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Table 9 EFPIA - ICH Quality Strategic Goals

s 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 A BERIFRHEION BB RN+ 5 A — 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}

P DN

Effective Combination of Critical Quality Elements
(from both product and process aspects)

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

and Safety

WHIZETY. T4bb3 T L HEIRRCIE Table 15 FERRLFRITILBIREN SV FA L
C, B NHARCIEEENMRZEZI23, HED To meet Products of different properties and
FEREZTDHEMLHEASLEN ST T EVIT Y to ensure their quality & consistency, the more

. A g . the approaches/tools and their effective combina-
RIS b 23 %”gﬁﬁ P, SOEEL tions are for Regulators and Manufacturers to
WOTR TV e ZETY (Table 15). choose from, the better.

BiZ, BARDBEFNC DV THHHTHHEL T L2

(Fig. 2).
HEAETI3, CTD »% 3= QOS % & TiE# S
NEHEGBRUBEICET 22 &it, ABEENED
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Module

Quality Attributes, Batch Analysis, etc)
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Intermediate, Excipients, Characterization, Validation/Evaluation,Robustness,

Process Elements
(Process Development,

Process Control, In Process Test,etc)

Fig.2 Japan’s Science-Based Effective/ Efficient/Flexible Quality Regu-
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DOEEIRERE > TWETH, L ORBECRF T4
7k L BIHOETH, BkiE, BREZFIehENn
IkTHD, ENZTFEe—7T74—F v &2
AEDKLE DD EV- R ELDEMORETT.
DEMAVERT 2 GMP ICBEL Ti3, REMIETE
o TIERL, FIZIEEET 254, EEEHY
EDESITITI A, BOREEZIAHTY.

—F, CORLNTA IS = EFDHDRFBHNE
WEEE  GEEE TibbaTHEELEISS
peE ) A - MEE - HHRVEEKBE L LD L
v BIED B o®S, B BROEML L
DEERELTURBICELTEET. [BETHE-&
HEBN I THEEL ) KBEGNEE] NFHER,
wek —TONRTTHT, £EMIZ Comparabil-
ity RB %47\, FOKFEIEEBEICLN ENERY
AN, ABEINBLENHDET. kb, A&
BHEDMCEEVAENICED - WEFRERVURE
EEOEBOLEEZ, EEEEOMREL UTE
BwiBbhE.

Fig.6 i3, CTD-Q ¢ HANAKB R U IRENH
HOBFZEERLALZLNTYT., ZHBICRLAET &
34z, MHLW i3##lcR—2 % BT, RHE»
OERMT, BILELL Y £ R E 2l
ISR ERFELES, ILEBENTERES KE
L7V X TN GEHRROH NV FHRWEFE
ZTWwET,

Lo T, ZHOBRMFLATLREELRD, B
EEBENTVWRH LT 7uo—F, HsWIIIHES
EILEEZLEBECLSERLNEEZ TS, LEBAL
FlL 7,

6.7.2 MHLW o> Rf# (Table 16)

MHLW o RA#i3, 1) #ie% b3 LET
tnwz k, 2) REESCHEMEICEEL 22 mEHEEX
MBI T 2RI R—X 2 EE, R
THhERR), B 7V X 7 ALREINR ) B % #E
LTwEazwnwzk, 3) BicHOICHE» 2 FRHT
XTWBDII, FNEEETILHNERLARY
V— AR YTk, 4) QD &
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Module 1
“Shonin-Sho”

{Approval Document) e .

Legally Binding ( GMP target)
(Changes are subjects of regulatory
review & approval )

Module 2
(QOS)

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

Not-Changeable Chahgeable

Modute 3

(without justification and

egulatory review & approval)

4

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

~ torelyon

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

5\ it Design Space (DS) ZnMEEEI, Fhict
NTERFET2IEERBHL > 2D L TwenwI &,
5 QBicBIT 2 DS IIHFEITEHBEL T 3»
bLALVESN—DT, QUi, ¥4 FF4vic
HBEINTYB L) ICBTRANEBZ BRIz L
CERENTVWS, QUURA 7 arTthd e,

6) XA ABROBBICEIT S ICH 74 F74 i3,

Fig TIWRTEHIRBAERITTWE, wbWwa Iy
TN 7RIEIED, HEA D LRI TE DK
THHEEZ TS, Vo RBEPRLILR.
6.7.3 MHLW 4% (Table 17)
MHLW & L Ti%, 1) ~“A TEEKRENB &

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 bemg
not mandatory guideline)

* Discussion on QOS

* No need to revisit any existing GLs at present

BT 254 P74 Y2 BIRTAE L2 27}
R 1ZW > THERT 2k, 2) BEDOHAF
T4 OEBEERIBERT L T3 L niconT
Bk L TRWZ &, 3) Q8ILHIATL, Q9, Q10 i3,
FBEH TR LWL NELTHRI Z &, 4) QOSIcE
THRBBIIKITDZL, 5) BAFVA VIS4 DR
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BELRELELWZE, Z#RELZLE.

1. SC~DHE

7.1 Agenda .

BIHTHAL - SBGRBEN REL ~— R HEm
L7z SEEESHBIc W THEAI»E EH, SCic
BELIELANT, ZOERIOWTHALZT.
BA0iC Agenda % Table 18 IZ/RL 7.

1.2 Scope (Table 19)

FHRRRETT Y, REREAZOMRE—BEFIC
BT, RESBTCICH T REZLZHLD
L, BEFOHNA FIA4 v REL DLEEICDO
THERBLALEEHIZETY., BiERELTYIHL
THME 2w ES AN Industry 25— 3 > D
Scope &%+ LT, SCEEHIA->TWET.

Table 20 {3 2003 £ o) Statement # B35 L 72 &
Vi) ZETT.

7.3 Gaps & Opportunities (Table 21)

CHTLBTHMBEE SN, SEOBBMICHITTE
W ZETELIRERONR L % - o BARREIRIL,

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

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

Guidéline on development and manufacture of
drug substance (chemical and biotech)
Clarification of key terms and concepts
Quality Overall Summary

Post-approval change management

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.

o Need to review the existing portfolio of ICH
guidelines.

[Industry]

o 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.

o Need to review the existing portfolio of ICH
guidelines :

BEHNHAVFFIL>, 3—T—FEare7 W
b, QOS RUMNRENEEEEMETY.

7.4 Agreement

BB, vHTSEBTABICEL LI LIIRERD
fF ) Q8R, Q10, Q4B IFFEIC#FL T Z & T
L7,
SHERETNEREL L TET LN BRI,
Table 22 i2/RL 72L& 5 b nTF, —DHIIZLK
BENAADREOREICET LA FF4 2D
WTORETTTY, 2T, b WwESRIIE
ALZwEinBEHTQDD &) AFREAI AT,
best scientific practices ¥ V29 Z &Il > T ET,
ZOBHREEL T OB LTY. =28

Table 22 Topics to be considered

e 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
o Guidance on content of an ‘improved’ QOS
placing key information into QOS backed up
by Mod 3.
e Updating of existing guidelines to accommo-
date technical advances
e 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

Pharmaceutical Regulatory Science Vol. 38 No.8 (2007)
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BEMEICNT 2 Q8 & QIO NXRELEFTI = &
T¥. MoHiz Module 3NEEEE, v+ X
FREDRAZQOS 2/EN 2wt DBERLHN FT
DT, FHITET 2 BERSNERERETT HZ &
TY. AOoBRBIENHEROES % K L 2B &E»
AFZ74 D RELORERRETL I ETT. =
NORRBARETH), €FInboTlHN
A

XM, REZKICBLNSI2EEFHELT
EZTWEFTH, REMEBEc L > THEL ST
3 L NBHTHEBNTHL2ERLDBROET, &
BRENEEERL AT LDRAML Tl nwZ s
XAH»rLoMESE L THETFLNE L, Bic, A2
HEE A 704 7NV 28 ERRILTT T
Ny —a>dT AN TELVA LV T22 k
{ EFPIA, PhRMA » L8R E N F L 7=,

8. Proposed Next Steps (Table 23)

RDAT oy 7T~DEFENZ DT, Table 231
ARLTWETH, THO—D2BIFIN—TIcHBbEZ b
%, HEFBERHIBETERL72LD%E SC TREL
2bNTY. L2L, SCHRZoFFREBLTLE
WE L2 KlIEr»L5BEE L 5 T 3 Quality
Strategy I DWW T DO & Z OELFEICET 5
BREKT, KEDOT7 Y2y er2BETERHLYICT
BFELLTVBENSZETT. (RNt 3]
LV BEIMAZERL TR b &0 307
[ ZETBE W3 bLYICTE] L) EX
DIEEHED KVITH ) TT DT, SHOMNIGIZ DWW
THEDFCRETT.

72, EEXAFTL Bl UERRE 4 4
NEMRIXNGFEET DL, TNIZAELZET
7.

Table 23 Proposed Next Steps

» 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.

5. S#HIMUIT

9.1 KSR

BB L Ti2 CTD Module 3, GMP s &%~
—XIZR&D, »3wWiikBHHE FE BERE

2, HRENIGE L CELEKIE, E-BELLE
B, %Ex BT i, FrifhBEReer
AT LEBEALIBATH T TL L7 F2RA
FELTWET, 295 LBz ondiks kTigs
HikAHt, QbD, DS, QRM, Life cycle approach 7
T, THICBERELLZICH A FI4257°Q8, QI,
Q10 T¥. RICEKHZEIIH FEEE, EU BN
%4, FDARBIRHEEL 23 L WEETEBRN
BRNDBELEL L, TNLHICH VRNLTERE
TEZE£#ELES ELTwET. o n T2,
AT 4P 3 v DEBTHOAFEERDI2HD
Hmg, TWEENKREZ B LZLHTL .

FDA iz, Q8, Q9, Ql0 nHifT#R* REH T
LRDITEHEWM) 12 LT g T,

EU i3, RS TR ICH L <~V ToREWEEE
BcBAL T FDA L DRI FmAiciz 2k J i
R2F¥. L»L, ICHX#HL2Es&orsxT
BAWEEZ ZABIBFLAELETWBLIICLEA
ZET.

KNI, HRAR—HRHOERZREBEC,
WEZX 3% Ty, QQn—&, QI, QU izA7
PariLTURENTVETH, BKDE - Bic &
> T REERRAOPIKLE LN IT. ZOBEICE-
TICHVNATEBLEIEL TR EZHICH
BOKELX ey THHBLE BT,

8.2 WMAOHER

DERRTEF Lz tniast, BIY¥E #4
FTAmE, ANE FARESE>» S BEEL A
T Bwid,

9.2.1 ®%M@E

mERENTHR BN, BXE TEEIFERIC
), WEERIZTHOFETT. REEK (FKR)
rEREL2-RESR (BCHMML) R—RBEET
Rz, ERMRSICL L IBLTERVE T,

¥z, RERBRICIEIEIIZILREENEFENDY,
BRokt, BHRE XTI XL Lo
ENEFNORRICIE L TEMAEN, BE%ET 2

ZEDNTENITENTRVWERBWIT, ICHIZ#

NoLOMENERRAE - FRERMT AL &
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9.2.2 A FI4 A

HAFTAYETI, QQRBATHORGIRMEZ M
ZlE B AT LRBREL w4
ko4 iciRBI3nTwEd, 72, QU477
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54 RO EBEM, REEHN T E CBERMT
L, FREEEOTA VA O RELORRICY
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“Quality by Design”, “Design Space” % ¥ DA
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Ric k> TEBRTBROELE»HNET. £IHLR
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CEET A2 L REEN S, RENR MBS
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RLLBICEL, —BROHE TEYICBIFE ICH
A4 FIAICBRicRXsNTETWET, BEBEY
Bt EvicvnaoThiud, HE, ZORRCIGL
THER*FEBICHBT 2R EBbnET. —
DNEETHEAIETHILIZIBWHAWLEEDNDH
NEY.

“QRM" % “Life cycle approach” % &, &#%h
FERPLATLICEDL S QI, QU EMATA FT A
SHED DR—Z, HBVREIREHFN—DOE L TR
CAIEAMT B ELET L, BIZEHEFECET S
Wit H A FF 4 2R L THATL 2BEETED
HAFIAvBRBWRAERLETNT, £OF
AFRFAVERNMLTA T a>THBRTHQR
Q10 MBIET 2 NBIRERONCH 2 w BFIES, W
RKHO*BIDHT LN T

“QRM" % “Life cycle approach” ¥, ZNHE
PLRTC, FENALLT, HLWHEEMICER
L T UTBURS), BenBAEI Ly, v
SHUEE2F->TWET. ARANEZFROAMEBES L%
NF¥e, BARENOERGAICERLZE LR
T2, RETHMBIC L EBb0E .
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Bl QI RUQIOICENEEBZZITEZ LIIERL
TWZWELTWET., REBWEITHo2EL
T, BEMGHERETH), BAANLZRFIN
WU EL REHRBTETHIOICHOITHLEEZE
TTHLBRLVWEV) I ETY.

9.2.3 HAHImE

E, BICBEOR) RVWBBEIR SENOKZER
PABHENRRICHNAIMEEROZILEE LA
LBE BELCB(LENHY T, BHEIRFK
NEEICYZFTHEREALEEY, LLIIBED
X3k ER EEENNT A MIITT
T ALENFHN TT.

CTD Module 3 »x v > X% QOS iz, QOS
Ty AEABRBEEE LTE 2 BRDKBHESR
AEEL, VYV —ARARZELVWAARTILXRENIAE
OB rE2 37T, QOSnLEM, MEHHLR
BENTWBEWI I EIE, 2NERNATHY, Bk
AL TV EBLLEEN—DONH ) Y, FEid
BAICHENTIE AW EEILNET. T)vo
ENBFRCEICES 22T 2 REATHET Y
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9.2.4 FMGEH®E

BiEZmo iz, EBBfRE» L 2HK, FRi
FNFNOER, 28HE, MBRBLCE- L7V XY
TNELDTHBRETHY), FERLAT LDOE
Bickit ) kB~ 0EHIZ, ERFEMEGHLE
EzwERBnE T,

ICH SBfIxx&Tit, 20 B LR T, B,
&, XEL EHPGANEBRBIREL LTI ED
EREBTHY), FOALICAEEN TENS, FAHLE
LTS EINIEV)Z LN ET. TN
PEET 520K, £ TORREICBNEFCM
K% b7 6T FS THR L AR EE BT/ A4
K4 2ERTNELBVE T, BKAICS 2B
R EELEEICEMIE L LT 50IFAMED

FRELEEA BENLS LEARETICHY

A FF4 T DERIBEL T < nid ICH DR
LWL RT 2L BT,

ICH#Z4 F74>icizl) &BicEBN=—X,
BENELET 52 &, 2) TOERE L HEFRSL,
BEERIC LELRFEHREISER, TESLH
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INHLDEEH T/ ENIBENI L D EWITLY,

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



INAFO DY ABRICET i

J2 5 58

NALFOT 9 ARREICEAT 515 L SEDEIR

2| £ ExEFRBLsRI

1 N\AAnTIoREF

NRA4xa Ty Ak, WS LICELTIEY
A2nAEYI0ONS B,

FiziE, TER- hiEAkm) LW YbaTanig,
SYBRROERER - ERBEXIIEMBREZFMALT
BLEL-EER ERESEL VI LTS,

rgsem) »5HhE, © EEABESFLLTOME
BERRBREIREILTELD, @ £EABESFOE
BEEEXEHETIE0, @ £4ME - HEE0R
4 - EEXRAETR - RBKET L0, i3,

MpEE] hosnE, RTFF-22VR7HE, %H,
WHE, Mba- A8 b5\ IEEE - EEMEDEL
3z kicind,

NRAADI I ARRKELDTB L, MESERA%Z
SmMEHE, 77F, HBER APHHOKE -
ASEREES, WMEMBRKERROLDIC, B
B H5HBLONL, BEONRAXT I/ ud—%
OEBREHEISBUTEEESNLDETH B,

NRAXTF /ad—2ERALTEEThEERSR
A AERER) HAVE TRIBHRAABIIZ]) &
WENTWVWED, ThICRBBLEEOEKRNH S,

I 1980 FRFEN SRR, RALEhTEZ
rRBE, B8, BYARTEZOERIGPEREER
HMBatkic XD EEZTNZ VD3 THBREMBXRD X
YROBEERR) ZIET. TORKNTLEOR, &
BORIVEY, BE, Y1 bAhAY, REEF, £/
yu—F ik, OBREERF, 7/F/FTH%,
CORIVEYRY A FhA Y EWS R T2 HBEE

PEARENLLSBLELDTHH-T, EBIKHST
LicHhE, MIZITRVEYTRAVAVY, TIbA

Ty, RERILVEY, YT RATY, 7 YUY LAR
RSFF, SREAREARLVEYRENS DHEEHE, Yo
FHAUTE, A E2—T2a, B, vy, TYR
ORI FVE, BRERIO--FEANRETE A~
O EFVERERND B, REETIC 70 BELLES
EEENTV B,

XBIC, KB (A A EER) H50IE TEHK
RAATO IR LHARBEDITIE, BREFREAE
HE, M-SR RERS ERRS LREXS (7
YFEZ, SiRNA, ViKY AL, DNA T F U7 Y),
FSYRY xS BYERERS (2 VRIART
W - ), NS VAV 1w S EMERERS (X
VRGE), HARMS (M - 8+ ERMRIZY),
ATHEES R S RS BERE DB B,

&%, V) LBHEROBEBELES L LTREFRX
VRS EREEDRBMEDIE, ThoREENMLE
b, NI LY, H3VEHRETICLICLB%
WA A DTS RABIRD & DIERICE B T L O
TNTVB, £, BEBRZOESEBLEERSICH
T EYDEL LEX BN,

2 EXLREIOEN

NRAZXBT IS Y, ERKFORFDORLER
REMZ, BEIANGRLEERELDEIEY, £
DEME L RS EBRBENICRIEL TV LTH S,

TOEMEL REMORIEL E, BRKLOBRIRIC
KXo THNMICELTZLDTHD, TORKTOEK
roERY, EREVAIONRZT VAL LTEBIO—
ABICFHEE NB, EERFOWE - AKRETERET
& DIIFHENIC IIRRBIRIC BY B IER LORAMDE

PHARM STAGE Vol.7, No.4 2007

1




INA AT ARIRICRIT BE4IL SBDEE

BTHB. RRPEVEEE, TORREOHENAE
e, RERRR M ¥ A EENICEHET 5 BAN BT,
BEXAICBIT BREDTD, R EOERER YT
DR THB, T L THERERRRE, BEERIZY
L&, Bt HEMICET B EROMERINLED
REOts, MEOERSE KM L ERE, RELS,
HEERBT B LDNRETH B,

TCTHAREXS L, EEGVERELIZERC
B BBEAN LMY, REULVOIHETESEDY, ¥
MO ENEbLDTHBEND T ETHD, BiraL
MERWRES L EERE L ORREERIIZICH S,
Liehts CHMBE hicaxitE, REMrHRTsmEY
LTOBEREDES Bb0h, H3VIFE>HBRE
HOD, EOESICHFEB LTV XENIME LN
VTEOREL LTRBERARTH S, FHEEiHBL
RFBREEME, RLUOWHE L~V TOMFHIRI
3, BWE, et LR S URERRSOREN
(D FHEE, PRSP THY DM E DR, WA,
BEMEERET) ORHT L TO/SR - (RIFC X > T
RBEN3B,

TO& S ICRARRIEDY - REHHRLV S B
BN EEDOEHOFRTH B, TLT, ERRICHET
BHHFSE - BARERRED 5 B3Y - FRMOOERR, BSHRFEER
BORBEZE U TEME, Rtk EEST N5 EY)
BEENEUENZBEND D, T ORORFIRIOREE
i, AMERURSN L REOBGERE, FEL, B
EERUMAE TRERRCDES EXVERTRER
HOMERUESHTEREAL LTED, TOEEY
BVUDICERT AN LS T L THB, EERMERTY
R EICL > TiE, SEM, RN, HOEENES
HRRIIRAOMR, BERUHHIGIC YT > TIRAZH
THRECHD, ABTRERETREL B TLH5,

EEL VS BRI, AHELIES, HEVRMED
BT T L—F 833 LV BERH DN, FEH
KIREDE S BLOTIREV, EBXROPEICE, 85
TADEDIE WS BESRRBICREINTVAL,
fe, BEAREZREHFLBOHETSHSLVSEET
EZxnUg, FENE, VHICATEN, MR, HEsicE
MICES BRSEERL, B ot REORE

- PHARM STAGE Vol.7, Nﬁ4 2007

RUBERROMEERS DL AREERT B0
DTHBEVR B, '

3 NAAOVT ZIBHIO—HRH & AT

RAATYH R, BHICBERE S L EDHTSE
BERTHHY, KEHOMBEBLT—RICEREO
ZREEIFLTNTHORE, BUERER CERAZE
NBZREFEENH B, FlZIE, b F0BMWE YR EMR
ARSI onTE, ZetEl, ETESINBZ0R
BN EORETH B, TIT, THhHEOHRIZDOW
T, —RICY A IVAEOBRRPD ) R 7 ZHRT B
DHEE FH—Dyr —AEBELIEABENELSNTY
%, Tabb, 2002 EQEEERIEICH, BRER
EICHT B Y AV ICDWVTRURERZE - [THRM R
DML, MRREELENOREEET 0] &
U MREHELOREOREITEAENH LT B8
OEERBTEHC LADERLD) FThThEmSR
BRRUREEMERER LV S BEHRSICEEL, &
ELBEBABLONBC LA, ZOK, WMl
MERH, mIFHENE, AMBEEARNS, ARSRE
K, ABRER, REBWhR, SMERESNS, §
WERRER L HEE Wi EMBRRERERE L ED Shit
(2003 4 5 A 20 B3 EEHHEERE 2108),
D—EOEEIBEOBHTREE N EELa VL T b
13, ERORHRER - B BTIREE T— B UL REHE
NEERBALT, BEMEELICHLXY, BERGE
THELbIC, REMFHERICK B RBRFDEELE
B, ELICHRBSIEEIC I ORBNCHRTE S
BOKEEEELRT LV TETHSB,
BHMEICEE LS A a sy AERICBET 5188
BLTIk, £F, B8O (RATEER) Thbb, #
MAEZERSD MHEEMEROZ VY BEEER]
KHT 200, BRERLYINLREEN, TheD
B AEEROBICREE N LICEE LT, BiC
1991 £ & DEAsAE NI A - K - ROBHBEDERE
EHSE (CH) KB 3EHck->T, Q5A: WA
WAZRSHE), (Q5B: BETFERIGERLERDICE
IABEFORER) Q5C: BRo&EMRY, Q5D




dERIELH ), TQSE : MEEEREONRORFY - RE
YESE{T ), TQ6B : BIGDEHERRIT L RERURESE,
rs6 : FEERSHRR) B¢, @RabRO2VIIVE
HEZSFER, BE M EBTALTEERR
AMEZAPHZAER - BAVREN, BERURES
W B BIEDEHE LTEATATVS (http !
//www.pmda.go jp/ich/ich_index.htmD. #fgeIsk % >
RO BEREESOMRIBELERICITDNTED,
DHIHAKEZROBRRNE LV, Eik, RO T
SIS DORBHHRRLITYIN TV LW IKRORT, £F
R—h LB DA—HIC KD 754 25 OFF
RN KERFEICE>TET WS,

LED (KA AEER ) KH3BETFHRERESR
DOV TIE, BLOERBRDH D WIIERMANTDON
TWaER, REZAICIEWE S T ABMEERAES
20 PIEMENTVA LT B THB, TOERICE
T30, BETHREEEKMEICET 5E8 (T 14
EVERPE - BESBHYETE 18, ®E: FH16
412 A28 B, 16 XFHES 9318, R¥5E 1228003
2) RUBGEFREAERROSERUESEORERIC
B aisst (FR7E11 A 15 BHIERE 10625
EEREEN, —I8UE : TR 144638298, EX
585 0320004 B) HENTNRHENTV 3., 2 - @
SRAESS - ERARICOVTS, TORERURE
SHEEET BE (R 124 12 A 26 A EXRRESE
1314 £, BlE—, BED) MHEhTVw3, LROE
AEEE SRS T — ZX—AV AT L [htp

//wwwhourei.mhlw.gojp/hourei/indexhtml] THRET

BT LICEHEERRETH Do

4 SHROEBH

INAADT 9 ARAFICET B38

fE, FORMR TMREHERS >y BEERR
IR T, (34 ARG ZRHEEDXSIC]Y
5 BB L Eo TV B, bIEICE, BT CHE
YD AMGEAEIR T, o TEVER, BB AA
KSAUMERENB T EAEE LV, UL, HER,
EEICH 54 BS54 ¥ Q5E Zdh.iMc, Q5A-D, Q6B, S6
7 E RHEER L THIS LTV RV EEX BN,

il & SEDEE

ZOHRALY M, DB L BARBIERT 2EME
wot, REREBICHZCLBEIETLAL, BLE
BEREMRS BROEPHERUESEILDOVTVAE,
GRBR TS OEEERIEEENTV S, o7
STHAEDEMEE SCREREC BV TARGLE
= FEMLE S WSERICIE (30 HERA%
AR L LTRHEC LRAETHE, A VR Y

REERNVEVBREQBHZ VRV BENTNCHS,

— . B REOEE 2V BEERICOVTH,
EREOEHRR T~ ¥ BEBHIC BV TARS
LA ASLEET LIERELEBNOT, ARELD
Wi & B @Y aEmE, ZeBIcT 3HRTRAK
ZNEROENRRURSHRITT 2LEFH S, T
NHTY L EFHEhAUE T30 AR BRERDEES )
ri 5,

MRS - BT EZRS) IELEEROERICKL
KT N, SOERPARSHERSNTVAY, £
FLERRSICE LT & DId A7\, JRTE, MR A BN
BNEXELRERULSME COME, RRPHFE
CICREAEE, HodKk FUSERAE (R NR
TORERTF—& - BROB 2 LICEE UTBETRS
ERENTWVE,

ICH Tid MREM k2> ¢y B ERRREON
B BT HA B4 VERICOWTHRSHEION
TVBH, WEMEIREOMBEDSELT, BEOR
HEEE I EMT 2ERLSENZ0T, SHOBMCD
WTIRTHiED S TR0,

EESs ERBNICHI A REERED 1 DTH
2RI U B R R EERSOMAE BRI
A LTV e ITid, ERIBIHOESRHEN
BHLIEALND, DHESEUMICREOERYE
AHRHILTHL T EHRETHB. TOXS BEH
WA TR RS b EL, EIRENCE 3
BO1BELTHYOEER LTV T EMNTHECR
%, FLTThBICTRENENIUE, PR L TESK
BLnSHBEEERIRET AT LICRAD, BREAICD
FEOEBARICHT 3T D LLFRNERL 53,

PHARM STAGE Vol.7, No.4 2007 3

T AR e T T BT S e R T IR Ty PSR e R e



INA A O RBIRICEIT Bi5%I & S B DER

5 BbYIc

NRAXAV I AR BBEEROWME, HE, EKBS
i, BE TRBROBEMRPE/ERANEK BEEE,
EH, WThORETLHRADMR, HER, AEEER
BEE3 DI BYERFREORA T 3BHILE
ThHBd, TOE, —MAICERTZZEE, R, BX
BRICDWVWTIZZ DRRTORERCHEGHEDHBROBE
LLToaY ey RAERM UG O RIEERE h #5E
ICRNEENBTENLEE LY, —F, EDHTEZES
BESRSORRWCH - TR, FhEfFhohsdY
—DRT—RbRkZ ki3I~ Lave g xRy
- LTEeHon, HAFRSAVFL LTRERT
N3 EHFFE LW, FERIRST L ORE - FhieE
HERBITOVTIE, BREAESLHRLENSr—
A 3 - F—ZADOFRITRBRICH O b 30BN D
B0 =R -3 « =R r—ABIERLEYH
BN RZN3 WS T L THB, I Andy s
OBRFTRCDES3BT7 To—FHARLEMERET S
LEIBENS,

EFERRFNL, HENSHEME [REOZLE He0
iR - 3B, RENTASHEEENERLL, BETA
DI=HIT LS EABD BMODORER F—&HMIC, FIRC
BFRE ST N TICRALHEN BRELZL b L, ¥k
TEZRGHERHGE, BESRICBNZRELOTHS,

4  PHARM STAGE Vol7, No.4 2007




Offprint

Title

Delivery System

VOL.22 NO.6 NOVEMBER 2007
HEE116 S BAT

Name

Department

Institution

Address

Postal Code

City

Country

Phone

Fax

The Japan Society
of Drug Delivery System
Institute of Medical Science

St. Marianna University School of Medicine,
Sugao, Miyamae-ku, Kawasaki, Kanagawa Pref, 216-8512 JAPAN



OPINION

“*E

10N

F74rF0o5 41k, B&
BRI, EOICHAELShizy<e
HEYBEORBEICABNE oL
IR ENHESDH L L A THE
L. "BEgH" L “Blh 2 %iE
LTEMEICIRE L. KFMHERD
BEBICFATZEEY IR ZEE BT
LR NEDOEEE -7,

EHESHTIE, £ EESTIE
L, #EMETHS. KFIZEHT
Ld, EFHROARGEREE, &H
MHEIZOWTHEL, “BEhHh" &
“BEAT R EETE, LRI
A BOBECHAEER L%
MRMICEIB TR 21BR138 5
LHfFE 5.

EGREOI 7 uBEBHEEE
firid, Mg, MM~ rU s xBE
ORI EE S T O BB EHE 1Y 72 48
EfEATHY ZoTwd, E¥kAE
BHBHFET N TVAEEICE, Ch
LNEFRICHT &L ERE) O
TRz & UM R R BRI RS FI I 25T b
N, WhIXAEMED DDS 258 L
Twh, LORFHEESL. Zok
A XA Y T AHHAET TR AR
kb, '

EPRELERENIE, EREE
RPERFBHELHEL, BersET
HBIEICINERLEGBE~ORE
HEHEFTRAZEFBEEELTY
5. OB, BEEKELVTAS
BUCIRIEL 5 2RO EM % FBAt
DDS CTd 5. DDSOEXRM I +
7 M, BRS k EVEED)

TEREAL, BHBAISERMICEH
EL, TOBHT, LELBETYLE
R EOMETRET I EL N
545 ETHE ZOavETE
T ELIZL, BHBLTORERE
DDODSKRE(EELAERGAR) % 3
IV T HEANARY BIFET,
DDSOESRIC BV A iEHEEIZ—
RELXMD, BRIEIGE LS.
et BEEETRASE,S
B2 BT 2 AAH—HKkH7E
», EFCERFELTCYWIRAESROE
Bl fE %> £ O FiSRM AL 0 58 - L -
BRERB(BE) 2 RT 20, 0
BORDRBEERCLELERE (B
BOSFOHIFNRIOR =2

Bt f=bs
BITHAA ERSEHMBLSRINGR
ARAPRLRARRFAR
ABRAFESBBERER

Imagination and creativity
Takao Hayakawa
Pharmaceuticals and Medical Devices Agency

17 & BlETT

Bl 8 %

CLEHRBLZE) 2 %ETBEN
IDDSHLAALNT L. £HA
MRICHEN L NAT I F L ORE
WX REAR B s, 4
T o OREZEALT,
DED/RSTHRTOMREL BIgT
DDS b ¥ 9 5.

Fr7: % DDSHE#H ORI H¢
T, #IEZFMEHORBIFT X
LDV H ETH L,

T LARERGHBREOEREE
R, FHAEGTFCEAE, Al
FNODOHRERFLEEES— XD
BE - BRSSFIMIITH L. o
BERETOLBELZ)ORENFEZEH
575, REBOREIIDDSICEIE
- X BRIV PICHENICE
BEELENTHS.

HYPEDDDSIEBNLARVIZH
D, BRICALTEEREZR - T
WS )R TOEBRERL LTEXbD
TEELRUBY EHDTWELEERS
h $HITITOERINHFLL
5.

AEMEL ERICRESELIC
i, E ¥ BEOBEEYN, —HT
LERVBEOBRENEEDOBIETSH
HLOFHBODE, ATFHHHEHH
gl BEORBIIOWT "B
& CRIENT RREL, FhEho
MBTRRAMERLL, »ORE
BELXTHIEMNFETHS. Bi%
BVEHRTREERL, COEMOE
BmA—DTLEL, bIEMEIC4E
ThaZERPELTW S,

Drug Delivery System 22-6, 2007 617



MARCH 2008/ HUMAN SCIENCE

ADMINISTRATION

INTAEEMEFZHD

FITDF) 0] & 5hE

1= HIC

NAFEFEGPERESRICIZ, OMREM L hEES
ha s s RUEER, OREZTFEEAERRA. OF
fa - MEFIRERER - ER%E. Qr7 AV v 2
BYCHEYBRRORSE, OUBERER. ZE»#Toh

B, SNODLINET LWETEIYRHIIHRT, &F

ERFIGEECH SN S ICI3, ERNE. ARHFR. =
RALBEZE. ZBEE. AEER, TREORGERCE
N2 EHFENTHGEY, HFH., BHROICHEE,
BRIND LEDIZ, HEOHERZEHDOD L HiEHR
EFPHEENIERT LI LNUETH DY, b ¥
OCEIBADBHEEERZ NV ONENHITTH B,

2—HBBMHRRS INVBHERER

1) HREMERES o /\OBEEERSIIMIAE UTHREDOEE
KEBE. BER. v F RUBDHRRGASRD S /30 Bl
EFEMmi. 1980 iz TLEFEsNTUR, /1 FE
EROREEI ol TNOEBRELLBHIEAL
NWAFEESBEOHRL 2> TV D, DIETIIRE
SPREIHBRBERVEOHENGER. HFRILVECR
UFRNE BEESTEE, IR 1 9 —7x0 %7
Y4 I3, EB ) AoKRF V1IEHE, b MUK
ERUe Mik4EE, By 7 R (TTHAETNFR
BEFc) 1B, L MMBTATI VR EFRIBENT
W3, TMHAL, b MERIL6Z BRI, TL7I v,
POUEETF2Y) Vi EXFLYPEL) PFNT, BEE
DIBHIIEELZHEERL VA, LAL, #HRE
FEOREBCEDIEEIEIENDLOAD LD %R DE,
BE, bAXETREDOD DX, BIEEME P01
fnB. PRHRHETINEETHL, 7x—X1ULEDObD
i3, BERHEEMD EHTSORBLULEICDIZZ 2, b
PEFY TN LbOEEFATL2 %2 BEDHER
BARABEO R, MAEERTH Y, ZORBIIOH
DY ARG, L ¥ X THE, € Musk, b Mk

32

ARAY BERSTRAM B8R
BITHEAERRERRELSHE BHEH
XS B8 XXERE 57— BENER

B #EXR

EEL. EHICEFEY EMMOBESFERMEL S ~
NIBRLHARENTETV 3, RRIZDOWTIERI R
L. EUNZEDTEE THDH, LY EIFIEERETH
. BRRKIZH B LDV DIEIILZVIT v I 73BE
SADREPHLTEHELEERTHYBHEEINILEN DS
25, COMBIEAILBROKLIAZ B, bhAI,
gttt L 2y, )RR F > (EPO), 1~
y—Jzav,  bREFNLVEY (WGH) LB EDT I/
BECTISh 2. BHNE. PEGIL R LR ¥ Vs B
EERIIOVWTIHTHEBIZBECNS v /5 7idE
HLTETWwS, —FTHEEERNOHBE, DMELY
THNabodiiZ1B (B%) ThHH, ThbERkH
BIEB L TW2WI LIEIRATH D, SHIZHRERF
FOT7z—XLULD L AERESBERRELDE &,
DHEF )T FARLONHIRIIBELNWT LIiZiE
LEBTREMETH 2,
2) B/ A ARR. BLEREHS

TR S ARBOBRFNAT I2REINRATHD, &
2D, BRE6»ADOMIZ4DDERE Y Y RY v AICEBI N,
Bt/ S T RMICEET 2 R E B~/ (Biosimilar2007 :
20074987~ b DC. $H2EPMDAERK S » K ;
20084E1 B IRZ. WCBP2008 : 20085187 &~ } DC,
Biogenerics2008 : 2008430 KR } ), EHFOEH Y
B1CRT. AMEIX, ERSKOLHURB0EIZIRER
MR, TREBIALLTRE., ©4e¥. FtEoRE
RES o THEZEDTWITIE, BeEmiizsEay
RRERE LS DTII RV, L L., BRKRT, &=,
B, EROECHRDBRL EOEZEN ST LTI,
SEohTHBEBRLON, HWHIELLTYWE, b¥E
3. 2003 ICICHTHREEZR I RREOREYE - BE
MEFE (QSE: I ¥ /35K T4) OBRBELMY LT3
B, HENBEAPLBEBRADRAI-TICANBER L
RELLA, X -EUDBIHIH o TENRON o7,
QSER T2 M2005E D TICHEFHEREE LTREL
7o, BRREEEHEMBEXIVERXRTLZELL, 20




