDWT
6.1 REEOWTORMBATICHT 3 8IF
(Table 8)

FMBOBEHIZ DOV TD Q&A DI TIE, B
FilAaH 2 DPELE B CELE I N M, &4
%W CRE6SE S N5 iﬁfi%ﬁ‘ﬂ&?ﬁéiﬂ)
BEUE, FEHROEENE Z 6;&%#6 Lz
NElL.

BEETEIVEESTREOTEHRD Q&A NP
i, Vv P 2Eo L E5 5 MHLW & EU R
THRAICL > TWZME? DY) 3. BEEOHFR
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Table 8 JEIEIZ SV T OEEREGFT

CREY DB

S23FEM | | HEWECETIRFNERL Yo | 1 HEYWE T2 RNEE L Y HOR
oG | BT, 3.28.23 IRz Bk, 3.2.8.2.3 1C8ET 5.
2.3.2.8.2.3 25 #& LMoo F 2. FATE (HRWE - 338 - 7R - B
EIL, YRl REne &) BROEHOSFERR, S.23HT
BT 5. EHFOFEMEHZI DV
HRMERTF OREMEFMT D7Dy
FHERHIE, 3.2A2C0HHET 5.
SHLVWEHBRZRI T LIERDLNT | 3. FNbHOERIE 3.2.8.2.3 [FEMEOE
WA, b LBE AL OFE M) i s,
FHOCHEE SN REE AV TEE
MELE SN BE, RANCET 51FR
WE IS T &
S24HE | L. HEIREROFEEOn y bR | 1 EEIRECFEEO D v Mok Rk
TREW| 1132824088 &hn G FERVHIERELEL & 1123.2.8.2.4
BEEHH CEEET A
EOBER | 2 HEOHFRENHHEICELTHS | 2 HEEHEIT 3254112, HHFER 3.
WHEBEIRICBWT, FECEY3 2.8.4.21ZB|AT 5.
REBEORDVICEHINIBEEITIE
SHTTIERCH E R IR T B 1ERIT 3.
284 DY ZICRETRE M,

BB R ofb N IR ERETRE TiThh
b EDGMAEPHERBICET2BRITE I
FA DLW ZETY, BHRIIICE, S2.4iIcFE
T 90, BRRUORBRAEICEEYT 5S5.4.1, 4.2
WCLBIHT A LI D LA
6.2 SFIZHOWTORBBARICAT>EE
(Table 9)

SEEFEENZLDOTIED) ALY, D02
EIZDWTHENF T,

B, SARBRCEREBOT—57T, &
B OoEMERPIc BT 2 MROMEHRDI2HD
ERTEHEERBRO—EE L CEBS NIHE, £
NDT—=FIEP.BINEEUNEZHTHREL .
Z Ut L CERA LB A AR BRI B §
LIEHIT, REMHICL 22D T, P.2.6 0l
HBHo L ZAHIEBMT LI Lz FLR, Zh
I E A58 THEII 2002 FEICEBEEL 2 Q&
ArD LB BRI L > TWETOTIERET
Sy,

b — DI BRI BT 2 BEETRER CEERRHIEK
DEBROMBETY, BREBORBR» LEARICE
ERZONTZHA, FNLHIRT IO IRDOVWTHR
NTwEY, TEABRSRRME OB L TEH
SNTHEICHBERRFENO—BICERT L L &
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LICTRERABTHIZE2HELTAZ L EL > T
FY, BRI REEBHDr— X TH LR &
TA, WENOBE D HBRRURBREDEIC TR
REGHDLZ bbb LICERT LI LI
TWET,

7. ICH web site IZBHE¥ 5N Q&A

Table 10 ic#i72i2 ICH web site i&¢ 517z
Question I2xf§ % Answer #x L F L 72, 4 EIZ
HBRFRNTEMOEIT T LT, BARCH
THInL ) wEM»H) L2, CTD-Qic% -
THLRRELE L H— L DL RKOBODRENIE
MTY., 4% TlIEL R— | ORKR—VEL I
fHITWE LD, 4FTHORNHESLEZT,
FARHC T Certificate # 3 180 1.2.21241 5
EwH T ik )L,

8. &HEH I £y Pharmaceutical

Development (PD) (Table 11)
LT CTD IWG TR ) L ENTWwR PD
DOREIZ DWW TIE, 4B CTD-Q IWG TIZEY
WbnFHATLR ) A J7EBER Quality by
Design D EFR A fH Tz 5T, GMP T4 #H
NFKH ZEDCGMP 7 —27 3y 7THRREIN TN
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Table 9 BANZ OV T OEMEATICRT 2 HIE

P.2.6 IR | 1 ADHAMPICB T A2RFEOMERRD | 1. JVIIRRENPENBEIND Z
BOER | oo, ERREEMRBO—EHE L &R EAT B AR OB AR
BEOES | THER L, BEREORFIRROH HIE®IL, 3.3.P.26 IEE#T 5. AP
S HREL WRRBROT— AL, Yoo x FFiICRB T 280 NERROLD O,
DFEEHE | 22 EXTEEHRBO—EE UTERK L~

HIE% ORBIRBRCHFRRROT —4
133.2.P.8.3 THET 5.
2. FEFIC R ST 5MF L OBAELHE | 2. FICRSTMF & oRAE(HER
13, 3.2.P2.6 1Tk T &N 1%, 3.2.P.2.6 ICEHMT 5.
3. WA MOV B FHL, 3. | 3. IEEEEOEMIRICEIT 21 #iT 3.2.P.
2.P.2.6 IZREETREN? 2.6 \ZERHT 5.

P34 BHHE|1.32P33 THRIN-ZEETERT L EETEZLWNCEHRT 2 EEPRGET
TREY | HEPHEEICET 2832 ERT, 3. ST ORMRERIT, 3.2.P.3.4 08T
FEGE | 2P342&TEn? 5.

AOEH | 2 BETIZny MOLBLEETROY | 2 BEETRZEET L0 OKMEKH, B

ML, BEETEROEHEOTDOEIE
W, RALEORILE LT, 3.2.P.3.
4R REN?

RpYORWE LTHETAZY b
BrEEITEOEEMEIL 3.2.P.3.4 [ZFRH
35,

3. BB RO L LCEGT 5,
TERARROERIL, CIICBE#HT
Eh?

3.3.2.P3.41013%, EKREARRBORELL
TEET > TRARRICOX, RERE
DRBJETRET S b0 L FUIERE Rk
T5 (S FE - EAYF—Ya v
DIER) .

4. BB ORBRS TRERICBE 1A
BIBAT HEROREBREE A
DETNEEHTED

4, TERBBRPRERUAORER L L TEE S
NI A IR R ORE L (3.2,
P DICEH#HTAE LI TREBRTHD
Zr AT 5(Q6A B HR)

Table 10 Q&A

Question
When using the CTD, is it necessary to
provide Japan’s regulatory authorities
individual CMC reports including the
signatures of the Quality Assurance services,
ete.?

Answer
Certificates (including statement by
responsible person supervising collection and
preparation data, documents related to GLP
and GCP, copy of a written contract of co-
development) should be put in Section 1.2.2 of
Module 1.

ESE I

. 4 #
BRI ERBUS A CORGI LT — 7 7T >

EH b ¥ > 27 Pharmaceutical
Development (PD)Z-2W T

o BIEI MRS Tl S, FDA 28 Quality
Initiative AR ZBHIZREE L N PD O
2 h =X CTD-IWG TlIER S
Nnigdote,

e GMPU—7 v ay Iz WTEa L7
N SRR ST,

e ZOPDIETBa 7 hR——IlEID
U 2 7 B2 Quality by Design OEFR AT
Iz bhdZ & anik.

Table 11

12 CTD-Q IWG Ti3fic@Em3InNTwERA, L
25T, 4% QEANDNIEIESL Z &25H B »
bLNFwAD, s L TiE CTD-Q IWG i21%
BE#Mi 005 EHEITVET,
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—EETa - F v ——

Pharm. Regul. S

[E E &K O 3‘%.]
35(11) 581~ 585 (200 1)

MBI Py IDEm**
—Q8 : BANFHFE—

2 H

1. Q8 (HHBA%) ok

QT4 F 74> 0% R Table 112
AL FET. 2o Table 1 oFt#E L Y iy 1998 4Rz
HEFER OB 8{b 4 BiEL T CTD (Com-
mon Technical Document) D IHEA B4 X 1,
2000 4443 Step 4ic e D F L7z, Ll FEHICK
EUTAFIATHBZ L, Dtk CTD
EWG i3 Implementation Working Group (IWG)
LY, BATIC b > ToOL L REA &R T 5
EEYRE F L, 2oFEENT 2 EI13 8 KEE, 2002
FDTY 2y VSR TRICLFRESREPLI L
mEICBE LT, ICHS#oBmE»EZRINE L
72. CTIDA A F 74 3BBEDHT A F T4 > hk
Bl Tholzized, ARF TOTLLHECEDN F
TATLRY, Zok ) RN EHE 2 TEELT
ERDHHFINETA F T4 Vi 2w TEamnz L
F L.

2003 4 2 AnFiRE#HIc BT, CTDHERO®
HEROHIZH 56 H 7 Pharmaceutical Develop-
ment (PD) # new topic & L TERT LI & &%
N, PDOFDOEHBICRERT 2 NENEETAF

TAVELTE DI P OEENIWBED Z L.

Nk, 200347 A7) 2w NL2ETGMP
DT —7 3 ay 7THREFFCREES N, PDIZ) R 7
PAV A FOWEEED EDBED L LEK W
Be3nFlL, Ld>T, 20k 52 PDOAL
EDOTREEIN, AKFEHFOL ZICEKINLZ
ELBDT, TNHNEZE THOREERE L ZUC
o N RAIEEETARET I L0 R E&IC L
FL.

Concept Paper #54E & #1 2003 4£ 10 BlciE= 7% +

* EERMEMEETRAARILE
> S FEHENE 10 [0 ICH AIRRE S

B OERHEHASE B
(CER; 1647 H8H I BRI

o

By 7 En), KEREBTQ8 AMLEDIT b R
PRGINE L, zntka s Frohi&a 2B
L, 20046 ANV > F 2B THERTEDT
BY ¥, kBE4&#ICHB VT Step 2 xED draft 1
DYERBCE LT HBAEL draft 3.0ICZEL T T,

2. Q8nE#HE (o Fr<8) (Table 2)

2004 FF 3 Hnur Fr 2T Q8 N BHIHHH T
HEREN, FIFCELBRT 5 [RBEERK] ciesET
2EE% [high level] TEDH LT & PEBINT
L7z, KRRE&EETERL 72 draft 11316 2—2 1
bz draft T, ZIIi8EE LT, Bl 3R,
AR, EHF, AR ZcBLTro L) H
BNV LEPIZOWTCEHEHINTWE L, Ly
L, 0% I3 how CBT 2T TH DI &b b,
2| Chighlevel xXFEE$22 L FL 1.
B PD i3 nT— 3 #5035 T3, %
LTz RIS > o MBERRER T2/ L T & n
N % L 7-. Pharmaceutical Development {283 %
CEAERTLIZEICLE-T, BEHEBICE->TIRE
EumERRCBEELERT LI L 05TED LD,
BEREEHR) R O EEHSTRRICL B &,
®FEICE 5T, GMPOBEZE) ANSZ LT
FEEEF TEAXEGINN—TDZ b, 74 7Y
A7 NEBLTCHEEERICHRATH S &) BlR
PHEL TWE T,

3. Quality by Design (QbD) (Table 3)

Qa7 TEELMS& L L T Quality by
Design (QbD) »& N 3. QbD i3 2D 7 oo
LD FHAY, Pl [HEHE]) tRLZ

1-18-1 (¥ 158-8501)
B s#AEICL 5.
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Table 1 Q8 (RAIBAZ) DXl

200242 A 7V = v/ CTD-IWG
New topics & DORRH
20034 2 A #i¥& : CTD-IWG
Pharmaceutical development(PD)® new
topic (b~DEXREGE
20034 7TH 7Y a2 v¥L: CTDIWG
PD i1 Risk management Z DS 2 ETr 2
LA TR
20034 10 H
PD % new topic & 725 T & 43 SC TRIE
20034 11 A KK :
PD X Q8 & LTHLERT b, HimBRks
20044E 3 H v Ry
Step 2 3(& Draft 2.0
20046 H Db
Step 2 L& Draft 3.1

Table 2 Q8MOEZ (o FL£E)

e Q8 (Pharmaceutical Development)® B
- CTD 5 3 #RICRE#T 2 MUAIBAZE) ICfEdk T
~NxHEIG% Thighlevel] TE® 2 (What %
)
- BIRIBAR OB FMHBZEL b B i a2 R
e Q8 (Pharmaceutical Development)?> 55 &
NoOHME
- BEE EERAEERICEEOEPMAEE
- EHERE  EBEEIR - BEEVHGERLE
'E
- ¥ WO lifecycle XL COEEER
AHA

Tk, BEREIINTIMENL ) LA A—Tol
FINTC, EH) EBWI¥, =Tk L TI3H
MCETE SN TARICHET SN T B HETRES
NEZ LS > TRISIN T2 EELRE &)

QBD%

N

Table 3 Quality by Design

Quality by Design (QbD) iXEAIBARITH TS
L VAT Tu—FThHY, JRIEEIZIT
L 0@ sts

TSR O RIKIBASR

QbD OBAIICESL
ik

DT —H S EE
EEEIZIEL OF— | BRI 2 WT —
I REREIND FTrwn

ZETl .

QbD DA TORREHIEHTIBL b T E T
B, fEknFEEEDLJIE ) PEBAL ET L,
RERIZBe D E L DT — 5 HMETL /25, QbD
TRT—2E00, CLATN LBLNERMHE
STHEBPEETCT. ok m@Erdiug, &
BRICIIRELT—IRBELWEEZI LT,
ZH L THERENE, BEERCL Z (DT —FH
VB D EFZLbNTWET,

QBIZQLD Z1RET B LY A4 FT4 %8
BLTWBERWET, LarL, —H T Q8ITHRE

L RBOBBEREEET L0 TRZ W &) i

LT FT. WEREDRRE QbD DB T
¥ 4%, expectation & optional & L CHIE) Z & &
LTwiEd., ¥%bb, Fig l2HETI W, 2o
Baseline expectations & E 1728 L D THIH1E
R HOBIFIBIRIC /) $9. Fic, QbD i optio-
nal Z¥2b &N Fd. = optional ZFsH5NnT
— I HEALAERLNLTRIZRFIRINGZ LTk
N, REIDOBERHTRICL ) F T

Regulatory
Relief

Baseline expectations

Initial focus for
March 2004

Fig.1 Separating Optional from Expected (@ Fr 4B THER)
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4. Q8 @ Desired State (Table 4)

WBILE L ETEIREICOVWT, 7> >
SHRTHERINT L, —i8H o ME#EeD
B TR L BE 7 0 L ZDHFC & - GER S
n, RAERNLNETH D L, BEORIEL A S
ZAT Ay 7 UAERE, ThbbERe Tkt aAng
BERD D ICRAIOBERICHE L 5 2 5 2010068F
DAAZAT 4y 7 ERICEDWTHRESINEN
ETHBEZ L, RUTNKOEEL )V TLIA LT G
BRI UREE 0B 2, THOZOHELREREY |
THEZLNTWET,

5. Washington Achievements

v REDHEE Table 512 £ L7z,
Step 2XE D draft 3.00 T2k, 4F Tk
N2k ) BRI ET Mo ORI NI L, 4
BoFmE T L L TUELHENSLIEET LI 5
72Z &, FUF ‘baseline’ & ‘optional’ %5 4l
ST EBEEC L Y. /2, ‘optional’ iE
WERRT LI LI >T7v X80T 4 280
LI TELHMET 774 L7122 LK
RELTHN FT.

Table 4 . Q8 Desired State

o A CEhEMLEE T u ADHREHIZLE T
R & NRFE S 1 2 A0 50 B R UK e

o MERT bt ADOFHERNVMITEFD
BEILEZELZEX D) EWVWH I EITETS
AHZAT 4y 7 REBRICEISEHREINE
BERIDIREE

o RTOWEL Y T IVT A bip SVE{REE % TTRE
[l st

Table 5 Washington Achievements

e Q8 Draft 3.0 EME
o BRI 2 EEFHRLIER
o VB RFGBMHROLER
‘e baseline’ ¥ L THIF SN HZEERY
‘optional’ & L THITF S 52 EHZ Wk
- ‘optional ZIFRERRTHZ LIZL - T,
FZEHHFNCE EDL ok 5%
TUNIA
- “What” (B8 5 X VEEARKRER, QI &
DYy

6. QBDOAR

6.1 Q8 (draft 3.0) Bk (Table 6)

Draft 3.0 # H k¥, Pharmaceutical Develop-
ment > Components of the Drug Products 20 5
Compatibility & T2%, CTDoOH%k & —% L Tw
9. ZNETARCTD O i EE#E T~ & EHIC
TETAF74 v ) W&y H 20T, LT
228234200, BRIINEEZBEALET.

6.2 £1ABEH (2. Pharmaceutical Develop-

ment) (Table 7)

Y, BERMREOBML, BES4+ERBENDZH
ETHBT 2720010, BEMENOEREVEE T v+

PERETY A2 TV, AR, HEHRLL
BRI - 7ok, AR EEEEE L L
T 5D BELRIFH BB T 2 0T,
BELZLIHFEREMRr SELNERIT ) 2
TEBOERETH L L) ZETY. Tt Q6A
DJETHLH Y, MEIEFEBROLTIIHERT S
ZERTELZWLOT, FEINTHEYAINLIH
ETBHTERTH D L) Z & TT.

HAFEFRICII ZO>DHFHEDLSH V), baseline expec-
tation & UF option IZ DWW CEHEHIH D 3. base-
line expectation (213K 2 HH 47 { & LIFES
NTEHEMICRLE LNLENETHDE I EHEEINT
WEY, —DORBRGORE LIEEEOHKRICL ST

Table 6 Q8 (draft 3.0) B

1 Introduction
1.1 Objective
1.2 Background
1.3 Scope
2 Pharmaceutical Development
2.1 Components of the Drug Products
2.1.1 Drug Substance
2.1.2 Excipients
2.2 Drug Product
2.2.1 Formulation Development
2.2.2 Overages
2.2.3 Physicochemical and Biological
Properties
2.3. Manufacturing Process Development
2.4. Container Closure System
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§. Integrating Risk in Q8 (Fig.2)
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- Baseline expectations
= Optional information
= Regulatory Flexibility

Step 2: Yokohama

- Appropriate examples
of risk management

L—‘ First Drafting: Yokohama? J——

Fig.2 Integrating Risk in Q8
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Fig.3 ICH Q8: Discussion on Regulatory Flexibility
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Action Required Date Due | Responsible
VERSION 3

Issue current draft (Version 3.0) 10-6-04 JCB
Comments on Version 3.0 to rapporteur 15-8-04 All
Consolidated comments issued to EWG together with edited 1-10-04 JCB
version of guideline incorporating any strategic changes

Acceptance of comments or proposals for final change - 15-11-04 All
leading to Step 2 document

STRATEGIC QUESTIONS

Responses to Questions to rapporteur 31-7-04 All
Consolidated responses issued to EWG 15-8-04 JCB
Interim teleconference on strategic issues, if not resolvable 16-9-04 or JCB
by email 21-9-04

Industry to assemble worked examples of ‘risk management 15-10-04 FE
in action’ for Yokohama — send tp Fritz Erni
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8. Discussion on Regulatory Flexibility
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