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QU S BHOR St oo
- 92 QUISIE HOJ2IA Y 52 WS Y OIS WATH 22| 0| U BN 53 S
CISAARIO] SHAI7 O SO13 S0 CH3I5I0H THIES ATt AI02, 32 DNA SRHOILF 22
QK= HlO[2{A0 O M4 FYO0| FER

=
Gardasil, Gardasil-9,

Hepatitis B(HBV) vaccine (HEPLISAV-B))
© (& =& WA0| &reh) HAIAH| & HALYUA M THE & B0 FC = Ml At 0o =
2|z AC HES SAI0] & 5= U= O Thsd e

= Dr. Jonas Salk= HO|HA &F(HIV) 2% 2 UER= AIDS 4834s QAHAHSC = HEo10 &
2|28 | I 758 AIAl (Nature, 1987)

* BI04 HESO HHUSS Feolt], HINE S T2 MY TAIRE 2 ASHCHMET 075k HHESS S
LBEMEI AR e ST

* TR (provenge) : £FDA$21(10.04)”

© @A) =W & 2 =S Lo Tk A2 SO 242 Gt &f A= & Hilof| Ceh S0 2 Zoof
CHoll & et 7101=2121E Al
- T 2 2R WA UAAIR HE B 710|22101 1S S5 2|2 AL T AAl”
* TOIOREO| Eo|7h A1 eAt 2 71213t TEAA| JEAIR 710|221, U 45

- (Y2)) 'Y 2RO A2 E 2ol S S LYo JEf= A0 FYoH0] HIAAHS BAH SY

o =) =
o0l X H S YOT| =2 | =l HeH”

© (EHelA) 7 e, D= 2 o=t FARH & 2|2 & Al 710|E2RIS A5
- YES Aot RE A, 0=, oh=0ilM 3&& B2 “Therapeutic cancer vaccine” 2 #7|

* (22) Cancer immunotherapy2hs O ‘52 912 11 UOL HAHA0] HLUSH LAIES HSITH=| 1
SRS

4) 2022 22 SO Al AR MY, MHISHMADME], 2017, 1)2 OHE HiAl) & LMS 97| 23t As Loyl AEN T
Cthtote MEXI ehAlnt SUSE 2Hg 48 (0f) Cervarix, Gardasil, Gardasil-9, Hepatitis B(HBV) vaccine (HEPLISAV-B) 2)2t X2 H{Al)
0[0] ZxffSts UM EO| S = Y2 HABSS Xp2otD LMES 2HHs| MHst=Z A2st= A, (o) Provenge, Bacillus Calmette-

Guérin (BCG) : TXA raet o7t
5) Nature Reviews Cancer 21, 360-378 Li& &1
6) (Z2HX|, Provenge) HIE22(Dendreon)Ate] MM X 28 WACOR ZJt0fM £012 B2 2= Af2O|Lt HZC| £2 749
SHAHCE F3X0IX| 2ot AHAHE X1 UB.
* (5171 0|= FDA(2010.04), & EMA(2013.09 &9, '15.05)
F(AETE) WE T JEMEYS S6 +XIAAHIES [ SHo] PAP(prostatic acid phosphatase)@t Xt7+ APC(antigen-presenting cells)S
HHSHo] T-HEQ RIS S S0|X Q2 X=dt= S5 of 20| KHE SR A THFUAIA o AME HS BrS 2
* (Z34) 0|= FDA R 41B(07.05) — 0= FDA 617H(10,04) — XI&501 02 242 XUl 25% E|AK11.09) — MZESH 17§ 12/(12.07) — R
EMA 517H13.09) — That £1%('14.11) — Valeant Q1:(15.03) — 4T 0[R2 EMA 591 H3| (15.05) — = Sanpowr group 214:(17)
7) Guideline on Clinical Considerations for Therapeutic Cancer Vaccines, =7F4Z X 2MIE, https://www.law.go.kr/, 2021.07 7| &
8) Rousseau RF, Hirschmann-Jax C, Takahashi S, Brenner MK. Cancer vaccines. Hematol Oncol Clin North Am. 2001;15(4):741-773.
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o 0= (FDA) 22 (EVA) 2 (PMDA) &2 (MFDS)
. . , Y 2|28
2 Therapeutic cancer Therapeutic cancer .
it . . Cancer Immunotherapy | (Therapeutic cancer
7| vaccines vaccines :
vaccines)
Of 40| C{OF5} HYY _ ~ _
AT guuzs
7E Y AU 2 At A 7T| o7 c;o? SY YRS Tyt
A SY RO TS EOIH  TIE o ASHof| Thot %:WOEOMI; e = Q1] 0fl £t
o BSS Rl | fiet =S4 ¢EYHEY F WBALL RS HIA AR S 2HAFA
ojorz o co= ZOFBLOol| EZ HISS
=) O{Z‘ilal_j_lggﬁ co oVll=o o=z
Y oA EJ\EEE; O | = 9= HEY
= l
Guidance for Industry, Guideline onthe 2015 Guidance on
Clinical cons@eraﬂons dlinical evaluation of Cancer Immunotherapy O 2|22 HiA| OJAA3!
710lE  for therapeutic cancer . g Development 5 m oo
5 : anticancer medicinal - o A= E7r 7101 =24l
2fel vaccine roducts Early-Phase Clinical (2020.11 £2)
(011.105%,2019.08 P00 Studies Hes
+4) een (2015.01 &%)
“The products discussed “Cancer immunothera “olof 2
inthis guidance are “Immune intervenes the immunpey 710|221 =2
therapeutic cancer therapies including cvstem composed ARESXHO2 o=
vaccines intended therapeutic cancer ysterm comp HIAMS 2 2E Ao
: o ; . of various immune by
to result in specific vaccines are aimed . HHSI
. o cells and molecules in == ot aql0| 5| a2
2] responses to a tumor to induce specific “bearing host Sol Y e 2zE
= antigen, and are anti~tumour cancer bearing nosts Flol S SR EH
; ’ . . sothatittargetscancer .o o2
intended for the immunity toward cells aiming 1o ultimatel HISS UOT|Z 2 O|L &
treatment of patients existing malignant destro thgem or inhibity A28 HAS A 2 B8
with an existing disease.” th}a/ir owth. © HiA(Ofot ttidl) o 2
diagnosis of cancer.” (18p 768-769) ?3p) : St B
(1p)

(1p)

www.mfds.go.kr/) 2| A2 S HIEO 2 22|

23 : FDA(http://www.fda.gov), EMA(http://www.fda.gov), PMDA (https://www.pmda.go.jp/), MFDS (http://

- 824 Z|A| MIZ (Antigen presenting cells, APC) S Eafj HAA| A 2= £ £0] &H2lof Tist
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Cancer vaccine

@ Therapeutic cancer vaccine

@ Preventive cancer vaccine + Whole tumor cell vaccine
« HPB vaccine for cervical cancer « Virus based vaccine
« HBV or HCV vaccine for liver cancer - DC-based vaccine

- DNA and RNA vaccine

[122] 8ot aidlo] 22
234 Lee, N. K., & Kim, H. S. (2017). Cancer Immunotherapy: Cancer Vaccines. Biomedical Science Letters, 23(3),
161 - 165 7|8 24

- B2 Eo0lo| oo 223t IAES SAMNLE E5A71T & S0 (43 YEE
QAN |i= Ui TS S5 B2l SOI3 SAIMA|EE HZBH= 7|, B0l OBl B2

AAMME A EEA71T 39 S0[H0l DioliS S QIO UNES 3, U2 A2/ TS
(Dendritic cell, DC) | + AN ES LAIPiofn 2S0ioS BE SEar 2 9l= SAMANERA Sim 0121
QU D2 T MEO| 7[RIl S Bhjah 8 4 9L, Aol Bhe Ereint, AL shey ol =

7HA| e 2 A=

vad ik - QA AZF 7142 0183 A0 R SHYIH|0| o[} THHAIS QYIS CisHZI0|L} 9|ato| TIHS
MESB AL ojgatuy
(Re“’mb'r!a”t) - 2Bk SEHO| hat OFCh] ! HiAl BELO|S HHAI VILPs(Virus-like particles,
- SHRISAIS QEN|ET} QI B BHSS AARGHe SRS AAZ SH[G7ILE LA Z0| T3t
sro ootz way | SASSO EARON SRS L) 0710 23 S-S HISO0| SR 4 ol 312l
BAMBISTH MY o 25101 oM m 21312 018513 947 HHHOR B, S 2zt0| SIS 0|20
ptgen vaccnes | BEHOIDIeRISS REB| Aot
uvant vaccines = = = = - o= I o=
J - BIOZZZ 083 HHAIS DS, H|1|ME Q7|04 TYE MEBHH HEO 2 HIMES5HY
S22 HAITH231510] OIS B 4 Q=222 /0|
- HIO[2{A HIE{E =0 QAL MT B84 TH20] & QA | 20] DA =Bt 43
- DNABHALS ZI730j| S5H| Bl A0 2 7|20 517+ L BOHE|E SET} OfL|2t o S0| BHIS
HEO[R|A BIS0f] & 4 Qs VRIS Qlxol| S0ie) HALISS QEaks SEfR of £0] Bl B0
HIE| & DNA/ & 2 QL QUE QX0 EOI5) HAHSS RESHE HERR HEOHO2 S0{7k mRNA
RNA 441 HALEI= 31-0| 22

MRNAHIAIS Ej0} 0} S2i4 222 SiEl, mRNAZE QMBS 71D 91, &L
B57|S0H A ELE 0S5t 2EA| 3



(@) 2 M| 2 A ARFEE 20201 3,3458H0F Z2{0f| A 20270]|= 7,3038H0 S 7o 2 A2 ol A

- (83280 & #A2 10~1539] HHE 7|20t AIETRA| 9F 2%4~59 i/t £2&|= 5t0[2]
AHHO[AIE, QIFFEH0[HA(HPY) | REE &5, HLe Wil £01 37t S22 HEARY 34
SER

© YHUARY Y 228 HU HRE2 Y UL #L2 9F 1/10 20|, 2020 71 2 10.3%0M|A
o S O
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2020 2021 2022 2023 2024 2025 2026 2027

e 3,345.07 3,687.28 3,772.82 4,307.52 4,916.92| 5,611.32 6,402.40 7,303.42

e QT OERHIAL 2,999,441 3,296.03  3,362.00 3,826.49 4,354.16 | 4,953.47 5,633.90 6,406.40
B = === 34563  391.25 41082 481.03 56276 657.85 76841 897.02

[O2 3] 2 A A A (20~'27)
Z2]: Global cancer vaccine market 2020-2027, Allied market research, 2020 24

(o) LA QF AL AIRF2 202018 2,9372 2] 20 2 oF% 2027'H0] = 6,8647 H210| =E5H0 12.9%2)
B HYESVIEY Az MY
- (S5 ot BAlo| FRJF HIHHO 2 320t 2 ZL e} BHAI0| '20EEE '27UNIA| ST
16.0%2 S4otH AlZollM 1 HISS 52 A= HY
SEE Y 228 WA AIZQ] '20 ~'27F YT HAEO| 14.6%0 14, ATHHOZ I 2|28 Hihl
A2| S40| 2 A 0| 2018 Zo2 7|t}

9) 2022 22 ool Bl AT MY, MHISYMATMIH, 2017.01
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(E3) FSE TUQ LAY HY Bl

2020 2021 2022 2023 2024 2025 2026 2027 202C(ﬁ~ G2%27

Ol 2,999.44 1 3,296.03  3,362.00 | 382649  4354.16  4,953.47  5,633.99 | 6,406.40 11.5%

Global | A& | 34563 | 391.25| 41082 481.03 56276 ~ 657.85 76841  897.02 14.6%
2% 334507 3,687.27 377282  4307.51 491692 5611.32 | 640240 7,303.42 11.8%

Ol 26.75 29.77 30.73 35.34 40.61 46.59 53.39 61.24 12.6%

o= A= 2.62 3.02 3.23 3.84 4.55 5.39 6.37 7.40 16.0%
Bt 29.37 32.79 33.95 39.18 45.16 51.98 59.77 08.64 12.9%

Z2: Global cancer vaccine market 2020-2027, Allied market research, 2020 274
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- AN S BRI/ 2 A2 120~'27E 2 22t 15.3%2F 13.6%2| 72I0[et HEAEE
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fjo

(Thel: HErEay)

US $8,000
MEEE  AANNE el ER e HO[HAMESDNA —o— 730342
_~

US $7,000 6,402.39
US $6,000 j‘y

US $5,000

4,307.52
USSA000 33507 368727 377282
—
US$3,000
US$2000 |
US$1,000

US$0 — B mnll B el BN N B -l B -aBE BN N0 W smEE 0 BN mmEN

2020 2021 2022 2023 2024 2025 2026 2027
2020 2021 2022 2023 2024 2025 2026 2027 . CAOR

2020~2027

AAHE 26787 0536 30283 304 M779 5647 61830 7515 153%
MZHE 280295 308008 314171 357575 406882 462885 526475 598637 11.4%

EE 8671 721 10113, 11736 13612 15782 18288 21106 136%

BO[AMEIRDNA 18750 20462 20715 23397 26418 29819 33646 38084 10.7%
& 33507 368727 377282 430752 491691 561133 640239 730342 118%

[O4] 7|=8 AZ AT (20~'27)
22 : Global cancer vaccine market 2020-2027, Allied market research, 2020 274
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« MZIHIOIQE, http:/ /www.sjbiotech.co.kr/

« AFQIFEORMA | https://www.mfds.go.kr/
OJOFEQFMLIEY, hitps://nedrug.mfds.go.kr/
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