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22122 2|(ICH) =
SN O AUES ‘d(transporter-mediated pharmacokinetic
drug-drug interaction potentia)= E7H0| CHiet EHHQl AT AtetsS Mg 22 2o SE
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l. MEZ(INTRODUCTION)
Il. Algd2t L "7HIN VITRO EVALUATION)

n. &

0>

' ™W7HCLINICAL EVALUATION)

v, & Ad=-U= =28 A4 2o 20 5 S A(REPORTING AND INTERPRETING CLINICAL
DRUG-DRUG INTERACTION STUDY RESULTS)

V. Appendix
L ME (1)
1. ICH M12 MM |(N)0f CHEH Q&A

H
Q YEHO2 34 YMAHS ANeY| WO Y FY AT ZWI} LS U2 BV
A

= S ooNME i S =L
gt HHSHo US-AF M4ZEAEDD) EBIE Tt ¥ oY A7 AIFO Cist ECh 3
MOl HE A2 R AQI72(With regard to the statement that the results of the mass

balance study are generally recommended to be available before starting phase 3 study,
please provide more specific recommendations on the timing of mass balance study for
drug-drug interaction (DDI) evaluation.)

A HE 7Y ﬁ:rL(mass balance study)= YHAEE 422 Fo MAH ZEE &Q5t= [
F8%tH, & XM FET 7 AT AlFE AFNAM P2 A=l o5t ZEMUS
7|gto 2 *7f DDI "7tE ot MEZ D2dts YEHHQ ALIZIRE 7|ad 2 7Y
ATOM 7t HEE 7] MO N AN 2 FEE 7[H2E A4 DDI HFHE
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Tdg + A2l = X[HoM= DDI 7S 9ISt 2E o A7 AlZ|E Mt okt
OtL|H, = e =

Q =
A — o
=O0A gt Htet 20| PYAHE 24Ee S8 Wl FAYS =H=of 2

2. ICH M12 MM 112)0f CHSH Q&A

- Hel thA BhrlE S oM E7hE fldl o2 7ISAe oto|az&n ZNEE EYo=
o

=
Aol HFE|=O, Y ZIEXe HolHs o 8x=2 AME8FY #= QUL (1t s
recommended to pool microsomes and hepatocytes from multiple donors for in vitro
metabolism evaluations (substrate and inhibition evaluations). For what purposes would
data from a single donor be acceptable?)
LHPH o2 M| CHAF E7HZ|E & A E7hHhE e olg] 7|5Ate| oo|a=&at
S0 ™A TEHO| CHot CHAF 240 g O & B &= UEE St= A0 =,
T 713A HiXl= Z|AEE AT Ml CHAR BBt CHFEd(polymorphisms) 2| Fak E7hoj
82 = Ao, Y HiX|Q| ZHME HE= OIO|AZEQ| CHAI B4 Hd2 =

(probe substrates)2 AFESHH X ESHH S43t6{0F 2.

Ny
=
i
i

-

YA E g2 Al W /& 7tsd0l 2Hf D2l B2 MH W RE VtsdE 2

HiA[E &= QULE? (Can in vivo induction potential always be ruled out when the in vitro
induction potential of the investigational drug is less than 2-fold?)

A =S AEH 32 OlHOoM HiZ}S M A Ozl BHS0| eHf Oyl B2
mRNAS| F7t7t @IALE 28] DO 24 |RE7F 42z HFEX|TH 2R 220!
CYP2C8, CYP2CY, CYP2C19,({2 & CYP2B6)E FEH0| Rom 2 HEZO 23t m
7t LEHHo = eHf D2, Ol2ist 2, AIESE P450(CYP) 24 mRNAS AHE Oi=
2| 2 OJ2HOIX|BH A4 CHETO| BHEO| 20% Ol T7HA|7|= YHAHEE A=2l 42
7= 7t58E MY = glen sk 2/EX A (concentration-dependent relationship) =
A, (* FHEL oAz fE2 EX)

SHA|
7

e

2 =1 AMM Ztel =S4 Blwot 9f=-Sf= J=XE([DD) HTMZA HiAK 2l

O] ot O|fE FAQ? (Why is comparison of polarity between unchanged

> e

A

drug and metabolites not a selection criterium for the metabolite as drug-drug
interaction (DDI) precipitant?)

CHAL &HE(Metabolites)y2 &5 HSHA| %2 ASECH 40| § ZSHX|TH A2 23 210
M2 A8 AN B9 (parent drug)el = & X &S (inhibition potency)At0|0f=
Fotot 2tA7F giCt Bt (Steinbronn &, 2021 CPT, 110:452-463).* [M2ZtA 342 DDI &

HHZAM CAtHel M& 7|Z=e2 ZetEX| @3,

rlo

B0 LIEEX] @2 sEMe HEMEMO =0 et HRZ g2 H{EA &|L?(What

are the cutoff values for drugs as precipitant of transporters that are not listed in Table 1?)
H 10| LEE =&Hl 22 Al LH-EH L & H(in vitro-to-in vivo extrapolation,
IVIVE) 245 7|Htez ZeZ 0] HQte|AXT CHE #=SH Ol 771 Fol2 +=5X
1(OCT1), CHHILE 2t ChE 2

IVIVE 7|Z=2 =EE0] AKX AU
SC Qo HAMES O|8fiste O 523 QAO|EE B 10| LIEEX| %L 440 He=

( multidrug resistance-associated protein 2, MRP2))0f| CHat
=. F=SHQ 7|2t MZE XK= =EH FLI0Me AH K
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IYg AHZOICO Cfg YMAIHE 2ol mME AW Y3 AS-A4B MBS
(DDI) B7tet #ASIH NRSHA nEfsfop & A2 FAQITE? (What are the unique
considerations regarding drug-drug interaction (DDI) evaluations for determining the
effect of an investigational drug on contraceptive steroids?)

ICH M120] 7|&& st X2 dutoz AYAHE A4S0l mYE AHZ0|=0 O]
K o st o= H=2E F7Mo| HEEXD 7/d Y 7f%’é‘>‘(teratogen|c
oF QA Ttsd0] e AGoA A8t 29 TYE AHZO[=O0

potential)0| A= A=
Chet DDIC| fleldE ne{shor

oo

4. ICH M122| MM v@4)of CHE Q&A

%=E-4E J4=HEDODN) AT mEX == HEA AEE[IL? (How is the number of
subjects determined for drug-drug interaction (DDI) studies?)

XIEO| YAIE Htt Z0|, DDI ¢70 =&l O == T 42289 fR2o HaE
2 MEE = U +=FECE FEII|0 S26oF & 522 f2E 2T W a{sior &
2240= OMEE BESd(expected variability), Ol&EE SZEES| A7|(anticipated
magnitude of the interaction), GIO[E At& & (how the data will be used )(0l: H=2%&
HiA, &=28 del 8 = X|Y)0| =gE. dityo=z 244 DDl ¢7oes <
12~20 9| mHAL 2R XD HESE0| AL A7 EF =80 et o 2 f29
AT Eog = Us.

5. ICH M129| Appendix B (MM 7.3)0f CHEE Q&A

CHel 72 @S Rl ZHMZE B OFXISE 2o HiX| W 2ore| SEE FHFIEF 224t

oA JAHEStE Olfes FACIL? (Why are sponsors encouraged to measure

concentrations of the parent drug in the medium on the last day of incubation with

hepatocytes for in vitro induction studies?)

HY HHX|01|A1 mgu@g =9l 57t 3% &Z(nominal concentration)2Ct &g AL
7 b

A els =ofsfor . S8 eoH

10
X
Jo 10
\J

CHARSE A LE —.‘E—HJEIE QF F=0| SE7Lt CHALE 7] =0 BiX| LY

rlHl:I

SE7h HOolE ALz odE + UA2H, 0  AlZHOl X|Eof et ofE s=7F &
2% Az oYE. ol 4H U g2 Hdsts AO0|E2 2 HiX| s&=0f O 282
2RO el ¥2 sk HiX W 422 228d MEY == UAS. o3 39 &
M=Z7F gle HXME sE g7t 28 A2z oldEH, 2etddo et 28 E=

I

HiX[2] & gitsh mAE 1

Iz
OF
=
o
-
0%

Ml HEOM oFE 2l 5 240 Za% 0|lfFe FALZI(Why is characterization of

drug recovery considered important for in vitro experiments?)

Al W el 32, Al AN A8 22 285 B7totn HIFHo|AM
BYEX 2 AEE oE 585 FE £ AMdts A0l T2 Y. B0y HZESE
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QUi ZABHE|X| %S M AtpKiu) Ee ZTHE|X| 2 BE-AO X = EZ(1C50,u)9
AMD 22 HUN 2HOo| AL =2 I4g0| HIHRGIH, gtHo| HMHE 2X©0f. 7|H
of/0tL|2)2| AL 2|480| WCtD sA 2l 4 ole A =

ols ne{sof 2

E —
- G 7|2t ¢t =9l (CHAL 2P ((Metabolic) stability of the drug for the duration of study)

- MzZ/71710f Cit 2E9| HIS0|M ZEo| P (Effect of nonspecific binding of the dr
to cells/apparatus)

- &FE9| 83= (Drug's solubility)
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* X|& |E : https://www.fda.gov/media/180488/download

nteraction-studies-questions-and-answers
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l. /2 (INTRODUCTION) (1)
A. 53 (Objective) (1.1)

B. {4 (Background) (1.2)
C. H%| (Scope) (1.3)
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D. Yt 1%l (General Principles) (1.4)

Il A2t L ®7F (IN VITRO EVALUATION) (2)

A. AMZTICHAL O§7 &= 22 EIt (Evaluation of Metabolism-Mediated Interactions) (2.1).
1. At EA 7[EEAMQl &%E (Drug as a Substrate of Metabolizing Enzymes) (2.1.1).
2. CYP 249| MM EZAM2| 2f=E (Drug as an Inhibitor of CYP Enzymes) (2.1.2).

a. 7t9™ AH (Reversible inhibition) (2.1.2.1)

b. TDI(2.1.2.2)

3. UGT MM ZAMLl 2Z (Drug as an Inhibitor of UGTs) (2.1.3).

4. CYP &2 SEXNZAMO| %E (Drug as an Inducer of CYP Enzymes) (2.1.4)
a. 7|2 mRNA EE HZ &' (Basic mRNA fold-change method) (2.1.4.1)

b. A2 ZHA #¥ (Correlation methods) (2.1.4.2)

|El 2 & (Basic kinetic model) (2.1.4.3)
QEoF Bt E FJF 12| Atgl (Additional considerations related to induction) (2.1.4.4)
B. &K O§7) 4=Z&9| EIt (Evaluation of Transporter-Mediated Interactions) (2.2).
=58 7|2 ZM2| 2kE (Drug as a Substrate of Transporters) (2.2.1).
a. OO 24 % 84 (Data analysis and interpretation) (2.2.1.1.)
2. =3H AMHMZ A2 2= (Drug as an Inhibitor of Transporters) (2.2.2)
3. #3H REMZAC 2=E (Drug as an Inducer of Transporters) (2.2.3)
C. CHAH AH=2| DDI ZXH2 (DDI Potential of Metabolites) (2.3)
1. 72|22 MOl CHAAHE (Metabolite as a Substrate) (2.3.1)
2. AXMHZMO| CHAAHE (Metabolite as an Inhibitor) (2.3.2)
3. S M Z MOl CHALAHE (Metabolite as an Inducer) (2.3.3)
. e "7t (CLINICAL EVALUATION) (3)
A 24 DDI 72| FE(E0) (Types of Clinical DDI Studies (Terminology)) (3.1)
1. =84 % Y DDI ¥+ (Stand-Alone and Nested DDI Studies) (3.1.1)
2. QlElA HMA S QlEA J|AZ AT DDI AT (DDI Studies With Index Precipitants
and Index Substrates) (3.1.2)
3. OiEl= HE A4ES ALESH DDI A7t (DDI Studies With Expected Concomitant Drugs) (3.1.3)
4. ZHH|Y H2H (Cocktail Approach) (3.1.4)
5. Hto|20rH ™2™ (Biomarker Approach) (3.1.5)
B. 24 DDI AFE @et A A= A Dn2{ARE (Study Planning and Considerations for
Clinical DDI Studies) (3.2)
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1. @7t &7 (Study Design) (3.2.1)

a. A7 CHAXE % IO|HEAL 2= (Study population and number of subjects) (3.2.1.1)
b. 82 (Dose) (3.2.1.2)

c. Y = OHF 8% (Single or multiple doses) (3.2.1.3)

d. £0 ZZ % XMHE (Route of administration and formulations) (3.2.1.4)

e. HE QAMAIFLI Wkt AXAI™ (Parallel versus crossover studies) (3.2.1.5)

f. &%= 50 Al7| (Timing of drug administration) (3.2.1.6)

18

g & % DDIof FEF2 0O/X|= 7|t 2F 292 (Comedications and other extrinsic
factors affecting DDlIs) (3.2.1.7)

h. ¥E % OO|E % (Sample and data collection) (3.2.1.8)
2. X DDI 970 thHst EX DajAtet (Specific Considerations for Nested DDI Studies) (3.2.2)
3. CYP OH7H M= 2H20f Tt 12{ALEt (Considerations for CYP-Mediated Interactions) (3.2.3)

a. CYP 249| 7|HEAMO AMAHE 2[2%E (Investigational drug as a substrate for CYP

enzymes) (3.2.3.1)

b. CYP BAQ| XN E&= FEZNEMO YHAFE AE (Investigational drug as an

inhibitor or an inducer of CYP enzymes) (3.2.3.2)

4. UGT O§7F =28 "7to| st 0 2{AteH(Considerations for Evaluation of UGT-Mediated
Interactions) (3.2.4)

a. UGTS| 7|HZ MO AMAIEE AZE (Investigational drug as a substrate of UGTs) (3.2.4.1)
b. UGTS| XM ZA | AMA™E 2AE (Investigational drug as an inhibitor of UGTs) (3.2.4.2)
c. UGTS SEHMEZAMO| LYAIRE A= (Investigational drug as an inducer of UGTs) (3.2.4.3)

5. =&KX  Oof7f Mz=EE  EIb Al AZAMFE (Considerations for  Evaluation  of

Transporter-Mediated Interactions) (3.2.5)
a. T=SHQ 7|H=Me| HA™E A= (Investigational drug as a substrate of transporters) (3.2.5.1)
b. =&KX AMHMZAC| YMAIHE A= (Investigational drug as an inhibitor of transporters) (3.2.5.2)
c. T3H FEAZAMO| UMAHE AZ (Investigational drug as an inducer of transporters) (3.2.5.3)

6. ZHY AT - CYP Es 3N ZHY AT Al DAY (Cocktail Studies -
Considerations for CYP or Transporter Cocktail Studies) (3.2.6)

7. Hto|ObH MY D24AFE (Considerations for Biomarker Approach) (3.2.7)

a. Zt OATP1B YHKMZ ML LMAIHE A= (Investigational drug as an inhibitor of hepatic
OATP1B) (3.2.7.1)

IV. 7|Et =X (OTHER TOPICS) (4)

o

A A=FHE (Pharmacogenetics) (4.1)

d
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B. |28 CHHMZ DDI (Therapeutic Protein DDIs) (4.2)
1. @38 AO|EZIQl &3 MFHL|IE (Proinflammatory Cytokine-Related Mechanism) (4.2.1)
2. gtH-2f2 TEH| (Antibody-Drug Conjugates) (4.2.2).

v. &4 DDl A Ayt 21 3 A (REPORTING AND INTERPRETING CLINICAL DDI STUDY
RESULTS) (5)

A &3 HOlE &4 (Pharmacokinetic Data Analysis) (5.1)

1. B2 24 (Noncompartmental Analysis) (5.1.1)

2. Q14 HEH 4S8 24 (Population Pharmacokinetic Analysis) (5.1.2)
B. 211 O|O|E &4 (Reporting Data Analysis) (5.1)

C. DDI 93t 23} 8N (Interpreting DDI Study Results) (5.3)

1. 2k A7 AX (Determination of No-Effect Boundaries) (5.3.1)

2. DDI?| ATMEMC| AMAIAE 2IA4E: &F MA (Investigational Drug as a Precipitant

of DDlIs: Classification System) (5.3.2)
3. A7 Z1 =3 (Extrapolating Study Results) (5.3.3)
a. 2t AlLt2|2 = (Extrapolating complex scenarios) (5.3.3.1)
VI, 21" B7t % 22| (RISK ASSESSMENT AND MANAGEMENT) (6)
APPENDICES (7)
80] (GLOSSARY) (7.1)
APPENDICES A: THe#E Z%E (PROTEIN BINDING) (7.2)

APPENDICES B: AIZICHAF 7|8t DDISS| Aldzt W H7F (N VITRO EVALUATION OF
METABOLISM-BASED DDIS) (7.3)

1. Alg2 AJAE! (In Vitro System) (7.3.1)

2. 24 J|HEMOl ZAN 4E: HE HHH (Investigation Drug as an Enzyme Substrate:

Reaction Phenotyping) (7.3.2)

a. A B2 =9l (Metabolic Pathway Identification) (7.3.2.1)

b. CiAF 24 =Rl (Metabolic Enzyme Identification) (7.3.2.2)
3. 34 AHMMEZAM Q] LMAIHE 2I2E (Investigational Drug as an Enzyme Inhibitor) (7.3.3)
4. RENZENMO UMAHE A= (Investigational Drug as an Inducer) (7.3.4)

APPENDIX C: ==3&Ad 7|8 DDISel Algza LW EHIHN  VITRO EVALUATION OF
TRANSPORTER-BASED DDIS) (7.4)

1. Al W AAE! (In Vitro Systems ) (7.4.1)

2. &=5H 7I1BEMO LMA™EE A= (Investigational Drug as a Transporter Substrate) (7.4.2)
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3. 3N MM Z MO LMAIEE 2= (Investigational Drug as a Transporter Inhibitor ) (7.4.3)
APPENDIX D: 0| 22 & (PREDICTIVE MODELING) (7.5)

1. DDI 0|52 <93t H7AHLUE TF 22 A (Using Mechanistic Static Models for DDI
Predictions) (7.5.1)

a. CYP-OWZH DDIS| DDI HAXMHZEA JaAHE OAESl HII (Evaluation of an
Investigational Drug as a DDI Precipitant of CYP-Mediated DDlIs) (7.5.1.1)

b. CYP-O§7i DDIS| CHE L2 A AMAIHE 2/AE2| HI} (Evaluation of Investigational Drug
as an Object of CYP-Mediated DDIs) (7.5.1.2)

c. =&H O§7f pDIel EAA HIt (Evaluation of the Potential for Transporter-Mediated DDls)
(7.5.1.3)

2. B2 E= &M 7|g DDIE O=35t7| fet PBPK 2E ARE (Using PBPK Models to
Predict Enzyme or Transporter-Based DDls) (7.5.2)

a. CYP-O§7H DDI EZtof CHSt PBPKS| ZAHE A& (Potential Applications of PBPK to the
Evaluation of CYP-Mediated DDIs) (7.5.2.1)

i 2 M - J[EEM =0 g cvyp 42XHE EILE flTh PBPK (Modeling

considerations - PBPK for evaluation of CYP interactions for drugs as substrates)
(7.5.2.1.1)

i. RS DAl - HTEHZEAMO| =0 CHe CYP =228 BIIE 28 PBPK (Modeling
considerations - PBPK for evaluation of CYP interactions for drugs as precipitants)
(7.5.2.1.2)

. 5N of7f DDI E2Ho| CHot PBPKL| A A X & (Potential Applications of PBPK to the
Evaluation of Transporter-Mediated DDIs) (7.5.2.2)

L DR nHAE - =38 7[EEMO 2%E (Modeling considerations - drug as a
transporter substrate) (7.5.2.2.1)

i, REY 03 MY - =3 AMNEAMO 2F (Modeling considerations - drug as a
transporter inhibitor) (7.5.2.2.2)
APPENDIX E: Al 70| AFEE =

IN IN VITRO STUDIES) (7.6)

rir

ofE =& (LIST OF DRUGS THAT CAN BE USED

1. CYP &4 (CYP Enzymes ) (7.6.1)
a. HlQ AI™E CYP =& 7|E (CYP Enzyme Substrates for In Vitro Studies) (7.6.1.1)

b. AlZ# AFLE CYyP A AXMA/FEZA (CYP Enzymes Inhibitors/Inducers for In Vitro
Studies) (7.6.1.2)

2. UGT(RZ|EOo|QrhuDp)-2RF2H  HO|&A)762) (UGTs (Uridine Diphosphate
(UDP)-Glucuronosyl Transferases)) (7.6.2)

a. Mo ¢ UGT 7|& (UGT Substrates for In Vitro Studies) (7.6.2.1)
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1zt

b. e HFE UGT YAX (UGT Inhibitors for In Vitro Studies) (7.6.2.2)
3. 2YtA| (Transporters) (7.6.3).

APPENDIX F: YMAIHN AtE2E = e A= ZE (LIST OF DRUGS THAT CAN BE USED IN
CLINICAL STUDIES) (7.7)

1. AJE3E P450(CYP) &2 (Cytochrome P450 (CYPs) Enzymes) (7.7.1)

a. AMAIEE CYP &4 7|E(CYP Enzyme Substrates for Clinical Studies) (7.7.1.1)
b. d&AHE CYP 24 AHK (CYP Enzyme Inhibitors for Clinical Studies) (7.7.1.2)
c. YMAHE CYP B2 SEX (CYP Enzyme Inducers for Clinical Studies ) (7.7.1.3)

2. UGT(R2|ZI0|QIAHUDP)-2RF2 A F0|&4) (UGTs (Uridine Diphosphate (UDP)-Glucuronosyl
Transferases)) (7.7.2) (7.7.2)

3. =&KX (Transporter) (7.7.3)
+3H 7|E (Transporter Substrates for Clinical Studies) (7.7.3.1)

+=3SH XX (Transporter Inhibitors for Clinical Studies ) (7.7.3.2)

* X|& Y& : https://www.fda.gov/media/161199/download

* EE : https://www.fda.gov/regulatory-information/search-fda-guidance-documents/m12-drug-i
nteraction-studies

_l OI= FDA YT 2 X2E fIeh QN ALk S WESHH H2
2% X|M3(Optimizing the Dosage of Human Prescription
Drugs and Biological Products for the Treatment of Oncologic
Diseases) X| & ¥ ('24.8.8.)

o = XA AN /e T L= MER M3FT H AR ¢ MEME HMETohr| Ho| 3L Het
(oncologic diseases) X|E2E 2ot QM X2 oUE L= WA HMAO| st =X ztE
2 Oi%st= O =22 F7] fls OHEEAS. XNEES XXNateE 82 mtotg o

=2
= [
olofE SE= Aok [l EF-HE YEO et I M ==42[|(ICH) E4 X[H(International
Conference on Harmonisation (ICH) E4 guidance on Dose-Response Information to Support
Drug Registration, 19943 11&)xt A 2{s{of &
o T FHO| Cf 7t YR OISO HOIF & s

- YAE st ol k53t X|E (Guidance for industry Population Pharmacokinetics, 2022 22).

- YA E-8E Ao it XA - A7 MA, HolH 24 U X A-&(Guidance for

_‘]0_
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industry Exposure-Response Relationships — Study Design, Data Analysis, and Regulatory
Applications, 2003 4g)

o 2 XHS WA OUE, NE U WX AR ME, VUK, OMYST T Y M| f
22 AHsio] B AN ASS FAMOE FASKIE %S d2L J|EE HF A
UL o KB WA MBI 4+ UOH E@ 2 XYL DR DAYl Ut 2
OFZ Jhol THHAS Sal CHRX| RRIEHL MTE U2 AFAYS 20t BRIl 8F A
sl ¥8Y + US.

[ %]

I. ]2 (INTRODUCTION)
Il. & (BACKGROUND)
. 22 xA3t A% A& (DOSAGE OPTIMIZATION RECOMMENDATIONS)

A LY AFEFET 4 9l AF RS (Clinical Pharmacokinetics, Pharmacodynamics, and

Pharmacogenomics)

W
_|'_|_
of
ol

u
=
El
i

flot UMAIE HA (Trial Designs to Compare Multiple Dosages)

ot Sl LHf (Safety and Tolerability)

o 0
2

ot= MY (Drug Formulation)
E. 2% 83 X AL8H (Subsequent Indications and Usages)
* X|& & : https://www.fda.gov/media/164555/download

* #E . https://www.fda.gov/regulatory-information/search-fda-guidance-documents/optimizing-
dosage-human-prescription-drugs-and-biological-products-treatment-oncologic-diseases

_l OI= FDA, HIYEZ{A HOE-AZ-E28 HIZ HS5d 423 X=E
Siet 4= U WSS HH| 7HE Bacillus Calmette-Guérin-Unresponsive
Nonmuscle Invasive Bladder Cancer: Developing Drugs and
Biological Products for Treatment) X|& ZXQF 'L ('24.8.8)

e = X|&2 BCG(Bacillus Calmette-Guérin)0ff EtSSHX| Q= HZ HEE LAANMIBC) EHAL
NzE it 2 A =<8 MA 7HEol oot A& AtgE M3 £t 2 XEM=
el d TEH 8 B7|(staging), ¥ &&F HECH Ao EIH HIE EZaoh YA
A0 a8t 7l=g R OZHX| YErEel iAo et g FMuto] HE8E £+ UX|T o|F|Kt=
CHE HEfS| NMIBC = 25 T5d, =2 Idd = dold HIAS K=517| et of
e A=lS FDARL =9o|sliof &t

o = X|HO| i.’“ElEq 2018 20| LHE BCG-=28 HIZ H&d ¢ XN=E 2ot &
m] AMES

A MESH KA i (BCG-Unresponsive Nonmuscle Invasive Bladder Cancer: Developing
Drugs and Biologics for Treatment)2 CHA|SHA .

_‘]‘]_
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[ = X ]
. B (INTRODUCTION)
Il 7 T2 (DEVELOPMENT PROGRAM)

A. £7] HE 70 (Early Product Development)

B. 27| ttAl 7HE (Late Phase Development)
1. 8 ME (Dosage Selection)
2. YMAIY ZHEH B ZQ 7|FE (Trial Population and Entry Criteria)

3. CHa of 2= B, o= LYAI™ HA (Single-Arm versus Randomized, Controlled
Trial Design)

4. 98 HIIH= (Efficacy Endpoints)
5. ANl FAL G "I A|7] (Trial Procedures and Timing of Assessments)
6. EAX 12| Arg (Statistical Considerations)
7. Qi d-9 AN DE{ALEt (Risk-Benefit Considerations)
C. 7|E} 124AF2t (Other Considerations)
1. 22| 22{AE (Risk Management Considerations)

2 Ak otMg 2] AFE (Nonclinical Safety Considerations)

* K| & ZQF @12 https://www.fda.gov/media/101468/download

A& : https//www.fda.gov/regulatory-information/search-fda-guidance-documents/bacillus-cal
mette-guerin-unresponsive-nonmuscle-invasive-bladder-cancer-developing-drugs-and
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2. |[EEEEE

] CNN, d7|X¢l ofAqL]
SFE= 0 £E20] & = Ao, EJ| AZ
718 AMES0A oY = Q= 4t A HE(2481)

BT =2 MMUE H)

[STE |

ru
I
00
rlo

Zoix| g2 Mg

L &2t (colorectal cancer) 98
M}
o

o

mjo mjo

Al
o

® OfAI|Zl(Aspirin) ARE1L Al (lifestyle) 0| [MHE CHERY LM E(Aspirin Use and

Incidence of Colorectal Cancer According to Lifestyle Risk)

® DOI : 10.1001/jamaoncol.2024.2503

=X : JAMA Oncology

ALY ;20244 82 1Y

—
1%

HLHE (Key Points)]

{
ba

nE

o
T
41 ™Y oz Ho

Ztaob THEO| U=Tp?

rudm

77
2 =
=

(Question): OtAI[Z AL 2 7|E dg whal QQIo [ME CHE Y (colorectal cancer, CRC)

2 A(Findings): OAL|ZIE 5& 59 107,655%2 HHE 30d Ol =X AT 0] ATE
ATFO|N CHEA(CRC) eo|l HOHE ZA(absolute reduction)s ZHZSHA| L2 Az diAl
(& O =2 HEX s, O ¥2 g2l 89, 0 M2 ¢332 43, 4 2 UM &35 2 O
Lt AlSEhS 7t AMEIS ALO[OM O & RSHA E2iE. THEXCe R otAm gl ARSDt #EHE
CRC H&o| MIHH ZA(relative reduction)= FAIE

H=2|

[2 2k (Abstract)]

o Z2(Importance): OtA L2 CHZERH(CRO) &
o ofALZZ HI|IHMOE ABSIH O H2 3EHE 2 = A= 7H¢
® S H(Objective): OfAI|Zl AMEO| CiYot ME St 2 2

UA=A| Bt

o A7, MY U IHA|EX(Design, Setting, and Participants): ZtZAF 742 A (Nurses’

Health

Study)(1980-2018)0f Ztofst ofdnt HLXMEI FH AT (Health Professionals Follow-Up

Study )(1986-2018)0f &0{3t 482 Cfj&o

o= o
ASE| 20234 5 22UNHA| HO|E BAS $u

® 't & (Exposures): 7143t 2t0|
A 2E, AE, 8¢ |

o =
Sog2 7 H, H+£ 0~58(H =2 42 o Hg
TAERYO| sjEhez M HI|HOl OofAILZl ArZ(Regular aspirin use)2 FY H

_‘]3_
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(325mg) 2¢ O[22 Yol a.

o F9 dit Y =X (Main Outcome and Measure): H10|& CRC CHRHEZF =F 108 £5 UME
(multivariable-adjusted 10-year cumulative incidence of CRC), B & Z2(absolute risk
reduction, ARR), Mg BHAl F=4=0f [ME ofAIEl F7| At HHE X|27F 2ot 2HXte| =

dg g4y F0| IE CRC TY0) Chist CHHE =F /" HE0| =g,

o Z1}(Results):

- 107,65589| A HOXHZtZAF HZ ALS| oM 63,9579, A HME7F =X Aol Hd

Ho

- 3,038,215 FX ZA} 7[ZF SQF 2,544742] CRC L Atg7h 7|&&E. ofAmElE HI7|Ho=Z
Aot EOXtel 10 +X CRC LHEES 1.98%(95% Cl, 1.44%-2.51%)F 10 OtALZIS AL
SHX| %2 EOIRIC] AL 2.95%(95% Cl, 2.31%-3.58%)A oM, HCHA e Zt A (Absolute Risk
Reduction, 0|3} ARR)E= 0.97%0f siEgt. otAmgl ALEut 2tEE ARRE 7ty HSHA| Q2
A gA ME LT AIRE BOIAM THE =0 2C0F HAT dE HA MU+E ARRE
Moz Ziag (VHMHE 4=z ZHE9| 42 P<.001).

- 2IO|ZAERY M 0~1(7HE HZSHA] 242)9 10 ARR2 1.28%90! EtH, 2fo|ZAEIY M4
4~5(7H HZsHol 10 ARRE 0.11%%F 2.

2R3t 108 =X dada 7 0~1Q &Il B2 78,

B2 1 4~521 &I7IAel B2 909%S. U

& FOA ofAmEl AFEDF BHE ARRC| 7HY E X0l MEEH

2+ AstabAl A
X2t 50N ZEEJAS

e ZZ gl ZHM(Conclusions and Relevance): 0| ZSE AF0|A OATIZI AFEL2 M HiAQ
2 st JHQI0|A CRC ol UM Aot o 2 H0| A/UZ. ¢ Ao m=H et
Al g Qo2 ofamziez &g OEUdts o O RFeEt Add-fAdd Z=E
(risk-benefit profile)2 7t& == U= 7S A= O FEE = U2,

* &F : https://jamanetwork.com/journals/jamaoncology/fullarticle/2821928?guestAccessKey=272
cd587-5b58-46d3-88ff-96c77577f1cc&utm_source=For_The_Media&utm_medium=referra
[&utm_campaign=ftm_links&utm_content=tfl&utm_term=080124
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Bl 2

I H0M 25 (24.86)

a

Tl

1013 FDA, 013 2% of

o XZF A

o HIA 2HEQA 2024 8 6Y

s y=

4u

f

N

ot

e O|= FDAZl 2022F 5¥ 1425 E 202X 47| X ALof| CHsl AAIS

J

KEl

Pl
10
K0

PN
(=]

2. O|eFE 9| =0l(identity), & (strength), =& %

B!
i

Al

3. 22 Mal 7Y Yol 27

&30

]
T

s YAot7| lof A= ZEAOf

=
=

H

A

0

o

jrr
=

2ol et

ol M2l

(=13
<]

| RS 20 A

7. Xtk 67/ E SO OFRad Ao HZ3HOF St

H3l= HTIME FDAO]

Al
all

2
=

Hio

X

b

ke
= =

=
[

X MU

. https://www.fda.gov/media/180579/download

(o] =]
=

*

I H0AM 25 (24.86)

_1 0= FDA, 0= &Xj of

Hio
ol
ol

3

o XNE A

o HIA 2HEQA 2024 8 6Y

MOAlEO] CHol AAl

(o]
=]

e 0|= FDAZI 20224 3€ 11YLEH 48 327X A7

-

jo
ofr
o

K,

KEl

Pl
10
K0

U

KK

J

SHALE E5HR

2|
=

YX[st7| 2ot ZXE =+
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0|2 FDA, 0|2 A% OJOHE HIZAIM HDE LE(2486)

HE M Sl

= —l 1

ot

ZIO% HrEol o024 88 6

O/= FDAZ} 20244 18 17¢
& AHOIM HZSH= (b)(4) ~
2% XE(combination product)0|H, 5 X MBS o=
StE2 21 US.C. 353(g)ofl siiEst.

rir 4c me
m
N
N
ne
>
>
N
a
H
>
ajge
iy 1o
_sz
i
>
P2l
>
X
njo
nz
>
ot
=R I
=t

l—'__l I
N
N
—|_|
-|II
oftl
mo
Ha
4n
H
oot 1

s

Ho

= d1Z0 = 52 MB0 tiet ¥ 2=+ M= 2 FEEE 7IE(CGMP) 82 S
o

tA
o
-

DAZL 1&8 &At S0 (b)@ofl tiet 2SS & YH el AlZ2oAM +=73t0] HESH 21,
(b4 2Eo T, X7, 2=l X2 Ee 0L ALESH?| ?let 2%fF0IH, 2024 2& 1
|

3Y, FDAE e MEZ0| CHsHl FD&CH 505(a), 21 U.S.C. 355(a)0 2t O[S9l AofAS HA|
st 410 Mote L& v /LS. (F3: https://www.fda.gov/inspections-compliance-enforce

ment-and-criminal-investigations/warning-letters/(b)(4)& &x). L3t Ol2{st HMES F 7t &
AHejol =str| fleh 74 E= HE2 XA =0, ME, N2, 2 £ B gE AL
= ZE[7F 21 CFR 210 X 211&0|| 2 2%FE CGMP RUS EF3HA| ooz 5 A7t
Mzt 52 ME2 20t A(adulterated)2 2 7HFE.

X Mk & d0Y 8 £ YL 7IE 152 O[O AIFE R ME X =Ko Cish 2

H & : https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/wa
rning-letters/omega-tech-labs-llc-679700-07232024
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10|12 FDA, O A7 QIUE HZAN ZDF LE(2486)

1. 78 88, AT 87| ES(cosures) 58 & =F, 2tAT & 2AAF
=

HE AN otatg oJFE
FOY LR 20244 88 6
O/= FDAZF 202349 118 32LEH 128 1497X| Ol Ao A7| OIUE M=EAES AHAt
o, ST AMAle = XM ol QnE oIAUE X ZEOl CMOQ Kilitch Healthcare India
LimitedO| A @/8F AtS 22435 O
Siet Q= A|E0]| CHet FDA A At o o

7|Z(CGMP) &, O/= ogt FHEZT 217 2102 U 211Z0| CHst SCHSE QEt Apgo| A

AC =

o
Een, oz OIOH e olfE0l =&

ot r
4>
o
il

Q

I

Q_
c
—
@
-~
]
~—+
@
&
o]

St 5 YHQl AlEE HARS 21 s
Pharma, Leader, Rugby % 7[E} EZHE otk H|EQ| FEYME YLD Us A2E =0l
SIS SiE AT = 2 Ao 2 2UES Yt 0| HiESHAL HIESS H|eHhe

(), 21 US.C. 331(c)& Slttst= Y.

on
N
o]
2
|.|-|
ot
F|F 0
pav|
rlo
Tl
w]
%3
I3}
rf [
|
=
P

X Mk & d0Y 8 £ YL 7IE 152 O[O AIE R ME X =Ko Cish 2

= : https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/wa
rning-letters/velocity-pharma-lic-676434-07172024

0= FDAZl 7] &= 22| 2%E MZEAIEES &= 20233 128 425 H 8L
HAE Aol 2 210 = 2HdE0 Chot o 24 oIfE M= X FHE| 7|&E
(CGMP) 1782l STt 2|8t AFO| 294%[0 AUS

S YMQ M=, M2|, 2 Es 2@ WY, A|E E= #2[7t CGMPE EF5HX| Y2BE
Stel o|AES fa%* AlE, olUdE A EEYFDACH)2| 20 L{oM =2et A(adulterated)
OF tFH

FDAE 20244 1€ 220 5 AUX7t MZ=$ FDA 483 Al CHst SRS XM AEI}HOH,
Hotol =& MA +

(identity), &2k,
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YR 2021 9 13
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S YN o et 2ol Aen o[z Qg BtAtE o MHERICID XHUS.

. Ephedrine sulfate, fentanyl citrate, hydromorphone hydrochloride, ketamine hydrocholoride,

succinylcholine chloride, vecuronium bromide, lidocaine hydrochloride & Y& A|H2| of9f
Z2 2tEo| oofEol FA YHO| =0l UX| AUS

(VN =

2. FDAO| O|AMHEIS HTIME XNZ8HK| LUS.

3.1S0 5 B¢ M2l 7Y WOoM O/dE 20| E7E = M MHE E7IE +ASHK| g2y
HAESH AIFEZXE FSHA| LUS. (* 02 At fE &X)

o XX Atgh & ZaF 8 2 YL 7IE 15 O[LHo AP W R BEX|] =X[0f CHal 2|4
St oA MFE MEE A

X HAALE B2 ®X

*

] 0|2 DA, E3

O_I 0

& : https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/wa

rning-letters/central-admixture-pharmacy-services-inc-687936-07102024

[n

AT O|UE M| ZA|MH A 2E(248.13)

o HEF HAM: 4= HH

FAY LR 20244 58 29¢

2 d10%2 0/= FDAZG 2023E 53 1592 E 58 19 AtO|of =3lst AALOA ZHE =
S XA Z7(objectionable conditions)0f| CHsl 27| s =HdE. AAL 7|ZF SQF FDA
ZAHEE 5 YH el AYAS THLE O ASte| XPE A Apo 3 Y =S AEMS
I 34 Xy Otd MZESF(CIDP) X2E floh 34 LAAH

FDAE YMAEHE NEn 2= YAoI7o] 30| 21 CFR 50, 56, 312X E H|E% gt
RUE TSR] HISH7| st HALE ZEshs HIO|QEZ|MX| ZLEHZE T2 et
et MALE oD Ch3ol fut AtE oIS

AMAHE HMES TS ZF 710l0f it =AMt #EHEl mE 205 8l J|EF HO|HE 7|53t
HMAESID Yoot Aty O|H S ZH|stD RKX[SHA| LU

MEE AR TEA, ZAF A= S e 780 el DA =HER} =X SOISHK| U/UASH
ojgxte| #Hz|, o™ 9l EXE EZIIX| A/YS

LS| 747t S0l Y2 EE 2 S0 HH|Of 5t 7|2S 2SR LUS

ZX M 5 A0 8 3 ALY J|E 152 O[Lfof| A S XHEH 9EX| Z=X|of Chal 3|
sto H MFE MEY A

AMUE eE Ex

* AE : https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/wa

rning-letters/konrad-rejdak-md-phd-671405-05292024
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£0| [0]= FDA ] 3. ZA|

1012 FDA 33 AF| O 5 HZAUM| +UZYE 66-40 2T(248.18)

o ZEF: o%UEF GMP D|Es M2l 2E0 et =2[H dAAF Sle 82 AR

o XZ &AM

55 - - - -- O|%E/HI0|22|%E-E Pharm Necess % &7|(Ctnr)

56 - - - - LA (LH/Z=8)

58 - - - - O U SB KEE MWBHH U HO|2A|L o[FE

60 - - - - oM X S=& 2=

66 - - - - 2N X =& 2=

*rEE AR AR o%E

X SMLE BE H=E

* A& : https://www.accessdata.fda.gov/cms_ia/importalert_189.html

1 0I= FDA, 2F & 2IUE HIZAE Z210% 25(24.8.20)

o HMF M MLtH|, 2HZH|

o FuY LEYU: 2024 g 15¢

o = ZAF2 Ltz oF0 sl &7 EHZF FDASl At 2[%fE 55 A =FF AL
(eDRLS)O MS¢t Ch= 2lHE =5 L0 2ok A,

- MAEA[, 2HE A

o T M= Y MEF AAE A Y FHY(FD&ACH) 510(), 21 US.C. 360() =&O0 ME S
O|F(listing obligations)E OI&dIX| WD, Ol= FD&CHY 301(p) =0 WE X A0
sieet =St olz{st oAE2 FDAO HMOZE SIHZIX| AUV [[H—-—Oil FD&CH 502(0), 21
US.C. 352(0) =0 W2l 2 HAIE SHS 2%E0 sigde. ol2et 2E B#A|l o4ES
T 2t g0l =5kY| Sl =Y E= HiES2 FD&CH 3010 w2l SXE.

o TX Meh & B1Y =8 T SYUY 7|F 15 O[LHof A S MY X =X|0f CHeh 2|
ot #E MFE MEY A

X gHUE B2 g=x

* & : https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/wa

rning-letters/media-networks-sydney-pty-limited-687044-08152024
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S EH(FDCA) 503A MIM[21 US.C. § 353a]9
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x
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Z(Prescription and Medical Supply)2 HAIMS. ZAE2 A HEHOM &
- 24 -

O] FDCA 501(a)@)(A)0fl a2t =2t A (adulterated)
M7t =Hst 282 o|FE2 o|=Ql0| ol JHelo] X7t

=2

o
=
=)

(o]
=]

3

rning-letters/eugia-pharma-specialities-limited-681905-08152024
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| ot - s

] Ol= FDA, 2ttt HE35t= Jemperli (dostarlimab-gxly)2|

XtZ L a2t (endometrial cancer) M52 EC{oiCtD L (2481)

e 0|= FDAE gt ZTdM L= ey XS (primary advanced or recurrent
endometrial cancer, EC) Q@ XIE HH2Z dostarlimab-gxly (Jemperli, GSK)E 7+2E2tEl
(carboplatin) X IHZ2|EMd (paclitaxel)dt HE 5! dostarlimab-gxly tts 8RB OZ ALESI=AE
SoMS. €A  FDAE=  Dostarlimab-gxlyES 7tEEc2tEln  obEe|ebd €8 9
dostarlimab-gxly tH= QEE 22X 57 ZE(AMMR) £ nHIE-AHOEEK =P

(microsatellite instability-high, MSI-H)0| =2 2Ig-d TIdd = T ECO| Cish Selgt v U=
o 252 AYY TAMY == MELE EC SR} 4942 HeC 2 AABH B2E9|, CH7|#, O|F
i 7

[F CHZE QUAA|E QI RUBY(NCT03981796)0| A EH7HE|A 2.

o T =3t 0|4 BES(220%)2 Yl (anemia), I 2f|OtE|l F7Hincreased creatinine), Zx 4l

peripheral neuropathy), B3 = ZfA(decreased white blood cell count), I|Z

N
0k O
ol

0

(fatigue), 24! (nausea), B 23S (alopecia), AT ZA(low platelets), EET F7}(increased
glucose), EE ZAZF(lymphopenia), 25T 2S5 (neutropenia) SO|AS. ZAEFZ|H-
=522 HY o7} o] ErS(Immune-mediated adverse reactions)2 O[O EIE

dostarlimab-gxly2| O|4 Bt} FARHES.

El o mMEe|EMdLt 67| St 3F0ICE 500mgX F0ist = EHHEO|
= 9= S40| LIEtE M7EX| = X[CH 3E7tX| 63F0CH 1,000mg EH=

E
st /Y Mo €2 g FOloiof &

882 stZetel
=)7Lt 5182

=
o2 E0dt= AO|H, Dostarlimab-gxly £ 0

o ™

L o2 o

X HAMUE ¥2 BE

* ®& : https://www.fda.gov/drugs/resources-information-approved-drugs/fda-expands-endometri
al-cancer-indication-dostarlimab-gxly-chemotherapy
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AL

Xzdz zxo| FHEX} Xz 'HMZM (Tecelra: afamitresgene
o

] 0I= FDA, T0|/d Z23F (Metastatic Synovial Sarcoma)
autoleucel)

o I o =l 7T or Ju Bl T Ko 2 o %0 Oy KK ol Wo B ol =y
o~ |__A._ ol 5% ol ¥ < 6_ ol 100 Klo wixn_u i 0 B0~ m r oll o_m . AR
a R o0 OfF .. & K P — 9 Kb wT 3 olo o I — O
@ LJ @ © ar 100 “_“_.“_.0_._._ |__AI.._“_.M_.U=._ oju o 5 ®O 1 K{o ...A..Ao m_|=._ m_m_un_ |_._..E: U W % ) X B
< oo ol g 20 = K o Ko 2 T Rr < o0 ™ W R Oop 8 5
=l X0 = ol = K W= Y = ol my ol % J ol = = M= 8 2 g
o O T Lo b E ® ot m T <0 Py DX op ¥ & ooF ot B2
o = B0 opo0 __ Pk op - _ 7o H o0 TR TR &l
w0z KO O 5T Lo Bl BEMTS o4 oM me M
o o <0 g X Fe K S 20 0l 51 7 o S, K ol g oty
S _zaup F L RAE R ol W g BT AT HlJ 3 T oW R o 5
TS gEK x M 20 3 s of 405 o= fr U < S
HA_oéed ._o_qunl__IEE _._.ﬂ_Mo_ a1 M_”_AE o m_.u.._§._ E_Mo__uI o
N 7z = ol - ol = =y R - il TR
Wz pE_"&m @ i ot I ) Ll Blof — = o @
%052 FETTUA Koo o oy e e =
“RE DESms R - T M O 2wk s eEw M3
S° g ®Emom o o W oSS o R B R
| L —~ w- A P~ —_ N {0 @)
IR 00 X 7o Ko r W\_i% m € Mqu KT Xl W 1+ 5p ®0 RO N
(O] —_ T = —_ = —— oo = _ < _
ob H jo S Koy, sEY HE = B nOVM_m__= K <k ol E_ o) o o ﬂ
wITI L E =< A= _ < I = o B : P~ & on T ™
a_%dcm M._Lﬂoql._bw_.._m__._ ATO_m._ ﬂaﬂumﬂ”ﬂﬁa H*otl_._.._lLIo__”_ E._.Aw_w_u_o_”_w _||_._o_|
wIT_F R Y wWEam e U o o B ST TE UG g T KD
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TOE s EoyE < MeE®o 3 3z _ M g W3 oo B 5
ooz o X wyEh 5 FEHans TP LE Pwamr D7
< 23 o3 W0 = X = X0 g oSS Toqbnd mggrm.o O _
STM o mfge gy wRgM aX O K gRwise HAENg O g
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modnM Rz 8®E <G whPaRT oty L CoE gy
gmeu Tz oM oo g %oAMHA_o ol mu%o_uo_uﬂ 7mﬁﬂo___x_o+.m_ of 1o
WS =W gordrE 0ol g T oW <k WE g <k g g o < BT
1 7 |Ar 1+ FI %0 W= [ols ~ ok 60 < 0l oo olo A o= %r_._._._ = B ®r
<um T2 THIT < %Mﬂo_ Rlpstdty Muwomo g%
B o ,mF? TR B Ry ok g EE o oy =
o % R0 — 5~ WK © g B s SoR _ @R M oo @02 -
Sy M-I ox Ewa W= 20 o jymms oF0zn 0l gyod
&Y% ool T Aoy o= Mo SV w mw’ X R T
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Syndrome, ICANS)Xt Bz Iyl ofst @ U HAZL FY = & F 3¢ 5T M= 4250
SEXtOI A LtERE = US. siY MBS Foite 2Xte 24 F2et Z40| =X ZLHEY
ofof oth, HAdzt £ = XA 4F 02 RHOIL} AT AT £ 50| &HOSHX| o

0f e Al o
20| HYE. FDAE sid HSS0| CHoh HAZLE 3|72/ =E(Orphan Dru), M’d ost H
X|=X|(Regenerative Medicine Advanced Therapy) R M ZE CH&(Priority Review)2

xI¥e.
x HAMUE #2 BE

* 2l& : https://www.fda.gov/news-events/press-announcements/fda-approves-first-gene-therapy-t
reat-adults-metastatic-synovial-sarcoma

1 0| FDA, vorasidenibg HHMEZE 25=(Grade 2 astrocytoma)
L= HO0| IDH1 3! IDH2 3|AF7|0tul M 25 (oligodendroglioma
with a susceptible IDH1 or IDH2 mutation) X|EXH|2 5°91(24.86)

s I= MENEE =Xt 2 = IDH1 E= IDH2 #olo g

=] = 71T 12M ool el R A0F 2HAtof
CHoll O|AA|ERO|E E 42T A-1(isocitrate dehydrogenase-1 , IDH1) % O|AA|ER0|E
SABA-2(isocitrate  dehydrogenase-2, IDH2) XX @l vorasidenib (Voranigo, Servier
Pharmaceuticals LLO)Z S} S. oY XIEX|+= IDHT = IDH2 S¢HO0|7t U= dMMES
5 EE A4S0t UMES SXE 2g MM XZ2HMEZ= FDAZL X X2 528 A,

>

0

S22, CH7|2 O|ZWAH, 2ef CHE UAZHQl INDIGONCT04164901)0 S& =
2 r= Zt=d IDH1 &= IDH2 29R0|7t e SlA=7|0tuF
S Mo 2 HIILYUS. SXELS 1112 BEQ ™YL EEHO| AL HL o

vorasidenib 40mg2 1€ 12| 47 FOSIALE 242 1¢

1l
>
0
rr
An

X
ie)
i
m
me
B

o Fo RuN ZN WS +ME ST NZBEFY CE NBFYS U BIHRANO-LGE)
J|F0| Wt WH ST HE SIS Sof LY MES(PFOS ABHS

e JI%E =3h>15%) O|A HIE2 H|Z, £5, CoVID-19 &4, 2=44
LE0|QACH, 7IE =S5t 365 L& 455 UM O|MG2%)= M
(increased alanine aminotransferase), OIALIZHO|E OOJ-ME&ZA S 7kincreased

aspartate aminotransferase), GGT 37t, @237 ZA/US.

o MOl SXto A HEE|l= vorasidenib 222 0| X
o M7tX] 12 13 40mg2 E+ S88t= 0|0, 124 O]9 A0t XA HEE

—_
vorasidenib 222 HZFE 7|ZEC=2 L1221} ZE:
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PARTI °|etE =0| [O|= FDA 8] 4. 5{7+5¢!

- M&0| 40kg O|AQl =X} 1Y 18] 40mg E+ 5&
- HZ0| 40kg D[2HQ! 2HX|: 12 12| 20mg 7 =&

o iy XZMO| Ot AE= FDA TYE R+ MHQ O[LMEEQ ZZHE Q2|
(Project Orbis)0f| 2t =S| Y-S,

|>

x HAMUE #2 BE
*

2= : https://www.fda.gov/drugs/resources-information-approved-drugs/fda-approves-vorasiden
ib-grade-2-astrocytoma-or-oligodendroglioma-susceptible-idh1-or-idh2-mutation

] Ol= FDA, 2I|20|E 1iC} 5§82 ATA|I7|= x[xQ| ZOH AHMA
2 E QIME{(Nalmefene Hydrochloride Auto-Injector) 3ZL}0]|(Zurnai)
5 HH(2487)

e 0O|= FDA= g9 % 124 0|4 £0F 2HAte| 2U|Q0|E ittt 580| 2L UALE k=
S X=E ¢t x=xo| ZHH HiuaH EQIHE(nalmefene hydrochloride auto-injector)
FELIO|(Zurnai)E SIS, FDAE 2023 5EO| X9 HZ A=y o] M ZHH(nasal

spray formulation of nalmefene)2 &Qlst Ht A,

o Oj= oM &4E 1Tt 582 F2 335 U 2HMEZE XIZE0 el 2023H042H 107,000
ool XAl ot 580 ENEJA=0H F2 Y HEE (fentany) 2t 22 d O
O| E(synthetic opioids)0fl 2|3l LUUS. M GELE2 QU|QO|E Lt S8S X[=25t=0|
ArE" = e F 7K S40|0, FDAE 0|33t & 7HX| 249 7184t 22 =
OsiE 0|0 ittt 5822 2ot AlYS F0|7| sl sl 23,

o ZOjHZ Z§ 2U|RO|E 1

N
> T

= XZots O AFELEle U0/ +8X ZEA
L

(opioid receptor antagonist)O SO5tH =g AN, TE, MEY § O0|E
oo 5822 Qlot BXES GTAZE £ U2 M2 S2E HME2 15222 (mg)el &
HEg D2 Ee 2| Wz THSHH, Y& Z2[ZE QEQIFMEO|D, MY
Mozt fgg £+ AUS.

® FDA:= SOt HEo| K|z, TE E= oo oY Es= fREES I Y 7ts40]
Us QIFE2l 7y A HEE AZSHH A = JULE P LH0| AL AKFast Track)
9 @M M AKX H (Priority Review designations)2 £ 032

X SAHUE HE BE

*

= : https://www.fda.gov/news-events/press-announcements/fda-approves-first-nalmefene-hyd
rochloride-auto-injector-reverse-opioid-overdose
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PARTI ©o|f& 50| [O|= FDA §] 4. ¥{7h&¢

1 OI= FDA, Z|ZXQ| OILFEHZAA X228 H|Z 2ZE0] ofmy=Z2l
(epinephrine) 521(24.89)

e 0O|= FDA= H|E0| 30kg(ef 66It2E) Of |2ist= Le=7]

= &
ro
0x
ro
T H8
b
i=)
rig
Pal
10
0=
0%
>+ Mo

[

HHS(OtLIE 2HA|A, anaphylaxis)2 ZEgtst L 27| BtSEN1E)e 82 HZ neffy (Ofd
=2l H|Z AZ 0|, epinephrine nasal spray)E S =

o Y27 HE2 YHIHoR TYS L27|X| He =20 el M2l Y MAZ 58
Moz Hhgd I Zds oltEENAE WS fste T Lal27| 32z, gty
OS2 MAL ofxf R0M LU S5 HEoz UtFE OLIEHAAE FEY = Us
2etN ol L2 @llergens)2 2= §F 4, o=, 2 £ S0 AZ. LYHCER &
= % & ool FE7|, &7, 7teg, TE, 28 =, o4 dd 59 SY0| LIEIHH,
O[of =ote|X| B4Z. OfmU =22 OotfLtEEA|AS HHE 7 &+ A= FE XN=HZ, Of
Holl= FAMZ2E SHXOA HSEAS.

o neffy® SQ2 OILHEEAATE Gle AP §2 17585 HY2Z neffy £= S2E 0L
=
o

HZ2l FANE RO 2 T ouHze s=5 F5d0 4749 F7E 7[Hez oiH, o
T ZIf0| =M neffyet SQE OTHZE FAK Ztel omuZE €8 sks Hx
N22 LIEHHS. Lot neffy= OILEEEA|A X[ZO|A ofmdZElel & 7HX| 2% =utel
2 Y-S ofmuZal FA MS FASHA S7HAZIE A2 HERE. ME0| 66
o2t Oyl &0tE Y22 o neffyd CHE A0 MEM 409 OEHZe sk=
neffyS FO0lot o1 Hltoh A= LtEtRE.

o neffy= oZF RFYO| FOISt= 128 HZ 2= 0|00, ofmU| =2l FAMM|QF OHHIEX 2
SO0 JHHER] AL S0l Aetls 39 + HMEZ FOUMEE H g

4 2 AZP0|S AE
. EXbE OfLIEEAIA O|TAES RS B

o
[=]
2 XS Lotor & = US.

LS
S5to] 22 RFYO| neffyS EohE = AU

A
HEstn =7t X|z7t 2%t 82 85 2

o neffyo| 7} ot O|YBIS2 Q= XfF(throat iritation), 2 [-E7 & (throat irritation), H]
Z L &2 O|&(intranasal paresthesia), 5&(headache), & &H%(nasal discomfort), =2+
(feeling jittery), M8 E(tingling sensation), ZZ O|&(paresthesia), I|Z(fatigue) EE

(tremor) S0|AS.
X gMUE 2 &#x

* ™2 : https://www.fda.gov/news-events/press-announcements/fda-approves-first-nasal-spray-tre
atment-anaphylaxis
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e 0|2 FDA

ol BItEIRlS. Al
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=
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PARTI ©o|f& 50| [O|= FDA §] 4. ¥{7h&¢

] O|= FDA, 2Hd O] AHCH =3 (chronic graft-versus-host disease)
X|2H| 2 axatilimab-csfr 521(24.8.14)

® FDAE colony stimulating factor-1 =&KX Xttt &A@ axatilimab-csfr (Niktimvo, Incyte
Corporation)& & ZHX| 0|49 TR YES HIfS HFS0| 40kg Ol 4ol & 40F 2hxto

Oty O| A HIH= 3" (chronic graft-versus-host disease, cGVHD) X|2& sl &¢It

o F8 s Zut HHEE 7F7| 1€ Xutx[e] HA| BHSE(ORROIULH, HA| BHE0l= 2014
3 NIH 88 7|E0] oot 2ol 7ie Z2HME (2014 NIH Consensus Development Project)Ofl
e et O Zoe|AS. HE B2HCZ XZE2 79HO| B0 A

o
<) =
ORR2 75%(95% Cl: 64, 84)Aom, A BLSHX| Al A[Zto] Y2 157 (=S

rz
rx
0lo

A
[

09~5.10|%S. A HR BtSEE THd GVHDL| T1E, MY = MER MA QEIX| ALt
ob B8 7|Zto] ZUZH2 19708 (95% Cl: 1.6, 3.5)0|AUS. BtES EQl Xt T 60%(95% Cl:
43, 74)2| SXIO|M BES O|F XA 12702 SO AIY E= MER WA Q8 A[Zf0| M5t
X $EUAS.

o 7IE E%H215%) O|dHtS2 OIALEHO|E 00| 0| & A (aspartate aminotransferase,
AST) 37t ZEEHE HeM ¢ls) et ofo|=FO0|Z A (alanine aminotransferase, ALT)
7t eIt .

g da, s2=228 Za, Hol2{A #4Y, ZO=FECIT™O0[2 A (gamma glutamyl
transferase, GGT) &7, 2=44 &3, 2lutd 37t T2, otZ2td 57t Z& 371 Aot
El  ZEAII|LIA|(creatine phosphokinase, CPK) 37t ¥Zeld ZEANEN(alkaline
phosphatase, ALP) S7I, HAHZ, &, AAL 7|8, M 4G, 2€ ¥ =520l US.
HZEQl 40kg O|&Ql 2HXtofA AHE = 82 HYO| ZH[ALL 58 == g

LtEHE WH7EX] 230t 3020 ZX 0.3 mg/kg, ZICH 35mgZh x| Ho =gt

rir
Jn
ox ¥
o 0

* ANUE 22 HE

* @& : https//www.fda.gov/drugs/resources-information-approved-drugs/fda-approves-axatilima
b-csfr-chronic-graft-versus-host-disease
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PARTI °|etE =0| [O|= FDA 8] 4. 5{7+5¢!

1 0= FDA, BH| 7Is8t HAMZEH 2 (resectable non-small cell
lung cancen)df| Lot MATAAE™H(neoadjuvant treatment)2 =
durvalumab &¢21('24.8.15)

e O/ FpDAE 3 e 38t (platinum-containing chemotherapy)at Bdio=z
durvalumab(Imfinzi, AstraZeneca)2 Ml EH(neoadjuvant treatment)2 2 SQIot O O]
of ZH 7f SHEY 7|7t 4cm O|&O|ALE A2FE 2dQl) H[AMZED(NSCLC) &2l 2HA}
M == T E2ZQH(adjuvant treatment)Q 2 EI| HZE QXL £=LH|(epidermal growth
factor receptor, EGFR) B10| = AN ZZZF 7|LtX|(anaplastic lymphoma kinase, ALK)
Hegol gle 42 oY XA durvalumabs AT £ UAZE S-S,

o Xz ZO0| gln FEN 7tst HE £ HHE HAMZHQY 2t 802FE Y22 o
2EQ| O|ZWH, ek = CH7|2k A™EOl AEGEAN(NCT03800134)0AM &8 HIHS

o JtE Sot O|MERS(220%)2 HlE(anemia), 24 (nausea), HH|(constipation), I|Z(fatigue),
=44  S3(musculoskeletal pain), Zl(rash) SOIAS. MU LEH (neoadjuvant
treatment)2 2 durvalumaba F0iot &AL T 0|32 28 ==& ZXA| X HE2
1.7%E 91 T2l 1%0] H|sH U=,

0>i

Z0| 30kg O|&Ql =Xto] AL, HEE|E durvalumab 22 3F0OCH 1,500mg(M et
) gl xul,l:l. »Isoomg(EI_g_ )(?:l |§ 30kg |:|||:||'O §I_ |-O| 75’—?—, -?_J’gElE durvalumab
= o

|
22 20mg/kgO|d, durvalumab2 st Ho| F0{5}

oto rLEEé

x HAMUE #2 BE

*

2= : https://www.fda.gov/drugs/resources-information-approved-drugs/fda-approves-neoadjuv
antadjuvant-durvalumab-resectable-non-small-cell-lung-cancer
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PARTI °|etE =0| [O|= FDA 8] 4. 5{7+5¢!

1 0= FDA, H2MZH ¥ (non-small lung cancer) X|2X|2 lazertinib}
amivantamab-vmjw HE& 2% 591(24.8.20.)

e 0O|= FDAZt I &8 QXA +=8HMEGFR) AL 19 Zd E& AL 271 L858R Al 0|7t
Fe =2 TdY E= Hold HAMZEHR(NSCLC) 1A X|ZHEZ  lazertinib(Lazcluze,

Janssen Biotech, Inc)2} amivantamab-vmjw(Rybrevant, Janssen Biotech)E HE&5I=E S2U=.

A [
it

Chzs, CHofE PeAd

o 52 A& 19 ZH EEE A& 21 L858R X[ HIO[ &Y
M=ot kb 1,0749 aez JHE &} g =
MARIPOSA(NCTO4487O8O)01|A‘l IR, 22 FA9Z HiE@2:1)%0f 20| TA
CAL HE8Y + g =d0| LiEHE [[H77f7(| lazertinibdl amivantamab, osimertinib EH=
2% EE lazertinib BHE QE(NSCLCO| SQZX| %2 282 HE FOHUS.

0X I

?
T =

n-iD

o JIT ot 0|y HIS(220%)2 ZT, &5 54, FE & B3, =244 &5, F5 TUE,
U AXMEE, 42F 0|4, mZ, A, BH|, CovID-19 #g, =<, 18 dx, Ag A4,
AUS, 9*.:!, Ot =M SOIAS. lazertinibDt amivantamab HE& £0 A W AHMHMZS
(vTe)e| Stiet oy =7t AEERALH, Xz H 44E S oy S3A

(prophylactic anticoagulation)E F0{s}jof &t
X gHUE Bz Ex

*

2= : www.fda.gov/drugs/resources-information-approved-drugs/fda-approves-lazertinib-amiva
ntamab-vmjw-non-small-lung-cancer

1 0|2 DA, 87 S¥sl= HECRRE O ENXHOR HSB7| Qs
AL 0] EEl mRNA COVID-19 YAl £91(24.8.22)

::
OF
=

e 0/ FDAE 88 222 X2 OIO|EE mRNA COVID-19 #441(2024-2025 EE2{)0] C
SARS-CoV-22| Omicron tﬂ’; KP.2 =0 s{iEst= THIHEHY) 22 EYSEE ZIgA
SOI(EUA)S H OIS, mRNA COVID-19 #Al2 3{et ZEZ UM O|EX|0f Hx S

’%rﬂ A9l 9 AtZS Zekst COVID-192] st Ao thet o L2

= = ModernaTX Inc2t Pfizer IncOlAM HZTH HCO|O|EE mRNA

o

-— -

rfo rr op

.
o

o 62 X FDAE 3{7I Y &Q% COVID-19 BA HMZEYH O COVID-19 =421(2024-2025 =
)2 IN.1 ASQ| CHEAES ARESof SHCt MMM, O|F SARS-Cov-22| =7t 7l
QF COVID-19 At#f|el Z7t0f| M2} FDA= COVID-19 EiA1(2024-2025 ZED)0| MI L=
N ASE 7tset 42 KP2 #F2tn ZFstn MEYH o LS.

=]
=
3

EA-cH
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PARTI °|t&Z H0O| [O|= FDA &] 4. 5{71-&¢l

o 2GHOJEE mRNA COVID-19 Hi4l0l= 124 O[&e| 7HRlS CHMS2ZE SQIE Comirnaty2t
Spikevax, 4= 67HE M 11A AtO|e] 7412 CH&C=2 S5 AESIEE S2E Moderna
COVID-19 Vaccinel} Pfizer-BioNTech COVID-19 VaccineO| Z&H=l

-—

e LOLOF 2 Abed

- 4% 67HA B 4M| Ato]e] DY E A= YHOIEED SQIE 30| X}-HIO|2AME COVID-19
B £l (Pfizer-BioNTech COVID-19 Vaccine)2 3% HEIStAL YHO|EXZD SQIE 2Lt
COVID-19 HHA'; Zgl X-IZF_OI- ESl OIO

-

- O|M0| CcovID-19 #AES MBSt N Ue MZT 67HUAM 2F 44 AtO]Q] 7Hol2 AHIO|E L]
1 5Ql=l 30X} HrOI QAMEl COVID-19 2 Al(Pfizer-BioNTech COVID-19 Vaccine)g 13| L=
23| MBY = UAS. T A7|et sl£ o[ HBSH COvID-19 #Al0f 2t 40)).

Il
1
bd
0

- O™ 9 HE offet A Q0] B 5M Ol 114 Dj2tel 7§el2 YUHO|ERX SQE =2
Lt E£= SO|Xt-HIO| U El COVID-19 84 (Pfizer-BioNTech COVID-19 Vaccine)g 13 &Y
= Ao, o|Ho| WAS MBIt 2L COVID-19 Hils OX|YHez2 FES = x4 274
=0 gEsHor gt

- BF 124 ojA2 QUGHO|ER|1 &SQlEl Comirnaty = YHO|EXZ|D SQIEl SpikevaxEs 13
23 = fon, ojdo #Hils ZF HO| e % COVID-19 #Hils OIX|gez TF
ob = X2 27HHO0| X =of BIsHoF g

- Moderna COVID-19 VaccineZ} Pfizer-BioNTech COVID-19 Vaccine ME QLM (fact sheet)O|
712&0f UAe o2 M= 6ZHE0AM 114 AtO]e] EXF Y X5}Kf(certain
immunocompromised individuals)0f|Al= 37t ©&0| {7tE|0] US.

X AMUE AT BE

* 2l : https://www.fda.gov/news-events/press-announcements/fda-approves-and-authorizes-upd

ated-mrna-covid-19-vaccines-better-protect-against-currently
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PARTI °|etE =0| [O|= FDA 8] 4. 5{7+5¢!

_1 01 DA, #xl fsH= Holo| CHSH BRS=Z
L HI¥H A (Novavax) COVID-19 44l 59l

Hir

0]7] %5 HHIOIEH

o 0|Z FDATH X RS WO HS MU EMO2 stof Y % Ar%% =
COVID-192| ZCHst ZAxtoj| C i

o
Hr
fot

=. 12A1| OI“Ol ZH2Iof| A *H%OI
E|°*°D1 g H—”.’“._|01IE SARS-CoV-22| 2O|AE H#ZEF JN1 &30 tSdt= EI7HEE

N
ot
i
=1
o d
Of

> 1r

0

” o
ini
2
|m
rn
pd
(@]
<
Q
<
Q
X
(&)
@)
<
o
LO
JII

E 0|> > oot
X e 2 ro

o O[O & Atet

- COVID-19 HiMEZ HBo MO| gl= Bt 124 0ol 7fel2 3 7t4 0| EEl HMS
23 MEY = US.

- OHE M Z=ALS| 7|E COVID-19 HAZ MBIMALE 7|E Novavax COVID-19 HHAZ 23| 0|4
B 7212 CoviD-19 HAS OiX|Ete2 MBS = XA 2710 Xt =0 UHO|E=
Novavax COVID-19 HAE 13| BT £+ JUS.

e FDA= M=z I H[YY HIOIHE BIISHY 2024-2025F ZE 29| HES LD, &
HIO|EE W2 ofE Aol 7|&E ZE2Ht AR S AFE5H0] HZE. YUO|EE
Mg B2 M2 7|E CoviD-19 HAE I Jiel0] ENst At FAe #EE
2 4dyg = UAZ. £ 2 EX|Ql YO =Z Novavax COVID-19 Vaccine, Adjuvanted
(2023-2024 ZE2)= O Ol AMO| SILX| YE

2= : https://www.fda.gov/news-events/press-announcements/fda-authorizes-updated-novavax-
covid-19-vaccine-better-protect-against-currently-circulating
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PARTI Oo|%Z 93 [EMA &S] 1. M X H

o EMAS EU % EEA U QHIE OI%E 3IRF WX|, ©, Hel2 ol 9%E 22 U 339
et YEE ST Aok 9Y ITLS BUHY SUBEMPZ 15 30 UL,

ESMES 2025H 22| A 7HsB
7158 20249 427|MHX| HE=g |—..:.

I
un
s
oo
m
<
)>
E
ot
N
rH
_>,"_
rOI-
els
o
e
i
of
10

E 32 % 7849 oist X2
TS 7RSO A 2024EH 118
2 HEs NEE AE HFEE.

|

OIS 2tA Xt &0 MMO| ESMP: O[S &A X A& A=l AXHE: https://www.ema.europa.eu/en/d
ocuments/other/european-shortages-monitoring-platform-esmp-stakeholder-engagement-plan_
en.pdf

o XY A 28 Xtz MM0 ttZ M7t AME:

ESMP:AHAN X HERQIR B 27 AL https://www.ema.europa.eu/en/documents/other/europea
n-shortages-monitoring-platform-esmp-essentials-industry-network-reporting-requirements_en.pdf

ESMPO| CHot AC|SEE: https://www.ema.europa.eu/en/documents/other/frequently-asked-quest
ions-european-shortages-monitoring-platform-esmp_en.pdf

o

=2 #1

ESMP: A|EtSI7HAXLE @IS Ol 7HO|E: https://www.ema.europa.eu/en/documents/other/european
-shortages-monitoring-platform-esmp-implementation-guide-marketing-authorisation-holders_en.pdf

ESMP: =7ttt =2 I8t Ol 7}HO|E: https://www.ema.europa.eu/en/documents/other/european
-shortages-monitoring-platform-esmp-implementation-guide-national-competent-authorities_en.pdf

X AMUE A2 BE

#Z : https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/medicine-s
hortages-availability-issues/european-shortages-monitoring-platform
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PARTI Oo|%Z 93 [EMA &S] 1. M X H

1zt

] 88 oIAZH(EMA), MESHH/SISHY 2&(YUO|0| E)(24.8.12)
o UCIO|E ApS: MEZJ| QU 3}3t27| MM HO|EE
o <MEZ27|>

- FEHYMRAYRC 2F0 M2t EMAE H=F7|0| Ciet XIEx X oA AtEo| st XAZ
20023 HHSIRDN 1 F FI|Mo= O|F /HHoIR s

Mg,

2024 7¥ JHE 2 X2 0] CDCol HYRFE AtEE

B2, #a, L= T d=F7|0 == Al X=ZH X oL AFE0 2tst EMA X 7HE 20|
HXE: https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/ema-guidance-

use-medicinal-products-treatment-prophylaxis-case-exposure-biological-agents-used-weapons-terr
orism-crime-or-warfare_en.pdf

e <3stR7|>

- EMAE H|I3| 34 AI IR0 &5 2HXF X 20| AHREY = s QAEF0| ot X[AHZ 20
233 42 2RS¥, 20249 78 0|2 Vi H™E

H2, g, == FE =etfr(o =5 Al XZH A0 2t EMA XY 48 =0] AXE:

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/ema-guidance-use-me
dicinal-products-treatment-case-exposure-chemical-agents-used-weapons-terrorism-crime-or-warfa
re_en.pdf

X ANUE Y8 Hx

& : https://www.ema.europa.eu/en/human-regulatory-overview/public-health-threats/biologica
[-chemical-threats
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PARTI O|%ZE 2 [EMA 5] 1. M= & H=x

1 78 2AAYSHEEMA), 2AF X FEuE| ot e BA 2 ST
0| E)('24.8.28.)
e 9HolE Atz
- BT AN M2 MsEe B

20243 8& 1€ Al 20233 58 HA EME CHAE 718 Ats: 7|28 E ZX5H7] ¢
2,3 YAlo] AHojst ALG|O|E.

rok

22

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/management-rapid-aler
ts-arising-quality-defects-risk-assessment_en.pdf

- GMP AAF ETM: EU YA A Xj2010E 8 12 Al3H).

https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.ema.europa.eu%2Fen%2Fd
ocuments%2Ftemplate-form%2Fgood-manufacturing-practice-gmp-inspection-report-union-format
_en.docx&wdOrigin=BROWSELINK

X ANUE Y8 Hx

* & : https://www.ema.europa.eu/en/human-regulatory-overview/research-development/compli
ance-research-development/good-manufacturing-practice/compilation-union-procedures
-inspections-exchange-information
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PARTI °|%E 8 [EMA &S] 2. &A

T8 QAEE(EMA), FoOL| o} oekge|g7|7|T= FOIL{ ol M=
AL 2o HEZSHBLI|IEGMP) O|EF A 37(24.7.30)
LH7|2h F0tL ot oJUE | R 7| 7| Y= (National Authority Of Medicines And Medical Devices)

A7 HZYN AAF ZoHE2 A AFY:2024-07-25): K| E(EU) 2017/1572 /= Tl ALAH
(EU) 2017/15690 HA|E HMz=FHE2[7|ZGMP) /% 8! 710|E2IQl O|E =

Ol M=%Y

12 HIRZHMZ

1.2.2 HiX[QIE

15 =&
15.1 LXp=ZZ
1517 9|2 & 7tA

*

: 79 259 WIS MAF 2 B BUZY 4N, TR 67N, JIEHzE eh7t
Stolgl. MZALS FMETY +%o| M3 NS F2| BRK YUD DDA He
AHE Sof 2% U RES +UHAS

T7HEAE=0| FB/HtS =X MZE3{7F No. 28F £& FA X 3 GMP 2EM No.
052/2024/RO H3|

2= : https://eudragmdp.ema.europa.eu/inspections/gmpc/searchGMPNonCompliance.dojjsessio
nid=GhMGlJelDjZU3_I9KNIZZw5MSzhXJsNzRguhMD1J9JpxFu3GSofn!1743297017

_4‘]_
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] 83 oUAEEZXQLUF|(EDQM), 20248 78 =38}50lE S okN
H

=
=& 4%, A HiX] 195(24.8.1)

A7 SUAMEZE 43
HH | FIRRIAC BEEEY THEF | 7tA
1 Y0002346 Golimumab CRS 10 MG | 150 EUR
2 Y0002454 Ursodoxicoltaurine dihydrate CRS 25 MG 79 EUR
3 Y0002483 Atorvastatin for peak identification C CRS 15 MG 79 EUR
4 Y0002446 Ursodoxicoltaurine impurity A CRS 25 MG 79 EUR

[FEY™ BEF HIEIX] 195]

HH | FIERI3E CH | Bl %[ B Hix| | THRI8™ | 7HH
1 Y0001675 Meldonium impurity E CRS 2 25 MG 79 EUR
2 Y0001434 Montelukast sodium CRS 2 15 MG 79 EUR
3 Y0000608 Bisacodyl for peak identification CRS 2 15 MG 79 EUR
4 Y0000099 Pentoxyverine impurity B CRS 2 15 MG 79 EUR
5 10329000 lopamidol CRS 2 50 MG 79 EUR
6 Y0001889 Benzylpenicillin for system suitability CRS 2 10 MG 79 EUR
7 Y0000335 Flumazenil impurity B CRS 3 5 MG 79 EUR
8 A1330000 Aspartic acid CRS 3 50 MG 79 EUR
9 Y0001314 1-nonadecanol CRS 4 425 MG | 79 EUR
10 P2155010 Plastic additive 10 CRS 4 260 MG | 79 EUR
11 K0551000 Ketamine impurity A CRS 4 20 MG 79 EUR
12 BO100000 Bacitracin zinc CRS 4 150 MG | 79 EUR
13 V0001494 Hydro.chlor.ojchia.zide for peak c 15 MG 29 EUR

identification CRS

14 M1750000 Methylprednisolone CRS 5 100 MG | 79 EUR
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15 C2163000 Ciclosporin CRS 5 100 MG | 79 EUR
16 Y0001544 Insulin glargine for peak identification CRS 5 32 MG | 79 EUR
17 D3000000 Doxycycline hyclate CRS 7 50 MG | 79 EUR
18 B1220000 lbuprofen impurity B CRS 11 1.15 ML | 79 EUR
19 Y0000641 Azithromycin for system suitability CRS 13 0.05 MG | 79 EUR

x ANUE 22 &=

* & : https://www.edgm.eu/en/-/4-new-ph.-eur.-reference-standard-and-19-replacement-batche

s-released-in-july-2024

] 88 9UYEHEMA), CIUE2HZ XFE st Pomalidomide

Zentiva(pomalidomide) A|&3{7}1('24.8.1))

°
n
O
02
ER
0x
A
og
)
(@]
3
=)
3
(@]
3
o
()
N
(]
=
=
2
©
(@]
3
o
3
(@]
3
o
L)

X AMUE A2 BE

* E& : https://www.ema.europa.eu/en/medicines/human/EPAR/pomalidomide-zentiva

1 88 UEZEHEMA), CHUEHZ KRE e Pomalidomide Krka
(pomalidomide) A|E5{7}1('24.8.1)

(8 EY): Pomalidomide Krka(pomalidomide)

°
>
ot
02

Al
0lo
ol

° LEEsS N2

>

rE

° t5{7tY: 24/07/2024

¥ gAUE dE

P

* 2 : https://www.ema.europa.eu/en/medicines/human/EPAR/pomalidomide-krka
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PARTI o|E ST [EMA S] 3. 8{7}-&¢l

] S8 QIUAEHEMA), THd T4 uwidHl XFE Q|3 Dasatinib

Accord Healthcare(dasatinib) A|Et6{7}('24.8.1)

1 78 AA4ZH(EMA), 3| H2I%F X|8- EU/3/24/2933(24.8.5)
o =d&: Human IgG1 monoclonal antibody against hepatitis B virus, surface antigen
o N3T: DY P HOZHA 4YH K=
® EU X|"¥H=:EU/3/24/2933
o XYY 28/06/2024

] 78 oAZHEMA), EHeIUE X|H- EU/3/24/2939('24.8.5.)

(]
m
C
ﬁ
_|_
rE

2:EU/3/24/2939
o XY 28/06/2024

XX

[ 0

|

=

X o

>

ILIE &

Mo

*

2= : https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-24-2939
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1 8 IFEHEMA), S|Ho|LE X|d-EU/3/24/2937(24.8.5.)

° THE .

-[[[4-[5-Chloro-2-[[trans-4-[[(1R)-2-methoxy-1-methyl-ethyllamino]cyclohexyl]lamino]-4-
pyridinyl]-2-thiazolylJamino]methyl]tetrahydro-2H-pyran-4-carbonitrile

® EU X|™B|: EU/3/24/2937
o X|™MY: 28/06/2024

X ANUE Y8 Hx

12

*

& : https://www.ema.europa.eu/en/medicines/human/orphan-designations/eu-3-24-2937

1 78 AAZTHEMA), HHE WY 2BHLXRS (cTTP) BXI2

o = [ = |

ADAMTS13 ZEZ X|EE 98t Adzynma (rADAMTS13) A|EHS{7}
(24.8.7.

g EHY LTS (cTTP) BAt2| ADAMTS13 2EE X2

] 88 oIAEHEMA), &UH| Avzivibevacizumab) A|ES|7}(24.8.8)
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PARTI 2|%&E =47+ [WHO &] 1. 5{7}5¢l
Bl ot - 2
_] MAIEZAHZ|F(WHO), &71E 7} 1 A (WHOPAR)-CV023 &1 ('24.8.2)

o X EZ(FEE) Molnupiravir

e 2/MH:200 mg dEU=

e X385 IAZLM9 X2

o MHEAK (M ZEAR:Guilin Pharmaceutical Co., Ltd.
® WHO MZ ID: CV023

o AREZOIUZE 22 =xYU: 2024.7.15

1 MAIEZA7|3(WHO), 37072 1A (WHOPAR)-CV019 ¥ (24.8.2)
o XZH(FHEE): Molnupiravir
e 22/MH:200 mg BEYUS
o 3T IAZLMI K=
o AMHEAH| (KM ZAL:Guilin Pharmaceutical Co., Ltd.
® WHO XF ID: CV023

o MUNAS%GFE =5 SML: 2024715
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PARTI Q|%E =H7|7 [WHO &] 1. 8{71-5¢l

1 MARHZ| A WHO), S7HE7IE M HH(24.8.6)

X EQ: Sulfamethoxazole/trimethoprim

g2k 800/160 mg A

M| Z=AL: 5=, Reyoung Pharmaceutical Co. Ltd
WHO X ID: ha783

2024 73 2% HIV/AIDS it Z#E K& A o= fsh WHO A 52l oofF =50
=z

X ZQ: Sulfamethoxazole/trimethoprim

g2k 400/80 mg, YH|

XN Z=AL &=, Reyoung Pharmaceutical Co. Ltd
WHO X ID: HA782

20241 73 2% HIV/AIDS it Z#E K& A o= fsh WHO A 52l oofF =50
=g

MIE Y. dolutegravir (sodium)/lamivudine/tenofovir disoproxil fumarate
g2 50/300/300 mg, ZE3LYH

M ZAE: QI&, Emcure Pharmaceuticals Limited

WHO HI& ID: HA786

20243 738 162 HIV/AIDS X225 9?3t WHO A §¢ oofF =50 =atE

SAUE BEE g

* & : https://extranet.who.int/prequal/news/who-public-assessment-reports-whopars-published-97
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PARTI °|%E =N 7|+ [WHO S] 1. 8{71-&¢l

1 MAIEZAZ|F7(WHO), A AIHHZ0IF 9o|AE-MA180 F7}(24.8.16.)

o 317 HEZ0| AE Ol

ol
1o

I}
O
o
Ju
2

® WHO A& ID: MA180
® X|=9: Sulfadoxine/Pyrimethamine Tablets 500/25 mg

o MEAMHRA HZAL: Swiss Pharma Nigeria Ltd

2= : https://extranet.who.int/prequal/news/swiss-pharma-nigerias-sulfadoxinepyimethamine-dis
persible-tablet-prequalified

1 MIAIEZAZ|~(WHO), 1 AMEEZOIZ 9o|%EZ-TB400 3F=7}(24.8.16.)

e 5t7| HMEFO| AIHAAT oAfF S50 F7HE:

a

® WHO X|& ID: TB400
® H|EH:Rifampicin 75mg/lsoniazid 50mg/Pyrazinamide 150mg dispersible tablets
o MHEANFERA MZ=AR: Lupin Limited

3 XX

[ 0

>
40
Mo

0

L&

*

2= : https://extranetwho.int/prequal/news/lupins-rifampicinisoniazidpyrazinamide-dispersible-t
abl-prequalified

1 MAIRZAZ|7(WHO), 371 7E. 1A (WHOPARs)-TB393 & H('24.8.17.)

o H|ZH(FEE)Rifapentine

o 2/NYH300mg ZEIYH
o 3T A ot AU X2

o MHEYAK (HZ=AL:Lupin Ltd
® WHO A& ID:TB393

o AREZOIUHZE 22 SxYU: 2024.7.15

2= : https://extranetwho.int/prequal/news/who-public-assessment-reports-whopars-published-
98
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1 MAEZAZ|F(WHO), M7 APHEZAQIS 2|2HE-HP030 +71(24.8.27.)
e 57| MZFO| AAHHACF o|dF S50 F7HE:
® WHO H|ZID: HP030
o AMHAKMH @A MZAb: Shijiazhuang Lonzeal Pharmaceuticals (5=)

® X|E3: Tenofovir disoproxil fumarate tablets, 300 mg

2= : https://extranetwho.int/prequal/news/shijiazhuang-lonzeals-tenofovir-disoproxil-against-h
epatitis-prequalified
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PART 2 C|27|7|_£0] [FDA ] 1. N % FH

] 0|2 FDA, Y38 o2 7|7] MAZ: o|2 AMS 3t e

A)

(Reprocessing Single-Use Medical Devices: Information for Health
Care Facilities) 2T L2 % (24.8.1)

FDAE 2|E 7|Z0M 22 3|8 B8 HEAE XKXN2[ 2/& 7|7[(Reprocessed Medical
Devices)2| AREO] CHet O[3HE =1, MM L=|& 2= 777} &2 M= 7[7|2g A

S0 EIHY 4 U2 DAY X A 2FS T o] U HEE MBI,

238 oz 7|7| MK 2| el (Practice of Reprocessing Devices)2 1970ECH FHE H210f Af
AEERAOH(LZE 7|7|(single-use devices), SUDEtIE 3), O 0|2 iy TH2 o=
Aol HI8E HAStL o|g 7|22 07| | HALIZELRE g e Jed oE 59,

M2l SUDE A8SHH T =7tssh XHIQl AM8S Hotstn XMz| & H7|7t Haest oz

H7|29 &2 =2

N 2tZo| OX= FEgE =Y = US.
FDAE 2|27|7] M=, HM3AF MM X UE HALHOEML S Lot HA
MAzlste B2 nHEgo=2M AR E suDel otda 21tE E&stn, 1 1y
Az GHe L8 71719 & MEYHLt sYt M 2dE F=l{ofF &

ot oS dE = A0OF SO, A2l morct s
721717y MHelE = As 3t—l':H SR 2E ST FDA 8712 AL FEl{oF & HEE2
MAE|E SUD= FDAO| Al © HE Aze YRE MX2| HE H2AE(reprocessing
validation testing)E XI&dlOF .

MAMElE suDe Zast MM, 25 EE

Fella | == S22 1 X2 E SUD (Class | or Class 1l) Reprocessed SUDs

FD&CH 510(0)0| e, SaiA | Es A 1 €28 Q&7|79 MK 2[Xtes A&

SUDZF HAIMCZ 510(0)20AM HAZIX| = o, ZK2[E SuDZt et 7|7|ef MEXMo=Z

S5 (&, st fR)tte A2 YBSH7| fld XIZE X 34+ S Hotet Chs HAE
x

— = oL O
X AT HO|HE ZHSt= AL ™ HUIOME FDAOI MZ3sHor &

I’_',:_' )}I__L

M& (Cleaning)
4= (Disinfection)

2ot 42 T (Sterilization)

2]

HRE MM = UAs 2O =

>

P
=2
0
%

oHE ZEEst 71719 7|s™ ‘d&(Functional

performance of the device)
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PART 2 9|&7|7|_=0] [FDA 5] 1. & & FH

22 1 X 2| SUD (Class Il Reprocessed SUDs)

FD&CH 515(0)(2)(A) MMof e, SehA 1 L2[8 227|7[9] MN2|Ate ChEe EEsSte
Algh ™ B ME FDAO HEsiof &

MEY E= STX O|S(proprietary name)nt LY £ SMX 0|F2 ZF EFs 7|79
BOME MESs 4F/A Ee 2L AIRY 858 Bz

MM 5140 HE d5 ETES TFoH7| {6 Fet =X

7171, o= 8= A ALE SHE 23570 ST 2HE, BEAl R 10 M

1) Metel etAg = "ERE MA2 7|7|"2te 27 2R 00F otH, "AHME| FE At
CC

HASEO] LA SN

71719 ot¥d E= REY oF 2
Ho HEO| CHSH MA 210A

E[RAAL ™ AALE ge

71719 #+4 22, 48 A 530 ot 29

]

N
N
1o
=
Ras
u

=
He
02
=2
_>':
o
i
0%
IE
=]
ko]
=2
_>':
o
n
>
nx
2
ofm

Mol it M 23

epigd 9 Al© £ 27 (Labeling & Postmarket Requirements)

FD&CH 502030 T2t HH2|E SUDOIS U2 E M2 7|7|"ats @77 mBHE[O{oF
TN YR Ee AN MMZEOlE BRE B0 2 A B 2T Feol
gl MA2|E SuDeE RE-EHEA|(misbranded) 4 HE 7HF &

& : https://www.fda.gov/medical-devices/products-and-medical-procedures/reprocessing-sin

gle-use-medical-devices-information-health-care-facilities
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PART 2 C|27|7|_£0] [FDA ] 1. N % FH
1 0= FDA, 8l=& 7|7|0] Cigt AP ZFE HE el A=

(Predetermined Change Control Plans for Medical Devices) X|H
ot 282 (HA X FDA HEAS Flet X[H =9¢h)(24.8.21)

® FDAE 2 X3

S ZRQHOIM A ZFE B 22| Al=(pccp)oll ChHet FAar 717 08 HMZE Al
PCCPOf| =Z&folof ot= Lo Ofeh 2 MES et
° PCCPE 71710 oftd £=FOo| O|F0f& HX|, 0| O{FH F7IE AAX|E 2Yst= 2N
o, = K& =M= 7|7[0f CHet PCCPO A=lE 2|71 73, i =82l Y, 845
-_rli% QIeh 23 YYE, i +F2 JSof ot BotE 28 A2 ¥

® FDAE PCCPO| 23& Zf 8 Algds Flot7| fIst =7t OHAE MES 270 Bik
71719 X[&EHel Egat 2uE 27| {8 1710 oigt oA E Iﬂ%"l YR E PCCPE

e LESh 2 XA X0oto] A AFEH2 510(k), De Novo & PMA H=2E E8| HAEL|= 7|7 FE

=] [ ==y [== 3
o = XHO| =P 5 £ S{7tE PCCP1 Of M2t 77| 8 BEdts 89 PMA 22 £&=
510(k)7t 2R3HX| §gs F=o| ot7| f8f CofZ X M0 Fests 22 2 YHOIES
AR o g

- Al T S(PMA) CHY ZI7101 Cigt £ - PMA E2 AtE oA ZAFE ZEMNA
(Modifications to Devices Subject to Premarket Approval (PMA) - The PMA Supplement
Decision-Making Process)

- 71& 717] HPGo| Chst 510(k) MZE Al7] 278517
(Deciding When to Submit a 510(k) for a Change to an Existing Device)
- 71E 71710 et AZEQIN HAZS Tt 510k HE Al7| 2EHSH|

(Deciding When to Submit a 510(k) for a Software Change to an Existing Device)

[ = X ]

I. & (Introduction)

Il. Bl (Background)

. Hel (Scope)

IV. PCCP2| 7|& {Z%| (Guiding Principles for PCCPs)
V. PCCPOf| CHzt A (Policy for PCCPs)

A. PCCPO| 74 24 (Components of a PCCP)
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PART 2 9|&7|7|_=0] [FDA 5] 1. & & FH

B. PCCP #%3}7| (Establishing a PCCP)
C. OHAE MZEZ0|A PCcCP AEE}LY| (Identifying a PCCP in a Marketing Submission)
D. 3¢ PCCPE &&%}0] 7|7| =8 T}/
(Utilizing an Authorized PCCP to Implement Device Modifications)
E. O[O &Ql% PCCP =& (Modifying a Previously Authorized PCCP)
F. 71710 Chek pCCPel BT 2| 3! |X| 22|
(Version Control and Maintenance of a PCCP for a Device)
VI. =8 59 (Types of Modifications)
A. =78 A0l 510(k) == De Novo M|E Al PCCPO Z&tst7|of Hgtotx| off 4

(Determining Whether a Modification may be Appropriate for Inclusion in a PCCP in a
510(k) or De Novo Submission)

B. =& At&0| PMA MBENM E EFZXEQ| PCCPO| ZEst7|0f Hetotx] off Z2H

(Determining Whether a Modification may be Appropriate for Inclusion in a PCCP in a
PMA Application or Supplement)

VII. PCCPO|| HZE L= LHE (Recommended Content for a PCCP)

A =8 At B (Description of Modifications)
(1) =8 Atet 4ol 2E (Goals of the Description of Modifications)
) =8 Argt MHO| L€ (Content of the Description of Modifications)
B. &8 TZEZ (Modification Protocol)
(1) =8 T2EZ9| BH (Goals of the Modification Protocol)

~

) =8 TZEZ MMO| LE (Content of the Modification Protocol Section)

C =38 &89 MM =3 T2EZ MM 7Ho| FHY

(Traceability Between the Description of Modifications Section and the Modification Protocol Section)
D. ¥&F HIk(Impact Assessment)

VIIl. PCCP2| =78 Of|A| (Examples of Modifications for PCCPs)

IX. PCCP #& 510(k) 22 HE ME (Sample of 510(k) Summary Information Regarding the PCCP)

PN

[ 0

X
0z
=
=
ol
o
Mo

* X|& Y& : https://www.fda.gov/media/180978/download

* ®&E : https://www.fda.gov/regulatory-information/search-fda-guidance-documents/purpose-an

d-content-use-related-risk-analyses-drugs-biological-products-and-combination-products
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PART 2 2|27|7|_=0| [FDA &S] 1. M& 3 X
_1 0|3 FDA, W ME, oIE O SPEEH™0 ME MMH 513(g) ME
280 st FDA X UA EAHFDA and Industry Procedures for

Section 513(g) Requests for Information under the Federal Food,
Drug, and Cosmetic Act) X|& & 1#(24.8.22)

513(g)0l a2t HMEDEs oY AE, odE U SIEEH(0[)
| 2ot 2 QHo| st NZE,

=2 8 2|2A(Electronic Submission Template And Resource,
M=o 2ot HEE XS] Yo YOOI ELAS.

D

(Va)

_‘

>
2z
i
ofm
rot
N
w
Qe

fo
ox O
o m
Rl
nE
1A

[
I. /2 (INTRODUCTION)

Ja
a

1. 7|7] 2&F0f cHst HAN 27 (Statutory Requirements for Device Classification)
. 7|7]0f cigt HE 25 (Obtaining Information About a Device)
IV. 513(g) 82 2% HMZE3l7| (Submitting a 513(g) Request for Information)
V. 513(g) @2 2H2| L& (Contents of a 513(g) Request for Information)
VI. CDRH & CBERQ| 513(g) dE 280 Cist &
(Responding to a 513(g) Request for Information in CDRH or CBER)

VI 1995 M5 =) ZkA B! (Paperwork Reduction Act of 1995)

Kl A Z : https://www.fda.gov/media/78456/download

#2 : https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-and-ind

ustry-procedures-section-513g-requests-information-under-federal-food-drug-and-cosmetic
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1 0l= FDA, 8l&r7|7] 4 2= fet X HE "©E 3 (Medical
Device De Novo Requests) X| & & H(24.8.23)

-l

o = XF2 A WY MR 2¥ NS JIF U ol JF 4+ UWE, 4N 92U 558
=

O
2
o o 2 X|H2 MZE LHd(submission consistency)g JHMStD HAE ZEMAS BEEES =07
& TH = oL ggs ote FA ME "ESS NEOHACHE FDAS| of&E
C

sl LA M=
O|&Hst7| 2ot o2 tHA & StLE LIEFLZ| flot A
e 20253 108 125 H FDAE & X|H0| 7|==CH2 De Novo Request At HE2 278 AY.

[= %]
I. M& (Introduction)

HiZ& (Background)
. Bl (Scope)
IV. &8 80] (Significant Terminology )
v. ol HAHE MER AE g 2 8

(Current Electronic Submission Template Structure, Format, and Use)
A ol OB JA Mg B3R 7=

(Structure of the Current De Novo Electronic Submission Template)
VI "X Mz A BA, BE R A7

(Electronic Submission Template Waivers, Exemptions, and Timing)
A FX Mz ede T 3 A Ate

(Waivers and Exemptions From Electronic Submission Requirements)
B. ™At MEO| 27&= 8%

(When Electronic Submissions Will Be Required)

x 4 ES

>

|
X|& fE: https://www.fda.gov/media/172450/download

=
Ol
o
Ho
[ba

*

*
o

© : https://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-s

ubmission-template-medical-device-de-novo-requests
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KO
<0
KJ
ol

] 7Huict AR 42 (Health Canada),

7H24.8.9.)

rg

vl

(jmee, 7

A glo] 2 RYQ

F

~O
K

[l
I

K,

u
u

&
m_”_

<r
J

.
2t

H(micro textured))Of|

4

H M (macro textured) &

WA M BIIS| CH

get

X
S

I

oo
==

70

=]

w0
Bo
il
Thu

Bl

114

A
=

olo
B3
ofd
ujr
~a
X0
&d
od
|
=
10
Pl
oK
<0
Klo

BIIl CH

St
M ols

E~ySEe)
= =

X

FHLbCE QgmiRe

3

2UEHE o7 I

=)
[== =

ol
o

PN |
=3

]
d &

of Bl ChE &

0l Exot7| W&

stof ¢

B

f

AL A
=1

=2 HA

>
S

=]

5

o29 HHs HRELX

~
S

=
=

JdejLr Y52 B CHE

e JfLIC}

ol

ARO[ EOf A RH 2.

2
=

]
=

>
S

L]

X SMIL

. https://dhpp.hpfb-dgpsa.ca/review-documents/resource/SSR1722261038121

= HALO|E: https://www.canada.ca/en/health-canada/services/drugs-medical-devices

4

.
O:
o

L]

/breast-implants/risks.html

3

oHd
T o

*
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PART 2 °|27|7| £0| [FDA 5] 3. 3|5/5E

Bl 2543

] 0= FDA, AZEQ0| 282 UM 38 XI5 EMEHK|(Clinical
chemistry automated analyzer) 2|5('24.8.2)

o () A ZM7|0M F 7HX| 2ZEQ0 MO EM7 2AE.

- =M 1. Z2(EYold ©E O] OtE ZBR, HZ(EO|M HAET HIX|ELD 2=RE T
SYo S ABSHY X FE0F AZ|EY 0| FEE EF HIXE = U2,
SIAb MEZaf HHREJL Qe ZE|E80|E 5 Y (calibrator tube)?t ZHOAM KNE|H ZE|lE
o] Zutot $Xp A2t H 0

- M 2: MtRE Ae[EYo/HE A2 = ol

o SHXt ek F ZR EF HZRE Xt ZWME X = UKD HZo| SOHet IS O0/X]|
ALt A0l O|E “ts8E Hel g2,

] 0I= FDA, 58 AZEY0 HTOM 2X ¥ 7IsHo=2 QE
F HIZ(Infusion Pumps) E|5= (24.8.6.)

o 3Il(El) AR 2ZEQO] BT v43 O|HO|M ChSat 22 A X7t ddg = AS.
HAEE HMo| AS I LEO| S2X| &g /- X & HE 7|17t SEOHKA| HE
- &5 REOM S7 HRIZI7F AIXEIR §g /- ©HE 712 S7] gX0| Ciet 2F 2
HHE 2 W A2 27 ZET7) BAEX] 5 /- BES0| 22X ES
- kel W 71 FAl PAU0l HE 55 & US
- H2RHS0| &5 XL 2gE 349 232 2X

E

o =X At EE HIO| X4 AZEQ0f(v43 - 2023)7F EX| &[0 JU=X] =l B

* & : https://www.fda.gov/medical-devices/medical-device-recalls/ambulatory-infusion-pump-s
oftware-correction-smiths-medical-issues-correction-cadd-solis-and-cadd
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H, Z2Z2(flow)

=
==

% X| (Respiratory Support

]|

=

o

PART 2 9|27|7

HTGA), 28 X

Device) +2|(24.8.22))

=

=He 58 2ZEYA H

| =25
2

o

H
o

A

(F=2l) AR

P
T

AL
e

=3

A2ZEO HA™ 151 O[SIofA 1@ AtA(High Pressure Oxygen, HPO)Z HHE|0f QS [f,

e 3

o

oo

M= 2ZEYO HHE 1522 YHOIEY OYo|H, D42 HHOIEE WA

o =X Ateh

et 21715

o

oo
o3
e

-

joll

AE ALE

RC-2024-RN-00732-1
O] B2, UM Ao axE

et 7]7|(Chest Compression

. https://www.fda.gov/medical-devices/medical-device-recalls/chest-compression-device-re
call-defibtech-llc-removes-rmu-2000-arm-xr-chest-compression-device-due
- 62 -

. https://apps.tga.gov.au/PROD/SARA/arn-detail.aspx?k

Device) 2|4~(24.8.22.)

=
(L
=
(L

o
=

|

o
=

|

*



PART 2 °|27|7| £0| [FDA 5] 3. 3|5/5E

] 0l= DA, M HHz= A|A™ FIH|E{(Thrombectomy system catheter)
2|(X|E YC0IE)(24.8.23)

o 3|(2]) Ate: ETHEMAE AIAE FHHIEH AFE  X|E(Thrombectomy system catheter
A

=
instructions)0| Ctg1} #2 J&22 29t ofy E3= Z0[7| fI3 YLolEE:
S

1) dRE, T 2AE M3jplE 83 Es Y @XCE oiile =EO| FiHE #HE
WESIA 7| = EF

2) 7HHIEH7 W8 BEY HZ B/E ol dAXAL dE22RH AKX @2 B8R

— 7|7| ZZl(device entrapment), H X Z (pulmonary embolism), H2 ZChvenous cutdown),
25 £Z(abdominal surgery)2 | = UAS

] 3F AU H|EHTGA), EA M ZAF7|(Intense Pulsed Light, IPL)
ATEQN Tz 252 $2|(24.8.26)

N

H
fO
ot
+
x0
gjo

0 T SRS IPL OEE X2 F0| DE A4S 92 4+ Um ogH X8t =
o ZX| AfEh YK DA PL-Average MEE 'YES'OIM "NO'E WS w0l Cfst XK
MEstn Yoo, o2 Saf Amegof 2X7t SHHE.

D2 XY wet 28E SA YH0IESY, 28E HESH| HIK|E 7|7|8 AHESHA| 2 A

1

* @& : https://apps.tga.gov.au/PROD/SARA/arn-detail.aspx?k=RC-2024-RN-00734-1
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] FHuct HYEZHE (Health Canada), O|A1E MZA X}57|(Implantable
Neurostimulator, INS) Z221T 2%da} 2510] H{E{Z] +=Hoj LS
O/ = Q0] 2|4=(24.8.26.

o 3| (gl) AR Ol 2ol S T2 MOl oAy AME X137 E ZEHQ| HY
Hel =30 0/& = A= S dX6H7| ffor A Eo AX oo =22l ofE2|
70| ¥ (Clinician Programmer application) & Z20| U= =75 A7[A7]7] fIst AL, Xt
OlA Xkt INS RHE MESE A2 510 AECUE =38 52 INS =HS HII5H7| sk

ofg{gt =& AFESHOF 2

] O/ FDA, HiE{2] DZE X2fsl= LAZEQ0 ZHE Qlsl| ¢l
Hool oM AlElE EHIY ¢
conjunction with insulin pump) 2|('24.8.28.)

M (connect mobile app used in

o 3|2 AFR: B 3= ME MHAHZF Otel A|I™EZEX|(correction)2h= EO| {2 HFEL
ATEQIN EMZE Qg ZHY W0 Z=sI i0S 2 HHOAM X522 CHA| AJRE £
U7| EY. O F7|7t Zted™ oz "tEE|H Dot Bluetooth S410| HASH0] HZ HYE{2|7t
ARE HIEYE QHtN o= O A ELCH e A=

Hz=ot SELH adl MEO| STEO zdl #5222 Q) 19y = g A=
0| 2dg £ 2don, ol nggnt et R0z Q3 dYS g = U= HEL
£l A Ole
= T MO

* f& : https//www.fda.gov/medical-devices/medical-device-recalls/tandem-diabetes-care-inc-re
calls-version-27-apple-ios-tconnect-mobile-app-used-conjunction-tslim-x2
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Bl 2

_1 0/= FDA, 2|7 H[ESH HHE(ECG) ZL|E H=HHof CHst

*

] 0| FDA, O] AXj, QtH OA3 5 KN95 =

*

AAF HOAM 25 (24.8.20.)

HE MM . 2F HESA ECGHANE) ZL|E{(non-invasive ECG (electrocardiogram) monitor)
HIOAM SR 2024 78 31

Ol= FDA= 20249 78 1525 H 20244 7€ 317X &7 AHOf CHSE HALE Tt
Z1F CHEol 2Eh AbgtE =tolgh 2t Atoll= CHZ0| ZBtE| X[ Ol =9t K| QS

A 9ol TS Slst HADH MO YRR YAS.

DOP0284 <& 2| K& 7i™ 03 EXIE

[HeMo| 2EY PHHoZ, 2024 7€ 19YXt
o =40l FHEY.

(w1}
HE9| O|dSHA| en, i 7|71of ot
AI*T*JE._' 71710 thiet 2%4s LA A, 2A4S0| N LYY 7tsd0| B2, AHYO|LL Sriet Fd=
ULtE 2l HAIE AlAStE EE 8L 2X[et =

|
30%‘ O|Ljol MDR EUAME HES

(W

Q| lEtAte Bl MUE RE &=

& : https://www.fda.gov/media/180888/download

ot
Hr
ot
-4
-]
A
e
R

A0% HE(24.8.13)
HE &AM : ot OpA3 91 KNS 2522+
ZAOF Hed 20243 6F 27Y
O/= FDAE 20243 18 2442 H 20243 18 31LMX| 27| A0 Chot HALE +>ER/AS.
Qe Ateto= CtE0| =R X2 0|0 =otk[X| @S

. ASTM Z{# 3 0237 510(k) ME=0 Zete|X| Q42 ChYoh Maynt 2018 37|=2 THofE.

. ASTM Z{I¥! Dfﬁﬂgf KN95 OrA3 &= Act 21 US.C. §351(f)(1)(B)Ql Section 501(f)(1)(B)Ofl et
= NELE UtFE

C8A #elE =ES |X[5HA] X

1 e et S gMUE EE Fx

& : https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/wa
rning-letters/baylab-usa-llc-679001-06272024
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1 0/= FDA, 0= &%, 22 L{H|Al0|Y EAE H=YH Zo¥
4h51(24.8.13)

*
o

r
L7 A R M 248 RARAL VoS 4 Uk

HE SM - HF: 2 FHE 2 Al YEBE A 7|7 HIXIE 2% 28 WA o|H
5

O|= FDAE 20244 28 15YEE 202449 3 727X &7] GHOf Cist HALE SIS,
8t AtO= CHZ 0| ETE|[X|DF O] =X %S

09,

Rl
2
o

=
H
A

Ras

o

gt

o

do

of

A

>t

fu
for
u

OF

K

30

Ral

oF

Ral

Mo

(=13
0.

HEE =2 AdS FE, 871 A ZABH] @3,

UCH: S WO AlARSHE
MRS WL 2 @ 229E 302 O[Uol FDAY 2NME HZEA %S,

P17k QASAE 47| QA2 oS SAE It X BsI0| Mt g RuE
AP 7I0HE + AThs AS FAMOE AN HEE WAL LA © LREEH

”
mjo
o [[OI'

302 O|Ljof FDAOI EME H=SIX

o

. MDR At meo| MXF MDR M=Z0| Chet SECZ FDAZl EWH BE HX EX|9 AHEES
O
LS

HASEX|

o
= .

1 e et S gMUE EE Fx

[

& : https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/wa
rning-letters/globus-medical-inc-685606-07152024

_66_



ol
—

AL

=)

] 5. {7}

=

S

O [FDA

=
==

PART 2 9|27|7|

<10

5. [IME

O (Automated
01(°24.8.26.)

AL

S

SHl st= ZlZE2| 7]7]
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F

7k

Insulin Dosing)

_l 0l= FDA, H2¥

i
K4

-

U0
o

2M ol¢<e| M1

=
—

e 0= FDA

(interoperable automated glycemic controller)?! &2l AOIE{HE 7|Z(Insulet SmartAdjust
p gly 1
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O|R7|7| S EI[EMA 5]

1. M 3 A

- al
1 (REEEE
o sHolels A O = SIHS 3tald. A O
1 8 HEAABIEC), =2 8= &FS FolH: HHHE =27
U2 (24.7.30)

o T2 & NEE +2 #82 Ul OX|Hez HOrUHE oJEHel =2 A82 XI5,
=d=2 8l &g 29 Mz 520 7|0E.

o MER 782 20253 18 1272 X1t ofZd M8 X w22 =X A= W U=
A" H3E flof AlZHO] O Eesh 3A=0= XIE OfZd AtE, M=, =0 oigt
HiotE/AH o 27t £0iE (2026 6F 307HK|).

o X[t FTO| 420 A0[X| A & AY K[kl FEHSHY| & Haot Zeet £F Qs
o= g B9E Mo, of PHE A U0 AT NS,

X ANUE AR HE

* ®2 : https://environment.ec.europa.eu/news/revised-mercury-regulation-enters-force-2024-07-

30_en

] &8 o|AEHEMA), 822|F7|7|(orphan medical devices)
XS et M=22 AlH AlA(24.8.2)

o T2 W& EUW 3l Q=717 & 8l BI7E XJdts FE7F HE AgAMES LHSIRA
=. O A[EAIE2 ola 2z7(7| oig 8l Y& E7tof Easot HIo|Eo sl £ M=AR &
eIS7|20 2277 27t Iidel =RiE Y22 MIE

o Of A[HAIE2 X 2025 K| 2F O FO[L} ol o=7|7| X[HS fIg 7] ZEM
S BEZ ot Y

X 4HUE 2R &=

* & : https://www.ema.europa.eu/en/news/new-pilot-programme-support-orphan-medical-devi

ces

_69_



] 2.

PART 2 2|2 7|7|_FEHI[EMA

KO
<0
KJ
ol

Al

bOf dX|(24.8.7.)

i
]

Balloons)

[o

L =M (Gastr

H]

A AE0M /Y SHE FAl

of!
[l

o}l

-

U0
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b

oju
KO

Kir
iy

ol

K4
4r

?l S X0 et =

HiXl 2[olM & &

=
[S)

O o 7HX| STE.

publicationFile

. https://ansm.sante.fr/uploads/2024/08/12/20240812-mes-dxcare-dedalus.pdfob=

o] =]
=

*

= 2 &1 FE : https://ansm.sante.fr/actualites/decision-du-02-08-2024-portant-suspensio

ofl

ES

n-des-ballons-gastriques-allurion-fabriques-par-la-societe-allurion-technologies-inc-ainsi-que-re

trait-de-ces-produits)

E9fof

7l
4

X

Hd EX|(24.8.13)

1 ot

I}
e L

olo

ol

[

= WOl 2/AEX|

9 HFA T2 o

g o

]

o XX Atg: ZHMsHZZ <lsi HH AO0|E 0°d(8.2021.5.1.

x

o T2 LfE:

HZEO AlE= M)

g &=z

&

X MUE

. https://ansm.sante.fr/uploads/2024/08/12/20240812-mes-dxcare-dedalus.pdf

(o] =]
=

*
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PART 2 Q|&27|7| SEH[EMA 5] 2. Ot¥ M He

] =Y dulo|kZo| 77| 7| A (BfArM), HlO{All(Careset) ! HT
A& Eg|0|(Sterile Procedure Tray)0ll ZgtEl Ztat A% 7|(Corneal
Irrigator) & QtMM EX|(24.8.12)

M 7|(Corneal Irrigator) 2+

e =2 LH&: Careset B! Sterile Procedure TrayOf Z&hzl ZI8F AMHE 2t
Y ATE A =XE HpotES €E 4% ME7Ief dE 220 A2207E AYUS.

L

o X Ateh MEFO H1 2EH HE.

* & : https://www.bfarm.de/SharedDocs/Kundeninfos/EN/06/2024/26631-24_kundeninfo_en.pd
f?__blob=publicationFile

] 2H|Ql o|YEo|FXN|EHAEMPS), HEE L}Al(Prosthetic screw)
o|% = |.| 7|.'—k|o§ ol-x-lkl EI|(24813)

+
¥0
ojo
-
>
HU

m
1o
X
=)
r2
=2
o
rlo

=

F8 L{E: LiAto A | 2 &
ATE0| A AS &g ozfs AME2 & Q. EF LAs X|iFet dEHEE ¢
Ast= O AHEE. eXtet AE FHSHA| %S
LiAbs Y EE 7|3A0M FZE. O CHS SHXHoA ALESH?| Mol M 2 ERE £
LiAbs AEZEQ EHF ALO|Of fXE. HAH AHE CHAOIAM &A ZE2 24X = AS
AEE MEOM EX LiAls LEZEQ EHE AO|0] ooz Futnt FYHSHX| Qhop oAt
oAl /=S OF7|SHA| %3,

o XX At & oHd FEE i MEOl LEEUS = JUs AEE@EZ|EHe HIXo|A
Mgt 4, g3 g HE2 YHE UE oF Al M MESE e oFE.
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] 2912 o|ekE ™ (Swissmedic), Xl H|O|E| 22| A|AE(patient data

management system) & QtHE SX|(24.8.13)

| ZMHE fleh 2HAF HIO|H 2| ALz

o T2 UE: T MEF2 Y& HIOIHS HAl
Etl

]
=x
olz ME7tel TE A A= A, 9lg #2lE KA.

7] 2E= M@ QEIo|A7F O|F QIX|SHA| Zot0] AEdiA O

|
o2 U YO MY

x|y d =)
M AU BRI 40| Tpch £ Ia B0 BRI MY O 2ROl x|
E] A Ol
= T MO

o A A AZEYO| YHOIE. 5

* & https://fsca.swissmedic.ch/mep/api/publications/Vk_20240807_17/documents/0
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