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$HF7] 5 AW AS(Validation during the life cycle of an

Analytical procedure)

A5E BAYHo] MAd A, 2 Ev= AA AAS(revalidation)o] T
£ A, FoA  AEs  EA(performance characteristics)o]  ©js}o]
S (revalidation)o] ER3F A oRE= HAdKscience) % s 7IvE
¥Z(risk-based principle)& &-85t0o] wotoly, AHF W= HALZ <l
FY = As S40 ot gy, 45" £ o] A(transfer) ICH
Q140 w=w, oE AFAH=R o]d Al tjiE ME(representative sample)?]
H o 24 9 BAY ds 540 ditt & E= A4 AFSE S0 571

O AARS FAeA Qi R olf2 ATof e

o] ¥l Uit o F5 VIEo = Y A (derive)=HH, 24Ol 38T
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A Brlole YEYE B AYES Eit 5 4 E4 HikE A5
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FDA. (2024. 3. 6.). Q2(R2) Validation of Analytical Procedures, Guidance for Industry

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/q2
r2-validation-analytical-procedures

https://www.fda.gov/media/161201/download
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- A AHAL AR EARE CDER Direct NextGen Collaboration Portal
(https://edm.fda.gov)& &8 22| 554 7|4 o|HIY 45 ARE&Sto] A&gtch
FDA= GDUFA III eFgAolA Eld 7t 43S 7|vtez EA A4Ald =&
Al&5HA AESH B85 AEH 23 tist e dES =Y

WS, AEY, ARIA,

: : BEE, 4 BA A4lo]
ANDA(OGD A&, CRLZ 21 tj7] FolAY &4 5l Aghks B2 AJH) E=
S%E ANDASH T4 Stk A&, FHEs 4 AES 13t 54 A4 238

AT A%, B4 A4 8715 919 FDA AE EA0 et 94 A1

A4

AU oJoFE A ESH 554 AFE-=(0OGD’s Office of Bloequivalence)
AR 9JoFE A 9 7|E AFRH(OGD’s Office of Research and Standard)

C AR QJekE P W A4 HIF AFESH(OGD’s Office of Safety anc Clinical
Evaluation)

A QoFE A &G A=, AF AE HA(OGD’s Office of Regulatory
Operations, Division of Filing Review)

D AU QIR A =G AR, 2R AE BA(OGD’s Office of Regulatory
Operations, Division of Labeling Review)

c A 9JoFE A AFE=(OGD’s of Generic Drug Policy)

: 9JoFE 4 AHE=(Office of Pharmaceutical Quality)
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RIS EAlo] tigt HE. @30 g BA AXE thA] AlEshe A9 M2 B4 AXlo=

a Z T 79 ool oyt ERIH. FDAE S3RlA|

97} Level 1R1A] Level 2 A AAIIAE dejar, AEAR] HE Fofl BA| 4419
HRE WA= A g HAARRS 2%A0A oH| s gt
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A Aol gt RE s 842 HAEE FDAC Al&EStolof gttt B /o] ot
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=5
FDA. (2024. 3. 18.). Controlled Correspondence Related to Generic Drug
Development

https://www.fda.gov/regulatory-information/search-fda-guidance-documents
/controlled-correspondence-related-generic-drug-development

https://www.fda.gov/media/164111/download
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2024 49 299 FDAE NDA ¥ ANDA A1A7} HEsta st 244 BAAE
AlEstar ey Aol tigt B8 Mgl =22 7] Y8l 7ole A Z2H Content
and Format of Composition Statements in NDAs and ANDAs and
Corresponding Statement of Ingredients in Labeling,& WHsItt O]

=

Ztold e 24 PAIA ehlEy 2ol Het dis Mee Adske 2 AEE

=

A&sto] AE ehae WES) AT B2 st FuE ATFoRH S
Yo Bk 37] D A S HAassies Bo] gk

NDA, ANDAY| 24 gAIA A& = PPy 20l izt 48 Aed] 484
SAd FEPY HE2> NDA, ANDAY 24 gAIAeE A4, Faom A5
Az3foF gt
T2 AHA Y 242 /o] lojof it

2 BAIASH ARV EA B AE wiAATEA 19 d3Ad

Lt By

L AEA W A 24 AT EAE 85 4 244 BAIA WY €84

D A YAAY B4 A7 HEAL 7| AFH (Norminal amount)
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amount)°f T3t A X

S 1271 71

D HIEY AR 710l thE HEd

DAY 2AAEAIA S} PR Y AR A& &9 P (Nomenclature)

AA Qo 240 T UAA He AaT "R (A Ao 2erE2
A golltt JFE F= A2 AREILA Yol A A AlsHAY S o Q. dtao=
21CFR314.70(d)oll A 24 BAIAS] M2 o] JFo] &34 ghor 571 &
A7 Aol o] Edte] AlEstoof et

- 38
- NDA, ANDAY 24 WAAe Shay Axo] et thg &9 of
LA 24 BAA
L LAY B4 B A71E ARSE A Gugel it 24 WAA

=X
FDA. (2024. 4. 29.). Content and Format of Composition Statement and

Corresponding Statement of Ingredients in Labeling in NDAs and ANDAs

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/co
ntent-and-format-composition-statement-and-corresponding-statement-ing

redients-labeling-ndas-and

https://www.fda.gov/media/178099/download
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F2 97 B9L Quael B2 DA B ohet ojdy B4 AR BT
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FDAE 20243 44 ol& AlEY A=z AMgHE IRt B 55 3 =222 HdA,
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24 9 594 2] B B Ago] 91 FoldA 2eke St

o] 7loldAs RIZF §AA AE E A ANE ARE ST AdYAE A
5AA1H(IND)O] Al&E+= CMC(Chemistry, Manufacturing, and Control) H-& ¥
AES] gt AHARIE Al

A7 = 5= w9 EZ0) i IutEQl e A}

IND A& Al, Az A8 nE £ E53 24 £ 530 st 4
AZsfoF 321 CFR 312.23@)(7)(iv)(b)). TFE7|&L2A(CTD) AA 3.2.5.2
(B4 #8)) € Al 3.2.P.4FFA ol AxGA, 71220 Hs, 24 A%t
5=, dEHEol %), 55 € AX THU AR SA(EF wiA], £FA) 55

Zet HEE AT 3ok At

IAA A4 L Edo] ffdt HAEAZd s8U|E2 EZIt 22 #EEA
(management procedure)E 7N&stal L& fof Sitt, o]& S22 HAF A 2
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A (9, AlF(specification), 4] A A4(COA), Y4HA] FHA(COO), FREANE
A& AL AFTN A 9 5E FH 2L digt Y &4 € FFEAL
ABole g Bl et AFFAME AFAe] Estoiof gttt CGT E&=
TEMP A& AxAA = 35949 Algol Ax3784 DS(Drug substance) %
DP(Drug product)®] PGS BAs7 o] SEA] & B F7HES = sfof &

% Seh

ojey £
Az A A HAH QAR AANAL MBS B LD
A9, Az ol ol B9 AAS BAYshs e Arsior sk,

el ] DA} (risk management process)

Qs Te] HA} (risk management)= 93l H7} (risk assessment), EA|(control),
HAE(review) ¥ QA &4F (communication)& EFst= AAA A= Qzt I
5= 9 =29 A (risk) B7HE AlSshe Ae A4 Be 40 s &2o]
AREEl= AZR SAE ZIASfoF gt CTD B4loA= A4 3.2.8.2.3(F4 &) ¢
Al 2.3.P4FBA TE)oll e EET 1AM GAE FA Sk

=4 A AE
CGMP 1ol w=w =Zo] Hgt FAde] dashy, sjgdns SE%
A& (specific test)o] $=3=|ofof e},

, 97Hstrength) ¥ E4(quality)oll thst ZE FAAFC] 7]& Al P2 B9
7t ojof gttt Tijte 2 FFUA E4A =] 4AlE/go] Al ARAATF i
she] £ SRl AlES T S5 9AIS] A EIA o & % .
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At = & FH 22 <k, 97 € F4 2200 Qlo] FoRt MEdS
HY £ 9l I E4o] BESH &3 &3tE(biologically complex mixture)&
3% REZ Ao7t AA AzFTH 5 EEY 850 9F2 nA= A9 587E
AAo] Fasltt. & Eo] Y Ff EL2 ARTH T WHHA FAAA ZETE
AT/EE FIAI= AR FAEHAT 2L EEV ARIA IFHAE
ghlstr] fisf o3

(risk analysis)2 &9

o] Zoldak 2714 02 thg A2t That B AR AN et
FoI(HR) A4 9 24

AZE e 2 M FE A E(feeder)2t AL A2, HE 7 WA=

—ﬁ

1 =%
FDA. (2024. 5. 15). Considerations for the Use of Human-and Animal-Derived

Materials in the Manufacture of Cell and Gene Therapy and

Tissue-Engineered Medical Products

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/co
nsiderations-use-human-and-animal-derived-materials-manufacture-cell-an

d-gene-therapy-and-tissue

https://www.fda.gov/media/178022/download
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A QAo et FE-S FESHA o17] HsiTRemanufacturing of Medical

Devices % 7}o|dAE ¥HEst9I L}

- O 71E, AE R S5, e AR 2 AR 3 5 BRIRIE AR
ZIok= 9J8717I(Medical device)q= ARl 7hsstH AREZIZE E9F oE
FAES 9 7t dasich & QA anbEQl AME-E o) AT
AMul A7 w9 283t 9&:7]7]9] AL ‘AH|A(servicing) @b AAF
(remanufactuing)' 9] &0 H&oA] it} F&Edjopdt 2 AR AL o]t

252 FYcke 7oA A1 e A& = Ak Aol

- o] F FlolFAL tutol2o] SYHE oW o] AR D 5 YA iR E
W25 5t7] SIat Zlolek. ER A xR et 7129 74 RAL W) st eha
Aol g3t AYAYS Aol tlufolas] ALGIIZE B Mu|zdtofof =

439 B4, P4 9 ATE RS £eL FuA

- ¥

- 71TAgency)o] W TREO] o7, B4 U Ratg BuAe] 2FET AHIATH
2248 @ ALY Yolo] HoAY Zloigrtn Aol A% FDAL AA
AR 9} wlo] I AoE ARA 9L

_

ARE 9} A0 FEE olsfehs AL Fasi

- AAZ(Remanufacturing)= LA Tuto]A9] Aoyt oFH A FEE 9rH

S5 S WAsks 7he, 24, MR, AR, B B 71E PAE T

15



0=/2%/R8/g= T

H14= 2024. 10.

AE|2(Servicings @A) Elutol2 HjE 5 AR AT ok U A% Aoz
tulelag B7sle] Yo BES FEAIS] 98 SRt oy BES SelsAL

Y B BFAYA FAIESE S 2ol

7| ho] AAH 0.2 "AH| A AFA B AR AA" = A5k A3 BA 9l°] FDAE

=7 tjuto] 2] ) S4 5 FAHQ BEF] AEte] AR 2 o] 58 At o)

FDAZ}F A ZFA S gl 52 D SA(listing), 728 217, £2 AA=(QS) H4,
AT 37} 52 E35hE FD&C HIt 11 A9 g0 2 1414 @ 7ARS 285t
APot=t] FFe vl Aot

9

FD&CH A4 201(h)]l 5 Teto] sz 2mEFo] W AAAEL EFT. o]
oldak gibdoR FAA I I i 11 259} Al A% A 59
UelolAE EFG RE LS R dulolrd] A8HH A" Loy

7hol= 94
FDAE old &5o] Az Fskex] 2457 8l ok 92 24T AL
st e

1. 9= g=9] Wro] & 2] F7}

2. Moz AAH o, Fo/4d A 2T Hutol29] Hd B A Al WA
do7|= A 2H

3. M2 Al 57H 8ot 59 HAEAA B7}
4. F384/FF/A=2] F7](dimension) ¥ 5 ALF B7}
5. Y3 719k 294 (risk-based approach) A&

6. JAARTAS A A3 LA A



* g MZE A S8 -

© AAE 2R iRt HA LA

- AR A s QR Al Tt

r°"
!.:
ol
B
oN,
rlo
o
=,
rO
N
~OJ

FDAE Al# 9871719 A5 9 P/ A Soist Wigoleta 1 2 71 E5-&
Th23t o] &elstoirt.
s futo] A9] Htihy WA
: el A0] A e A3 ¥H
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R | e
tjuto]A9] o 8% o] Fofst WAL AR 7hsAdo] Arh.(of, 438 HulolAE

HALESHA HAsH= A, di5-5H (anatomical) A #9129 H7A)

FDAE 7884 /5F-&/ARet #d 5ol AR 7FsAdol A=AE AHot= A
=71 9ol 2" 1. SARGGZE|9] ¥ B7ol| HEEA] F=r}) AHES
HAstar ot Z42ke] 78 A (- E24 WA T QP Alof MA)of disl] AA=
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2k ARz YD A9 QAL AR 25 2AS DAL A 347
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Ar&sto] 2 E 4= §l7] W&ol FDAZ} S35k= 95l 718t H7F H 4] (risk-based

assessment approach)& AZEo] HAo|| 28&35}x] Qi=t} FDAE tjH}o]A9]

e Ee A Aol Uit HAS 4o %= AnEoo] otk 2¢
Ao

714
THEE2 AAZR7T obd 7hs/dol e AL RISt vt Qlrt.

- AAZGAC] e A 84 D T

- Az AZYAZ FE0] FD&CH U FDA A4S ol gt g
AZsH) QAR Hulol A EFstel, tujolAE A P cutola
OEM} A% A2 R7AFL 2§ wrh.

- A 55 3 =77 A

- A% §7

- ehago] the T

- WG HsRt clalolat OEMYARNE Al o gule Selg we 4
glofof st W] At o Alko Al B ol Tiek HwAlt
Eglolof gk, A7} girke oA b ARzl s 4= ol

- AARE 755 tiuto] A9 OEM #Hdlgo= FASE AAFAQl 717] 8XE 4 Y 8 &
8olstA st7] s, thst 2 JHE Estoiof g
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(1) +484/55/Aa T
(2) 2ZE{o ¥ &5 9]
=418} 4

1=
FDA. (2024.5.10). Remanufacturing of Medical Devices

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/re
manufacturing-medical-devices

https://www.fda.gov/media/150141/download
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- 20241 59 FDA® E9E71% X3 LEIW(FDICH, 506 K) Aol chat $Akgol
Y1 7oldl A 2ok HESIGIT BAE/1E AHS W] A A4 87, 44 B5
w2 A o, AHE BRE/ SRR BEUH, THAAE vFo] dsto AL
A% 23RS =olsh W, A 89 A B e 9 A5 25o
AE Q42 S9s ik, o] ZIRE OJoRE A, A% L AgH BRE/ e

A& ooFE ARA 9 HE IS A& o2 5] At Aol

)

=

- SYREI|E A SHARY
- ZHEVES EdoAY AREoR= 9kEo] tiell ANDA, NDA, BLAE 590& ¥
AZEME, T4 IND, NDA, 351(a) BLAY ©] 7|&& 8% + JAEE ZHE7|&

AR 8-S 4 AoH INDEANA Aok 22 d43

- FDAE 39 7I&°] A4 825 253X A 83A4E dESL F+ F 902
ojHiof 27trt. A% A= FDA A Tresto] AJAlRt 37 A=E AlAlstoiof 51,
FDA= E3F ARgel AAA Aol A3 e 7HHE & AeAE

Ztsto %‘91%71%@1*3 506K (h)oll4l Zg<JH)o] FD&C ¥ 506K(b)oll BAIH 2+

- AEATFEREVE AYS EoH o] s A2 Y] fl5 AlEE ARE T
NDA, 351(a)BLA Fx= FYU3H AZXA9 71& AR 49 (EMA:Emergency use
authorization) 230 &8 4= th. NDAY A% &Y AEA7L AES e
AAA 9 ERE7E JEE S8&F 5 YA BLAY AF o]A AN EHE7 =
A B ARE B85 AsiMe AA FEE 35 AAA 0 ZIAACK g HE

AR ERE7 e HEE B85t A9 AEA AR L&A Asse 27171
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FAZ71&2 FD&CH, 506K (h) (1)l wet & olsi=]a A 7Hs3t 71ez, it A F,
wAYE, e W, #E, 123 FDAZE Adsithal wdsis of2gt
ZIRITE AEAE g 22 SHojA 71 drgsteiof ettt (1)
Aol 53Hincorporate) = AR (2) 324 55 QA4S 7=
Shut o] oFkE T BESH AAlC] A, S F= AN () BEsbE A B

AFHS 5o St ol ook i BESIA AE Az % AL FoloHA 3

N,

\
i
BN
Egl',

oJoFE EL JEIH Al FTEAL AHE ELE/1ES FDECH 506K

5QlEl oloRgo] B3 B 5908 ookEe] M8 () BY, A% E:
PRl HgHe FFS WAX % Sht oo okEe] B E- AET
Aol g0l ofb] ZAS S} Y% (3) KR AL E AZFHT HE A

F3e BE4S 7S AEIH 7ol e B A ERET e A4l "ot

0
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. 72HoT fAR ok BUEL A4 HETE, AngY WY % EHRs
7H fARSE =2719] A A E, similarly sized nucleic acid sequences with
comparable backbone chemistry, subunit modifications, and targeting

moieties)
« OJokE Aol AF, FF o] i}
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g 71&o] 506Kth)(1)oll @ Ho(definition)& FFok= A2k 506K(b)oll wHE
AA/de 2740l A sfiof gt

1 71&0] AUE 59 A7 AI(NDA, BLA E+= ANDA)S] &l

D OJoRE T IRE A 840 Fel B 119) ESETE AN T

D old ofEof tigt ERETe ARE B R ok A

: 913l 87} (risk assessment)

SREF7Ie RSl o E i, Alxsd B AA APl dee aede
Asde et = e 4=

- HAAE SRl BAE A 24 AF =0

- A BIM AE

- A 844 A& 474 5L FDA B7F 9%

- EFe A 2

FDAE AZA 9] X 4E SRE7|$0] § ol Z210) 44 A4S FH31K] Ptk

=3
242 47 A=A AT Age 2o = Qo

= 78 7l 245 T FAA A EREVIE AAolH.

- mRNA Al B 942} A7 A& A2 Y= JAHLipid nanoparticle, LNP)
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XA FH|, &, ARE ZAT 24, A2 T SHE Aol WABHA] L of H A FolA

A A ¢), mRNA
LNP 94l E= f07F A &2A] Aol 29t Az 574 W, 37 T 9 4], A

ol SEHA EE e

2 21719 891 (B4, H% o2 A9 9 B2 we) X3, P4 siRNA 4199 4%,
A% FY D A dF B23E 3ol glol o 4T L CMC ARE

5} 44 € o8] o+E siRNAO]
AFEEO QP4 WSt §lo] oFe] B5A4d5t 9 CMC AR E E-&ol7|o] Aoz
AAT ¢+ A2, S4HA AT A 34 D AFY AR (BFEst 2AEY

=402 thoRt AEo) HrkE $glo] 48 k)

cloR HS © 7 B o] sie 293 ortoEg X Ad gt

A0 FH H FE TRt 24, F2 W99 ST LRI QE0| =9 A Afo|(F,

O]F)7F A= AlF FA Fe FA ¥, AxTA Mot T4U w2 2 g
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FDA. (2024.5.28.). Platform Technology Designation Program for Drug
Development. Guidance for Industry. Draft guidance

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/pl

atform-technology-designation-program-drug-development

https://www.fda.gov/media/178938/download
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20249 6¥ 18¥ FDAX: FD&CH AlA 505() 2= ANDAS] ¥ 2 A=H FDA
356hFAlo] wat AZHre AJdof| tfst AAEH] BR IS A=Y TS

1A} “Facility Readiness: Goal date decisions under GDUFA” ¥|& 7[o|dAE

A4 Evl: g7 R B

GDUFA III °F& Agtol w=h FDA 356h FA9] A4 % E(Establishment
information) Ao A] A2l AAL X7 FEH|(facility's readiness for inspection

designation)E °©l&3to] FX ERE AHAT. AHo] cGMP 872 &53HL

23 97 2|4

hstA ZdH ¥4 FDA 356het 37 & ANDAZF AIE=WH FDAE AlA $H]
Aol 3t A7S ARSIy A2 eV 98 A9 APAS Hesla FHgt
B3 94 A7 & 9l Ak Waggith. GDUFA I 9 o3-S 98] FDAE ‘Hi

H|'E S ¥(incorporate)StE S AXE 7 k. sk o)<
Ado] AAre ZH|7F HA] kS A9, FDAE Yubzoz 157199 28 YRS

el mE b SI9eRs FelolER S0k we fy M
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ANDA 9 ojd 9% o= $=%9Hany unsolicited amendment)] it A&2 Q1
B7He A7t A EHI7F SEREQITHE 80 WO H FDAE #4%ks M
IERE ALt FEe BE e ALY B3R ”ﬂKé‘HﬂHh 74% = YA
ANAA7F EH I 30 A7FR] BE A4
%4 FDA 356hZ A|&35IHA] Foh= %% FDA= 712 1571€¥(5, 2% ANDA
AEd=2HE 30719)S S8 /= A6t AAHR] B7HE ARt dfd==
3% FDAE 22 AIZY=5H 3070 olHjo] ANDAS] 90%E H7Istal 2|5t =2
ot

=X
FDA(2024.06.18), Facility Readiness: Goal date decisions under GDUFA

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fa
cility-readiness-goal-date-decisions-under-gdufa

https://www.fda.gov/media/162018/download
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O Hfx=ette| 4SH7Hsd(Interchangeability)S 215517| 25t
dARR - YO 0IE, 7H0HA EOF

e

20249 6¥ 209, FDAE H}o|Q9okZo] ABtF(switching study), oR2Fa}t
ASHA7FsAE  UF: Ao Hist I FAR}CE “Considerations  for
demonstrating interchangeability with a reference product: Update” 7}o|€ A

2ohe WY,

ASA7FsAel tist ZloldArt #aEHE 20199 olF, AFUHA SU”
Ho| QA g 2] AFE2 2 & 22l th Aol P B &5

A (risk)o] mm|gt A0 2 YAt FDA AFAEL 2 AXHE A 2 vz g
Het2 A9} vlo] QAW 39} )2k switchingdt B A} switchingdlA] 92
@Rl AP ¥ (risk of death), 4245 H2-8 2 A7 ST Z}OW U=
dopdleh. E3F 259 B4 Toe AeA(switching study) ot B HEstar
H76HA A A(in vitro) 2 ABA|(in vivo)tl F220l|4] Hio] 2 0JokEo] 2 |l 5114%
J8tstA B7FeE 4=l

1A FDAE Hpo|eAldZ9]l AadAZFsdE dSdH7]

AJATLE FHSIHoY 1385 F 9E85FC] #/H dARESAT) §lo]
S A 7FE 3t Hio] @A E 2 &2 51|}

L

SRR B RIRAIST voloAdHE USR], HEckem
SA=GI=A0] BAgle] vlo] A2 ARES] QFEATH3RAe e B4 71 4 lek
E FDAL “OloloXde] L FEALST vlolede] s Lolopat
O7MA" S §FEOIH 92 HE7t D AT o] FAl% VAT AL L RS

AEvkL A
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- 20099 AESHAAA 714 FA D FAH(BPCIY Biologics Price Competition
and Innovation Act)2 PHSH 2 7|e} HE& 7§34 5td FDAOA] 5142 A E5HA]
oo gt Hio|AIIE Ei= HASUA7FES e AAo] oigt k4
7 2E Y= H Qlth

- HloloA e GO HFA i) thao] Xolt Yleeke ok e
Aok Sl QA S, B ZUolA thxok) QAHOR folHel Holrt
glolok g}, okt SUS 28713, Rl zﬂf-g,%%%mﬂor CECE
A el S sibee 4
Ciohske] SIS, AR T Se] e Aok EeAR v A
WA WUy W1 EFSE sht olgd YadEst Baskt & B

AClzops =g T T AR AR Elniol etz Azshs
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- ALdA7EsS vl AdE ] tis) BESH] FAMIAl titt 80 SEA7I= A
o]2]of| 1) BESHA AA7F 578 EEAtollA] tzotat 5 Ut A AE 71T = A=A 2)
ZARA0)A HH o} Foj=l= BETHE] AAQ] 5, BESH] AA ti2oke HZorA
ARESHAL Zde(switching)sto] AR W P T B A4 S A(risk)ol
ZOFTES ARE RS W B o} T A] Q-2 X|(switching standard)ol] g HRHE AYA B

F=0 2 AEstofof 51, FDAE ©|F $E9] U5kl Ve A& 24T
- FDAE A2diAl7Fset vlo]lAE3E Albete AAIAl a3t 22 A=

iy

- AR ARA B BEO AT W 24 9 A4 HolErE PHS ¥ AA
351(k)(@)B)o HAIH AT 7]&(switching standard)& S22 SHHdste=

o
B A& A 4 et
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Hho] QA2 ofl Hidt 351(k) BLAZF B F9 A% A= BLA %<2 PHS § A
35142 87 Argoll Adsita ddsE= 371 bold H/Es FEet M
AEsHAY BLAS AZHAI7Fs et Hiol A 232 AESE Ae 24T 5 AU

1 &5
FDA(2024. 6. 20.). Considerations in demonstrating interchangeability with a
reference product: Update.

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/co
nsiderations-demonstrating-interchangeability-reference-product-update#:~
‘text=This%20draft%20guidance%20describes%20considerations%20regarding
%202%20switching%20study%200r(202-. -. -. UH)

https://www.fda.gov/media/179456/download
FDA. (2024. 6. 20.). FDA updates guidance on interchangeability.

https://www.fda.gov/drugs/drug-safety-and-availability/fda-updates-guidance-i

nterchangeability (202-. -. -. 21&)

| 2oxiz

FDA. (2024. 6. 20.). 9 things to know about biosimilars and interchangeable
biosimilars

https://www.fda.gov/drugs/things-know-about/9-things-know-about-biosimilars
-and-interchangeable-biosimilars
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- 20249¥ 7€ FDAE "Postapproval manufacturing changes to biosimilar and
interchangeable biosimilar products Questions and Answers 2] Z7}o|EA
bS LIS ol= 37HES Hio| AH R B HT tiA] 7153t Bio] @A Z o
rﬂ? U & Ax HAC TS dRkAQl AZo] g §HS Alstttt o] 49 3
AR AFAA S7PES Bvlo|eAEE B AT A 75t

QAL Al HMAS AR FE] JA {0l Bt 8= Alsshe Aol

I*N'

- 89 89

- Q1. 371 HpoleAdd & A A 7153k vlo] oA o] it 591 & Ax
W73E 913 FDAZE Bgske JR o) 447 gL FAAA?

A. B3 HZF(Report category)l thet B A
5|7k AESHY A Fof tiet ] A3 FAFSHA PHSH 351(a)of wHet Al HH
AtE Barsfof gttt ARk WA Aol 7P Hio| QAW E= AT ThA|
7hset HolAE Y kg W gﬂg} HE S fleng AF g1, I7t
(strength), 4, % E= S50 vlA= Y 32 Frlotr AHg 2y (3=
FDAC] A= ¥17 AFE HEarsjof gt
SUE AP A it AR WAEZ AR B ¥ ot A

- AFA 59 BRJAR(PAS, Prior approval supplement)

- 30¥ o]yl A== HA AFH(Changes Being Effected : CBE-30)/A1 3 &=
H7 ARHCBE-0) EE3A=
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- dF 2iA

B. A& &4 A& (Product quality data)ol] Hist H& ARt
Az WS LYsH] A3l AlEste Am 2 AEe ¥ A/F AF 1 F2
%/J(quality attribute)o] FAFHA FA=L AYrte A ¥4 & AE £4,
A 959 d¥dol 9= 7hestthe AL YSdHoF et Alx WA
Hild 22 B o ¥ ESE IENYS HAT & e AF v A
A= WS F8sith v WP A/F AFY FE 40| FARIHE A
A A=, " A AF) i8] "4 T AFY 74 ARE Hlwsto] Az
HAS S0 AT & Q. A B4 AR (historical analytical data)®=
HRO| QA Y T AT HiAl 7Hs HiolAE Rt Bl E4 H7HCAA,

comparative analytical assessment)°] AFE-H lot, ¥4 7Hdo] AREH lot,
34 S FEst= o AMEE lot, 7hestHtd 549l

f’)‘_
AEe 235 Zgetth. 57F & 24 ol ¥MAE 4%, 24 Asol "3
A3t B4 7huAtE (bridging data)E A|lE3teioF 2.

Q2. ¥]1'554 B7Hcomparability exercise)oll AFEH+= 242 ?

W 7 ABY B, A EE 50 YU Gl Yot T SR

A5 A2k FDAL ThE thx 282 X35H 9ok in-house Th&2o]
M-S B W AR SEEslo] gtk A2 4 ik T vy
 B7HE o AZE thzokno] vng

A& ¥
Atolo]| tieh A4 Y 318 779 Bk Zlo] L ofof it

Q3. 7P HioleAldY HW/E= AT HiA 7HsT HiO|AIEEE UEE
A Z A (multiproduct manufacturing area) £+ thEE CMO A]“d(multiproduct
contract manufacturing facility)o] =5t A} & o oj® W& Hsfojof
SH=A]?
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7P Blo|AdY E= AT A 7hstt HioleAdH Y =jow Ijh
A& =2 &40 gt Y (risk)S 7|¥to. 2 B 1 HF(reporting category)S
A% OEE ARA Ee dEE CMO ARAE(HR0] AREIL/E=
Y Hlxofol Higt HoleAldE Ee= AT WAl 7Fsdt Hie|AZE7}
AxEe 3ol s7FEE HolAER e AT A 7Fset HiolAERE
Edoks A2 1A 29 Ee AF 43 22 A™diskE oIt Z4H2te]
AFol digt 7i7He] &Rl Aldde® tE AFEs T FED & A
ofyIE = gl Ao JJJ}Q@O]L} d= = 5= Q= A8 7 Az 4
AR A, e Ax F9, AH/FH/AA BF Ao, A #BHAE
IFE cGMP7F @tETh

Q4. 351(k) BLAC we} o]do] sj7hiA] ok AP Ei= & (strength)oll gt
H3AE 5202 98] FDAZF #4sk= CMC ZH9] 443 592 FAJYU7?
FOHEGE AQME BRo|AWR X A4S A 7FsS Hio| A AlE9
AE 2 &Fol H2F FUsIt= RS ZAsfof ettt Aoz vEgd
JE0] ofFte] Apolof| = Bkl AlEFL] A, ¢k ¥ A5 SHIA FESH
AL HiRofto] dde=z oul Sle Aol7b Qitks AERE EHI3ARC
axgdstolof et M= AF Eve &8 Addths HSARd= dRtdo=
U2 22 CMC 9 AEE ZSIth: (1) s|7hE HiolAdE Ee
A7t HoleAEE(F, WA A ADY NEE AT E= &892 4=
ARbE Ho]lAEE] B AT tjA7FsE vl AL (S, W F AR 1
A5t H| 554 A= (comparability data), (2) CAA A=, (3) Aotd WA &
AEFs ALHst= AXARCE: 34 AF). 9ol "dAe F7F AR

K5 APE Azl dt.
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FDA(2024.07.23.) Postapproval manufacturing changes to biosimilar and

interchangeable biosimilar products Questions and Answers.

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/po
stapproval-manufacturing-changes-biosimilar-and-interchangeable-biosimilar

-products-questions-and
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O o= 77104 CHst Of2] Z™E HA 22| A|I=)(PCCP, Predetermined

Change Control Plan), 7}0|HA ZOt

. 7H_9_

- 20249 849 229 FDAE 9&7|7] Al# 517fet ##sto] PCCP 43 Bl A|#3|7F A
PCCPHol ZFA|AHOF sh= HH AFFE AlS3H] 95l “Predetermined change
control plans for medical devices” 7Fo]@A %OHS HHYsItt. PCCP&
tao] o) A 5= ARG T B7PHE Aok 2A410lth tHo] A tigt
AGE AR 19 8 9 A5y dHE PHE AR d9EE
PCCPO] Argotes skl 3ot HHfe]A9] PCCPe A&l byt a3k&
HASH] S1gt Alwsi7te] di s HERY] o] PCCPW 71AE 2t 38R
TFAsH7] fgt F7HAQL AR §7h= ERSHA] Yt o] ZloldAE Hufo]A FIe o)
E3}F A&, 510(k), De Novo ¥ PMA H&2E &5 AEH tulo]Ao] 83 4= 9}

* PCCP 7lo|& %]

PCCP= HHto]29] QP at avt 9l AA ARl F5-g0l |t =4 E4le &

PCCP& HHtol2 45 A sk 4 FE9] F4oIt

- PCCP= HHle] 29| A3t 3171 5 ol
- PCCP<= A %ol ofof gttt
- PCCP+= 71 FDA Hufo] & 7 Zhold A0t 2815 o] Fofof gt
CCP 3%
S<UE PCCPol W} +3d $HA2 Al 3718 53 A& 3 A=W ol

AL ABE71E A Gobiz tlutol so] £HAGS FAT 5 Ut FDAL PCCPE

35
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E53HA] AU 4T+ fle 42 U PCCPoA Hojd Aoz Zhasint.
PCCPO] A =|A] ¥ PCCPOY| wheh FHEA] -2 W] = 7442 Al Ao
A 22 A 5171 Totof gt

PCCP 4
AR ol tiet AAISE A

ol Mg Aol A HISIL ATHS uEH] A8} Ao ojH 318 T2

FRARl digt AN AW Y ZREEFZ AZske 9% T AZHE
TAR}C 2 HhAlsk= o| - Y3 (benefits and risks)S AEokal %

AT B2 50l Hutol 9] AT it A&2 o= HAEE XS ittt

PCCP ¥
PCCP7} AT 3]719] 98to g AE, £YE 2 & PCCPo uhet A3 ARFS F@s}H7]| Ao
987]7] AzJA= PMAFEE, 510(k) = De Novo AEE &38| PCCP7} 23
AEHA 5]7HE ook gt

- A% 3714 PCCP &<l
A& 57F ZA19| PCCPE A7 59 A0 2 2pdsitt. PCCP= HutelA HH
s 9 kAT gatol] figt A BHS Ee
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A e B A0 ARE Alg 317} 4] =0 Eofof et

- 5%1€ PCCPE &3t Hvtol& 74
gjuto] A9] 7]E QI35 TE] E(existing risk management framework)o|4] PCCPE
Brletal AXAAS] FHAAH] whah fL@stojof gty O 12 590E PCCPE
AL-g-Sto] tirto] Ao YRS FHTHE IEAAE HojEr

S2E pocpe| SEMEUI (

Yes PL

N FHazol A
29 +HIZEEZY @y Y
7E0 T2t T

SEM=Hof o2t 25t J

START

T3 DA 2TAT L
Cisol= +3MT 7ro|H~ B2 &
NE2 A7 ZeE Stk

Yes —{ A o AT HE }

No

a8 1. SUE PCCPE AfEet CIHIO|A AL 13

FDAE dit¥oz 5eld PCCPY #4& A2 Al 7k 87k HHlola

- tjHlo]A PCCPY] WA ] 9 {4
tulo|A PCCP 591 ol ZF =g Ardol it FDA AE7F ¢=5] 7] Aojl PCCP 7§7go]
4% 4= Ut} FDA= AXGAL}F @8 5to] PCCPE 7HAsHodoF stal, 7|& Z2AAE
ArgSto] sty HE = A% A4S o F7F AEE g3t PCCP Adol
AL A k= 9 PCCP E3] A] FDAE gHlo|AE £918 1= QI
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#7939
PCCPo] Agkst A e 2= tlHlo]A9] bl e GiE S A|5HAY 7451
At Ao =2 FA|Holojof 51l &Rl U HF 7hsstofof gt AME- 8o Tk &7
$ AP certain modification)o] PCCPol| Z3He 4 319™ o]&= Q-submission

program= 59 FDA HE FA9} &7 =9|& A @4zttt
ZFAAFo] 510(k) B= De Novo A1 A] PCCPY| Eto] A&GHA] B %

=AM o] PMA AI¥A BEX B2 2 pCCPY Z3o] Aa%HA] 2H

PCCP ¥7% &

$A A9 (Description  of Modification)?] & 9 2 3
T2 EZ(Modification Protocol) 9 &4 @ Y& SAHAR; A9 AXzt 74
T2eF MAH 7+ 4 7hsA(Traceability between the Description of
Modifications section and the Modification Protocol section)), F&F

H7HImpact Assessment)E Z3IC},

PCCP 8439 9, PCCP € 510(k) 2529 7} 4'F =] -

B
FDA. (2024. 8. 20.). Predetermined Change Control Plans for Medical Devices.

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/pr
edetermined-change-control-plans-medical-devices

https://www.fda.gov/media/180978/download
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O 9&7|7] De Novo 2FS #let TXt LI RS0 Ciet 710[HA

° 7H_9_

- 20244 8% 239 FDAE "Electronic submission template for medical device
De Novo requests‘® & 7loJdAE WH5IQLE o] 7lojdAE= AR A%
&S 2m7]7]0) Higt A7 &4 =72 7iEdste = FDAS] ofF 8 § Shu=
FAC] A& dE NASHL HE Z2AAS 88/4dS FIAIE 4= AT

o A A1 FE5 ", HA) 2D Al7|(waivers, exemption, timing)

o] 2% A)Ho] oJshe Y, W 8 5L LI De Novo £40] thet LE 4143}
7ot 4 174 AT WAEA e & AAY A AGEAR AZ ok B

- AxF A1H 974 WAl (waiver) ¥ HA|(exemption)

23 22 De Nove A /AR = AR} A% 844004 HAEAT De Novo AR}
A1 2749 E4 waiveridgo] dA &R1E v} glo] FDAE WE waiver ¥ 591
AZo] gtk Azt AL De Novo eSTAR(FDA YAOIE T 7Hs)E ARE31o]
A& stoiof gt

cHishAle] HE o8 W&

D AR

c A=A HE(supervisory review)ol thgk 2%

L 4 90k 9%

ol Ak 9
A% 2% 5 57 AR T 2D
43 94
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- A4 A% 24 A7)

FDAE 4 149 7|7k Fof 20259 10¥ 192 EE De Novo©l digh
AR Aol MaEE= AR Aot Atk |77 5 LA OE eSTARE
AH&5t] De Novo 832 A& 4 11 CDRHO| FDA AR ZES o]8sto
A&z},

=X
Federal register Notice(2024.08.23.) Electronic submission template for

medical device De Novo requests.

https://www.federalregister.gov/documents/2024/08/23/2024-18983/electronic-s
ubmission-template-for-medical-device-de-novo-requests-guidance-for-ind

ustry-and-food

https://www.fda.gov/media/172450/download
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O QUH|QJ2E F Nitrosamine 222 2|0 TSt 2= 710[HA

- 7

- 20244 99 FDAE “Control of Nitrosamine impurities in human drugs”2| &
7HolHAE WIS o] 7holel A= API H 2JefE A2 AA7} ofef=oll A 5-85 A
%= 79 Nitrosamine E&E2 AEoML adsty] fls FsioF & A&
#1156k QlHt. Nitrosamine EeES YRHEQ1 24 £7-E 56 2714, S A4t
Nitrosamine &8 (API®F #2323 Aol Q1= Nitrosamine E55)1 API9+
T2 FAMdol Q= 7+ APIO] 1/3F Nitrosamine 2F& ¥ E+-&(NDSRI,
Nitrosamine drug substance-related impurity)2 WFo] AT 4= ot o]

A2 Nitrosamine & SA0f it A4 & <1, Nitrosamine &4+
AZ, AP 9 9JeFEof|A] Nitrosamine &9 A4S HAY £0]7] 1 s B7t
(risk assessment), Al¥(testing), ¥2] $F(implementation of control)ol Th3t
ARAGS BT et ol A2dALt AHA7F Nitrosamine Ew&2 £°17]
A AFE 2Es HBL BF Al diRt ok FEEAl(alternative
bioequivalence approach)< F&stH, 202149 2¢¥ 24Yof &HH 5L HH O
Z|F 7t A S 7S Wgoltt

- FDA= 91 AH O Ay 13k 7|2 E42 Hhdsto] o] Zlold Aot IE
AoolExl ARE ¥ Ho|X|(https://www.fda.gov/regulatory-information/
search-fda-guidance-documents/cder-nitrosamine-impurity-acceptable-in
take-limits)o]l AFskL At 53] o] Auo|x= thEy} &2 YHlo|EH HHE
Zobskal itk (1) NDSRI®] 7Hd& A Y3 (hypothetical risk of forming
NDSRIs)®] Y= 2okl tiet Al A% 18X (recommended Al limit)E Z32L,
o A== 2kt ZAf e £5(CAPA, carcinogenic potency categorization)& T-AZ
St 574 Nitrosamine E&0] thh Al ¥4 3z, (2) ¥4 9 W0 AR 2 HE

2 318hE Eo|4 Atm E+= surrogate(HHEA]) A4 E4(read-across analysis

2
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from a surrogate)< 7|¥o. 2
£7 Nitrosamine E<50] tigt 3440 Al B3 3=, (4) A1 % 274, (5) 71E
NZg 35+, 7]&34 ol4F, (6) &4 Nitrosamine & RIAIE S Aot B4

22 (7) Nitrosamine E450] tfdt QFAA A|SHR =4

3 3183 (Acceptable intake limit)

Al 9% 3=t 5B Hig 587163 wE +5S §HYst ng/day 992
UERAT) Al SEEE ‘part per million(=Al(ng/day)/MDD(mg)) °.& A3lsto] 7|5
gt (specification limit)et Z-2 A FES AF5tH ol= AFvit h=2ot. &9
o dY E-&2HMDD, maximum daily dose)2 QJ9F= ghdlof Ql= 7S WSt
T Al ?H=7F 2 E o Qithd FDAE Al 3H=2 26.5ng/daye ARSoteE RS
HAST

FDAZ} @B%ot= Al == 7B Nitrosamine E&E| didsiy <oJekEd]
Nitrosamine PR Z3Het o]okzo] 2.8 7Hssttt. st o] 49| Nitrasamine©|

ZRI=H F Nitrosamine?] = 2Jerzof -4 7 73 Nitrosamine?] Al
G =S 2A S| A=

Nitrosamine &2 @ 7 (mitigation), API AZFA o] A3 1A

Nitrosamine E<&2] A2 Aot FAsH] ) 2+ = 7T 5 API9
Az 374 AAE HA2tsfoF gt

Nitrosamine A4 Y(risk of nitrosamine formation)< £°]7] Y3 2 W

E=°1A quenching BA|(A]: obdARE ARE-SHo] XHR3h= azide E3E |IAH-

A4 = API YAA(any at-risk API raw materials) 2

N o
|l
ol
filo
>
>
_0|L
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off §olafok Stk AMEBH: BolA oFA4Y o

U= =wEe AVl f8 AAE ==

Nitrosamine©] 2gHe = Qltf= 3

ol
oo
it
N

(o]

Nitrosamine& 45}l

AHg3Het,

- Nitrosamine & 52 Alofst7| Yl API HiA| & A 2stAY A2 dst= 4+
FAFAZ} s #iA] 2] A Ee AR AS A=shof et

* Nitrosamine ¥ 9 33, AZXAA L AGA 0] et AALR

- Nitrosamine &% 93 7} (risk assessment) E Q1 A3

Al H7} (risk assessment)— o]efZFol Nitrosamine &<&=°] &
API ?J-/\éﬂi ]ﬂ' API Zﬂ ;8 -71573_1—% Q’Oxlf’_]’ﬂ ‘ﬂsﬂ API X-]]Z:‘ﬂfﬂ].‘l]—
ddst= A= E@?l‘:}.

%9 5 U

- 9]ekZ U Nitrosamine E4% 7]
© API ZF A0l digt A=Y 5

FF U 7% 44

l.é

o

- 99K Y] NDSRI A4 Z4 E= dfo] oigh A3 ARt
FA FFIA B FYA RE Aol 2A A ol B:EC

v =
ol He FIAE AT HIdem opdAy el W2 A

1r

=kl
FIAZ JofES A W4T
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FASHA(A: ofAZ=BHAL W 19 JUHER), YM-EIHE e ZI=2Y
ZEo|E)7t 2 2oFES AAISt] NDSRI A4S AR

NDSRI®| A2 dHHzeo=m AHF oA s, 34 E= 9714
oM = @A Sol=7] "ol vA 842 T4 E= 9714 pHt HEE

oJoREe] AYg 2t

1=x
FDA(2024.08.30.) Control of Nitrosamine impurities in human drugs.

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/co
ntrol-nitrosamine-impurities-human-drugs

https://www.fda.gov/media/141720/download
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OAIE 5 LA QA BH XIS flst FDAL| Information
Visualization Platform (InfoViP) 4=

« 2 22 iRt gioly iz Qlste] B a&FRl HolHo 59 £F49 a4
2 Information Visualization Platform (InfoViP)oll tigt 4&7fo|tt. InfoViP=
uls FDAS] Wil Hiw 299t A oo AR AP HIE HiEo® AT #
= ATt

» InfoViPe] && 522 FAERS, AF =, & 9 5 Gt AA=RRH
Hiolels Fota, AxE YAl ¢S wEr FDAS S ARvks flwt
AABkE Agske Aol

* InfoViPe HE BZ2 H7 3 HAEE ETHER(AAF 7|29 o[HIE 7|8t HAE
ofo|y) A|AELS Fof AEEH, AE =P i) 8ol MedDRA 4 goj=
Hglsto] grigict

* ES InfoViP EE2 o2 & HlolH £A2RE HolHE it

- A 9 gul o) vhs WFo] mE AE b ulY DailyMed
AgaoA AsoE HhEEEEC] A%

- FDA 5% A& EE : Drugs@FDA 4204 F7F dUolE

- H® A= E}% EA] ADE HIAo] U4dd AEo| tigt &A FDA A%
H

T 25 9 % AR JHE : PubMedolA SiF APIE ARESte] &
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* InfoViP ZE9] txQl

- InfoViP Case Series Explorer

INFOVIP 260 reports
L ence 8 ShowPTyinatleast 1 & repons. Shade by outcome: DE & " 6+ @
Explorer
Number of DE M 7 or
[ o 12 .
= i . 9 HO
Logout H
oy
= wowm
O. - -
L) L L HO
{0
s s T
° oo
. e
=
() 70 05
drscnoes M 49 DEHON
Report 3140323 (Version 3)
High ' & B P &
AMY EHH: ALSAL MESH AlZtet EA|
MY 2% oig A4S YYot=n AIBE 2E 2N
Case Series Timeline Visualization
Timeline ¢ Inatleast 2 ¢ reports Interval: &0days ¢  Split By Type
Showing data for the 187 reports which had temporal information (i 7]

[ setection Critena (1) [ Osgrosis 20 [ COrvo 27) [ Otres Term (114)

25

@ !
@ . ® @ O o o
-50 0 50 100 150 200 250 300 350 &

Number of Days After Exposure

00

400

Ho| SelyZtE= oie 80{0| CHRFAERS E1M

o] 37|= 2N MEOIN s 8ojo|

x7| ofg =F EME VELR
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¢ InfoViP ZHE9] F9 7|5
- & HuA9] YEg-S el YelAe B B0 FES Zoto] InfoViP
BHIA Rolg € ¢ Utk ARBA IEF9 mEwE wkgsto], InfoViP HilA]
Hole A ARSEE A4 84E A9 wixste] FAEQICE T3t AE] 7]
Z3HE 8olE AHst] Yol g 8olE o AgoZ Fxoto] HAISFALE

Report 10101010 (Version 1) &
ﬁ p=q

Low 'R

' Ge
»

Narrative Report Details

Recwived 7 Sender

S Ackfiticral iy

1t v reponed that on 80 urkrown date. the Patent wir on dulyia and he ceveloned
T ) 11 [GF Rt and iy ot prered] . i

while uning (D). The (CERER TP soeing  docicr Relevant Labels swow amosomes
Thverapsy woth (DRI v rsCONtafsnd Of a0 ks date and when he stopped Lan)  Labed Deug A »
< QD e

S i 5 WARTINGS AND PRECAUTIONS "
Theeagy with (IR ot rensrodced

5.2 Use in Putianti with Renal liatheency

The cutcavms of dulyis s incresiad GFR wat uabnaws,

& derage adatment & meoommenced n patents wit
. moderate o c

Liprorm il rewiew, ESRD ey
Dioesge and A

123

n itially reporied. e explaned

5.3 Use with Madheations Ko 10 Causa Hypeghycoma

All yedaphons atsermpos B ot Rllow-vp information has been unsuccrssh When Dnag Awas uaed o combranon wib 8 sublongues or
il b, - e e

Acddisonal information kas been requeted

Urapesified tearment was CIEEIEEUR TR

of bmoabetema [Sed Dowsae and

Relevant Literature

The cutcome of e events wat reported a5 not recovered. The relationship between
@D e evonits was not reported Drug A and risk of heart fadure hospitalization.

Tha incicencs o heart badur

o sty ot (K} 4 3 common Comgica

Efficacy and satuty of Drug A in patients with t..,
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- Qg oA BER ZAyHdl olyg; g A2HE A= A 84S HASIEE
AAEJT. A2 9 IgoA ERL ‘Low'E FAECH, ol= o] HIAT}
A3 FAE Hrisl=d B33t JHE EFsHA| AS 7ol IS Yulsich

- g Zdo] 7%t 75 AEZF ofo]Zo g HAIHM, M4 FEet EHE S 4
7159 71odet ol ot AIREE7E A"t o] BER s HiA9
A3y B7HE ATt @Y HACE 471K 2hdE ARESET) (Unassessable / Low
/ Medium / High)

+ OloE oA HA] SShAL FDAY Al ¥ 7] o] WS Feslth 1t
Tieo] Buoh ooRE Wl =E 5 9 RS lste] oJoRE ok WS
doleg ot Ao dolmrt ¥¥ Wk Utk webd dolHg FgHez
Bl 2SR 4 gl Z2ado] "ado] ANEon, Io et InfoVipol

© InfoViP 47 A8 4 Uk AEHolAS AFH, Aolx HINES 2] WY
Wil 719 BRF AR Eet WA s AZIL dxadE dael 9L
Fgatglon], ASASY A A 5 WSS SYSGEh ot FF ASAEY

HEE o) A U

o

ok
4
*0,
rr
1
-
N
e
.Td
!
tlo
UO
=
r—_%

1 =X

Jonathan Spiker et al. (2020.05.) Information Visualization Platform
for Postmarket Surveillance Decision Support. Drug Safety.
https://doi.org/10.1007/s40264-020-00945-0

PRIMEVIGILANCE. (2023.03) AI Tools in Pharmacovigilance (PV): FDA’s
InfoViP paradigm and lessons learned.

https://primevigilance.com/wp-content/uploads/2023/03/PrimeVigilance-Al-too

Is-in-Pharmacovigilance.pdf
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O -2 ™etH|(Antibody-drug conjugates; ADC)Q| laterz| sty
JefAreto) kst 7to|HA

- 20249 3% 289Y, FDA CDER ¥ CBERZ ADC YAAIY AAA| 18 soF & gaF
A4, 24 A=k, 3R U 891, FEASEE 5o I FaARE Ted
Zlold A HFHAE LRSI £ 7loldAE 20229 29 2k /NSt wnd
Ao|tt.

- ADCE BEOIOREN ARARE BE Eb REHOZ AgHL Bl HFL

- ADCE B3 AA0] B BE B WS L FIS F5olor Ak 3 AF L,
HIAE 9 5912 The PHS M2 U.S.C. 262) A1351%0] BAIH 18-S F58o sl
- ADCS] 7 T4 8.4 2, YA, 97 % Ho|REr} Y Ei REAC] BIY B

EYHoR GFL uA 4 /] Mol YA Fejsha A A @ dlole 14 A
AR Zol7k a7,

- WolRE W of7lolA] ST AL ARA CJoRE A mEadgeld thek
TEAfgEe] H8E 4 drke Aol TR ABst A4 AL ADC Aol
o] go]ct.

- o] 7hol=% ADC el eiA] Teisior 3 4 oFels Zwe Hwsty glom,

2a% B9 FIY Fol=etele At gict.

- 94 9o W2 ADC 8% 44 Wt
- ADCO] ok 9 B4 AR A o] ek 9|0 AT solzEe] feo]
BeHoz 2o Yetug PK - PD ABAE AeA mae ga4o|
Yoerolct, £3] HolRE0] vl e wEw WP} Hag W] JFL ) &



0=/2%/R8/g= T

H14= 2024. 10.

lonz B8 AT Fo7t wasitt

l—r‘
N0
T
olo
e
.
filo
of
o,
0

A 34 (pivotal study)olld 54 SRl AR/

715AS B AT 27] P LA L 8% 4 Hlo|eS BEsfof Ak,

VOE= ADC, 744 & 9 B4 HAAY PK/PD7F 9= W= = e
= A7) &4 3R = FE AFSAR8(drug-drug interaction; DDI) 987} 3L

Sho] st §7}7} o] o] Aok G,

WAl 7] &4 SR By AA7|E2 FDA 7Iol9A “Cancer clinical trial
eligibility criteria;’ Patients with organ dysfunction or prior or concurrent
maglignancies (2020.07)” 2 “Enhancing the diversity of clinical trial
populations — Eligibiligy criteria, enrollment practices, and trial designs
(2020.11)"& #argtct.

ks B4 A=
RE BN FDA 7Io|'A (“M10 Bioanalytical method validation, 2022, 11)°]
Z|sHd 2 "ol 9 7| & ofof gt

P

7] 94 7 gAOA = ADC, 7iE 4 RS S5, 371 A A=
okg|sH4 &S 7HAlE diAMA(pharmacologically active metabolites; PAM)®E
O

718 0.5 2% ofof 3k,
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199 49, vHe Hol2= ¥ PAMO] 5EE 77 =73t}

DDI #719] 4%, ¥145 Mol== 9 PAMe] 558 249t A7t kgt
9 55A)] Wo} 7)ol QaEE WA A9 AD

O
WE
o
o.?ﬂ
off
HT
i
Ay
o2
st
v

ADCS} 7} AJE=9] B/ /8782 B7teb] ol 8-5ks BA B7} Qof] =E&-vks
BAE HEA] Feop gt o] BA2 FDA ZIeldA “Exposure-response
relationships — Study design, data analysis, and regulatory application (2003, 04)”
9 “Population pharmacokinetics (2022, 02)"& Za1sict.

- T2 H9- ADC Z+ &) gt E-vhs 242 35HA] gote E 4= Qltk

1) Ho]2E, PAMY] k=&TFo] wff- FS

2) A AAl= Ty &/go] g o

3) & A =71 ADC 5=t Aol e =2 o
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AT} A S ADC 9 % 4] ioZ - 9hS BAS WheA] Sagsfof sttt o] 49
BH3} A ADC ¥l BT ADC 55 @, o] FE 7o) AT o=, w3

4 91 291e Tast Aorlsha g2

ADC % 2t &9 AY s=oll 9T F= WAL 202 A/ 371 &4,
= O

ERAAD, AF, Hol, 4, UF, WS

¢

D AR 9 7 7e2 HFY FHol2= 9 PAMO A4 H AlA FAl
FF= UAH, w2 ADCY A B faA ZERIRCRE JIFS
oo}, v]8E Ho]2=o] tiste] FDA 7Fo|EA “Pharmacokinetics with
patients with impaired hepatic function’ Study design, data

analysis, and impact on dosing and labeling (2003.05)E x5}
w717} o]stolAoF 7t

2) ADC ¥ & @A 717 69 kDa ©olstal A A% widE ART 5
FACER A 715 olde] ADC H & FAY kIl A= TS

HES|oF 2trt.

3) 778 715 oMol ADC % % A &P e wAtE =z
gomgl A9 wa AEst Dasich

1) Sun Q, S Seo, S Zvada, C Liu, and K Reynolds, Does hepatic impairment affect the exposure of

monoclonal antibodies? (2020), Clin. Pharm. Ther., 107(5), 1256-1262.
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9 U 3ol BYY ] A5 ol BTl et Y KBNS
Woto] BT WolZE, PAM 2 F A =2 7] A ol

- FERAAIste] E - WS A WA= 9F2 FDA ZRldX “Clinical
pharmacogenomics. Premarket evaluation in early-phase clinical studies
and recommendations for labeling (2013.01)"& ¥alsto] H71sttt. ADCO] F
che T 22 A9l okRg At WS SHele S WHr,

q tiepy W W gwsh ADCO et @l

A
N
Gt
H
iy
o
@

0
:|o

2) ki 8 45A9 f44 ool HEE Wol2Ee] PK Lenkd]
%

3) Fc-gamma —)T—Q-ﬂ](Fc}’Rs)_‘Z] XA tefo] FH|(YHtdoz IgG
714N} FeyRs A% 9 a4 o2& NEZE=A(ADCC)] FTe = 7

- QTc B7HE Sigt At

- QT 9% #¥: B7k= 2 ADC 7IEA] E A& F=olth FDA 7IoldA “E 14
Clinical evaluation of QT/QTc interval prolongation and proarrhythmic
potential for non-antiarrhythmic drugs (2012.10)" , “E14 and S7B Clinical and
nonclinical evaluation of QT/QTc interval prolongation and proarrhythmic
potential - Questions and answers (2022.08)" , “EF14 Clinical evaluation of
QT/QTc interval prolongation and  proarrhythmic  potential — for
non-antiarrhythmic drugs - Questions and answers (R3)(2017.06)"< #ar3tct.
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A¥rE oz ADCS FA| H9= A oA d YA J5Ago] glomE QT
A% BroIA AT chat, FAC 2-87120] A 753 Aol ik QT

A B71E ook & % ek

TFE AEAIeRE] that QT A% B7oIA X
e 5ok o] thistel QT A4 W7HAIE-S S sfof stk

|

A B7HE AR LA
ADCO| BE 74 847 A H 0 2 kg2 e 4= 91om, ADCE| A2 I
AiHos we gg 2l g7] o] ADCY HHU/dT olo] PK, A &

QEAel 1AE FF BrFofor e

FDA 7}el9A “Immunogenicity assessment for therapeutic protein products

(2014.08)" , “Immunogenicity testing of therapeutic protein products —

Developing and validating assays for anti-drug antibody detection

(2019.01)” S ZFarsto] 2895ttt ADCO]| of$t anti-drug antibody (ADA)7} A3A3H
9 TfolRo] wret B9 kS ST

DDI B71& 913t 1A%}
Ho|ZES PO CYP 2 S4A9 HA, FEA, Ex 714 ]2 in vitro
H7PAEAsoF 3ttt FDA 7Io|d9A “In vitro drug interaction studies —
Cytochrome P450 enzyme- and transporter-mediated drug interactions
(2020.01)"E Z1&t}. In vitro B7} BIE 71902 in vivo (¥4)) DDI B7HS

SuTA AR

FDA 7}o|QA “Clinical drug interaction studies - Cytochrome P450 enzyme-

and transporter-mediated drug interactions (2020.01)"S &35t in vivo

B{71E S5t B it E AR PA] 330 2 ip vivo DDIE B71s 4= Qo)
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3) ADC9 PK7} AU/ olgrol] ofaf ke Wz 9ol QlolA|, H-85Fof &0l

AR AAAIA 737

B
FDA (2024. 3. 28) Clinical Pharmacology Considerations for Antibody-Drug
Conjugates Guidance for Industry

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cli

nical-pharmacology-considerations-antibody-drug-conjugates-guidance-in

dustry
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< FDA, 24| 82 2X3j0l Ch3t 710|HA 2

2024 89, FDAE FAA] A7 -8 2= ol B3t 2% 7109 A [Optimizing
the Dosage of Human Prescription Drugs and Biological Products for the

Treatment of Oncologic Diseases Guidance for Industry] & YH#35IH .

FDA9] Oncology Center of Excellence (OCE), Center for Drug Evaluation and
Research (CDER), Z18]al Center for Biologics Evaluation and Research (CBER)
7h T FholEl 2ol

o] Zloli At YAl HH §FL 23] 918 B Hole] S B AP AA e
B AFS AFS, A R, G, ok G dolEe] 53 & o4, o
8L v TSR AIY A, SRANT A=, ok AR5 WeS Hetste] i,
ol Mz 3He 59 A3 A, FAAL HA %S 2ol v glo] AENES

j s 1, ouo

A &35S 2RIT wi= ICHY &34 AHEo| #St B4 A [Dose-Response
Information to Support Drug Registration] (19949 11¥) st 118 3flof gtct.
ot 71 JEHS2 ol 7loldAE A 4= ok

1) Guidance for industry population pharmacokinetics (2022 2€

2) Guidance for industry Exposure-Response Relationships — Study

Design, Data Analysis, and Regulatory Applications (2023% 4%)

3T gHE 7leldas 202349 1499 E¥E xS 3T Aol
Aol EH XF 7lold2olA s, FAA &F A Ao e ARl we 2

A2 wAe ke W2 AEsta U
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- 71% At} ek §RHMTD) 44 F2 o] et 82 vhg Aol F7Hskc.
- FDAL % N2AY §3F 47 A¥o] AEHOE Hrh oF §IHMID)E BoH=S
MAZGOM, o] B WAL o]F] Aol Fmold How RFEkY AFet,

- 39 SFREL AE FAo0] YU, %R 2] Sol 4ol AatAolglon, Tt o

AsAES A4 R1 Hijte] FE5to] VdBet S5 Adhe 47T Bl

- e Al o ARA O YRR O T SRS Y] FR% 1A st
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1) 94 ekEst, 2=t 9 oFE-R-AAS [Clinical Pharmacokinetics,
Pharmacodynamics, and Pharmacogenomics]

2) o9& €359 v A¥ AA [Trial designs to compare multiple dosages]
3) QtAA 9 Yok [Safety and Tolerability]
4) 9%F= A1¥ [Drug Formulation]

5) 34 A-8= 9 ALR [Subsequent Indications and Usages]
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- By Q7o puE He oREwlo] ATAg A5AS AT 27] wACA Hrlstol
ollat W& OFEET} 3| 78 Ao Bk 80| Sl x| Usfof Tt

+ Trial designs to compare multiple dosages
- oY &5 Hie 3EY 84, kA, WS kel Rt A4 AlENA

|1 = ojof 31K, o] § F3f A4 eFEe] W e HTHY o Aofok 3.

- thao] 8 WIS gistel WAEE AF AAL A9 4 8R0S A

[randomized, parallel dose-response trial]o|c}.
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Subsequent Indications and Usages

[e)e) )
o dgoA e &30l 22T 5 Utk &4 ¥ 235 B ARl dish BrrE Altd
435 AEE de odE vdd 2 94 dolEHt gE -1 BAE

| &x

FDA. (2024. 8.). Optimizing the Dosage of Human Prescription Drugs and
Biological Products for the Treatment of Oncologic Diseases Guidance
for Industry. https://www.fda.gov/media/164555/download.

RAPS. (2024. 8.). FDA finalizes guidance on dose optimization studies for
cancer drugs.

https://www.raps.org/News-and-Articles/News-Articles/2024/8/FDA-finalizes-gu

idance-on-dose-optimization-studie.


https://www.fda.gov/media/164555/download
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O NEZEEAM 100mg, Gt f8d O|fE T ST 2 (FDA)

. 2024‘5] 8% 3% Federal Register ZXA°] wWZW, FDAE 100mg
A Z2EEA ] (ciprofloxacin) FA7}F o ol 1 9=d AL EF(d 82 AY
Z]i)°ﬂ o8] FASHAY BH oA YPrhs FF AEZ WHTH
ol AlZto] Aol met 8 YA HFHE. coli)o] AZZEFAM O] WS 2H
=917] ol
B3 AZ2EEAM] HCIE 233 EF0 2= AR BE A3 2&4-8o]
gRIE Ao, 2] A Z2EZAMIO] thgh Wi 7kt TE 184S 18 & o,
AZZEZA] 100mg XéxﬂL Aol Al AlA = ofof ghrtal AEA[Y

- o]t FDAS] Z&| wat, Ao 100mg AIZZEEA FA A& B3l sAE
NDASt ANDAE AEst e 2EAS2 5 1 43S A5t

o, R 8% FEY) 18 AZRESAA AEL of FAd] gL WA

oL
o1

+ FDA9] A| 2 EF A (ciprofloxacin) 5% WY

- 19879 109¥ 229, FDA: A|Z2EZ2ARA HCl FA19] 250mg, 500mg, 750mg
&7l tigk NDA 0195372 5215ttt

e

- 19964 49¥ 8Y, FDA+ NDA 0195379 A%l o449 34 w<A B3 A =58 st
100mg &3S 7151tk 100mg BA 6707 =3= 1j7]x] FEH= AFstaeH

100mg< oFF & ¥ 347t B-8ck= Q¥ o2 AME T

- 20054 5¢ 18¥, FDA= NDA 0195379] 22 7§75t 100mg A AlEe] ©f o4
Al A R] Y=the FE HHYstitt o|F CIPROK | Z2EE A4 HCI) 100mg

FAIE AT QofFE EFIA "BF Ao FE 22 FAX.
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FDA+= ©o|F 20199 10€ 1Y Federal Register(84 FR 52113)°141 100mg A7}
QA e B3 FAR A8l EEE A2 oy Fal WESHI.

FDAQ] A| =2 EZ A} (ciprofloxacin) 3] 23
100mg -&F°| oA AAH 20059 o|F, AZ2SFAMIC] gt tdidtte] W/do]
S7FetAt. 100mg 3522 |4 Tl ¥3Ee A&k Aol A9 A==

ZEA WA E HAE 7]2(STIC) L& Sk =] x| ok}

FDACIA AAJRt ofFst/oFeel E4 o w=w, 5% = ¥ 100mg¥ 327 5-83k=

E:‘F}, EFEFEER FHARZEEZAM] HCl 23) AR =" A4S

2o] ZlE A}, 20234 6 16Y, FDAE Bayer HealthCare Pharmaceuticals
Inc. Oﬂ 100mg &% Al&Eo] S| Azt ZAIE oF7I1F o= o] AlollAl AA ok
stctar %E?Jiﬂ, Bayer= 202349 74 7€ A4l& &3 FDAY 3 AFS SUA&

e AL 248 Jes) BAS Elsioch

Fﬁ

ol 2023 12 8 Federal register(88 FR 85636)°14 FDA= NDA 019537 ¥
T Adg ANDA AlEE(Amneal Pharmaceuticals, Dr. Reddy’s Laboratories,

Watson Laboratories, Rising Pharma Holdings, Taro Pharmaceutical
Industries, Pliva Inc.)¥] 100mg &% A&of st 59U A3|sctal T HSF L)

ThE 7-83K250mg, 500mg, 750mg) A& ojA3] 52l
o o]4 100mg &%F Al it NDAY ANDAE HsHAY 5905H4] S A<
1y 1=



* g MZE A S8 -

-n
O
>
S~
—
(D)
>

* FDAS] 3& A&
- FDAE A|ZZZZARA HCL 100mg FAIZF A9 wg= 7|S(STIC)of| H-3t5}A]
o i+ WA S7F E AAst 228 S 1HET o o] A|Fo| kst

By

Federal Register. (2024. 8.). Determination That CIPRO (Ciprofloxacin
Hydrochloride) Tablet, Equivalent to 100 Milligrams Base, Was Withdrawn
From Sale for Reasons of Safety or Effectiveness.

https://public-inspection.federalregister.gov/2024-17650.pdf
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SF9| zi2 RMIE M| A4

O &F TGAY 202414 Medicine Shortages Report 27t

3% TGA= 9oFF 550 digt 2UE 9 #= P42 714417171 fiste] 20194
ookgo] HE # B OFs} A= A o|F 20209%RH kg HE HIANE
UL Ut & BIA oA FE Y (MHEFEo|E)9] A 7tz A &
EZIAE (BHZFEC|D)Y nfeAZ (B 2AgEE) 37 = 34, F8 A7-8
Aol AlZEA d5dS TS AL 35 F5 S T e 35
HZo| gigf o] & g3isty v]F] FFEY EAIE Hopst FAAQ HES 5% 4
UEE HRHS A A gt

o 27 AEHgR A, £%
TGAE 2 A2HIelA 37 F9& Hash 1

P 9I5t TISE WeLS AAISAh A @

AR o mep A ALS-S ARSI, WY 717 Bt W] ol SWA oJopE
S5olE FFS A/l F8 A $H FPste] xxEo] A5H ook

S48 AUt

tocilizumab, tenecteplase and

Lo, Aok, o= HAEL
9 8 7k ARUACIMe] S Soich. HEA B 18-S 294,
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- WHY 2719 3= &5 FAE FL A" AFAE diilste] =4 3HE A Y
HAYZ| ol SFthARE FARA T #EQF FAstt

- 9oRE9] FHI w#HiE A5t ARtE IEEFY AMILE HASH] fs)
TojdA 9 SAAAR FEot ok oE E°] Community Service
Obligation (CSO) Ew{¥A+= Pharmaceutical Benefits Scheme (PBS)°l
A FEE o= FE=F tiE FF6ioF stH, Id°] FEIE PBS
OJekE 9] 9 Department of Health and Aged Care FA[oA ZEujFA) o]
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A5, 20229 E7HA tenecteplase A7t Ax1E Aeh= H F-QloFATt

- TGAE tenecteplases oA FUT 4= JEF Al&520619 0, tenecteplase
AE=9 78713 19 3st7] Hsto] JQkE vhsta f-8713h Adsioitt. Eqt

A #7171 YEFSt tenecteplased] AR 7Fs AEE EAS HESIAIL

- OorE RS U8 AY 152 s 23 AR
T2 493, HEF AH/E3], st 55 ZF A" 1F 319
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- " AL 20239 8¥ tenecteplase?] HE2 202449 TWHAE X|&E
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https://www.tga.gov.au/sites/default/files/2024-07/medicine-shortages-report-202
4.pdf
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O TGA, w2 T 2Jof=0 tigh 7= HEA HA|

20244¥ 79, 3F 9|9F=H (Therapeutic Goods Administration, TGA)2 &
A8 ookl gt 7|&2 WA sk Wtk Attt

L

£ 7129 52 2§ ook that WEo| o] we, oS T A= WL
H5He 7] Aol

(4N

719 % A8 AdE 7IEel et 2ofE ¥BA(Therapeutic Goods Order,
TGO)= 202449 10€¥ 1¥°] Tt&E ogolc}.

olof wal AWt oJoFE 59l KA (Prescription Medicins Authorization Branch,
PMAB) A5ke] TGA & BAE 7]& TGOS HESIY ol HAIT A= HOHS

ot A glojH.

2]

Nz ‘i‘ﬂ k2 ARl B B2 AEdE Foistal #AAe giste S0, =
% o]

;1

A TGO: FA4 kel 54 BES Fxdle] 52 AE R o JjEow
A8 4 JES 3t Yk TGAE ARkl AUA 28 7Fs3t 7129 ¥eIS 4%

H
=
s, Aol A= oS BESIAT} T b, $ obd, Qi okHAA|

Z7K5t9ch. SHAIEE o 8] B4 Bio] 2YS BT Yk
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MZE et AZA S0l A& 5= Qe 7I&0] et o BEet o3& A3
HarS Ao, A4 A4 87 A E B AT Ao R 7t E3E, o5t
Tt Aok 7id ol 9 B8 AEeE TGO € Aol=kar ¥hal vt et

- o]¥ %02 8¢Y 26Y71A] 9 AL H4 Wit

=X
RAPS. (2024.7.). TGA seeks feedback on planned changes to standards for

export-only medicines
https://www.raps.org/news-and-articles/news-articles/2024/7/asia-pacific-ro

undup-india-health-minister-reviews
TGA. (2024.7.). Consultation on the sunsetting Therapeutic Goods Order No.70C -

Standards for Export Only Medicine
https://consultations.tga.gov.au/medicines-regulation-division/consultation-tg

070c/
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=2 z2 2l=HiE Al A4

O YR MHRAZ| OFsi A0 HMS 95t M2 BTA
(2024-2027) L&

= MHRAE 20249 9€¥ 9= W QoKE, 9=7|7] 9 AA 0 AEY ¥}
QrEAdol st AFYA A B9 AAEL Y3t 370 HER2024.09 - 2027.09)=
12355 \= 8

s k2 202249 109%E F 165

UEF, A} FA 2] MHRAL 52 JAdsto] TR fofF 3 -OJE ]71 bdof it
AFyACId A e At JdERHET AE 89 HiA(Healthcare
professionals consultation on improving how we communicate on medicines

and medical devices safety. Executive summary of consultation and

recommendations, 2023.12)5 £4]0 & +HIE| Tt

(o]
2
ox,

S EiAE MHRAGIA RHE7HIAL R )9S A&AHA <t
o =

AryACIAE S8l 4l A HEE AlEolaL, TRIAR ERfA| okE
Ee =7)71o] diet oI5 Aol Wi HEE AsotH, ARG = olwrt
HIET o]of tiet A&t 2X)7F o] Fold 5 JEF AlAHo] A E ofoF el
AEA AT

oo ¥t ¥ 37§d A= H A= MHRAS] 2021-20254 2kA} Zho] A2ZK(Patient
Involvement Strategy 2021 to 2025)9] 452 E&o}al o] 7|HtC 2 slo] Shx};
7"“4 FA AFUACIA A ARE 5= A BHE St glow, Al R Ae7]7]
AT 2L 527|049 QHdg AFUAClAo et 12 e EFstaA}

o}ﬂ
H:l
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- 9% MHRA: 89 W HIACIA 20279711 Agstnat she 24 4% 37448
A XIS,
- 9% Moo] AT} oJRY|THE ASH 0% MHRACIA WiEshs oA Bl
ARUA A RS W, A o]l et BPARF] 2AZ ofafste o] upe}
ATl HAE A7 A 228 3 5 9tk

=
I
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P
~
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<
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S~
o
=
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P

- A 2o, 92717 3 WAAo] AR 984 2 ekl s Bek By w1
) BN HRE B 4 glom, o|ee FuE Bt BAT ) A7|HEeH]
AlZ=|ofo gk,

- MHRAE 843 A& A A g 83 =91 2 J2dEreolA
AFE 5L FAT = YEE s, o] 5 HIF 22 MHRA7} 9JoRE, 9=7]7]
4 dAaAo] AR HAE AHEY AT =2 AHYCEN AFsia
A5 (misinformation) ol B34 0 2 t-3-5tH QFA/d A H O] AR o] =
oA 77t G A9 FFEA NS AT 4 YeE LI

- MHRA® 919] A /b4 92 A1) glate] ARUA I 9 rjol e, 3R o) A3
2 QAA L, Fo] I AME9] A 7HK] HEo =z BEslo] Heky wWslel 2x 9
HAAGSZ AABFAT.

- ARUAE L PAlE: B, AR © AR 5 A B ARY
AolAdel thit virte) A Adst A Wwe] AR Gulol=r} Washd, B
gAo] ¢ g3 UAY YTV} BL AREY] 278 B F5T £ Y=
Adt A2 ALe) Bode AT Ak,

- AA) P ARE AgsHe ARUACIA Ade HEsta =i, FUYEHE
A AE"l(Central Alertmg System)l—} 4
o anyog HJHE %

E
gt A 25T S Y B
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N28e ANk, Bel Aad B ARl HaE 5 4940 22
AT % Y 5 o] e WAL A
MHRAS] 9PA4 3RS Astn wEshs 223 193] @ste] obay Au

Ak s, olefat SHAA ARUACI MY A
A44Q AME E@ gt
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MHRAS] AC|E A1} HTAS Aot oaidert, &4 so] "ast

o HA HZE 5 A== 5 ol HARIEE B8Y 5 =S Sk A=}

Ade AFiEsty, 3¢ IS4 22 F2 HoRE NSt ZE A
7

o]
ArUACld FEE I 5 e 7S HETT

FEO AF L A4 A 202349 HHE AHE R IA ] IEH MHRAS] A,
A W, o8 7heRt Rt 389 kA AFUA ol Ao it A4 A7t
Zasty, olg A¥sl7] A8 & €2 AL &85t AME AT Aol gl
w2, MHRA= Q=28E7F € 8XF S F7H0|1 e JE A A4
Ag At =o] Y a2 gelstgct.

98 HE7Fs°] MHRAS 9, d3gt E Pd ARUA oA dhsf o & 14T 4=
UEF A& 257 AFYAlA QS st O HiE7t, SRt & 5ol
MHRAS] +A4 HH, Yellow Card A= ¥ MHRAC] tigt oJs|E &°]7] 9]
NZ& A 9 AR5 AZsto] SHit

o= AR/} B} Al el AFT 5 UES AUTHE A R A2
AL, olefst AR HAHQ BAOR FxjolA A HSHe WAL A
29331},
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- QP ARUACLA AxT Au] A 74 7|2t gestel ey A Fgol

9ol 47 Q1% B AA A5 52 AEA Ao PR,

=
I
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P
~
m
<
>
S~
o
=
O
P

- Fro 9D AAY: QR A EVY Q=7]E € SARME A MHRA 7He] @8 Z3tstal
W AEIEY AL ASHOE 2T JE 259 Fo| vAslolof 0, G
A99] A QkHES AYsk= © o] MHRAZF $43<Q1 254 98-S $3sfof
SHoha Ak Sl

- MHRA9] 3kx} o] HZH(Patient Involvement Strategy)s 7|HH0& JZHE,
AFSHE, AAL, BotdHE AH9| w73 A 7iQ1Hte] TAE A3tsto] A4
Aol A 9] bR FiAlstaL, BHAF P 4 AIZ17] SIS MHRAZF Al&-sfioF &
JHO| it QA EE d=tt

)

- 92 FEIIERY HYH FEL Lejn] 7. o= AL} YEYIL AA R
Fejsto] YA Walel PF Yol g 2% AFH WSwS W, ok
o

7AYol el Higt 22 Ql v =g A=t

- AR WA, A 718, B4 Qb At ofjel ok B og7]7] o w8
QP W7}, el A7 B 7wl Dsks okl deRiele] BAS Aufstol
MHRA QFd AU} 22k o] Ae| o] 55 ¥9ig Yelth

- Al2" fEYET g2oto] MHRAY A4 FEE 98 9 dAA0 x4
AA”T BRI § QLS 51, o] B Y& HE7eL SAto|A ¢ He HARE
TgsHA st EAe} s o= o 2l AdES 7Fstel MHRAZE oFd
HEE OB A HLst=Alof tiet A sHe

=X
MHRA (2024.09) MHRA Strategy for Improving Safety Communications
2024-2027

75



0=/3%F//8/g= 2

H14= 2024. 10.

Q| 22 oFMIE TN AA

O 20w 2E0|E JHE T M0 Eet 7101=2kl =0t

18

20249 79 179 EMAE Guideline on the chemistry of active
substances(EMA/454576/2016) T+ Guideline on chemistry of active substances
for veterinary medicinal products(EMA/CVMP/QWP/ 707366/2017)°14 thA]
= A SRS REIEY AR 54, 543K characterisation), 71 ® #4414
T (analytical control)oll &3t "Guideline on the development and manufacture
of oligonucleotides™®] 7lo|=al %S WHHsSIQty o] Zlol=Eele =gt
(conjugation), &l ZE, QokE /f, ZE|uRIH el |47 /i,
2R EelE Al Y QokE A R AN FE(IA YE only)Tt

AT RTAF L DTS T ek

Az 34 N manufacturing process development)

At FH9 ZAHAHEZ A HAside 3T Awto]l 24 ICH
Q8(Pharmaceutical development), ICH Q9(Quality risk management) 2 ICH
Q11(Guideline on development and manufacture of drug substances
(chemical entities and biotechnological/biological entities)o]] 2 2F= Q5 7|5t

A (risk-based approach)s €83ttt

P
S Qubdel A=A AAA EE coupling Aok e et

=
A4S A o QU AR RS AlZE, 25 Bl molerot o] A Eol3d
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- EX3KCharacterisation)

- 329 /e 549
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=
O
P

YIRS ER|IEE 12, 22 2 3% FXRE ERIstojop St A
24 (Mass spectrometry)> ZHIAFEHE0|ES F2E AHAYst= ©
S o]

AP B4 B7R LelnnIderelse BAY U AIS Hel

P
4
>

BAM(Elemental analysis)> & @91 -4 A8 4 93, NMR2
71, & € ZZ(backbone)t4d, wEYQEC|ES &2l 9 AFAGE Ys|=H

FEYAe|E HAFA oA %t phosphoramidite &4E49] UA|SHEHH
£kt ST AR LEoIE FPY Ake A Al AAA anomerisation FEE
EZAT FEH A=Y JAISeof s =9 W]t U

et /FEsrs 4ol mAle YAISFeH(stereochemistry)] &2 =23foF
Blis

O

UV, CD(Circular dichroism), IR 7|2ZQl EA35} gz 3o] UdX=Z 23}
Fxo gt 7 ARE IS 4 Q. utd o7 AR A Zl(complementary
strand)2. 2 annealing®©] 7]5& W3ol= antisense oligonucleotide E+

siRNAS] EAJS}o]x vlo]@EAHo| QL E|X] okit}

4 2ol Moz Agstel 4Bty EAL S Ak (Aptamen
374 7ol ek gBot @40l AA debdy] tEo] oloh TiEl EASKe,
gEsla] Aol et A7} ol ol Aok e,

EZ3HE A conjugated molecule)?] 7%, E$Hconjugation) E°]4S YSdfof
stal X3 of EX3(conjugated vs unconjugated) &8 7T LEIO|=9] 24}
TF-ZE v)u3lt} siRNAS] 3¢ sense strand, antisense strand ¥ duplex©]l

e SAs AEe At
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LC-MS/MS of intact molecule
LC-MS of enzymatically treated material
Failure sequence analysis of the crude active substance with

0=/3F//d/22 2
H14% 2024. 10.
 BheE
T ertelse] AgELE S45 /& B8
LC-MS, MALDI-TOF MS, ESI-TOF MS

Molecular mass
e.g. IP-HPLC-TOF-MS
FAAS (flame atomic absorption spectroscopy), ICP-OES for

Sequence analysis
sodiurm counter ion

UV spectroscopy

Identity of potential counter
Circular dichroism (CD) spectroscopy

ions

Extinction coefficient
FT-IR spectroscopy

31p NMR, F NMR, 3C NMR, 'H NMR

Imino 'H NMR*
Thermal dependent UV absorbance

Spectral characterisation
Non-denaturing IPRP HPLC UV
Differential scanning calorimetry (DSC)

Thermogravimetric analysis (TGA)

Melting temperature
Identification as duplex*

Thermodynamic transitions
MNear UV CD spectroscopy

Cell-based and other biological assays

Tertiary structure**
** for aptamers or for oligonucleotides conjugated to moieties with 3-dimensional structure (e.g. antibody-

Biological
characterisation®*
* for siRNA duplexes

aligonucleotide conjugates)



.:.
00d =
<
[ X X | T
=
o O IT £S5k >
o)z HE FH 58 z
m
=<
>
H A X1 S~
TETE o)
<
O
>

QElo|E AFO| Fx2A QAF EF , 3

E, A58, &F 489 E¢E 4 A =Quoly ExEd 2 vega
FEHQEolE EERE BEFT & Atk AFE T EES &Y EZ
71AAY Az T F AT 2 AR 3 Ee B Fo] =0
AgE 5t EHEL A5t BHSAUE ESE(reactive impurity)<

=
21 FFY LEro| = ZH I (assembly)ollA] Aol AU o] FHF S E
HoRlZ 4= ol 71EY ARA w4 € downstream 34 H Al
(purification)@AoA A|AsH] o]gtt. &I FEY LEO|E A x| AMEEH+=
7 9E4d F B840l AU F8% E&EC ddiAe dAE&TAE A
A7 stofof gt

« X3t (conjugation)

Ze  SYARIHEeEe|lE ofE THO AHES WAAY Ash=
HAYUZog HASIY Q. GalNAco®9 ZHL THZ Agg 23
T2 QEo|E HEZ AfASHs H AREEHI 1 EFoEd SEE2 dEAeR
HelH O] EAS AsHE ) ARSEL R 2Y A E= 4 HElo|=of of
Z3ol A Fol Aek. IY ol EFEY E’ﬂ@r % & (control)¥H
3051t AR AR el Es SR ERF0te] #wElshe Ao
ﬂ’\/‘qo]ﬁ}. 23 of Exg E4ES Ao 4 (risk analysis)— 3 &olsta
HAEAZO AP ZRAbstoof gith EFIFo] 7RIS E¢Ee S 1
AALE S A-sfioF g

>

79



0=/2%/R8/g= T
H14= 2024. 10.

OokE W& A8 medicinal product consideration)

21 FEY Ee]EE= ICH Q3D ‘Guideline for elemental impurities
o] o] S FZH LEC|EE BHGELE St QR o] 7| =219
AgZ =t AAE dAEC AMEEE SIS Ee|E= Nitrosamine
el diY fREGiskE AEstolor dth. ST iwEdEle Blo]=ot AR

34, AxedolA fad e ¥ 7439 22 TR JAE d248S
3

ol
i

I

A4 0] ST ALFSHQEO|ES 12} F29} AFofRt Y|Hske A SAIF

SA] 9 A Al E5 E4(potency assay)°| H Q5}A] it

EAF Az H/Ee B S0 S40] dojuAY St A= A 2

OFY A 7]&0] S - A|(aggregates) ¥ 1A} LR S

o
0.
o
)
)
5
Ir
<k
i
e
e
>,
p=S

Az 34 3l dolut sk gelui-Zeonolse) Fo) Ba AAH 9T
2ol 4 Ay solo} stol, Y Bt v]m3le] FRT BB 52 Fol7h Gl
A E3 298 slgolol Wtk 2YuREAQEe|Ey AIe s S4s

(characterised)=]o{oF stat, £ 3], Fet)oll= 22 FRE A-Fsfiof gt
E3 37N E AR

AE T ESES M FHoA Q1 Z/E= HIFSoF st T4
2T FEYQEIEY Y 2 ELE ESMAlE 7] 9ARH AX-HPLC &

RP-IP-HPLC®} &2 2|1 £4] ¥ (orthogonal analytical procedure)& AMg-Sh=
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Zo] A5 FAE. B o5 7te 22 un2¥ Qe =) 49 ¥/ (denaturing)
% v d(non-denaturing) #AYHE BT ARgSto] BAIT e 9] A9, 144
AT WAL Aol FAATE QoFE 7|0l HESA B AIFHES E3ofof et

=
I
=)
P
~
m
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>
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=
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* N-of-1/71¢1 &3 AFE(RIAE 2JoFF only)

- 4] Yol 24 antisense 22| 1 FZd 2E0| =t e T QT A AAlfA o gt
B(N-of-1)oARt IS HIAE $5 = BES AFsts IF o] S/l
ueh, Z SEE Y AR SAdolo] IR dAXe Amsh] s
2R QB =T R E AL Rl

- i 2o ARSE MES2 TLS RISk WS B9 T FHEH ook P

- SAAHET FAIE 25 gief P EAS 2= T £
T Ao] AIgHAQl [EX T SECHF 22 Y] Hpjul ARR5H=

jS

A5E ZiESoF 2.
WA Y=t

pay
rlo

- N-of-1 X824 Ho| 9lo] ICH Q1] w2 full ¥4 Am+E= WAsHA] Yt
WAl A=l Z7te] E|uwEdEto|o] dis] 279 4 A
AF27F EOIXAYE By ZZAQ] AmrF ulkEE Al ool AR A4
AT gk HIHAlol 7hsd = o AAIFR A ZRIFEL FEI]
g3t ofof gttt

- N-of-1 8|1 #ZH et 9] AP o]n] S0 AE AR AlPS AHol=
ol Ft}
1 =X
EMA(2024.07.17.), Guideline on the development and manufacture of
oligonucleotides.

https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-
development-manufacture-oligonucleotides_en.pdf
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O QE EMAQ| T2 UMAISS B85 OOIE &5 HS U

QIoE ol71ofl HEE J0|=EAI21 '’

oJfEe BF USE= At T2 FEY HR AIEoE o|RoAAR, TeL

‘Q*J*]T’é(single arm trials, SAT)°] &85+ 4% SATS| &-&°] HIstaL JF=F
ol tiet AE e AP ST 27T U & 7Ho| =Rl A= #H EMAZH

SATS| S23t 4L uhefsial 37t ’Edsh] A3t AAAGE= AARI.

SATO M= Aol Fojshe BE HEA7F A28 Wl AFH o2 F4BAEH, SAT

A Ao 7 9B 27 toElete] TAIA Q] v Z= 23t}
QJAMAIE Yo FzHe] uijA] Qlo] & 7f o]Ale] Aldldo] QIS AL, AL H|TS

SJgto] ofd of2] 7je] SATR W o] Hlgsith.

SATE 729 1 #Hgol g7l "i=Zoll, dig oF=2 adE A4z AT
glod, sig A=E WA FUTH BEEHUS IR Aol it SAT 279
Aol ojEdfof gtrt. sHATE 2 W2 AMEY Wede LFcte 52 A4

Hepslrt Brbsetn g, s)4o] o et
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ICH E8, E9 ¥ E109A= ¥y
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2479 ATHS S

glelH,
Ao #

57| L8l M E B9 4
E3] ORAY B2 FERE HE B0 23}

092141714] glolof 5t thapet £.490] o] x

AT A1 Foll Z4gte] o4 W EA) YFE vl Ablo] 2L TSRS B,

35 ol et A HHE =3 o] B st

E 1] SATOIA A HEES 2017]

me R 49 BN mekd Zta ZEX|
SATY| FI7IX|He= HHXOZ
) i =3 4 U0{0f ofH, JtsolH
Assessment | X|=0f CHSH X|A2 Zut HWoto Fak= 01E | B7t= XY 2SI AZIE
bias & 92 ofX| B3t i ERMOZ mytE
LRIE AS (0: HIEXto
=2IE X2|, £ E0|Y)
HESH YA HA E s>lSE
Attriti YUMo = Al EIIXIS] EE[Q HIO|H Sofl 0|y F&i2 WX .
trion | E555E10] oiala Soixel Seio| | Saie atEbis s et
bias | ei0l02 xtg3t NEERPEERE
Xget
QA THA| & A 23 U AEE ~ ~
Bias due EJ_'_Ql HZF(O: SA '='*" 71|%! #Hg, Zgt OLPAT!T_?)H n%\xiaﬂﬂr SATO
to lack of | E= Ml JIZ0f s mRES 25, X8, | 55 17172 o2 =X
. . xx-l DHE e HEE HE X|Z2o XX oT £S HS &
pre—planning | == 5 > / MX5H0F &t
Hads -.‘-’r“a*sa* &0 -’.'_‘—XHE.* c =
Bias due to | 2 EHXQI 7S 7| OZ A4 AIF| Eé* AE E= 1 0|0 EHO
regression | TEEE MEHE StXj= * X|=0f 2lsf SEet E'I'-fopﬂ e AHE
to the mean | M8E ZUE HOF= 7:‘c":ol ZExet I‘|0|°|'
OIHIE B= AIF0| CHSt 2AM2
Bias due to UHtMoZ MA Q10| HItst7|7t
variability | QA&AIEE X|ZHE FE0iot7| Mo &Kt O o23. AlZh M0
in disease | A HHA2 4Yot HSHES 71E = U2 | ATPEHCZE 9ESHK| U=
history WA BA “*t”o *1EH3H0F
5t
= EAE AAS OAISIT, QUAIA|E
OIAI‘A%I = E A E_E 7:7 I-|O| S - = (=] , OO =
Intercurrent fi_%ol Hel'ggl'o:l fll'gi‘l';IOIrxlﬁ —|||:x-|0.” —7|=—§X|9-| ?;QJQI' %AII—-! ARZA0]|
event bias osl2 = 4 Qe Oist MMet HE TS H&
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o= O 2dc 249
Selecton bes o s ol e Sost olg @ chat =
in relation to | SATO| SE& L&Xl= 0|0 IS HMiE M@l J|=S m2
the | DIXI= HAOR Jpaol OERM AAKOE | aaoid IS U5 >
. Lz »olo ° = T UMAR EOXS| AN HE —
hypothetical | HE =+ 2US SIS0 ThEE A QMBI
control group thet 2M 7182 48
.. BE U T J|FO| 49 HeIS
Selection bes e e oRcil s motsl ofA FErel 13
in relation to | SATO| S5& LIAt= ZET0f H|oH MoIHA =00Id OAF OS2
the target | OI%7F CH2H Botd + Qlg gotdie SEAM o o=s
: YESA Xgst, 1 7|1&0|
population o= Qe MHZ IaHSt
Selection bias
in relation to | O|2| X|A=l HIO|QOIHE 7|HtoZ2 BN QIAFAIE A|ZH Z0f HIO|QOMHZ
biomarker | X|I2E o MEE DX MA 2172t HolE 59 289 HEE
defined | HIWSIH 071 GHE = UZ S&06| mefsior &
subgroups
OIAFAIBION ZHO{3H TMBIXF= QUMA|S 3HZ0| _ _
. . oo _I:l [} — _|:| — I:I;O_I:I — O _{ x 7 o|_:|x E_JI'_Q_Q
Trial bias | CiE X2 502 oioh Yalgl Alzee | gd ol B B2
B2 HAXMOR CI2 ZHIE BHY 4 Jg | ==+ M== =

| &5
EMA. (2024.09) Reflection paper on establishing efficacy based on single-arm
trials submitted as pivotal evidence in a marketing authorisation

application: Considerations on evidence from single-arm trials.
EMA/CHMP/430688/2024
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Qo] 2|2 OIRXNE M| A4l

QAT = HAOME] M =X] & 2okEe| QFHd =0l Chgt

WIS Eeket HI=SX2e] RWD/RWE &80 Chgt PMDAS| 2

© PMDA= 37 & 7HA RWD H|o[&l& &-83tal itk 1) 23719 ¥ ede Zak<t 1071
d4Y 718 AARFIE, FF, Ad 9 Ale folE 59 HelHE A1 Q=
MID-NET, 2) €& AZE$HT D AZHA do]g #lo]A (National Database of
Health Insurance Claims and Specific Health Checkups of Japan, NDB)

o NDB

{National Database of Health Insurance Claims
and Specific Health Chackups of lapan)

Covered | Approximately 125 million
patients
Avallable |Claims {out and inpatients),
data DPC {claims part only) <

— | MID-NET®

(Medical Information database network)

Coverad | over B million

patients | (as of December 2023)
Available | Cleims {out and inpatients),
data DPC, Electronic medical
wpes records including results
for more than 340
labaratory tests

Qmall Data size Iarg>

| — —
< few Data varieties m““">

18 1. PMDAGIA ATt = 2oFF QB FItol AkE5H= NDB H MID-NET2| £4
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- PMDAE 47| Hlo]eluo] A% A}83te] RWD/RWES] S8 A2 et ol
Zashaict.
- 329 ARAlY AP AE RUHPS ste] MID-NET dol8g 24,
S2UHO 99 el A4 229 ABA WY FAE 2L dF 24
2312 vgo.z B A4 237} o] 2ol4l 2L oprk,

- oFAA ®7FE ¢Jste] MID-NET dlol

=
=
thiamazole®] T+ 4T TYES v F7Fsh

- E3 denosumab ARG ThE AZHBS ] gt )2 WRIL AT IS
B7K517] 9istel MID-NETS &-8stgirt. 8% Z+9] 44 dAhlems g A%

T Aole FUIL o]F = £ 2 FAIGIILH, FA M= AU

A A = metformin AR 51713 A X AFRF
7§ HEZ metformin A5 F:0] Y ZAS HAY-E ZARSIAITE AAARY 71 HAE
metformin A% o= WL Qlloy, HEFS AkgskeE A9l H[EO|

Z7hSt0m, S S Zol A BAsS Bl gt

- 20199 0¥ 18Y S5 & Al7]5 A5t
0]

& PMDAE 254 9fgh3] 719 glo] iS4 A&(e.g., o2 HIE He=He 444
23] 75 HlolE o] &-gof A|efo] lthal HAlstITt. of2fet Hlo]EHo] A9
TFAH BE FBE @4L FESIIA NDBE tL toEHo]Aet F2 thE
glo|E o] 28} AAlsHe Behe A= =2 Folnt

| &x

Kajiyama et al. (2024.08) PMDA Perspective on RWD/RWE Utilization for
Regulatory Purposes Including Assessment on the Impacts of Regulatory
Actions and Safety Risk of a Drug at Postmarketing Stage.

Pharmacoepidemiology and Drug Safety, 2024; 33:e70007.
https://doi.org/10.1002/pds.70007

87

=
I
=)
P
~
m
<
>
S~
o
=
O
P




0=/3%F//8/g= 2

H14= 2024. 10.

<& PMDA, $1% 5171 LI™M SO HIE Al 2E Al

20244 9%, PMDAE A1% 3718 SIat Jol AFAE NBH = 5g3te] 5]
RSt

A R et HPAE ZARE A 240 A8HY, 54 4G H &

=

=

PMDAE A 29 AT HFo2 25 o} A8 5 Uk 7199 WS

o

w
&

o

F 22 FAEA Aloke | EeE AlEs] el

A} A2 E 4] B7F ARAO] WIS A% 24 213
Aok 37k A1 ARl gt QAL Aok AZ EE ¢ 87k ALFAS] R
A5 24 AF [Guidelines for preparing documents to be attached to

applications for approval of the manufacture or import of new drugsl"

(20014 69 219 PSB/ED 3% 899%)°] wtel =A% Hf Ut
71Z29= g XA 3o BAE CTD(ES7]EEA) 3, 4, 559 9go] AES

&R, Q= 71de] & vHA" Sl AAE SOl stal AleF 37t AdE

B gel AR AAS dolm ABHE AL AFHom LIl

QI
N
N
2
o
>,
we,
B
rO
e
oH,
>,
i
bl
ct
ol
2
2
>,
ST
il
of
9
l
)
i
ol
o,
rr
POy
o,
N
1
(o]}
e
o



* g MZE A S8 -

Z3s vigon Bay vl8 S0 adlg nst 518 it 7Y W kst
sjeto] 1=0] ool

- AL o] WY B wE ARE golz AFY Aol AL B, AF A
PMDAS] 414t 2] 419k Aol Fejsfol ek

| &%
PMDA. (2024. 9.). Submitting documents to be attached in the application for

approval of new ethical drugs.

https://www.pmda.go.jp/files/000270639.pdf

89

=
I
=)
P
~
m
<
>
S~
o
=
O
P




TR fE M| S HalZ 1425

el 20044 102
SR} (CIoKE OFiEIaiE 218t FRT0| T - Mgl S84 o1 o7
Hojpysicheim Zofel E27 2lojE gi2o|
Saiofxichetm oK
JHCHE ot
Uax| AECIIERKTEY el Ol HEXTR OloE 73}

202414 10




	
	1_동향 단신 (편집본) 수정
	개요
	(내용없음)
	(내용없음)
	1) 페이로드, PAM의 노출량이 매우 낮을 때
	2) 항체 자체는 약리학적 활성이 없을 때
	3) 총 항체 농도가 ADC 농도와 상관성이 매우 높을 때








