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Al vaccine protects an individual... Community vaccination protects the whole community,

even those who can’t vaccinate.
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A (Vaccine), B4 & Z(Vaccination)

VACCINE
VACCINATION

comes from the
Latin word

"vacca", which
means cow




2 HE=(Smallpox)

Unvaccinated Vaccinated

(Allan warner)
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“What does not kill me makes me stronger. /i

-(Sa9 =) A1 ol 84




HHAl MZ0)| ol IELHY Ol 213

O z==)=sst 32119
HIOI2{A QIxi| &2l

AN
N N

BHEXR /) 7~ ¢ X @ IELN9
© }——(ﬁf\;r © HHOIZ{A HIH

O|QFE Ot HEALR)



6. =23 7. A 9
Rl | ™ 34 yp 8 =4




IELHN9 HElo| S=

Ch2 HiO|2{A

O &
@ tioIiAHE] WA (6 LIRS

ol unu
EENIITED =Xt

©DNAA @)RNA il

O|UZ0I M2 HEALR)

10



]
o
]
(@)
]
(o)
l
=
l
on
l
N
0
ol ©
50 —
30
na

17k (NDA/BLA)

X
R
o
—t—
UO (o] Nl
S
Lol
3
N
)
o
O
.\r)c
S
<0 LN
)
=
N’
_._Mo (@)
ol
N_._
{lo
20 ol =
ol =< 2
5 <0 R
ol N
(@)
o
S
o
o
— = _
mm <u _____
2l ol |
= .qu o}

11



27} Qs ZALE 249 WAl Tt b3

—

4 6'd o 104

| B [ rel

HEZ

OJAF(DA OIAF(JAF
i TN BTN
(78+) L ———NETTTTT

A=2LH9
A 7

(350%)




\~\
N-_

111 SIS HE AR 2|48 T > 72 ES

SR Al 7FsT A= FE| 2ObA O|2]| HE~ dAL 7|2 HS

HE AAHE : AAF ZE0| B2 AR HEE 19 (SE/HIYY/d/E2E)
3T AR IS UR/NAZCR US AN EA Y EFY 2

13



D2LHQ Al JHatof A Aloka{o] SIAIZ TFAAAL 2| (I)

MFDS’ requlatory flexibilities for accelerating COVID-19 vaccine development

[ M=70 THA| (Manufacturing development) ]
« Manufacturing process/QC data in different vaccines with sample platform can be used as supportive data
Investigational products produced from RCB in mRNA vaccine platform can be used in early phase clinical trial.

[ B[4 THA (Preclinical trial) ]
In the case of a COVID-19 vaccine based on a safe platform technology vaccine(e.g. mRNA vaccine), deferring
the submission of some pre-clinical data after the first in human clinical trial.

[ & THA| (Clinical trial) ]
Interim clinical study result is acceptable for proceeding to next stage of clinical trial.
The seamless clinical trial design that can continuously proceed with phase 1 and 2 clinical trials in one protocol.

[ S17Hd AL B Al (BLA) ]
« MFDS dramatically shortens the entire review period through expedite review and rolling review.
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Considerations in COVID-19 vaccines development
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Domestic products Imported products
Viral Influenza(Seasonal, novel, H5N1), Influenza(Seasonal), JEV, IPV,
ira
_ JEV, IPV, Varicella, HepB, HFRS, Varicella, MMR, HepA, HepB, Zoster,
vaccine
Zoster, Smallpox, COVID-19 Rota, HPV, YF, COVID-19
_ _ _ Td, Hib, DTaP, TdaP, DTaP-IPV,
Bacterial Td, Hib, Typhoid, _ _
_ DTaP-IPV-Hib, DTwP-HepB, Typhoid,
vaccine PCV, Cholera
PCV, PPSYV, Cholera, MCV, BCG

HepA: Hepatitis virus A, HepB: Hepatitis virus B, HFRS: Hemorrhagic fever with renal syndrome, Hib: Haemophilus b, HPV: Human papilloma virus,
IPV: Inactivated poliovirus vaccine, JEV: Japanese encephalitis virus, MCV: Meningococcal vaccine, MMR: Neasles/mumps/rubella,
PCV: Protein-conjugated pneumonia vaccine, PPSV: Pneumoccocal polysaccharide pneumonia vaccine, Td: Tetanus/diphtheria, YF: Yellow fever
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Under the development

Developers WHO PQ Approved
Phase I/l Phase llI
<:) GC lq-ﬂxf TdaP, Anthrax, Influenza(H7N9) BCG Influenza(TIV, QIV, H1N1), Varicella JEV, Td, Influenza, HFRS, Varicella
eo.;gngyf Td Typhoid, Influenza, JEV
@ DTwP-IPV-Hib-HepB HepB, DTwP-Hib-HepB, IPV(Sabin) Hib, HepB, IPV(Sabin)
I"‘?. L HPV, Rota Influenza(TIV, QIV), Varicella PCV, Influenza, Varicella, Typhoid, COVID-19
SK bioscience
IL-YANG PHARM. Influenza(H7N9) Influenza(TIV) Influenza, Varicella, Zoster
CHA G
(F)A AL HepB
CJ...HealthCurs HFMD Smallpox
$29 HPV
eu Cholera Cholera

Ut T
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22



= 01 Okgjo| &L |C}

YOUR SAFETY IS OUR STANDARD
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