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sPdele @Yo WAl ABAE AA ALen AN
Z7bolth. Amzele Koo Adelt. ey AAAe JojME
sl gol Atk WAe tE Araun 13 Y =A EAHP
Aoz AA  ALHAR, FANEAE  AA A @A
MEYA), olFe] WE wolgdzols FH7E ZA FAthy) =
ez AwE ke A7 AnAds ok gid

AEokER A= Vhol BA AEFL AT NIASEFE AF 7Y,
FE5AY 59 AAHAC YL Fr|RTE AUd EFo] ¢hAE
FAHARJAAE Al Aol HASA HFst= rA7Idold. ol ¥4,

1) WHO, "WHO COVID-19 dashboard”, last modified Feb 25, 2024, https://data.who.int/dashboards/covid19/d
eaths?n=c, accessed Mar 18, 2024.

2) A IE|H, https://ncov.kdca.go.kr/pot/cv/trend/dmstc/selectMntrgSttus.do, 2024. 3. 18. T,

3) ZE I 4 RELH9 W2 SKHIO|QANO|AAL| *AFIO|TH|JBE|F'E 20220 68 294822 EFHIIE
AT (A BOAAFOTN, "ThetCl=, RZLH9 WA =0 SFSICE, 2022. 6. 29. AlAl, https://mfds.g
o.kr/docviewer/skin/doc.html?fn=20220629020241092.hwpx&rs=/docviewer/result/ntc0021/46486/1/202403, 2
024. 3. 18. %)

4) BE2|200M 20219 2& 5 M| EH HI|ZLIF S2HIE LAUACHL (MEAAZATAN, "T2LH9 SHX|
BN AI|ELE 85571, 2021F 28 5 A A, https//mfds.go.kr/docviewer/skin/doc.html?fn=202102050
20904797.hwp&rs=/docviewer/result/ntc0021/45029/1/202403, 2024. 3. 18. T%)

5) #HEE, "MERR HIZELF SESFH.QUAE a5 RO, A4, 20223 28 23Y A Al https;//www.ha
ni.co.kr/arti/society/health/1032323.html, 2023. 3. 17. T,
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MesensdE AT F/do2 48T Lozw 19 Adh
owg Muzo] A ZAVAE FTE =3y otk WA
= 7 94 44 @ gadol = S

1% Zdl Gl
AAE BA3 Uy 3A% AL AYASD DaF P e
Qe Byl & Aotk

o] HuXEe FAE FZUE tulste] AR} Zdefof & 7%
FAHS FoH ol& Y3 v=s B4 ez dASAT v
AZ2U19 27] tigo] HE vFHTT HriE JAAT A AA A
TR w24 Z2U19 WAy FF As5AE NE-FHIRE

v=el YR -wgAlE ds AR A=ES AdSE 7L
ASZHAE ¢ AlF w9 ZEIY a8a aAlFE 5 A WS
AAUE 5 A A IFe=E urddo o fduste A
Blastal o diarE R E3dol diHlel de3d AEs
== 283 Brols HE HEAE AASAH

el el (FDA, Food and Drug Administration), 3| A 7+ A]—%(GAO,
Government Accountability Office), 9] 5] EA]'%(CRS, Congressional Research
Service)®] A5 ¢t w=e] WE, AWNA, BE TS FasATE o]
HuxzE AA £y A 247 2 F UAEs #E ®jES AMS

=
-
e ) e 4 mE 3w Amel A sdth
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2. O|=29| o|B-UAKE ML 32 HE
21 0|=9| {7}z HH
2.1.1 MIjlLlojojo|E AN

Mo olmoRe AF A% TF ARES olaelr] SaAE vle

298 72E Aws} ome AN SAREAS B ALE ol

Besl Qo m=e ojobE Sl RAH &

@ﬂ% AQEd ®E olorEd 0 7% 43¢ %ol
= wxssle Aol awe oS¢ ® o

a-;—e— Argrol SAE MH Ao B RE Fuwatdcks Aol

I A HAZE 193730 AT Auldolulol= A2 M (Elixir Sulfanilamide)
Abdoltt. Adutdotrtol== 3dA] AEeE FE AA-e FHE
AT 2HE F A TFA o= oj-oto]rl HE3}7]
A AqA Fart =ve As FAsa HelddageolE s £5 4
gz glge] dujdelutol= AAE WSOl A@e Ze|rhe ol
A A= H7F AR
r”—’F AE H 9

)

FU

=
o tel SAHAEES 87 kv FAe WE
o} W j(Pure Food and Drug Act)< oj 3t A&

A o Foltty) oW WA Tz AepAle] Az <ld
xﬂ% o =9 g2} 3538 = oF 1/30] FA AR Ho g A3l THS)

o]F Al7IZ 1938. 6¥ "HAur AF, ookE 2 3}AEH | (Federal Food,
Drug and Cosmetic Act, P.L. 75-717) o] AAHAY. NMEZE HE uwot
719 AEZ A A NDA F= E35 FDAO| ¢HAA =7 xz=

Azt Mor, FDAE 2748 ole] NDAS #7h = ARE
ARaAY FARE addol AT =D AAFE oJotEdE
ANPgowT Algold EAE B F AR} o fE=w

L3 A A ATk

6) Paine, M F, “Therapeutic disasters that hastened safety testing of new drugs”, Clinical Pharmacology and
Therapeutics, Vol. 101 (2017): 430-434. https://doi.org/10.1002/cpt.613.

7) FDA, “Sulfanilamide Disaster”, last modified June, 1981, https://www.fda.gov/about-fda/histories-product-reg
ulation/sulfanilamide-disaster, accessed Feb 11, 2024.
8) CIo €& =2t0|Z2| CHAMtEQl CIZ2t0[Z 40| Z M2t NAIE RS A2 F0f| R

9) FDA, "Milestones in U.S. Food and Drug Law", last modified Jan 30, 2023, https://www.fda.gov/about-fda/f
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2.1.2 EE2|=0j0| =

T WA= 19609 Fo EA &8 Zrlo] = (Thalidomide) Aol T,
Ao FH9E A AREE dFoldey FAEow s A
ol Z1got Aol A Bold Zelth1d mmo X o] ofo] M=
A sZbE A ZXIAN, A dAAEE HHoE 1,200% 9
At Al AFS MER ARl =2y vmeME 1799 7 golrt
Blojutthy) FAlolE FDAZF 602 oW Ak AH HEEZE 973FA
gow AFomw sriEol Al#e] Jbesive= &A7E AT E=IF
ddgH 2y FEAY FTHLS LT7HA FUs B oy FE
A= AF3HEA FUH1Y

of Al W-&3t7] sl olzEx 7IEH A oA ol s
Y oY Fr=2 r7|¥EY-dg s oekE 7H7§‘?§J(Kefauver-Harris Drug
Amendments, P.L. 87-781)°] 1962. 10¥ Al3iHoll uwlz} rodw; 2%, ook&
2 FEFH 2 & WHstE wA "o U8 HE weE AREPAE=
Al He] b AgEYE oty HEZIT Al

A

Eds
A olm A AU of= A1938TRE 19621 d  Abele]
tAgRteE SpE oofEel avE WHIIES k= ¥, AFDAVE

GMP 7|E< Aty AxzAde F718e=z dAbstar aAxgef Faro

da-history/milestones-us-food-and-drug-law, accessed Feb 7, 2024.

10) FDA, "Summary of NDA Approvals & Receipts, 1938 to the present”, last modified Jan 31, 2018, https:.//w
ww.fda.gov/about-fda/histories-fda-regulated-products/summary-nda-approvals-receipts-1938-present, accessed F
eb 11, 2024.

11) James L Zelenay Jr, “The Prescription Drug User Fee Act: is a faster Food and Drug Administration always
a better Food and Drug Administration?”, Food Drug Law J. Vol. 60(2) (2005): 261-338. PMID: 16094773.

12) FDA, 29| 20234 1& 30 AAl X&E
13) FDA, "Kefauver-Harris Amendments Revolutionized Drug Development”, last modified Oct, 2012, https://w

ww.gvsu.edu/cms4/asset/F51281F0-00AF-E25A-5BF632E8D4A243C7 /kefauver-harris_amendments.fda.thalidom
ide.pdf, accessed Feb 8, 2024.

14) Ibid.
15) Ibid.
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rAZW-s g~ okE MY, olF ¢t
Fwo] =obfd wet FDAS AL 7|zt =
ol=ADs) FAE AVIZ AFH-AHAXHoZE Z FHESE WAUTH
1980 @t Zol= FDA 3§71 & X 5A7F QU7 I

o XAl AWolnt. AT AH = FDAY 3§
HyZHolojA Xs8AE AT 4 gl BlFAStAEA A& 37HE
s A 24391

o O o
rS

2

oX,

A=)

Jo

fol

oX,

Y

o|N

HIV@QAA S ARulo]ld2)7F A& BHad 19811 d18) o]F oF ed whel

1987. 34 &4 HA o]z X FA AZT(Zidovudine)”} FDA 3J|7}&
otk AR AR 2070 RRolATHIY) BAle] ©rE 4lokol] ws|
f - w2 A AAL A7 AP E Q= Alg Fol JAAH S A=
zho= 24 AAANY ARES AR rEy] wRo|th2) 1)
AZT A+ 19 & RF8o] Ay YAHoEZ 3% A4S
A1ZHl T}, ti A A Q)1 ddI(didanosine)$}t  ddC(zalcitabine) 3] 7F0FA =0 X2}
S A = FDAOY o] A& s7FE AlS stk

olo] 1987. 5. 22. %2 AW FA 21 CFR 3129 A3AE Ee
G- FEE F FHo] ofd A XEEOE AT F A S=
‘A7 T2 AE A& (Expanded Access)’} # HA-StE ATE22)28) F5 o]
A== 1997. 119 TFDA &AUSPH, (Food and Drug Administration
Modernization Act of 1997, FDAMA, P.L. 105-115) A|AS F3 vt A&

ofefd g IR0l MER XA

ofN

-

16) Ibid.

17) Erin E. Kepplinger, “FDA's Expedited Approval Mechanisms for New Drug Products”, Biotechnol Law Rep. Vol.
34(1) (2015): 15-37, https://doi.org/10.1089/blr.2015.9999

18) HHS, “A Timeline of HIV and AIDS", accessed Feb 11, 2024, https://www.hiv.gov/hiv-basics/overview/histor
y/hiv-and-aids-timeline/.

19) ZAE, "00|= 2tX}, FDA H|HO] HHAZ USHIFYAH ", 3
w.hitnews.co.kr/news/articleView.html?idxno=40592, 2024. 2. 11. &

20) Ibid.

21) Ibid.

22) Federal Register, "Expanded Access to Investigational Drugs for Treatment Use”, last modified Dec 14, 20

06, https://www.federalregister.gov/documents/2006/12/14/06-9684/expanded-access-to-investigational-dru
gs-for-treatment-use, accessed Feb 14, 2024.

23) HIZ BE 7782 QAKX O O[T = FDAE HISHHCZ X2 5 A8 MEE RYAUCLEA: Ibid)
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FDA= AZT 37} A¥S vlg o= 1988, 10252 AwktA 21 CFR
312 Subpart Eoll ‘S| EE @ (fast track) TS 21435133124 o]= 2ol A
AF3F 1997. 11¥€9] "FDA Athsd, S Ea HASHAT oL, Aok
517F 2123 A7F AR E A AEste il SA44EH ARH SAFHo=E
AEste] AAS = e B4R AR = o] JE wet AL2HAT

Tt v 93]9} FRE FDAS Aok AA} 77 @& "AAS F7ela
1992. 109 TxW}ek A A=} =489 J(Prescrlptlo Drug User Fee Act of 1992,
PDUFA, PL. 102-571)2 A5t FDAVF AL 571 AAF Y S9S
Asl AHEE F A A, F7F A A ﬂ]i IAFS 670 oW
28 3= '—?‘/ﬂ/ﬂ/\]"(l’riority Review) AEE FA)9 A3 TH

filo
oft

1r E(>"

0

ARt e 2, FDAE WE] Hr7hse 23] 1991 108 3 1992
64l ddI®t ddCE 72 =35 37kek £, die H7MHSsE 53 37t
Axpel AW 21 CFR 314 Subpart HE 1992, 12¥ <wa R
TATRATD) ‘FAF SV Hx WA ZAR0) o] 2012. 79 "FDA
A R H AW (Food and Drug Administration Safety and Innovation Act,
FDASIA, P.L. 112-144)S 53| WAIS}7} o] Fo{H Tt

Of

- Ofoj=7t =&et 57} M= BHH -

r

- 1 AZT Z=A8 87t
1 Xl 55 A8 = ddqd M- 21 CFR 312
| 2
1988 I AEE= F|x ALFH A4 21 CFR 312 Subpart E
4
1991 I ddl ZHE 87}
4
1 =48 37 & %= oagqd Ad 21 CFR 314 Subpart H
1992 I #5O =z X A M gH2 | N MEA =28
I ddC =& &7}
4
1 XI2 S5 A8, ifjf2AEE= 3 ey
L2ty
1997 aaE M HHE FDA 2iCHZHY
4
2012 1 =45 571 = ®H 3t FDA 2tF 3 il

24) Federal Register, “Subpart E-Drugs Intended To Treat Life Threatening and Severely-debliliting llinesses”, |
ast modified Oct 21, 1988, https://archives.federalregister.gov/issue_slice/1988/10/21/41492-41527.pdf#pag
e=32, accessed Feb 11, 2024.

25) Federal Register(57 FR 58958), last modified December 18, 1992, https://www.federalregister.gov/citation/5
7-FR-58958, accessed Feb 12, 2024.

26) ATt = AA0f CH3H Subpart E= FDA XHZF A& O 2, Subpart HOAE QI Algtoz [&stD QUCh
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2.1.4 911 H|&{

ojekE, 987|7IE AlF Mo FDAY F7FE wolop dh= Ao
dFo|tt27) a-d o9 o4 Fx7F d=dl BEE Emergency Use
Authoirzation(EUA)C| T}, T EZ BIZAME] Aol o] 5 U-&-A|FMCMs) 2]
S SAFeEN  BehA - AE A Abs - H(CBRN)  HHOZNH
TTERAS Y] 3 Aotk vty TESERA LIS
gEAFY MY FX 2 N5 TEs AT SEH, A A4S

Aw e} fArsi.

nj=tol A EUA =9 =971 AlF"E Alzle= 2001de] A o113
BRI El2]o]th2930) CBRN H|Hol FF24o= 3 dado] AAAL
FAl dlE®2 2003 A3 QoA ZEAE no|ledE'E
AorstRa ol 3E 2004 7¥ TZEAE Hlo]QHEW | (Project
Bioshield Act, P.L. 108-276)2 A 3}A] € t}.3)

o] MEL2 A A FEoE U¥Ed, a3 HAe §F ZAE
Hfol @ AETD BE WEolth) ARt Age G SR
95 JMute] Q@ 7|7ro] AQEE CBRN UL JEAEL nRAR
dol AFHeR T AE =4,

27) GAO, "COVID-19 Federal Efforts Accelerate Vaccine and Therapeutic Development, but More Transparency
Needed on Emergency Use Authorizations”, last modified Nov, 2020, https://www.gao.gov/assets/gao-21-2
07.pdf, accessed Jan 27, 2024.

28) FDA, "About Emergency Use Authorizations (EUAs)", last modified Mar 4, 2024, https://www.fda.gov/emer
gency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorizatio
n#abouteuas, accessed Mar 18, 2024.

29) Jonathan Iwry, “From 9/11 to COVID-19: A Brief History of FDA Emergency Use Authorization”, last modi
fied January 28, 2021, https://blog.petrieflom.law.harvard.edu/2021/01/28/fda-emergency-use-authorization-
history/, accessed Jan 28, 2024.

30) Allan Tran and Theodore J. Witek, Jr, 2021, “The Emergency Use Authorization of Pharmaceuticals: Histor
y and Utility During the COVID-19 Pandemic”, Pharmaceutical medicine, Vol. 35(4) (2021): 203-213. doi:1
0.1007/s40290-021-00397-6.

31) CRS, “The Project BioShield Act: Issues for the 112th Congress”, last modified December 21, 2021, https:
//crsreports.congress.gov/product/pdf/R/R42349/13, accessed Jan 28, 2024.

32) Ibid.
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Accelerated Approval of New Drugs for Serious or Life Threatening Ilinesses
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o O FYS YL MYS WS WOl U0 AWY-REY HTES T Mot MR
YgECL oy ojorEe HESHE A2Y Oy oo A KRN BOS MFots HBOICHOE
S8 J|E XE0| BSOIX AL L0l YE BXE KRSHALL JIE KR Oyl BX 80|
S 22

o FDAE MEstn M SHE AMAHS Sof Aofo] ASSHN, KRN, HEjN2IEE, |l 5715
s QNN 9M8 05| SE3 2] W (surrogate endpoint) O FFE OIX|ZL}
AME EE HZIAN Ol 01919 YNH HWIBA(cinical endpoinhdl FEFES OIXE AU
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|Z 21 Atojol=
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o CHE| mIIHZAQL QMR SOolA AFO| 2|3 RHEE QAN A
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1988. 10. 21. A& 21 CFR 312 Subpart E F8 W&
Drugs Intended To Treat Life Threatening and Severely-debliliting Ilinesses

O =5

o O f¥2 H¥S st HIZIAHQ Nzt ozt RUSI= Y XRE 93, S5 HEH
CHAl olofZ0l Sle 8%, ME2R2 X=ZYol /i, 87t AL 3t XMe2lstr| <ot X w82
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mjo m
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o Ol O¥N-RZ 0| EE
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UCHE AL} BHXfO| A2t

O =7] &8

o 2o Y Xz oAF AEMe= MY 70| HYY, FHATF CIXtQlo)l s HE, gojg =
UZF FDA tIARRItO] BHEE @¥Y £ UL o7|0= AsE MY CIXtQl SO &3 IND HZ=
™ O] &' (pre-investigational new drug (IND) meetings), A24 &A™ CIXIQl S =29|5t7] g =
% 0|8 (End-of-phase 1 meetings)0| ETHEICE

O Xlg =2EZ

o 24 Aol ofb| 24 I YYD WEIE Y FpAS AENO HE Z2ES HEZ 28
+ olth Xz m2E20| 98 MEZEH, AR Szl L R HO|EHE ARAT £3sL
9T FDAZH YAFE FMelD Yl S0 ST KB ZZEZS UNHOR QustL

O 9I8-ue 24

o FDAS O|9FE0| ofStx SIY-HS IashA AE Oi7t 022 AMCL F, AQGEC HYO|
AN S noun) B potentia) YTBCH 2R ATl MZH @ of ARM 24 Al
SIg-Holof Bt TR0 WS WaNe nefsict

o 14 B2 0/go| (fO| B FE| AW Oj7HE ZHT S FDAL 9T e I T XL
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221 =L 5|7} Accelerated Approval (AA)
O ME 7He

bdA BrhEsel oA oo
Zbete WiZlUES 2dY. AFHoeE JAdS %ﬂﬂ
Ak

Ao N o
o rlo o

Ad2 A (clinical outcomes)E H7ISIth. o] HERE A7)
S-S H7PHSF(endpoints)2t  d=dl AAE H 7S (cinical
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dwo] ofslsle] A 52 HEE Aol BAste FAH EAHS
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A Arbstal dGAIEE

oY Adom L Wi HolHE
ofebE o] AE §94L

Wzl Brhisel d2E AIDS #4e CD4 4, FBAe U 27)
A, AdEAAS A} —5301- =& 3kzle] oket =
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33) Anna Kaltenboeck, Amanda Mehiman, Steven D. Pearson, “Strengthening the Accelerated Approval Pathw
ay: an Analysis of Potential Policy Reforms and Their Impact on Uncertainty, Access, Innovation, and Cos
ts”, last modified Apr 26, 2021, https://icer.org/wp-content/uploads/2021/04/Strengthening-the-Accelerated
-Approval-Pathway-_-ICER-White-Paper-_-April-2021.pdf, accessed Mar 20, 2024.

34) 2016. 12. 13.01 HMEE r21M7| XIZH (P.L 114-255)0f M2t rolg AE ofFE Sl SHAEH 0 H507=
(21 US.C. § 357)0f 'CHE| HItEH=9| 7("OISEF FDAS| &7} Al 7|=7t & 'Tie| Bo7tEsol 558 JIHQ|27t
TEEUACE F, "2 EotesEls 80 HYdA™ FHF, AR AR O|OX|, AN FF E= J|E 5
A 2 X HE(markenE 2/05tH 1 XHZ= %“87“ -.C-’rcll’é'(cllmcal benefityg HHHOE EFY ¢+ gio
Of Ct22 Q0BT 1) A4H [ALES 0Fste ALE UM YD AZEO|L; HE24ZE MEH
ol %?_(tradltlonal approval)2 %JH.:”E. P" O AHEE = UCH E& 2) AHH FUYLE S2Hoz o5

4 (M =U8 A7 FE o o2t °|°t“ E= dE0/%Ee =

7t5°80] 22 EfO|E 212 H356%(c)
2 57tE SIEHNSHE O AFRE = UChetn F-stn ot

35) CRS, &9 20214 128 21 Xt&
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HA ST o ekEFo] AANZE A (serious) A THES 213 (life-threatening)

= Aol AEHE adehgoloor ek oleld AFL AQAH
- A (clinical ~ benefit) = gl Foe=z o & - A= o 2]
% 7}H < (surrogate endpoint) H= AH| 7} A AW obsh, Aoyt Q1A
folgol MAE De 9FE FUASE ST 4 AoWA HslelH
AW ozl == A olde] SAY F+ A= FA(intermediate)®] UG
7} H 9 (clinical endpoint)®l] A3 H7IE 4 U o] QJox Are
A7, 994, §94, 9A A=A 4RG 2= 4d 52 @
neg 4 Ao

HbAGE A folde RHASE d2¥ & Uee HolF:
ZAZE d5d, WA, AR, ey wr doenA 52
Agstel AR F, Bt 0y 5ol Utk
O 87t =2

Nops] AEANE ATE oZF wGH AW o, Aol g
QA folgel wAE B 4SS A ) o4 AB F A7
FRsfoF star AT 71 AR F AR Tt AlFH #dd
BE R A8 AMES WX HA 309 H7EA FDAC] AlEsf ok g3

36) 21 US.C. § 355(c) == 42 US.C. § 262(a)0i| sliEtst= Llof, MEo|ofE
37) 21 US.C. § 356(c)(1)(A)
38) 21 US.C. § 356(c)(1)(B)
39) 21 US.C. § 356(c)(2)(A)
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1992338 2021. 12€9 E71#x] FDA CDERY Z4AR &7 4t
AEo F 28ME olF < 1/4%1 70787F 202083 2021 H
S7IE QTh4)  HT 3dzE srtE Ak oF 20%7F AR UL

QLT .40)

—

i ofN rlo

40) 21 U.S.C. § 356(0)(2)(0)

41) 21 US.C. § 356(c)(2)(B)

42) 21 CFR § 314.520

43) 21 US.C. § 356(0)(3)(A)

44) 21 US.C. § 356(c)(3)(B)
)

45) HHS, "Delays in Confirmatory Trials for Drug Applications Granted FDA's Accelerated Approval Raise Con
cerns’, last modified Sep, 2022, https://oig.hhs.gov/oei/reports/OEI-01-21-00401.pdf, accessed Fev 25, 2024.

46) 120213 SH: FDA, "New Drug Therapy Approvals 2021", last modified Jan, 2022, https://www.fda.gov/
media/155227/download 120223 S74: FDA, “New Drug Therapy Approvals 2022", last modified Jan, 20
23, https://www.fda.gov/drugs/new-drugs-fda-cders-new-molecular-entities-and-new-therapeutic-biological-
products/new-drug-therapy-approvals-2022 120232 &7 FDA, "New Drug Therapy Approvals 2023", las
t modified Jan, 2024, https://www.fda.gov/drugs/new-drugs-fda-cders-new-molecular-entities-and-new-ther
apeutic-biological-products/novel-drug-approvals-2023.
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= AARM) 7IE oofFE SsirtEG w2 FEo A TIE
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104711’“ o} Qz Al %EOW 233 o] F 34%2 35/ TR
Al 45 dALdS 2390, &5 AIES AAS 13970 AFs %7}
o] AF 4B/A HT 4doly Aye Zoz EAHAT. =AF
71 we A E 13%7}F 371 H 3 H A5

2.2.2 M4 AL X|%d Priority Review Designation (PRD)
O M= 7R

A A AA-AMZE AEE FDAZE 670 ool 317F R
3 AR Amolth et SHAAL AES FARSIT A
G oulel o] Sl WA AL 199299 AN} AHA
,olthsl) ¥ H AFA o] ool &3 rHHr 2AlE ojok:

H =]
H =
Wi oHE Holx: A4 AKpriority review) &°f, Hau A

47) AEO|FEOIHK, 0|2 oJUAZ X BT EHa|Z X6z, 20221 32 HA|
48) Ginny Beakes-Read, Madison Neisser, Patrick Frey & Mara Guarducci, "Analysis of FDA's Accelerated App

roval Program Performance December 1992-December 2021", Therapeutic innovation & regulatory scienc
e Vol. 56(5) (2022): 698-703. https://doi.org/10.1007/s43441-022-00430-z

49) HHS, 22| 20224 9€l X2
50) Ibid.

51) MEQIAENTA, "die Fo= MZMAR AR, 20214, https.//www.mfds.go.kr/brd/m_1060/view.do?seq
=149248&srchFr=&srchTo=&srchWord=&srchTp=&itm_seq_1=0&itm_seq_2=0&multi_itm_seq=08company_c
d=&company_nm=8&page=52, 2024. 2. 9. ¥&
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17 58 "WAHo 9gxA] &tk FAIFH Y L&S FDAS] MAPP)I}
A 83l 7= H o

gelde] F48E FDA 3FAo] 1992. 9. 14.7 1992. 9. 21.9] &L=}
ddoll B Aol A BFEl H3E599f o] oJokE HANE Ti&Ete H

"= FDAT NDA, BLA ¥ 7|87} g fa4d A5 F71 A&
#AHASE AAE AET A AKstandard review)2} A -4 Al(priority review)Z
etk 7HE 2 Aol HE FDAS AAF 7IZtolth. EFE AAE 7180
10702 oA A4 = 671E ollo]ths) A4S RO
FDAZHH I gide=z XAS wolol 3o}, FDAVF AHo =z AAHT
FE Jdov BA ~Z A7 NDA, BLA =+ 787 94F FaA

g F7h 24 AE A6 AT

ro

>

N
ol oY oF O
o, i‘>‘ Lo FU[O oX,

i3

SjobEol 71E Aanch Aztd Awel Az Aekoel o
u A 7H/}j(signiﬁcant improvement) & 7 A o]
o

]
i AT An 9r e HAde dEs |
X

|2 Ayt BaY FE4 37 ArAgel gAY 4P
AR $SE FF AAEE S QTG dHA - F
JF2 T F Yok

ey $AAA Aol AU AR H74E ngsA gt w9

52) FDA, "MAPP 6020.3 Rev.2, Review Designation Policy: Priority (P) and Standard (S)", last modified June 2
5, 2013, https://www.fda.gov/files/about%20fda/published/Review-Designation-Policy—Priority-(P)-and-Stand
ard-(S).pdf, accessed Feb 8, 2024.

53) FDA, “Guidance for Industry Expedited Programs for Serious Conditions - Drugs and Biologics”, last modifie
d May, 2014, https://www.fda.gov/media/86377/download, accessed Feb 8, 2024.

54) 1992. 9. 14.2| FDA EF Metoll= ANDA § UM Hig2 MEM MEL2FH 671E O|Lf dAF 22 A67HE
O|Lf dJA} &2 S8 HIES 1994H0]= 55%, 1995 70%, 1996\ 80%, 19973 90%IHX| &8 ARFE AL O
o2 12718 O|Lf &8 § FHAE FSEIF 7|25 RUCE(Congress, “Congressional Record”, last modified Sep 2
2, 1992, https://www.govinfo.gov/content/pkg/GPO-CRECB-1992-pt18/pdf/GPO-CRECB-1992-pt18-4.pdf, accessed
Feb 9, 2024)

55) FDA, 22| 20134 6¥ 25¢ XI=E.
56) FDA, 2ol 20144 5¥ Xt&E.
57) Ibid.
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SAAATL Bk Be® AE Azd A ARE WPSAL
DeolE BFEE, FDAZL Z1@el £714 Bl we} b ojns
g@a%lvmu1ﬂﬁﬂ7ﬁﬂﬁl%}l ol FIHoR oepEe
FAY-FEAN PHAN GBS F Aol vinA o] k)

223 IIAEE3 X|™ Fast Track Designation (FTD)

HE 712

A A4S S5l YJIFES o= My 7 AAF ARE
AZ&EHA st FDAS XY AAolt 1997. 11¥9 A= TFDA
A3t S T3 HEEHY A7t HASE AT
O Xd 7|1&

ARE EE st oo e ooFEd Wastd AdZEAU

58) FDA, “Priority Review”, last modified Jan 4, 2018, https://www.fda.gov/patients/fast-track-breakthrough-the
rapy-accelerated-approval-priority-review/priority-review, accessed Feb 9, 2024.

59) FDA, 29| 2021, 20224, 2023 SA A=

60) Drug Dangers, “Priority Review Program”, https://www.drugdangers.com/fda/priority-review-program/, acce
ssed Feb 25, 2024.
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TE 20214 2022'4 20234

T 57} MefA) 5074 3771 5574
if A E E=4(B) 1871 1274 2574
H| & (B/A) 36% 32% 45%

61) 21 U.S.C. § 356(b)(1)

62) FDA, 22| 2014 58 FDA XtE R 21 US.C. § 356(b)(2)
63) 21 US.C. § 356(c)(1)(A)
)

64) FDA, “Fast Track”, last modified Jan 4, 2018, https://www.fda.gov/patients/fast-track-breakthrough-therapy-
accelerated-approval-priority-review/fast-track, accessed Feb 12, 2024.

65) 21 US.C. § 356(d)(1)
66) FDA, 2| 20214, 20224, 2023 &4 X2
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224 &4 X|EH| X|H Breakthrough Therapy Designation (BTD)
O ME 7R

712 A2¥ dgH s Z37F MY QoFEY Awm AAE
Asst7l 9@ FDAS WA meagelt. xA¥ &7, SHAAL
Y Ar2EEHT 4 vE FDAY 49 A& Eil%(Expedited Programs)
< stu=E 2012 749 "FDA b B AW, AAS T& AW HF
9]

oFF B AAFEH, 0 AL E AT

7

O X8 7|=

ATE EE 3y o]y & YEFH #Hasty AYZTSAY AW S
st AW Az HEHo] JOowWA, AJA A F7]dd FEZHQ
X5 a3/t #dEE= 5 odn 944F % A (preliminary clinical evidence) ol A]
Ao 7 Fost YriHS 17 olAto] 71E A& H"(ex1st1ng therapies)
hH] A3k HAS HoF= QofEo] XA 4 )6
O X178 &AXt

AZ M E FDAC] IND A3 ZA)o] &= 1 o|& AL QAT 4
P &

= = S end-of-phase 2 meetin
o= 2 Fg F wERow B
=]

o FDAE 609 ol 7E F=

2YeRe TP I2EEY AFPY FAR AR Johon

67) 21 U.S.C. § 356(a)(1)

68) FDA, 22| 20143 58 Xt&E & 21 US.C. § 356(a)(2)
69) 21 U.S.C. § 356(a)(3)(A)
)

70) FDA, “Breakthrough Therapy”, last modified Jan 4, 2018, https://www.fda.gov/patients/fast-track-breakthro
ugh-therapy-accelerated-approval-priority-review/breakthrough-therapy, accessed Feb 13, 2024.

71) FDA, 29| 20144 5 Xt&
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- Q% E JNE VIt & AFMet FDA HAME ZH OE JHE|

 AEMOA BIYY U AN GlO[EC] SES QI3 Y Z2IY BA HA
X0 RB U 4S5

. —TI—'(T)‘l_;L jd.alxlsenior managers E‘I’cl é:—E._:IE_l AI:IAl_xl_jl_ -ﬂ%acollaborativel EI'_‘E!'X‘”&" cross-disciplinary
A O

. ZRNE 2|CE HAIEO HEStD AEA 7t Aoty o

C BYNOR E mMEQ XEHO| mIEE B A 5 Y4AIHO|
Ot R8O 2 CXIQIE|EE XX

0 2% #8n)
T 20214 20224 20234
5 57t A=A 5074 3771 5574
g4l X2 A (B) 147 1374 97H
H| & (B/A) 28% 35% 16%
O 4 X2H vs IAEE=
Al A g5Aet HAEEY Ax H2rs = fldsh=
Ao dl-&3te JF MY HALE 7S PERK-DAR RN
T Az M & Aole AA 7lEel U=H R R
Ag5A AR ado] o HEEEHL H & HlolE 7t
n3FE g4 e s AT et Ax A AA T, F4l
A8 71 AW OiHl 4T3 Ades B & HlolE 7t
Rojok AFHATE) ESE 4l N EAZ A=A 9 24 AF
Hop g Awke] ZHA Ho AEHZHOo =2 FDASSY %7] I Y¢
F5AEd F de 7FE AFTH=TD)

72) 21 U.S.C. § 356(a)(3)(B)

73) FDA, 20| 2021, 20224, 2023 E4 Xt&E

74) lheoma Anosike, "US FDA Expedited Review Processes: Fast Track Designation and Breakthrough Therapy
Designation.”, https://www.scendea.com/fast-track-designation-and-breakthrough-therapy-designation, acces

sed Feb 21, 2024.
75) Ibid.



- 94 XA vs HAEE2H76) -

TE 4 X=zH %™ AEER XY
I A drug that is intended to treat a | I A drug that is intended to treat a
serious condition AND preliminary serious condition AND nonclinical
clinical evidence indicates that the or clinical data demonstrate the
X4 7|1 drug may demonstrate substantial potential to  address  unmet
improvement on a clinically medical need OR
significant endpoint(s) over | I A drug that has been designated
available therapies as a qualified infectious disease product
1 Intensive guidance on efficient I Actions to expedite development
drug development and review
X|’d 21} | I Organizational commitment I Rolling review
1 Rolling review
I Other actions to expedite review
XN AlM 1 With IND or after I With IND or after
Al7| 1 Ideally, no later than the I Ideally, no later than the pre-BLA
end-of-phase 2 meeting or preNDA meeting

225 MHHCHX|2H| X’ Regenerative Advanced Therapy Designation

0 NE 7

A XB5A S T8l HAH S weEl vl=2 2016, 12952
1A17] AEH, S A, "I AF, doF ¢ FHAEFH, A FAHS
AR AT $Evete] ddulol e ojokFE Ao} fAslTh
O X8 7|1&

oW efebEel AF A, BH T o Y 20 BF 3
A ANHGARATE A4 F QoW

o XUl ZX| 2 H|(M XIE XNz =& 39 HE A M= 2 =% HF,
Ol2fgt X|z E= HES A8 =8 7(I%)m)ol“ﬂ)ﬁ
- SiE 2|9FE0| AL WHS sks HEHO| X|=- 7 -2l K| 80| /U1
- A SHVL Y HEHO 2o OB ozl 5F JedE EUFE QU=
76) FDA, 29| 20144 58 Xtz
7) FDAOIM = RYHEHX| E X (Regenerative Advanced Therapy)E X4 Q| 2 M EHX| & X|(Regenerative Medicine

Advanced Therapy, RMAT)Z HHEO{ E$IstD QICH
78) 21 U.S.C. § 356(g)(2)
79) regenerative medicine therapy, 21 U.S.C. § 356(g)(8)
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AZNAE IND 2AH3 FSAld ==
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ABADARAZ ARHAN AAEEd AY Ee F4 A2A
Qo] we RE HEe we & s F, $44), 2AR 87,
gz e oz @4 AnA A4 A% 5AF A ALL
g

0 2% #g

AAARXEA] AH-S77F 7 FAolth 20233 177) A FE o]
&) 7} QT .82)

1= 20214 20224 20234
5 N He 247 307 3574
MAHTH 2H| 87t 97 147} 1774

226 oA A SEFHE flet £ AFHUT = (LPAD)
Limited Population Pathway for Antibacterial and Antifungal Drugs

0 NE 7

Meld @EAl AFNE gad FF U4 2 FHe 2
dyow AAFHI t}sy) CDCE WA wid HA 2807 ¢

80) 21 U.S.C. § 356(g)(3), 21 U.S.C. § 356(g)(4)

81) FDA, “Expedited Programs for Regenerative Medicine Therapies for Serious Conditions”, last modified Feb
2019, https://www.fda.gov/media/120267/download, accessed Feb 13, 2024.

82) FDA, "Cumulative CBER Regenerative Medicine Advanced Therapy (RMAT) Designation Requests Received
by Fiscal Year”, laste modified Dec 31, 2023 https://www.fda.gov/vaccines-blood-biologics/cellular-gene-the

rapy-products/cumulative-cber-regenerative-medicine-advanced-therapy-rmat-designation-requests-received
-fiscal, accessed Feb 13, 2024.

83) FDA, “Limited Population Pathway for Antibacterial and Antifungal Drugs Guidance for Industry”, last mo
dified Aug, 2020, https://www.fda.gov/media/113729/download, accessed Feb 20, 2024.
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FARETE Yy ookE e 4 @
A5 ToZ FEI] oA A &3l U8
LPAD AZ¥E 2016. 12€ A% 214|7] X8 o] wa} radw 23=F
oekE W FAIZH o AAHFE ALoltt AZASAY AHS 9=
2E FESS %v 5F A JAPEY vEF ogrged f-s5H
& FaA 2 FAFALY FHULE AESH stHeE A4S 53R
S}t .85)
O Xd 7|
oW A|Fo] AvFZH o7 FaV = 5 I3A JAAE AL AY
53 d ARSR1y = 9] L

LPAD A=Z=Z 37" AZ=L F 2/lolt}. o] & FHxE 2018. 9. 28.
5715l “o}g] 7o) 2 (Arikayce) ©] TF. Mycobacterium avium complex@ <13t

84) GAO, "Pathway for Approving Antibacterial and Antifungal Drugs for Patients with Limited Treatment Options
is Infrequently Used”, last modified Nov 19, 2021, https://www.gao.gov/products/gao-22-105042, accessed
Feb 20, 2024.

85) FDA, "Limited Population Pathway for Antibacterial and Antifungal Drugs — the LPAD Pathway”, last modifie
d Aug 5, 2020, https://www.fda.gov/drugs/development-resources/limited-population-pathway-antibacterial-
and-antifungal-drugs-lpad-pathway, accessed Feb 20, 2024.

86) 21 U.S.C. § 356(h)(1)
87) 21 US.C. § 356(h)(2) ® § 356(h)(3)
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2.2.7 EE|H Rolling Review

O ME 7He

oJerE Ald S7te] a3 ARE AW AFEF = Ao
olUz} 7} A1 A Ag7F FHlEHE 2 gdAHoE AE3te] FDA
HALE s A A=ES sPgpele gt g Euete
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= T
‘FAERRAIAV 9 2Tk 19973 11¥€ A¥E "FDA dUiEH .S 3l
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AR AE, dFE H O EEHl AEHAT0N  f-Euyee

NH AeA wmE AAAIBNEA AF AF]
sick. ok, ¥ AH AAE B 2YLRE
Woh 2gene} g Axs @7 ol @slok gk,

©
o
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O

O 2l& 2%t

AZEXNTE FDASFE] A NDA QQ(pre-NDA meeting) B 2 }

% 3] 9(end-of-phase 2 meeting)%2) W FDAZFEH oH] 7]
(preliminary Agency agreement)*% E&joF 3dlch, o] 3o A

FDAE AFEA 9F HolH ANDA AR Ag5¥E AE A7
Mol Bell =239

88) FDA, 9| 20204 8€ 5¢ Xt&E

89) Ibid.

90) 0] &S OC|o= EF2|Ret=s Tl XM= SiCh 2ToHA| G2 WAEE HF2| o7 HEAM HAY
ozt M=o gofM S22l /HES 2ot ULt 21 US.C § 356(d)

91) 21 U.S.C. § 356(d) Review of incomplete applications for approval of a fast track product

92) YA XEMNE 24 B8 = 2|9 Al BH2 HMZCL FDA “Guidance for Industry Expedited Programs for
Serious Conditions — Drugs and Biologics”, last modified May, 2014, https://www.fda.gov/media/86377/do
wnload, accessed Feb 18, 2024.

93) Ibid.

(D=
r
e X met ofy
i 10 oxl

>
2,

_23_



2gehetn A
32 AAE bR

i3
Ao EslE W FA Aoz 4 23soF st

}ds FH7E AHA AFE el uiAER B SRV EFT
gisojor 2R AlFET. T3 FDAYE F7F AAHAM IdRE
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2.2.8 S T1% Animal Rule
O ME 78
Aol A A i

A HNAY 74 e ded F e A=, I
3L
¢}

WA EE 8 B O dp A Awe FERA, %7 4R
ZRoA v FRETN T ol dF HSHBL wEHE ATE
$2H A 943 BE AEA AL gREAE oY 3L
AEF PFANY UAL AL W ol SRUAM AT ANAE
Y BAol Ave =HAJE BAE HaHolodA PPAPe]
Bleleh % BRF dFEYAls Byskn Awel oFrhe gloke
247} ek

o]l2 3|Ast7] s Aol 2002. 5. 31. AWFAHoE AFH ‘FE
TER T TE APS F QoA
gREd ol ZARE JYFS °

39RE APHE rAdy 2 2E AP oty @I, 0 wet raw

94) lbid.
95) Ibid.

96) FDA, "Animal Rule Approvals”, last modified Aug 2, 2023, https://www.fda.gov/drugs/nda-and-bla-approva
Is/animal-rule-approvals, accessed Feb 20, 2024.

97) 21 CFR § 314.600

98) FDA, "Animal Rule Information”, last modified Apr 20, 2023, https://www.fda.gov/emergency-preparedness
-and-response/mcm-regulatory-science/animal-rule-information, accessed Feb 21, 2024.

99) 21 CFR § 314 Subpart I Approval of New Drugs When Human Efficacy Studies Are Not Ethical or Feasible
O 782 HMEZ2 Rado et &2 e AUCh AHE2 OE oA4F0 HEE = §49 82 WELt

L OO
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AE ook 2 FAEH Y OFE A AY WAl A
v} 5] )t} 100)
O A 72|
FDAE 37} AAFAA7E =& Ad dHolHE A=3dH =49
HejAglgrs 7|Ho] FESHA B HEA, 55 AT HI/PHSV)
AA FIdAF A=A T U9 JIFS 1YHste Al# U}
o X = AA 3T} 100)
. SZ0| SM0f CHst HEfME|SHR 7M1t HEo| ofgt S ARM ZtA FZubt
ste|do =2 olsie £ Qofof &t
o AIOAIM OEE= 2SS LIEHE & O|M9 SE Z@@E = &2
ASsloF SHALRIO| HIZS 0|5 4= YA =2 & EM3El 58 ZES
OESte T S5 SoM 2utE 85ste 4= A Q)
. T2 O HIERI MZEE SN, FQ Oo|EE ognr Ze oMt
HatstH HBE|o{oF Bt
o =1t AFROIMCS| HE AZEHY Sl AHSHY [IO|H-FE 52 Sl A
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giE BAudE He
Agolth. obx AwsA ghe

718 oo EANL ALE AL

el TF 9 VIEWS FHSHEA AAE HH AR B &4
HAaolM ‘A5 H24 AR #d 33 Fo 7I3te] MHsge FET
TAA7F AL adkFe) FaEAd B HaF dnl 4F T T
AT FAesh= B AR wRlo] o] Fo]x 210

TE AE: AR Yo 2EM= AXE dd & Hod] A%t A
AojofFol WLHIL Q=A obdA AfepEe] HSHOoE JhEHA|
B B, s oerEe] AR 54 AR ASSH U §EE
AEE 5 fle ol of|l A&l T ool EE 4 A=A
AB|F ofefFol AGAIA Folstd A& W FAL dlT ddAIA
TEE & gle olff §5 FDAd AEsfoF 3t

210) 21 CFR § 312.310

211) O A=A FDASH IRBO| 22 501 152, 52 O[LHo Hzf HMEsof HE MFE AlZMo= HZdOoF BiCt.

212) 21 CFR § 312.315(a)(1) EYO|L} HEf7F HE FHiM A2M7F LA EE Qo 2XtE 28 &= gl
OloFZ 0| JNELEX| e Z

213) 21 CFR § 312.315(a)(2) ST o|FEZ0| LAAHO
Hot EX7F LAAE Eojg

1

B QAR S o%Fe| X2 =4 AES 2
, ERRel SE7E A Fol HEo|LE Y EA et
O OHFEIAALY, PSAIY 7[20] X2 Hez H

(==

2
et
RS

Ju 2

CIEALL S8 7182 $5 Ol A
Zot7| OfE7] WEo| YA Folg + 8l
214) 21 CFR § 312315(2)(3) (i) o 2|%=0
oto] AlEE & Qe 7| o7t oj%EQl

S 7 =
2 o8} ALZE 4 g 7| 87t QIABI SUS BH

215) 21 CFR § 312.305(a)
216) 21 CFR § 312.315(b)
217) 21 CFR § 312.315(c)

Ot
4o on mln g
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2E 59 71F 9ol GNP A, AB &7}, HY-fEY FAY
s 2 Wy gt B o e AR B A 5L
W % gk
O YRAIE Al
o X2 B A8O HSFOE A {712 wI| Yef INDE S8 YYAIH
30| 9 e =
o BE YA ARE YL
O Al 37}
o AENTH K2 B ALSI BUS HISO| B AT SIS %) Y8 B3
Moz wEetn 9l E°

| Stieh 2Ear A 32, 1 MES e S=o AT S-
rad 24H gy SH As 8R(Ed 3¢ HOIH, gL 259

D2 Qs WY BUE FQ, MHEoR
N STt YUAEE o%=0| =E S=0f

Phase Il

Single-patient expanded access requests (emergency and non-emergency) can generally occur during or after phases I, I, or ll clinical trials.

intermediate expanded access requests are generally initiated during or after phase |l clinical triais.

Treatment expanded access requests are generally initiated during phase Il
clinical trials or once clinical trials are complete when a manufacturer is
pursuing FDA's approval for marketing in the U.S.

218) 21 CFR § 312.315(a)

219) GAO "INVESTIGATIONAL NEW DRUGS: FDA Has Taken Steps to Improve the Expanded Access Program
but Should Further Clarify How Adverse Events Data Are Used”, last modified Jul, 2017, https://www.ga
0.gov/assets/gao-17-564.pdf, accessed Feb 22, 2024.
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O X2 2% A8 HH

1Z4sl AWS AG-EUEHY -5 5o JdAAFE oekEs o
A ol Azt Ae A dFFS AT A8l A= 57
A 24 BhUssE 38 FYsn oE Yo 4 B 5
UA FAEoF FTh220) o] HPol= AAZR-FEFIHA dEHAH HH
AXE BH AME BE a3 AR AAZREIAL A B9
24¢ Hhugas J1E AAZ-FEAA} AT 830 HFsE
A FAshed Bed oY /% aXR BH A Y Pus)
2EHE A B4 stolHE A e Ve FAEY Fol T3E oo
?_1:]-_221)

O 2% g

3d FA ‘Am FHAH AN A AFe F 1427872 E 1F 99%<)
14,0797 0] S Wtk 7B BL HE9 AHLS 19 8 A=
=24 AR IND(©@, @-1)e.2 A <<l A9 98%°]t.222)

AR S AS SRS S -  SUAUS/MFUS
T2ESE IND
o @ ®-1 ® ® @ @-1 @ ®
= Individual | Individual | Interm | treatm | Individual | Individual | Interm | treatm
(non-eme | (emergen | ediate ent (non-eme | (emergen | ediate ent
rgency) cy) rgency) cy)
CDER | 10/10 10/10 | 26/26 | 18/19 | 1014/1034 | 1776/1779 | 4/6 2/5

2020

CBER | 23/23 40/41 9/12 0/1 126/137 | 6285/6292 | 24/25 | 12/14

CDER | 16/16 20/20 16/17 | 11/11 | 876/880 | 1035/1040 | 4/6 2/2
2021

CBER | 18/18 49/49 1/3 1/1 125/125 | 212/216 5/5 0/0

CDER | 25/25 8/8 16/16 | 10/10 | 1133/1143 | 789/789 | 25/27 1/7
2022

CBER | 26/28 29/29 4/6 0/0 | 166/181 | 265/283 | 4/5 1/1
oy | 1AOTY 3440/ | 10362/
=SA 14278 118/120 | 156/157 | 72/77 | 40/42 3500 10399 66/74 | 24/29

220) 21 U.S.C. § 360bbb-0(a)
221) 21 US.C. § 360bbb-0(c)

=

X (b)

222) FDA, "Expanded Access (Compassionate Use) Submission Data”
w.fda.gov/news-events/expanded-access/expanded-access-compassionate-use-submission-data#CDRH,

essed Feb 17, 2024.
223) Ibid.
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Zolth E O HFE2 A} AR T E VIR ofekFo] AMGEH AT
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St 2R AE AR AL B9 FA=AE vAfes Aol

AP A F2AE A FrF AL AR A PFsix] g
234 X5 JHE| Right to try
O MHE 71

2474 ok FDASl A% &)7ks 0
< & 5 JA de ZzaYPolg. FHoE
£S5 AASEA AldsH 04225 2018. 5. 30.5- =
HEH 1(Trickett Wendler, Frank Mongiello, Jordan
McLinn, and Matthew Bellina Right to Try Act of 2017, P.L. 115-176)= A3,

" AE, okE g FE ¢l WY 2AS A
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e
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A2 57 g3} el FDASH IRBY 49l ashA o} #4, 94,
} o ARNEE dFES ST F Ak

BA47k oAbt AEe SW A 9FAFE SdE AR

Helg Wk oW eibE B JF AT 4RI, AiE
DI BE dFES AT P} AF £ PG %S B

224) GAO, ol 2017. 7¢¥ Xt=&
225) 2014. 58 ERE=FI NS FoH) HERZ =D oz A HE M HHMNK| T 3871 FEH)7t LB}

H-d
RALE. [PBS, “Right to try' law gives terminal patients access to drugs not approved by FDA", last modifie
d June 21, 2014, https://www.pbs.org/newshour/show/right-try-law-gives-terminal-patients-access-non-fda
-approved-drugs, accessed Feb 20, 2024.] [Jacqueline Howard, , "What you need to know about right-t
o-try legislation”, CNVN, last modified May 29, 2018, https://www.cnn.com/2018/03/22/health/federal-right-to
-try-explainer/index.html, accessed Feb 20, 2024]
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EE 710 TFHI ALY ¥ AR ATH #ARE YALE
5o FES FoAwe & Jud gwh, ARt FANRE FFE
As oS BkS v vi=EA] S HE Y= glvh220

© M O| At @ 2A%E S 2% | Az (R|2AAp
3 (@R} 7| — il b,
2._"1" > <= =) > (X'”_é_ =4 %‘—'T
_ S/ T _ - 04I:| 745)
@ %E £0f HE) ® A%E HZ T B

- 4= fgctes 2YO| 2Rt TIEE2 Bhij22e)

« S7tR2 2= X=2HE CF AASS 2D 'HA9 dYAeE 2%s 2H
Ao Folg & BlLta oA Qg st 2hXt229)

« QAOIA Mo AYAHE 2lE BT dLAE ME oM ME AL

14 QAR dEse B 089 a8 BEdE ookEe AHE
tdoltt. HEANAE ol& AHAY UFAIFE o eFF(eligible investigational
drug) . =2 =] o] sk}

« OFA] AlZH {715 BA|l B2 M=
- M BT MYME MES ME E= Ot FEAE S MF

O
- JHE-d40] T SO|0, M=o s S
| B2 A=231

226) FDA, "Right to Try", last modified Jan 23, 2023, https://www.fda.gov/patients/learn-about-expanded-acces
s-and-other-treatment-options/right-try, accessed Feb 20, 2024.

227) 21 US.C. § 360bbb-0a(a)(1)0llM= B4 2tA(eligible patient)? 0= F|5t1
228) 21 US.C. § 360bbb-0a(a)(1)(A)
229) 21 US.C. § 360bbb-0a(a)(1)(B)0ll 2 QJAH= () QJAF BB] 7| E& YUB|ZEEH A XHAS FX|3}

Cf.

=

1 AE QAOIEAM SHAHE Q1T ot At BEHHM MEYANZEE AHEY 242 ©X| Y= XO0[0OF BiLf
230) 21 US.C. § 360bbb-0a(a)(1)(C)

ST
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, Ed EE AR FFEe]l ZdEojof §ha) FDA
e gokME QEY AlolEd] A EjoF FHTE23) 2018
5EE 2022 12€7hA] F 12739 ARg-o] HilE 0Tt

AT

e, Hl@ete A2 AFDAS X5 HF AR FAE&o] 99%°l
G5ba236) F5 Aol 2 AIZE el A FRlo] o]FoA= F
Ao & A7 glemaddAgds oekEe 4435t HEEE
AAA %7l Wi HART $Fe] © Al AFDAY HE
el Al Heojus 5 HASe A= glokar ZFx3Hr237)

231) 21 U.S.C. § 360bbb-0a(a)(2)

)

232) 21 US.C. § 360bbb-0a(d)(1)

233) 21 US.C. § 360bbb-0a(d)(2)
)

234) FDA, “Right to Try Annual Reporting Summary”, last modified Sep 29, 2023, https://www.fda.gov/patient
s/learn-about-expanded-access-and-other-treatment-options/right-try-annual-reporting-summary, accessed
Feb 20, 2024.

235) Vijay Mahant, 2020, ““Right-to-Try" experimental drugs: an overview.”, Journal of Translational Medicine,
18, Vol. 253 (2020). https://doi.org/10.1186/s12967-020-02427-4

236) Jacqueline Howard, "What you need to know about right-to-try legislation”, CAN, last modified May 2
9, 2018, ,https://www.cnn.com/2018/03/22/health/federal-right-to-try-explainer/index.html, accessed Feb 2
0, 2024.

237) Vijay Mahant, 22| Xt&
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0 AHE 7R
958 A X (compounding)TF A AL ACFALSY] ZAESlO] = A}
AQJA} e ALFAA (outsourcing facility) oA QekE A8 E
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238) Right to Try Clarification Act (H.R.1825)
239) LSD, CHORE, HAAE{AIQL 20| oJatd =7t gln &8 7ts50] 2 AZ0[Ct (DEA, "Drug Schedulin
g", https://www.dea.gov/drug-information/drug-scheduling, accessed Feb 20, 2024)

240) FDA, "Human Drug Compounding”, last modified Jan 26, 2024, https://www.fda.gov/drugs/guidance-com
pliance-regulatory-information/human-drug-compounding, accessed Feb 28, 2024.

241) Ibid.

242) BXLO| A E=XO|X|Bt MALH|7t MAt=SHA| QboF Q|27 |RolLt 4=0iA AY HESH 3o AAES
|:||-'5|.|:|.
= .
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JFAEL 2024, 29 VE F
AlelM AHEE e dEYYE 83
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o 7]l Fgalok st USPY o= BrEd XA A=
of gtth. Axref USP, NFel gl Ad&Eoletd FDA s|7ts e
o] AJE-olojof F}, L3 AUSP, NF 18]l FDA 3|7} 2| ek# 9]
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TAE AEolofoF Fhrt
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97N A AAZ, FF P FDAY BE JoFE EEof
SIE olokE YROIAL AFDATF REY AXE 93l 3T ARIFE
220 £AE Holojor drhaw)

) 21 US.C. § 353a
) QFAIH F =& rDrug Quality and Security Acts (DQSA) (P.L. 113-54, 2013. 11. 27)0f 2t AIME|UCE
245) 21 US.C. § 353b
246) FDA, 20| 20244 18 26Y X2
247) Ibid.
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2.3.6 FHLiCE Mol £~ =1 Section 804 Importation Programs
O MHE 7He

FDAS A# #7b8 wA %S A wF o]gle T e

JerEe WEoE st AANE AAsA AV the, FDAY)
F9g wow FDA Wl Feltety 5 Tzt AR
F4T & Qe A9"9 AAUBel Ay 4F, J%F U
FA4EH, 0 FAH] ATk olF EYF olFE WT Agoto] ThE
Ueb ol IbE Y BAE sy AgAd, el s
A% 3

S ZlEREY deE 9L HEFoRM AW AL
gH3tH e Zoltt 2003 THtiA o] Ak, A L
Prescription Drug, Improvement, and Modernization Act of 2003)% E3) rawt

NE, obE 9 SAEY, 0l A AT

AFolal AZYY B YK (Health Canada) & 5 A%
Product and Food Branch) 3|7} A|Folojof 3t} 249) = w|mrof| A Al
U Aok Ayt AL HAS u|gith2s0) Ayttt o] =7te

AEM el =9 AAAMEIP proposa)E FHAEte] FDAC] A|&3=

248) 21 US.C. § 384 Importation of prescription drugs

249) FDA “Importation of Prescription Drugs Final Rule Questions and Answers Guidance for Industry”, last
modified May, 2020, https://www.fda.gov/media/158659/download, accessed Mar 4, 2024.

250) 7HLtCHS| PMPRB(Patented Medicine Price Review Board)= 1987HSE HLCH L £ 2|tE 7t40[ 1t
E5HK| =S At ULk PMPRB= 2|9fF 7tHE2 HETH £ ItESiCtn THERSHHE ESAXOA 2
AEoz 2 =1 o0 ot sFH 7S ZHSI0 ofF /H4S HFEE FHL + ULL 0/
m2f FHLiCH Q[fEE 7HA2 O|=9| 28% E= 46% T A2 ZALE|RUCH (https://www.kff.org/medic
are/issue-brief/10-fags-on-prescription-drug-importation)
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3l (degradation) HAF P 7|FE-7E HYg o
l EE sgjoF 3t 1 ZAdE FDAS HE
212ke] A9 1SO 17025 21
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o Ao v 4 mek ohAl shaeslelol @k
A= Section 804 % ZTEZIaH wz} ?Hl/]-l:]—il:ﬂ—lﬂ o] A=
FRATE hgel FA HAHCll BT ohgd FARE ¥A
AR 5SS FDAS AxGA BRoF 311, 2EZXE 4 ol 5

%
LA B FdEe dSsl ok vk

o)
2

H

2, oo o

HE A o)y AA HE&H At 2024 1. 5.2 Z2ET F(M)
DAEFH W 5l 170]th.256) oju gt Aufefs AAl dwht

397} F e el
FAsEE AQA 5 AR ARE FDAS F(H) 4% BT oA
FASHA %3 gt

H S FDA <1< AR, Z2d0 FUHN)7E 24 ddFs 92
T A=A 3elF ogHdr Y. WA, "= A3 (PhRMA)7E Pl=
AF71Fe) AT oS AsHE o= o BH AAl W, 2FS

7 A

255) “[This drug was/These drugs were] imported from Canada without the authorization of [Name of Applic
ant] under the [Name of SIP Sponsor] Section 804 Importation Program.”

256) FDA, "FDA Authorizes Florida's Drug Importation Program”, last modified January 5, 2024, https://www.fda.
gov/news-events/press-announcements/fda-authorizes-floridas-drug-importation-program, accessed Mar 4,
2024.

257) Foley, "FDA: Major Policy Shift Authorizes Florida's Plan to Import Drugs from Canada” last modified Jan 11,
2024, https://www.foley.com/insights/publications/2024/01/fda-policy-florida-plan-import-drugs-canada/, accesse
d Mar 4, 2024.

258) Cooley, "FDA Greenlights Florida's Proposal for Importing Prescription Drugs From Canada”, last modifie
d Jan 11, 2024, https://www.cooley.com/news/insight/2024/2024-01-11-fda-greenlights-floridas-proposal-f
or-importing-prescription-drugs-from-canada, accessed Mar 4, 2024.

259) Health Canada, "Interim Order Respecting Drug Shortages (Safeguarding the Drug Supply)”, last modifie
d Nov 28, 2020, https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enfor
cement/importation-exportation/interim-order-drug-shortages-protecting-supply.html, accessed Mar 5, 2024.

_58_



3. O|=9| ozHE 7= U3

31 2|EHE BF 8 =217
3.1.1 ik ST AIE X

0 HE 7R

AZGATE JFE Bue FASEE Aol o]F FDAY] FASE
%
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s W E RS ZAE sEsy] As o] We A u%
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He&s #Fa o a8y o] He T4 gFE e AxdAE 2
SefkF ] ‘FLY AxGAR Adsta JS B oy wFA A
AA FE= U7 ol dE4 RS s Heto] . Frh20)

] 2012. 79 AAE TFDA °¢Fd = FHAIH o]
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S R L
A7t B1BA @ A% FDAY Am AF B 2

= A, Az
AzPAe] HER A FDAZ 321 o F 1§
s dst7] 918k A& &7 AL 8 Fol 3 AT.260)

ERE 2020. 3¢E AFE "ERunboly s A9, FE B BALGEW,
(Coronavirus Aid, Relief, and Economic Security Act, CARES Act, P.L. 116-136)01]
wet ra AFE, doE B FAAFER 0l v AR EAEH,
AxJA2A7E AL ol dB5oleFF@ar), THA BIGAE el
T3 oekE Sol FrhHERflA, AxRdAe A9 #E A F(Risk
Management Plans) 70 9 A3 o F7} AE = o

260) C Lee Ventola, “The drug shortage crisis in the United States: causes, impact, and management strategi
es." P& T : a peer-reviewed journal for formulary management Vol. 36(11) (2011): 740-757.

261) £9| O o= SXl 0= FDAZt Q¥E B0 &3t 2OME OfE 38 319N &8 EH-us- =

S U5 Pl ot oUHX|- Y - ENEE St= 70| A UL
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262) 21 US.C. § 356¢(a)

263) FDA, "Notifying FDA of a Discontinuance or Interruption in Manufacturing of Finished Products or Activ
e Pharmaceutical Ingredients Under Section 506C of the FD&C Act Guidance for Industry: DRAFT GUID
ANCE", last modified Feb, 2024, https://www.fda.gov/media/166837/download, accessed Feb 5, 2024.

264) Ibid.
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g Amount of Listed Drugs and Biological Products Under Section 510()(3) of the FD&C Act Guidance for |
ndustry”, last modified Feb, 2024, https://www.fda.gov/media/175933/download, accessed Feb 27, 2024.)
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290) that was manufactured, prepared, propagated, compounded, or processed (21 U.S.C. § 360()(3)(A))
291) 21 US.C. § 360()(3)(A)
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)
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2020. 8¢ EYZT thEsHL F=299 2L AL #adw
spobA - B2 A - H(EBRN) A B A AT HEo] Fad
I 22 FF (Essential Medicines) B 2] 5 t-8-A] 3 (Medical Countermeasures)
158 E3F(Critical Inputs)(o]dt DFolekE 5)9 U] AA-F3 7|HES
13t 9= u]]sl SELE Zo]y] 9&] FAWH2949L WE P
o 7]ol= FDAS HFoobE 5 52 Ao] XFEATh oo 2020. 102
FDAE 87} 9 A4g Fv AP BgFor AT 5
detroz WeH <JFE-olmryl 5 3BAF MY LESAES
)

sefete] FlMsolotE A Awe} FARET,

L

p

IN MM USE
ORUG NAME® DOSAGE FORMS CRITICAL INPUTS ONLY

Drug Category: Gastrointestinal Agents

Famotidine oral / IV API only

Lactulose liquid AP only

Loperamide oral API only

Pantoprazole IV AP only

Drug Category: Anticonvulsants

Phenytoin IV AP only

Levetiracetam oral / IV AP il

O 8 7129

A=) |
s, IAE AAHAA ﬂﬂ]i EJ%/\]?—:J - 9}—5—
7FE e AFo] EFFHJoU AVH vhd AP -dwr oJekE
S

294) White House, “Executive Order 13944—Combating Public Health Emergencies and Strengthening National
Security by Ensuring Essential Medicines, Medical Countermeasures, and Critical Inputs Are Made in the
United State”, last modified Aug 6, 2020, https://trumpwhitehouse.archives.gov/presidential-actions/execu
tive-order-ensuring-essential-medicines-medical-countermeasures-critical-inputs-made-united-states/, access
ed March 5, 2024.

295) FDA, “FDA Publishes List of Essential Medicines, Medical Countermeasures, Critical Inputs Required by E
xecutive Order”, last modified Oct 30, 2020, https://www.fda.gov/news-events/press-announcements/fda-
publishes-list-essential-medicines-medical-countermeasures-critical-inputs-required-executive, accessed Mar
ch 5, 2024.

FDA, “Criteria For Identifying Human Drug and Biologic Essential Medicines, Medical Countermeasures,
and Critical Inputs for the List Described in Section 3(c) of the Executive Order (EOQ) 13944", 2last modi
fied Oct 30, 2020, https://www.fda.gov/media/143407/download?attachment, accessed March 5, 2024.

297) HHS, "Essential Medicines Supply Chain and Manufacturing Resilience Assessment”, last modified May 2

296

N
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-84 (Qualified Countermeasures), 472 HAHW = [P A|F(Qualified

Pandemic or Epidemic Products), Ht EH%:H(SGCUI'ity Countermeasures) of sFsh=

FDA &7} ejobgo] THHQUL ‘F8 BFL BiejopEs o2 gAE

Azo] oz &4 AR, ¢ 54, 7E BESE, ooEY FeH
3

ARG A e vAE AF BA4S e =% FA HAH

Yook 5 B2 Ao g A-T Yab-FFo] FUleA dE
weby PFWFLE FDAZE 55 FA BF g5 dF S AL
7Hsh, ST A8 siAs Ss A de V1dd YIRS
st glow AWARIE AFoeE & 22 A vE AdE AES
ZEER = 9, vE 19 B T Age A2 A 5

2 A 8 A ).299)

(23] B5YFE 5 2=2)

Gastrointestinal Agents Famotidine, Lactulose, Loperamide, Pantoprazole
Anticonvulsants Phenytoin, Levetiracetam
Antiemetics Ondansetron

Alteplase, Apixaban, Aspirin, Ticagrelor, Enoxaparin, Heparin, Protamine,

Anticoagulants / Antiplatelet Vitamin K, Andexanet alfa injection, Argatroban

Antimetabolite Hydroxyurea
Chemotherapeutic Cyclophosphamide
Antihistamines Diphenhydramine

Adenosine, Atropine, Amiodarone, Amlodipine, Diltiazem, Esmolol,
Furosemide, Hydrochlorothiazide, Hydralazine, Labetalol, Mannitol,
Metoprolol, Nitroglycerin, Nitroprusside, Dobutamine, Phenoxybenzamine

Antihypertensives /
Cardiovascular

Anti-malarial Artesunate

Amikacin, Amphotericin B, Ampicillin, Azithromycin, Cefepime, Ceftazidime,
Ceftazidime-Avibactam, Ceftriaxone, Clindamycin, Daptomycin, Doxycycline,
Anti-Microbial Fluconazole, Micafungin, Linezolid, Levofloxacin, Meropenem, Metronidazole,
Piperacillin / Tazobactam, Penicillin G, Rifampin, Trimethoprim/Sulfamethoxazole,
Vancomycin, Voriconazole, Tobramycin Ophthalmic solution 0.3%

Psychiatric Agents Haloperidol, Benztropine, Olanzapine

Antipyretics Acetaminophen, lbuprofen

Analgesics Codeine, Fentanyl Hydromorphone, Morphine, Lidocaine/Epinephrine

Antiseptics / Disinfectants Chlorhexidine, Povidone-lodine 10% Solution, Topical/surface alcohol-based sanitizers
. Acyclovir, Valganciclovir, Foscarnet, Oseltamivir, Peramivir,

Antivirals Darunavir/cobicistat

Ophthalmic /Glaucoma Timolol Maleate Ophthalmic Solution 0.5%

Pulmonary Albuterol, Ipratropium Bromide, N-acetylcysteine, Surfactant

Chemotherapy / Immunosuppre

i 7 T e S Tacrolimus, Mycophenolate Mofetil

human granulocyte
colony-stimulating factor

Filgrastim

022, https://aspr.hhs.gov/newsroom/Pages/Essential-Medicines-May22.aspx, accessed March 5, 2024.
298) White House, 22| 2020d 8% 6% HHIEH
299) FDAS| A2l FE 5§ S5S W2l A= HREES| 2
HEF?IE, 7HE|E2’§HI st 22 9777 ZHE

2 AZROIAUE(APNOICE OF23 O] FE=
il #1 50|ME= OlE Helstn Fals r AL
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Anticholinergic Secretions

Glycopyrrolate

Dialysis Agents

Continuous Renal Replacement Solution

Glycemic Control

Glargine, Insulin regular, Dextrose 50% Injection

Paralytics

Cisatracurium, Rocuronium, Vecuronium, Succinylcholine

Reversal Agents

Glucagon, Flumazenil, Methylene Blue, Naloxone, Sugammadex, Fomepizole

Sedatives / Hypnotics

Dexmedetomidine, Etomidate, Ketamine, Lorazepam, Midazolam, Propofol

Anesthetic

Isoflurane

Malignant Hyperthermia

Dantrolene

Steroids

Dexamethasone, Hydrocortisone, Methylprednisolone

Endocrine Levothyroxine, Propylthiouracil, Zoledronic acid, Desmopressin acetate
Vaccines Rabies Vaccine, Tetanus Vaccine
Vasopressors Epinephrine, Norepinephrine, Phenylephrine, Vasopressin,

Volume Expanders

Dextrose 5% Water, Dextrose 10% Water, Lactated Ringers (LR), Sodium
Chloride 0.45%, Sodium Chloride 0.9%, Sodium Chloride 3%,

Calcium Gluconate, Magnesium Sulfate, Potassium Chloride, Sodium bicarbonate

GERITES 5% injection, Thiamine, Cyanocobalamin 1000 mcg ml, Sodium Phosphate
Nutrition Intralipid 20%, Trophamine (AA for infants), Zinc, Cupric Chloride
Other Octreotide, Hemin for injection, Anticoagulants in Blood Bags and storage

solutions

Blood and Blood Products

Source plasma, Transfusable Blood Components: WB, RBC, Platelets,
Plasma, Cryo, S/D Plasma (Octaplas)

Fractionated Plasma Products

Albumin, C-1 esterase inhibitor, Factor VII, VI, X, XIll products, Activated
Factor VII, von Willebrand Factor, Protein C, Antithrombin, Anti-inhibitor
coagulant complex, Fibrin sealant products, Prothrombin complex
concentrate, Fibrinogen products, Thrombin products

Immune Globulins

Immune Globulin

Hyperimmune Globulins

Botulism immune globulin, Rabies immune globulin, Tetanus immune globulin

Animal-Derived IG Products

Anti-thymocyte globulin products, Black widow spider anti-venin
(Latrodectus mactans), Botulism Antitoxin Heptavalent (A, B, C, D, E, F,
G) Equine, Centruroides Immune Fab (scorpion), Crotalidae Immune Fab
(North American rattlesnakes), Crotalidae Polyvalent Immune Fab
(rattlesnake, water moc, cottonmouth), Coral Snake Antivenom (antivenin)
(Micrurus fulvius), Digi Immune Fab (digoxin)

Unapproved Drugs Initiative

Potassium lodide - OTC for Radiation Emergency but also could be used
thyroid storm, Activated charcoal - not approved, Selenium

Chemical Threat MCMs

Atropine Al, Diazepam, Dual chamber atropine/pralidoxime Al - See
Antidote Treatment Nerve Agent, Autoinjector (ATNAA - DoD) and
DuoDote (civilian), Hydroxocobalamin, Naloxone HCl Al, Pralidoxime
chloride & Al, Pyridostigmine bromide, Sodium nitrite, Sodium thiosulfate

Radiologic-Nuclear Threat
MCMs

Calcium diethylenetriamine pentaacetate (DTPA), Ferric Hexacyanoferrate
(Prussian blue; Radiogardase), Pegfilgrastim (Neulasta), Sargramostim
(Leukine), Zinc diethylenetriamine pentaacetate (DTPA), Hematopoietic
Progenitor Cells- Cord Blood (HPC-C)

Biological Threat MCMs

Amoxicillin, Ciprofloxacin HCI, Imipenem, Levofloxacin, Moxifloxacin HCI,
Obiltoxaximab, Omadacycline, Raxibacumab, Tecovirimat, Adenovirus Type
4 and Type 7 Vaccine, Live, Oral, Anthrax Immune Globulin Intravenous,
Anthrax Vaccine, Adsorbed, Botulism Antitoxin Heptavalent (A, B, C, D, E,
F, G) Equine, Botulism Immune Globulin, Cholera Vaccine, Live Oral,
Dengue Tetravalent Vaccine, Live, Ebola Zaire Vaccine, Live, Japanese
Encephalitis Vaccine, Smallpox and Monkeypox Vaccine, Live,
Non-Replicating, Plague Vaccine, Smallpox (Vaccinia) Vaccine, Live, Typhoid
Vi Polysaccharide Vaccine, Typhoid Vaccine Live, Oral Ty21a, Vaccinia
Immune Globulin Intravenous (Human), Yellow Fever Vaccine, Inmazeb

Pandemic Influenza MCMs

Baloxavir marboxil, Zanamivir, Influenza A (H5N1) Monovalent Vaccine
Adjuvanted, Influenza A (H5N1) Virus Monovalent Vaccine Adjuvanted,
Influenza Virus Vaccine, H5N1

Burn and Blast Injuries

Bacitracin, Bacitracin / Polymyxin B, Oxycodone HCI, Silvadene (silver
sulfadiazine), Transfusable blood and blood components, Anticoagulants in
Blood Bags and storage solutions

COVID-19 (Material Threat
Determination in place)

Tigecycline
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303) Ibid.
304) Ibid.
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306) Ibid.

307) https://www.ashp.org/drug-shortages/current-shortages/drug-shortages-list?page=CurrentShortages

308) ASHP, “Drug Shortages Statistics”, accessed Mar 1, 2024, https://www.ashp.org/drug-shortages/shortage-r
esources/drug-shortages-statistics,

309) Ibid.

310) ASHP, "SEVERITY AND IMPACT OF CURRENT DRUG SHORTAGES", last modified June, 2023, https://www.ash
p.org/-/media/assets/drug-shortages/docs/ASHP-2023-Drug-Shortages-Survey-Report.pdf, accessed Mar 1, 2024.

311) FDAQ| 42 2022 3Y X[&X BEZEF OAE =7} 867H= ASHPR} 3H{ Xt0|E EQICE
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324) Homeland Security and Governmental Affairs Committee

325) Homeland Security Digital Library, “Short Supply: The Health and National Security Risks of Drugs Short
ages”, last modified Mar 2023, https://www.hsdl.org/c/abstract/?docid=876660, accessed Feb 15, 2024.

326) Ibid.
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AEZ 2022. 12. 29. AAEAUL. o] HL :Z1}H9 o]|F M9 FH]
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341) The Prepare for and Respond to Existing Viruses, Emerging New Threats, and Pandemics Act (P.L. 117-
328, 2022. 12. 29.).

342) CRS, "PREVENT Pandemics Act (P.L. 117-328, Division FF, Title I1)*, last modified Aug 15, 2023, https://cr
sreports.congress.gov/product/pdf/R/R47649, accessed Jan 15, 2024.
343) lbid.
344) 2023. 7. 21.5.2 OPPR (Office of Pandemic Preparedness and Response Policy)0| 4 ZH3}I ULt
345) Advanced Research Projects Agency for Health
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349) CRS, 2| 2023 8¥ 15¢ %=

350) Section 2401: Warm-base manufacturing capacity for medical countermeasures

352) Pandemic and All-Hazards Preparedness Act (PAHPA) (P.L. 109-417)
353) CRS, %9 2023 8¢ 15¢ A=

354

)
)
351) Biomedical Advanced Research Development Authority
)
)
) lbid.
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355) Section 2402: Supply chain considerations for the Strategic National Stockpile
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360) CRS, %2 2023 8& 15¥¢ Xt=

361) Section 2403: Strategic National Stockpile equipment maintenance

362) CRS, 99| 20234 8¢ 15Y Xt&
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368) CRS, 22| 2023 8& 15¢ X&

369) Section 2407: Action reporting on stockpile depletion

370) CRS, 2| 2023 8 15Y X2

371) Section 2408: Provision of medical countermeasures to Indian programs and facilities
372) CRS, ¥2| 2023 8% 15Y itz

373) Section 2409: Grants for State strategic stockpiles

374) CRS, 99| 20234 8¢ 15Y X2
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