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Adjwvant | Class | indications __|stage _____

Montanide

PLG

Flagellin
QS21

ASO1

AS02
RC529

Iscom

IC31

CpG

MF59+MTP-PE

ISS

O/W emulsion
Polymeric microparticles
Flagellin liked to antigen
Saponin
MPL+liposome+QS21

MPL+W/O emulsion+QS21
Synthetic MPL+alum

Saponin+cholesterol+phosp
holipids

Peptide+oligonucleotide

Oligonucleotide+alum,
oligonucleotide+MF59,
oligonucleotide

Lipidated MDP+0O/W
emulsion

Oligonucleotide+ alum

Malaria, cancer Phase Il
DNA vaccine (HIV) Phase |
Flu Phase |
Various Phase |
Malaria, TB Phase Il
Malaria Phase Il
HBV Phase Il
Various Phase |
B Phase |

HBV, maralia, HCV,

cancer

HIV, Flu

HBV

Phase |

Phase Il
6

(Current Opinion in Immunoloay, 2010, 22, 411)
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VaccineType | Guideline

All vaccines

Vaccines for pregnant
woman & WCBP

Adjuvanted vaccines

Combination vaccines

DNA vaccines

Viral vector and cell-based
vaccines

Viral vector and DNA
vaccines

EMEA: Note for Guidance on Preclinical and Toxicological Testing of
Vaccines (1997)

WHO Guidelines on Nonclinical Evaluation of Vaccines (2005)

FDA: Guidance for Industry. Considerations for Developmental Toxicity
Studies for Preventative and Therapeutic Vaccines for Infectious
Disease Indications (2005)

EMEA: Guideline on Adjuvants in Vaccines for Human Use (2005)

EMEA: Note for Guidance on Pharmaceutical and Biological Aspects of
Combined Vaccines (1998)

FDA: Points to Consider on Plasmid DNA Vaccines for Preventive
Infectious Disease Indications (1996)

FDA: Guidance for Industry: Guidance for Human Somatic Cell Therapy
and Gene Therapy (1998)

EMEA: Note for Guidance on the Quality, Preclinical and Clinical
Aspects of Gene Transfer Medical Products (2001)

16



B EDHBRICKSRETRE

NFEAIZ.DIOFUORAFEICHT-Y. TOF oD EZMERL
=B, ZEMEDEIELLGLT REEFNER SN TULVELY,

JOF DEE

E"ﬁnu @%%JL%’&

BITEDDBI=HIZ. DIOF

FAFOAEME -T2 EDHERIC ’JL\’CﬂFH‘c“*LéQIE Jiis!
KOSV DERITEZDRETH D,




DOF 2 DIEERREABRT A 514 {ER DR

[DJOFURFEICEITHEER

A AR SA U FDERIZET

AHWHZ IAEIIZHWNTEEIERK (2007)

4

DOFURREEMRRICH T HRE

4

INT a2k (2009. 9.1~9.30)

4

HARZA42EYFEESH (2010.5.27)



[T F > OREM4EFEl O Rk E]

- BRREFPHZEANE LTRRGTAICEESND
BYRZESTCRLEVFREBICHLTHRESN D
= OERKIYILEVREENIROOND

- NREGHRBERE. MRDOEH. HADOHFHKRELZEIZKY
BV I 77 A DR — AR EE

= BEOEESKEBMLAAFIAVICKIE—HNLEER
£ P ET M (3 R =



1. IZT®HIT

1.1 HF

NAFT 7 a0 — @ OERIZLY Y 7 F OB NIREEAICITDN D L &b
WCBEAGR D 7 F N T AHBE BBRA SN TWD, L LR S, U7 FATE DR E
FEEFRIED T %éﬁ&@%ﬁimﬂﬁé—ﬁ®ﬁmﬁﬁﬂffﬁébTfi@m D7
D, Y 7 TF o oet - H)ERMERZHONCT 5720 . BIRE R OB R K I H
S& ., EREFMOFEIEE NEEIRET HVLEND 5,

U7 F O BERAERIL, & NEEZOFIMER OLZ M EMET H72DDOFETHY . AR
BT T F U NIERERIN SRR A~BATT DT DICEETH D,

1.2 HEY
U 7 F 2 OIEERRAER T, By @%i(ﬁé@&@ﬁﬁ@ﬁ@&ﬁ%a@)%%%ﬁ N )
;k%ﬁ%kbf%méhé KA RTA4 0%, U&?/®#%ﬁﬁ%@%m Bl 5 EHH
ROTHODO—H2 Rl Mt L, ZORANCHES Z ik, U7 F U ORI ERIE
Vﬁﬁ%@ DM EEXHZEEZBETLOTH D,

FERGIRFTA > 72 B #91E,

1) b MIEHSWLERGEOLZEN 2T 5 Z &

2) WYEOEMLRLBNDOH Dz RET D Z &

3) FHLLEFMENFHRbDOTHLI N EHET 5 &

4) RRTOFR=4Y 7 2R+ DBROLEMEOFMER 2 R4 2 &
5) HIFHIRNREFHEST L L 2i T2 2L TH D,

20



JEBR PR T D B B9

EMIERSNAESENZTEMEFTMI 2L
EEDIRERELDIBNDHIEHRTRHET AL
REL=FENATHMNGTELDTHAIDZTIREAT DL

FRIRCE=R) VT4 E iR T IEDTE D FTMIEB
zRHI &

ENFRNREREIT D LzHBTHL




1.3 8 =6

T F %, BRGRFF3mEHLIWVITENHIC LD AR SN EICx L, KrEF) CREENAY 72 7o )%
EHECXAPREEATHAERMLTH S, FURICIL, m%m&éwiWEM$& X0 ARIE LS dL, 1
B 7ot R 2 AR L7 E . B R 2R L B (LD 2 W3 b S =t . AR
ST/ W ENT-HURE, &5 WIS DNAFIRIC L 0 EAE SN EPERN G ENS, 2. FNOHURIT,
FOGEIFME AR 57201, B, EEMk. 720 w%kFAéﬁé EMBHDLH, TNHIFEALLE
DU T F 0%, YT S B OMgFE % RBIE TRHICBIR STV AN, HEIZ L » TE, EYYERFICRT 5
D7 F o LTHAINDZ END D, %hu%@F%%ﬁv&%/Jﬁﬁb%\#@ﬁU&%/(
WD ITTF) . TANVANRY Z— %%thﬁ%%ﬁﬁﬁ AT 4 A XA THIRD 7 F 2 (R &
LCHEATHE 7 a—FAfikzagTe) FIZEEH IR0,

KA KT A 14, Wmf@%ﬁ%%%amkﬁév&%/(ﬁﬁ@%é%\mﬁkéwwﬁﬁ%ﬁﬂ
AKIBIZBWTRAGROF T 7 F o, BEFEHIRICE 2 HIEE Y 7 F 0, iR GRKEICID UV 7T 0K
CHHLT P anNy b0V 7 F ) ORBIZOVWTHEHAINDSD, BT T AI RROUVAJLANRT X —
AT E L TELREANITEH SR, SFEAORREIC LV WEREREZBET HILEND D,

2. —RHIRE 25

FERRRERIIT 7 T OZEME L O T)FICET RS A2 T 5 BTt b, U7 F i
97%/Iﬁ@£ﬁﬂr\ﬁ%f%@vﬁ%/%@ K DFIE. WEI 22 /TS DOFE%. B CaE X3 E
B & L7 WEHEZR & DA E /2607 KOs 2 & o TIIMERTEAME/ TR A BTN 2. A L IR AE
D7 M UK TP ZAFAET D) @WE@% LA EE EOBENGFET D, TDT=D, FHY 7T 12
SOWNWTIE, FEERRZ MR 2 Ei T _XETh D, £/, FilT7T Va0 FEROHTHHEBINA NG TN D5
AlZlX, 2 HOWMWEDFEMHIZ OV T HEMERNVLETH D, LLAENG, BEFEIRIC L 2HRIES
T F DA, AW, BEERFNIALSEHINTWD U 7 F 0 S/ K OSSR 212 R AR 7 E O Rl
EBJ EéﬁﬁmﬁkéﬁA X, 1.3 T/RLIZMOBIY 7 F o LR CFHERZ EMRERIILT L H 2%
L L7720,

T 7 F o DE MR EZE 21T 9 T2 DI FHE s SN DBl AT  H . L OEWICk3 5
%@%@ﬂf%é%%%ﬁﬁﬁaﬁwﬁmﬂﬁ L. REBO BiIC A LT RE & RS R S 0 5 7llk
EEBAT 5, FrcENFERERE L CEwEs WA 2T 2854803, BROERICAEE L 7-@Et) 7
Y2 BRI T DML BN D D,

22



& FA %5 P

RRIEDRETFHZBENETHTITFTY
« FIHOMEY

MEHAINIERZESOARMIZBEWVTEREREZEDOFHHEIIFY

G TFRICKAOHRER T IVTFY

TR ERRICEDSTITFY

HRT7OANNETELTIOFY



<HEBRREILEHAFS10F>

@ NOTE FOR GUIDANCE ON PRECLINICAL PHARMACOLOGICAL AND
TOXICOLOGICAL TESTING OF VACCINES (EMEA, 1997)
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2 WHO GUIDELINES ON NONCLINICAL EVALUATION OF VACCINES (2005)
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