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MFDS Approves Clinical Trial for a COVID-19

Antibody Treatment Developed In Korea
A total of 13 COVID-19 treatments and vaccines under clinical trials in Korea
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[J On July 17, the Ministry of Food and Drug Safety (MFDS; Minister

Eui-kyung Lee) approved phase 1 clinical trial for the COVID-19
antibody treatment "CT-P59" developed in Korea.

O This brings the number of ongoing clinical trials for treatments and vaccines
in relation to COVID-19 in Korea to 13 (11 treatments, 2 vaccines).

[] The newly approved “CT-P59” is a recombinant antibody treatment being
developed as a new drug by “Celltrion,” and phase 1 clinical trial will

be conducted on healthy people for safety evaluation.

O After phase 1 trial verifies safety, phase 2 and 3 trials conducted on
patients must confirm safety and efficacy in order to obtain approval.

Clinical trial phases

= (Phase 1) A drug is administered to a person for the first time to evaluate
safety and pharmacokinetics.

= (Phase 2) After phase 1, the drug is administered to target patients to explore
therapeutic effects.

= (Phase 3) After phase 2, the drug is administered to a number of patients to
confirm the safety and therapeutic effects.

X In some cases, "phases 1 and 2" (phase 1/2) or "phases 2 and 3" (Phase 2/3) are conducted
simultaneously.
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O The principle of this treatment is to prevent infection by attaching an
antibody treatment agent to the spot where the COVID-19 virus binds

to human cells.

- For reference, in foreign countries, clinical trials are underway for
COVID-19 antibody treatments developed by U.S.-based company L
and company R on healthy people or patients.

[] As there is a high public interest in the development of COVID-19
treatments and vaccines, the MFDS will promptly provide information
on the status of clinical trials of developed products.

O The MFDS will also do its best to provide the necessary support to
accelerate the development of safe and effective COVID-19 treatments
and vaccines and ensure treatment opportunities for the Korean people.

< Attachment > Status of approved COVID-19 clinical trials in Korea (As of July 17, 2020)

(Only in Korean)

AT 24K 9
AT AR 2- 4 =
DY RO M ‘3 -5888 4

-2 - = — AR S




DY OpA AT

_3_

<HE> T 98 Z2UH19 Id4AE 320717, 71F)
T | o O| 2| Xt NEY LMA AN S oHA 501
53 COVID-19 A CHA X0
dz[ol= M HGIAIH|Z2(GS-5734™)29| ot
1 ALO[ A A HOABEEZ | B S ZHo|A 2#dEs " | 34 | 2020-03-02
F2(oF FokAt 7¥st7| I3t M3 FEe Y
B A [BE]
SEE COVID-19 A[YCHAR}
218j0/C oM BEE XE F0et H|m|
AN 3G A|H| 2(GS-5734™)2]  OHH
2 Aol T EEHMEIE | L . sro o 34 | 2020-03-02
=3/0} SBksIAF g S FHo|gA ZdE2 HIt
B st7 QI3 R34 AL HIH
A [B&E]
COVID-190f CHSt remdesivire
Mg fEgo EH3F CHo| | St
MESCHernHE 2 | HHAHI2 -03-
3 | MStfiefudd | Ok 3 oxrelm oLty of | o | 2020:03:05
Ao E A [BE]
AT BZLH9 ZHXIOfA
xHeke ol lopinavir/ritonavir S
. ZIIERFY | hydroxychloroquine vs H|EQF | &KX
4 | OpgERpc | ST o | YATOYEROTd I+ Oiij 2020-03-20
x| A2 OHAME &) SABEEI | 79l open  labelled | 2
= -e randomized controlled clinical
A trial [ =]
Zbit SARS -CoV -2 O Ot =3 | oy
e = AN | & 3 S =
5| quotame | ZRUE |2 O¥ORA SOIESAIZE | L, | 2020-03-25
23 37 (B8]
k[ ~ . . .
6 | omryst =4 AT | FF Z=LH9 SHKIOIM Cidesonide | SHAE
Smwe || S| clewm gmy wt oy | 200
EOE
63 IELHOIHAZES
a2 -19(COVID-19) ZXtoA S
_ | BT (Clevudine)?| QtH - dat
[=hn|Ye] F=47N FHA T = Lo b
7 T o —|E(T) 5532:’2? -ﬁ—ﬁg% rgjl__é_'_E ':._I'OE“:IOH?:'.I, 2Ao 2020-04-14
T REQHY, fIoftixE, ct7|R
M2a AMAIR
;. AZLH9 HE XA
Nafamostat mesilate 2| X|= otax
8 | zytEe | e |23 22 I3 open| T, | 2020-04-17
. o
labelled randomized
controlled clinical trial
_ COVID-19 Z¢¥ 53 HE 2| Skt
L=o W=l k)| cl o -04-
9 | SOfhfudd | =22l xto| T J|sof mot ojmmz | ouy | 2020:04-21
OtAd A SN

& 1239




= | I O| 2| X} H=E AN = THA

ol
o
ne

tE Z=ZUEolg Az Qlet
HEAo M EC-182 QHHH
d= B7totr| flet o

=]

= 2% | 2020-05-12
¢l HiE, OIS =7t

T 4o ot
oo A
0z

>

o

|
10 EC-18 | I}
|
|

0

n
"

&3 I EL}HO|
-19 (COVID-19) %t

2 IO A|
11 | MEMYE) | TRiEAE | /8N 9 M-S Hln "It 24 | 2020-05-13
stz et CHo|d, FEEE,
Ol5&E7d, BH, L=E, A

2y HYAH

Iy rlr
of¥

oy
o2 H

b |> oM p M
|
ox 0

(@) |0

0x

COVID-190f CHst MZEE K|

So obdNI fEMO Cgh | @x
12 | MedemEe | wenEy | S BESH wESH R 058
CHola, FXuE, ols=7h| 2
2, Qlofrpx 91
IELt 19 HESE TICHEof
Ygst X ojge=z
CKD-3149] faMd1t HMS
13| ®»EHE CKD-314 | mEdR = 2 | 2020-06-17

"otot7| fleh 71, Chold, &+
AeHd, X=X M AN 2d

YA

AZLF9 HFO[HA (SARS CoV

2) 20| =HZIE CovID-19 &

Jpjaet NV (PSRt ifEﬁEfE(Camosta_t)

L oS GCAMO | K29 ad H HHdE 8| 28 | 2020-07-01
7¥st7| st 222 B, olF

—
S4E, QIOTNE, BY 24 o

43 % 55F ZZLH9 2Rt
E CHASE DWJ1248° 8F

15 EOCHSMRF | DW1248dE | d S P ME HItsHY| feH| 24 | 2020-07-06
Ol =7E, ALY, 2ty

AZst ABCHAXIE Ojdo =

CT-P5929| OtFMM, Litd 49

%sete HWILSHE H14, 2&
1 MNED|R : teo—1=-o : 1A | 2020-07-17
) BEEE | OB ows ozesta, oo g | © | 200D

o, HAllE Chs| Eo g8 F

2F OIAMA|S

o o =

OpAS - SASH 2 »

A “é:‘u»—z 2- 4 =
e | e | 29
- 4 - N g

RS U




= | I O| 2| X} H=E AN = THA

ol
o
ne

AZst Holg ooz oLy
(Intradermal, ID) & & H7|
M3 (Electroporation, EP)S O]

1 | THMAATA | INO4B0 | 85H=  SARS-CoV-2  OflfEiAl | 1/2a4t | 2020-06-02
INO-4800 2| QO+, Ljofd
" X HIAYEE "] @
- o
Al g 3 H I/la A
= ddst dels tied22 Covib-19
Ol2f DNA HiAl GX-192] oHHY,
Lot S TARES EAMSH|
VA _ Al _06-
2 (A 19 | oy cppjm ool e ofs | /2eY | 2020-06-11

71, RoTiE /e
YAl

OIAT - SASH| ) 9
AT AR 2-2¢4 -

DY RO M ‘3 —5888 # 5

- 5 - s

TgmelEs SR

=7 24




