Bl RECET 3 Yy 7 OBE (Quality Strategy Discussion) 393

Table 3 {2ET+2HMGL (6EEER)

B A b A AERES/ AR ERERERR
HOBE
avt b WEORELERHLRERTDES
HO—ETHHEEF BT IR, B
i SR O FRFD
- %i# : CTD-Q S2.2 ~ 2.6
- %R QBB OEBRICH B AERES LY
iR e E RSO R3E
-ERRFOMOEEHFERICLERATE 256
bbb
- EHA FoA o OERIFEL IIBIC, fkodb
AEEE T, AEES, (b MFEEORELICHE
FTEHA FFTA KA TERELEZD D,
B
CEEOME L TOEEROREEAFRIETE IR
LT B hORFENLRE T OB
- —Eﬁ')lﬂ:ﬁo)ﬂgﬂi‘ﬁg‘liﬁfg LEN-R
EHELTD (Tha) IR Y0k52E8
BErih, Yokd i uEmsORRE(L
- PEHEE SRS EICETARRE T oSN
CBILTEEITHDH I & e
- FRFEODENL
CREFFEICELTRMAL Y ZRICHETED
FORERURSICETIAREZVAICTER
rvwhroEERELTHIL

FROMMPSEH T W &, QREREICEE
42 Q8-Q10 DR HRIZHBETY {, T OERES
WL SRTHL I ERUSHINLIGEDL D

F LTRSS A EEMES S B & LT H, T ORESLES
Y THETHLIE, @InbE HAUBMEET S
ZEHRLBri3zEZ LN LWL, @FETETY
EENEG 2 T R4 LT =T eI b LAHE
WA BRSO FTIT ) &4 F 74 el ahE
BTenwz r, @EEEOLOT TRERBOH
AN r—%2FHFh{ftothizcER L Lo T3
i, AHETT 72T CRewEEwg 2 &,
DK FETEHLILDTREHEIH BT F I
B, Pefe LTEDBENC & - THIZEDH 200 ERMT
ok, WrHrEFLNET.

HBIWG X LTI, KicgETETWwWEarE
T =k TOF Y 6 BNEERERILIF
bt BE SCicRELEL L.

zidh, SEERSEAORNYHEIZIHITT
T,

Pharmaceutical Regulatory Science Vol. 38 No.8 (2007)

4. SESRSMBME~OFN (Table 4)

24 F IWG o8& L TSCit, REREE
NAFTOLOMEE LTR) EIFaZ LicBLE
*E@MHEZ BT P ——DEE SCIC
TRk E Lz, —HT, QROKMICHE
LT, ¥ T£8TEU & PhARMA »i#tFa®& & %
N, NCE & /54 & 7 n—7hKH, LR, %
KRB & T—3t 5 i2&H 7 Plenary Session # 1
HEE T 22 L% SCHEIE LT, BREIZZ
2N SCHRY BEMEITRENTLEVF LA

L# L#%ats, EU & PhRMA o t§5AiS, Stra-
tegy Discussion —AIC#& 23 L NDIBANHKNL &
TEtic T TR R, SR TAERRLERT S
FIEICHT AR P S UNERALEMLEL
2. HEEARWTNL NCE ZSN—7D 4 2 o3=T,
ForER LB EWIZ ELH Y, MEDI A
FicBE L TRESBLE, FoHBnALLTEE
TOHA P4 vicbadiofzize, Rl hEe

Table 4 SHEBSBMAE~OFRIL

e SCOEE (S AIWGIZBEALT)

- PhARMA/FDA A3 [E] SC &SR TV A ITHi
YD POEMLBRTTS (HLE0ELD
“CP” ORE®T3)

o SCO#NE (QSOF LY/ IBELT)

- h T NCE kA F T N—T0HE, Bk
WAz, HEAR: ¥ T3 5720 Plenary
session % EU/PhRMA 23354 T 1 B Mg T
Bedn

- EU/PhRMA BL£B0O EMICRT 5#EL SC
OEBFLBOFEICHET (A ATN—T KR
OB L TYBRAL b)) .

« EU/PhRMA ¢ FDA/PhRMA O ffih %

- EU/PhRRMA(\#"1u s NCE 7' —7 )6, &t
BIrMTTONR, SBCABERLERTD
FHICETARRL2 VRS UHBER SR &
hi-.

s rhicETAgEEN LY 4 Pay, EBHE
BiBS, GL{ER: (CmER) HBHERSY,
GLBEOIA IR EPICETEaA L ME
HpEHINSD.

- SC O b4 Téh 72 FDA/PhRMA D234 ZiZ
BF3art s h— -3 BYEEIC LD i
ARz rlrant. Zhicky, MERAA
ik ¥ELY, RHEIFLK, ik, HHO
LR LTMEFEO GLICHIEM Y, RBl0EEIC
LREBSRSEBPRETEI L LR 0.




394 2 SEcET 2y 2708E (Quality Strategy Discussion)

i LB RSB ERT O LU N LA
I L XOFBREROBEERENML TSN T,

5. t#EEA (EU/PhRMA) » 505 #SER

sTak &k EU/PhRMA #HEAORE L L&D
btz Lcd, KETMEREZERLZD
nTLHNF LI

7, MEMMESEO BRIC DWW TR, BERE
AEOMFE—HEICmIT CTRESETICH »'%
TNREZEEFHLPICTEIE, ZTOHIEY) LI
AREHE MYy 7 EBET L ERFEE AL S
KT A2k, ZOoBRENOES BT, REL
DLBEABFEONA FIA 2 WbricT I L E
EF Tt L1,

FLTICH B BERSHRENF —s3—E 2 —
LT T TCRKICHD LB mEETL
(Table 5), F/-HAEHETFHQS (R1) =% QI0,
Q4B iz DWW TH L T2 ¥ (Table 6).

FIRAEREEIN TV 2HBRB & L T Quality
Overall Summary (QOS) % #(f (Table 7), %

Table 5 SEEH AR ICHPL/HILHL D

o CERRBOBEFLEIT, BEIALHENIC
WEXBILNAAL IS

o HEEEEL L TEBLENELE - REMMIUE
ICEAREIC 2D, FLELRBVWEDESESRER
I G o o

o ICHGL BB FIZESWI-RHOERPEEIC
B -TWS, Fl  KEHRE, T, PAT,

real time release, design space .

Table 6 5IHEZERAR . #ITPOES

« Q8(RI1) : HHEOAFEZFICLY, ThL@EAD
WA IED I ER LB LHMIIER ; Q8
TR s BEoBgrRESE 51T

-« Q10(PQS) : BX7F GMP Offisc# BE. BN,
1) —ESHBEORANZ{RIET 2 EEREH ORI
HIFRUHANOT A 744 2 VT hI 5 k6
WEDOREIZLELRFRAE AT LAOBKE
Ficonwtied+32 8k, 2QRHDTA THA
2 D% B TO@ER GMP IR » o274
THA b 5EENE QS T e —F
~DRASHA LT P RETHL

e Q4B : RARBEOHERA : ##EOLEESF
Eia

DEBLBBL R, BOHEIFHLLTAV s>
LR, Zi ¥4 I ICH-Q Strategy Meeting
~ERTNEELFRLTWET.

5.1 HEACIIHAEY 123 EHT DS

HDEBFECLEEEREARAR

sEERIC BT A HEBEANERIZ, T, 2003 F
7 B iz Quality Plenary Session TH/z% /4 ¥ 3
ST AEE, ThbbERHE) ARV AL}
FREIBIC T R BART T e —F HfEic, RO
SAT7HA I NEBEL CERAVMEYERMBE S A
FLAOEEBRNEZH > TWw{ EDEEIDH),
79Q8, Q9, QIO DEWIC D uh 5> TELENVI T
ETY (FHE XTI ILRALTERLLAN
gt T, ICH TR EizEBEIC QSE
#*BA%E 2 1T ICH ERFBAc Mo 5Emk, Q4B 2
71z BAtG, 2004 5E 11 Ad 6 D54 F OF MRS
BUMBEICHAE N, 20054 11 B LB B
ML TH SCRANEXLDT Tl e ¥E
EXOTHEAORBICIIMEH L LDHH D),
FLTHEICHERR TR, k0 ICHOREN A
Fo4 i3, FrlARBEBEO O ORRERARICHE S
FERTTELDINLT, FLT4F7413,
BRh L8EIC b2 MRmN T A 794 724 %
BLTEAEINAZ EXE(EMLTWEEN S A
TARELBOUAIMTELEFRLTET.

B, EfER Tl B4 F74103,
i ] RSB EBT &I LTaZ L

k0, BARERC M%) E2 2 N&EPICKREST

TwaE (CZRREVI (b LU 0TS
Tt H). £ LT, 29 L7%EIIZ, Quality by
Design O#k& % WD AL d'h, £EH»BHEH
L, WETLLTRFARYCRE) A 758D
B LSRG EBEL, TEXSLT(ETOkX

Table 7 HBEE R BESh TV HHEME.

e CTD-Quality Overall Summary (QOS)

- B, QOSIZ Key L 25th@E BT L
L FERZFEFRLELTHAVWIENT, Q
OSE#EEELLIEVWIREESLS.

-EEIC LY, EKBPFERE P CABORAETICHE
BELRERALFERVICTHEILSNRAES, A
FlZoWTis| ElEAMmSLE.

- HAROBMITEESRORRRETHD.

Pharmaceutical Regulatory Science Vol. 38 No.8 (2007)




Bl REwETS Yy 2 0B (Quality Strategy Discussion) 395

XH— L Thd, LOBLORMEBEL TV
7.

Wit 4 F 74 > OB TOMIC, HRES
FEDBIZIC BT B TERDFE 2 B R RIEBOES %
EZELTCRETLENGHDI VWL LT,
r. LizdiaT, BEOHA FT74 v RUSEDHS
A FI4vic [FHreels] PWACHT, 1§k
HICH-QUE 3 E 1 BETH THL EORBEER
LTw&d.

37, EEKOHECHET 2EEBOESLIHRRNT
WBZELREEREERMTAEBHTAN, ZC
ER, EXESOSHEICE L THal 7 AR R % 1E
4+ Ah%E, o3 NAEECKRHL-MSARETREE
avtoe—ntTaAErBERINTEL, L. £
B3 b LM (R REPOCR S LRSS
TA2cB94 2 S HH% & Design Space DHEILIC
BTV HRECWHPIREL TPtV 28TH
LEnERFERAL L.

FLTQS%BIcEYRUEEY, Q84 F 7
A, BAOEEL» OB TEERALPICTS
FOMENL E TERE ATV, £L T, HHH
FOEEE L THERRT Vo —F, BELMLTE
Lk ETenT 7 o—%, LRT7o—FadM
DLOATRTEVSREE=D2NERBHNT 7uo—F %L
I EHEEINTS, &,

P, BECFoSETRICET 28 - #HEk
UEER A TR B 2 LI ) BELHETHF L NS,
IR AR ¢ e uid, @) A ZEEY - VR UR
BT RERGE AT LOEREHETYI A 7D
BhEL, BT T B R UK SR D SRR SE A D (R E
CD%h, DWTRHEEEEREY 025l d
naRicuw s EEEk

FROBSFVWHAIKEENS—RICLEN AND
7, T2 bt NCE RS54 A RE M H o fnE 8
EEZLIChI-T, BRATNEREOTHERE
END T UENSH DB EL, T3, NCE R/~ 4
FEEOBEOE LIRS FMELENDH), EICH
DKL ¥4 oMkt BELERL L HEFR
gy FaEE F BB, #1213 Quality by Design S % £
LUENSHDL, rER '

Quality by Design % Design Space (DS) % & @
& NCE RU <A A BENHIcEMZNG T
g, chEsi—rBICEEL, NCE®R A A

Pharmaceutical Regulatory Science Vol. 38 No. 8 (2007)

BEA OB, @@ annexe ik T 5 2 & H5F
2 503, &. Quality by Design & v ) #ici¥H
IHbLALE, HEICHT S QA Q6B A A
Fo4v2 QR TEHLNE Loy T EE
NANDZNCUETT ALENHE2OTII LW ED
PEESIE LT B, &, Tl T4 ¥ a3 o4
W WK, EESEHOWMLLEELTWS
LT, QOSffifEe=FE@EL TIEH
T2IEDTEBLEIRTERLHORELLELDL
n3, &. Module 2 #+%—%m, » OEUEFER
BErta0HnQ0S A5y ADWETHWLEE D
BRUHZTETWLLORBERAXTWET.

5.2 o ICH-QStrategy Meeting ~DRE

ZLTESHOITE, SEDHTELET, Y
MRS 4 U3 & FOEBRO I ORI E
BLETLLELD B EEK SCADOBHEICI,
PLTOBENSINLGRETHEE®RALILL.
Tubb, —BRBIOBELZERTILHOENE
e CHELTARETAZE, Z2ERET 1V a
PERTALODICULELTLWTA FIArERE
+22k, ZOHRIUET2 LELTHBESAFT
4y embhict 2 b, BRI EHHECET
LR, DT NEENLE 74 2 ZICHT 8K
242k, EVSREBHTI P HANTREEZLT
2F L7,

§. EMMFEERMOMBARCNT 2ELRMR
§.1 EFPIA/PhRMA

EFPIA * PhRMA (2 B b42% L - sk &R 2
T, BEAEOMICERBL, HitofEicsbe T
ICH W ToRifib BEETHY, FRREE LTH
ZbNBbLORRLE LA (Table 8),

¥z EFPIA |3, 588 LT Table 9 1CRT
BAZFFZe A & Hk % ) Post-approval Maintenance

Table 8 HHBEL LTEALNLDZLD

e QOS OkET
« APIs it 5 QbD
o iR % % ¥ & 1 (Post-marketing change man-
agement)
¢ Q6ARTF Q6B
¢ Genotoxic impurities, catalysts 5 {ZB39 % GL
(EFPIA)




396 B SBT3 Yy 200 (Quality Strategy Discussion)

Table 9 EFPIA - ICH Quality Strategic Goals

» A convergent process leading to realisation of
the original ICH goals
- Same development studies
- Same submission format
- Same technical standards
- Same submission content
- Same registered details and compliance
commitments leading to,
- Same post-approval maintenance frame
work ideally globally
* Generating a common science- and risk based
approach to review and approval and potential
for Mutual Recognition of Decisions & Inspec-
tions
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Table 14 F BB OFHEERIZ3 {2 RAE—JPMA—

The reason is still unclear why biotech manufacturing guidance has to be under umbrella of small
molecules. Manufacturing perspective, somehow biotech guidance is prepared to cover those historically
and is more advanced in this sense. It may be needed that biotech group has to be in the discussion of
overarching guidance, which biotech has not been.

“QbD” and “Design Space” are new concept and there is a strong need to reach precise and same level
of understanding.

« Between product types
- Between regions
- Between regulator and industry

By now, we have been discussing guidance by sharing experience. Recent guidance is conceptional, and

positioning may be different from existing guidance. We need to confirm new direction of ICH.
« Experience base vs. policy base
« Readiness/need/impact on regional regulatory environment
- Are we clear that we are going to implement new guidance on conceptual discussion basis
« Does each region deal with ICH guideline in a same way?

We know that Q8 -Q10 are high level guidance and not mandatory. This could cause confusion when

we made guideline based on "non-mandatory" guidance.
- Not mandatory but overarching?
- Gray zone has been always existed. We covered by discussion on science basis but not conception
basis.
JPMA suggest actions as follows regarding biotech guidelines:
« Prepare biotech guidelines as it is.
- Set mechanism to review with experts for QbD and Quality Risk Management when needed
« During discussion, call for comments on these concepts

[Ensuring Efficacy and Safety]
=

Effective Combination of Critical Quality Elements
(from both product and process aspects)
A, Tt _';ill:./_-rr..‘.‘. N .

N Various \:
/.| Strategies

The Approach need not be a Single Path
Fig.1 Drug’s Quality is NOT for itself, but for Efficacy

0N

and Safety

W ZETY., TUubbI3 T UHEIRMCIE Table 156 FERLHEIILBIREAZ W HHEL W
L, SEOEERCEREOMRZ 51243, HER To meet Products of different properties and
FEBEFOMBOHLBELSbOEDEITNTEWIT Y to ensure their quality & consistency, the more

I BN . o the approachesitools and their effective combina-
IR & R ?ﬁ}ﬁﬂi FE), I0MEL tions are for Regulators and Manufacturers to
WOTR%WHEV)ZETT (Table 15). choose from, the better.
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(Fig. 2).
FEAETIE, CTD @5 3 8% QOS 7 ¥ TS
N-BSRURMEICET LI L, RKEBEXEDNED
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Module 1
“Shonin-Sho”

Module 2
(Q Overall Summary) .~
,

i‘

R (to ensure safety & efficacy)

P
Ll s

Legally Binding

Module

“Product Elements
(Product R & D, Raw Materials,

Quality Attributes, Batch Analysis, elc)

Intermediate, Excipients, Characterization, Valid

Process Elements
(Process Development,

B
Ion/E:

Process Control, In Process Test etc)

Fig.2 Japan's Science-Based Effective/Efficient/Flexible Quality Regu-

lation (1)
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6.7.2 MHLW > Rf#& (Table 16)

MHLW o) R##i3, 1) Fo % LRSI LET
Wk, 2) HEHHREICBLE L 2 a KR
FEE MY ARFEC -2+ EE, R
THhERY, Bz 7L X P 7 AL REIOR N Kk MR
LTwaiwZ E, 3) B BBt IR T
ETWEOIE, FNEEETLLHNERL AN
V— 2R E e twZ E, 4) QD &
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Module 1
“Shonin-Sho”

(Approval Document) @ \\\

3

Legally Binding (> GMP target)

(Changes are subjects of regulatory

Relevant parts may be reflected to
individual GMP by manufacturer
Jchangeable according to GMP
managements)

Module 3

egulatory review & approval)

Fig.6 Japan's Science-Based Effective/Efficient/Flexible Quality Regu-

lation (2)

Table 16 MHLW's Position

1. No new dominant Philosophy needed

2. Maintain Scientific-based, Effective, Efficient,
Flexible Regulatory Approaches to ensure
Product Quality and Its Consistency in rela-
tion to Safety and Efficacy

3. General Revision’s Cost (Human Resources,
Time) is too Large, where aimed Approach
already allowed.

4. Notion on QbD, DS etc. still NOT solid enough
to rely on

5.DS in Q8 is a concept that might be proposed
by applicant in some cases where possible and
appropriate;No new regulatory requirements
beyond the current situation is intended by
Q9; Q10 is optional

6. ICH Guideline on Manufacture of Bio Drug
Substance is currently lacking and ready to
develop where appropriate

B\t Design Space (DS) %o HEEIX, £hicd
NTUEFTHIEIEEBBD L o) LTwden

5) Q8IcBIT2 DS IFHFEEIWHERBEL T 2
LLNZWREN—D2T, Qit, ¥4 F74 ic

RHEN TV LI BRI R 2R TR Y

(HERENTWS, QAT a>ThHhaIE,
6) A AMBOBEIHTLZICHY A F 74 i3,
Fig TERT L IRBERTTWE, wh®ad 3y
PN 7ARREIZD, EAD LB TELRE
ThHhdEEITWDS, Lo RBERLIL .
6.7.3 MHLW 3% (Table 17)
MHLW & LT3, 1) <~ A EEXERFREOME

Drug Substance

Drug Product

Fig.7 Missing Link

Table 17 MHLW's Proposal

« ICH begin developing a guideline relating
manufacture of biological/biotech drug sub-
stances (High level: based on Yokohama's
Concept Paper)

» Continue with the ongoing guidelines, i.e.
Q8R, Q4B, and Q10.

* Implementation on Q8 (Q9 and (Q10), as being
not mandatory guideline)

* Discussion on QOS

» No need to revisit any existing GLs at present

BT A FIA 2 RIRTAE L& 7}
N2 TR T 22 L, 2) BIEDOH A F
74 DVEREERBERTT L TWwa L dizonT
TR L TRWZ &, 3) QB I3KEATL, QI, Q10 i3,
BEHTRLWLDELTHRIZ &, 4) QOSicH
ToERIMITEZ L, 5 BIAVLAFF4>DR
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BLIZLEZWZ &, #EELILAE.

1. SC~m#H%

7.1 Agenda

BITETBA L 72 £ B ERB o0 B & ~— 2 him
L7z B LEIc W THEAE &EH, SCiK
BELILEOT, FORKHCOWTHALZT.
E47ic Agenda % Table 18 IcRL 7.

1.2 Scope (Table 19)

HERE T TS, SERFEAROHRE—sRIC
T, SESBTCICH A T~XE2ZEEWLA
L, BEEOWA FI4 >0 RELOBEREIZ O
THBLIEES ST, ERERELTEOL
THLmzmvwxxEES AN Industry »¥X— 3P 3 2D
Scope &£ L LT, SCREHIA-TWET.

Table 20 i 2003 4F ) Statement * F#6 L 72 &
s T e

7.3 Gaps & Opportunities (Table 21)

LAHTLHTHMEE N, SEOBRICMITTE
WY D ETEIRRONRE U o BRI ERIRR,

Table 18 Agenda for ICH-Q Strategy Meeting
22 October 2006

1. Future strategy for ICH Quality
2. Review and implementation of Q8, Q9, Q10
3. Develop a common understanding between
chemical and biotech entity experts
4. Identification of gaps and opportunities
5. Plan(s) or recommendations to achieve the
ICH-Q vision/strategy

Table 19 Scope

« To identify those areas in pharmaceutical
quality which need to be addressed at ICH
level in order to further advance towards the
goal of achieving the same global submission.

« Need to review the existing portfolio of ICH
guidelines.

[Industry]

« To identify those areas in pharmaceutical
quality which need to be addressed at ICH
level in order to achieve a transparent,
science- and risk-assessment based approach
to product development, dossier submission
review, approval, and post-approval change
management in the ICH regions.

» Need to review the existing portfolio of ICH
guidelines

Pharmaceutical Regulatory Science Vol. 38 No.8 (2007)

Table 20 July 2003, vision statement

“Develop a harmonised pharmaceutical quality
system applicable across the life cycle of the pro-
duct emphasizing an integrated approach to
quality risk management and science”

Table 21 Gaps & Opportunities

« Guideline on development and manufacture of
drug substance (chemical and biotech)

« Clarification of key terms and concepts

+ Quality Overall Summary

« Post-approval change management

BEEQOHA FI4>», X—7—Fkart7}FNHE
FEiL, QOS RUTHIRENEFEFEMBETT,

7.4 Agreement

BB, +H0L2RTAEICELLZ L IBUERH
o) Q8R, QI0, Q4B IZE MK L T Z & T
L.7=

S ERTLIHRMEY LTEITL LB IHE,
Table 22 ko /L2 kI bnTY, —2HIZILEK
RENAADREOHRBECHATEITAF 74 ~iCD
WTORR T, T2 TR, FrbUtWwEEILHE
BLiwEnBEHTQLD & v ARREAS AT,
best scientific practices &\ 9 Z &> TWE T,
“OBRAEE: a7 OB LT, =2HI

Table 22 Topics to be considered

» Drug substance guidance addressing chemical
and biotech (similarities & differences), tradi-
tional and best scientific practices’ for S2 of
CTD
« Clarity on terms and concepts (implementa-
tion of Q8, Q9, Q10)
e Q8 and Q10 EWGs to work together on high
priority terms
e Guidance on content of an ‘improved’ QOS
placing key information into QOS backed up
by Mod 3.
« Updating of existing guidelines to accommo-
date technical advances
« Others (important, but can affect legislation):
- Post-approval change management systems
not harmonised

- Distinguish between sections of application
for review/approval vs life-cycle commit-
ments
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HEMAECNT 2 Q8 & QL0 DILFEEZITH Z &
T¥. mE2Hi2 Module 3NDEFEEIR, vt 2
FREDAAZQOS ZIEN LV EDBRLHNET
DT, FNICHT 2UERSOERERFTEZ &
TY. A2 BRB¥nMaodtsd R L BEFs
A F7A>ORELORIETRETEZIETY. =
NLRFEERETH), ABEINLOTIEHSN F
A,

FOf, AFEIRICBLOHZEEBHEL T
EZTwE T, BT > TREZZT
HENBHTHEBHTHLIBHLNOARDET, T
JEDEEEBR L AT LAHNEAMNL T nwZ kL
WA LHEES E LTEETLNE Lz, Bio, KE
BiEL T4 704 70 icBlT 2845 ERALTT 7
N 4r—a v 2HMANTEL VR EV 2T &
i, EFPIA, PhRMA » L 8F3h L7,

8. Proposed Next Steps (Table 23)
RDAT v 7T~DEtHIc 2w T3, Table 23 ic
RLTwETH, ZH—DdBERIN—TCHLZ L
e, WEELIEMTER LA L0 E SC THREL
febHhT¥, LPL, SCHZOFIFRIBLTLE
WE LA KRB ELLMBEE T 5 Tv 5 Quality
Strategy i2 DWW T O & FOVEEEICHT 2
WM, XEDT) 2y 2B TRL)ICT
BFEELTVEENHIZETT. [#bNicT 3]
EVIBEIMEFERL T2 L0 T2
[H—IbxzE T B L 8bNIicT 2] Lv) BEE
DAHEBELKNICH ) TTDOT, 4EDOHIGIZDW
THNHC-HETT,

7, BEEFAFT7A4 Bl TG E 234 F
DEMIRHIMEETE L, ZNIAEBLALZET
1.

Table 23 Proposed Next Steps

e The two co-chairs suggest
- To continue and finalise ICH Q strategy
discussion in Brussels in order to work out a
harmonised quality strategy and a workplan.
- To continue the dialogue between chemical
experts and biotech experts on a section S2
(drug substance) guideline.

9. S#&ICMIFT

9.1 B
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— I R&D, 5\ 3AEREE FE, WERE
AR, TN E L TELEXIE, E-BLLs
ik, L% Bigd L3tic, Fod REHELS
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