Ol OTC Monograph Reform

0= OTC(over—the—counter)
Monograph Reform

2020. 8.



5 X

1. OI=229] OTC MIZ= O1TF ] HIHI -eeeveeeerereremseresaseanensd 3
[0 OTC AZE BT} F|A weververersersesesssssssesssssensinssssississssisisssssssss s 3
[ OTC R TFILO] FJ.Q wrrverrerrerreerserssrnsessssssisstssssitstssssss s 3
[0 R TIEJI ZRA] FARF e s 4
IR A =1 RTINS 5

2. OTC Monograph reform@l HZ& -----rereemmemmmmmsmsnininnas 7
O 20t AAE S8 OTC FAS] HIEEAY o 7
[0 OTC T2 9J5F FDA AFQ] BZE vvverrmmsssssssssssssssmsssssssssssssssssssssos 8
[ OTC AZO] ThEF QFTHE] TG errrereeresssssssssssssssssssssssssssssssssssssssssssssssssssssnns 3

I L I L T T A e — 10
[ TCARES Act; AR HZZ e 10
[1 TCARES Act; ©] QUL wrereserimsssisssisssisssssesssssssssssssssssessssssssssans 10

A. OTC Monograph reform@ =& HE -eererereeee 11
D] 250 HIZIAFRE oo "
[0 OTC R T I QORI The] JFA] crererrerereresesstsinstsies s 12
[] B THE] e 13
(] OTC QJOFE FAE HZFAFO] HIG comssssssssssssssssssssssssssssssssssssssssssssssssssses 15
O zpelAxbdA] dAIE (Sunscreen Innovation Act @ SIA) O] Z{ 7 woeeeeeereres 15

] /\}_g_;q, _/I\__/'\_E ...................................................................................................... 16




Oj= OTC Monograph Reform Hiaergaasl

2 gAML 0]=22] OTC Monograph Reform3} 224510, CHstSIZHE=3S|0f|M
LS ZIRE 29 He2|stof 24 AL,

T nj=e oTC ME 57t 22| A

O OTC A& 3517t AlA
- A=A @A HmuiEE 2ol OTC Ale oofFe] dmvl o A, +ada A
Apdtop ghiflsQle W& WHASksEr] AlZRE 19629 oW Y wrhjsfe Zs9. OTC
A& gt s17HAIAl= 1972 vk, FDA(Food and Drug Administration)& 7|
&9 OTC AlE= 7MY 275t 4R 4, wade dEsH] Azt
olfdt HEE LT Z H A (monograph system)2tal stal HE Ayl A4, 874
o] AR ALl HE RrldE A4, A% BLIAEE Eavi] A
OTC Al FDAS| Hulj5|71E W] ootk H
- FF RO 2AGET] A7 71E9] OTC Al Iz vl 7hFset
- diF29 OTC Alg2 OTC RrIdns S 57 #eem, RedZs FoH4] &
= M2 OTC AlE2 41eF d]7F A1H (new drug application; NDA)E #A 37 &
Al wfsof ot

OO0 OTC Ri:T1j =] 718
- FDAE 19729458 OTC AEe] Ellzx Hxg vpdste] OTC 29t =] A
Fades AEsk OTC f@d=s Rrd|xE 24| Aated
19629 ml=ollA SJoFEo]l Alms YsiAe A, fEAS dSSHEE She
Kefauver—-Harris Amendments?} A3 =2} FDAE 1 AEE HojE]l1r Id 109F o 74
o] OTC A&l dish 242 sI7HEAE WS st Al 19729 Rz AAEHs
utdste] grlshr|2 ¢
- 19709d) % A BiET 9ld BE OTC A& ZE2 26719 7HH a2 EFES
AR g A4 AR KA, fEAdE B Bp dmE AL Rz
(OTC monograph)2 #HAdste] #asHA &
- RiTex 22 19728 A ol Ae7kA] Al Jd S



tiztat g &3 3l
Oj= OTC Monograph Reform

25
=9 OTC YeFF v 2 AYAE A} AAE @R AAS] AT, 2018)
Drug Applications for Over-the-Counter (OTC) Drugs
https: / /www.fda.gov/drugs/types-applications/ drug-applications-over-counter-otc-drugs

O Bz 2Hg Az}
- OJAL AR AH|RE ARRA dlEEE 4% FDAS A HE #id2 1970@do] OTC
Agoll e 2 A2 e 2AE AESE] oot £2 37HA] sHH| Rz ER

GRASE
Category | | qutgow otAsty Qast Aow o4d

not GRASE

GRASEZ} ofd A&
%% monographol] ZE|2] &&-& FoL,

monograph7} & Z2AE f7ix= AL du 7

Category |

insufficient data available to determine if GRASE

Category lll | GRASE oing weslrlo] Aurt B3R
GRASE 242 §ist 58 2771 U tidle A ool 7Vs

X AR
https://www.fda.gov/media/98269/download

https://www.fda.gov/drugs/news—events—human—drugs/webinar—monograph-reform

—here—learn—what—expect—and—how—prepare—05292020-05292020




Oj= OTC Monograph Reform Hiaergaasl

] B T7fx=t?

- R EEs AELERE AAAEH ARY, AP (dosage form), £, ZA]Z7]A(labeling)
o= Eostal g9lom, OTC Drugs AlHstr] §19F 459 “HA|o” = “rule book'©]
g & 5 e

- GRASE ZAEA AES Zgste])ol Aowt 2% Rk T2 Z(final monograph) 2 ¥
H(publish) =™, GRASE Z7(condition) AAlol= th3 Algde] Zad

- 9 AR . Active ingredients

H:l
R

i

- 8%F  Dosage strength

- &9 Dosage form and route of administration)
- A& ¢ Patient population (age, gender) and indications for use
- Y (F A, AHEHIH) Required labeling: Uses, Warnings, Directions

- “rule book", & OTC Drug MonographE Aot mtiH, FDAS AP 591& HHA]
% monograph drugE WufE 4 Q1. Iy oJHs] BE drug productss= FDAZ]
AME HA 2 Sk glow, B 9 FF SfoF o

- @2 monograph7l &= oY, =E monograph?7l &= 722 o}y

- OTC rulemaking Z2A|AE= o230 242 dAZ LA S
- Advance Notice of Proposed Rulemaking (ANPR) =» Tentative Final Monograph

(TFM) = Final Monograph =» Code of Federal Regulations (CFR)

- #F HELT#Z(Final monograph)= "= A HPYH(CFR :Code of Federal
Regulations) 21 CFR parts 331-358 of =5

- Ryasino] 2H-S FFA7|A ESkE Drug product= A19F S{7HINAD path) S A%
Sfof <t

<%kqs
Aok5| 7HA X (New drug application)
o OTC Edef=7p ZHdE|X| 92 OTC HEZ2 TOist7| <QIsiAM= NDA(New Drug
Application)E &3 &{7H'ZOtofF THof 7hset
7|1Z2| OTC AIFOIM TONE|X| QUUAT HE20|L MY, FOEE, 82 LRéte 2R
o

o ME7tel =F QIO AH[XFZE St RBEOHA ALY =+ U

X A2 : Q=2 OTC 9eE o X 22N st ANEETEAA R SRR, 2018)




Heere s Oj= OTC Monograph Reform
{OTC Drug 2l=2jm= Alo| Az}
18 O A2 ZHE 1l (Advisory Review Panel)

« 54 OTC Drug &=l disi AwxA= 7H1 oJdEo] widel ket
« 19759 124 oo EAIE olofEd ¥l AmsES ARkl OTC Drug
Monographel Zg-d GRASE(ZHHH oz QFHsty aFo] Atk oAA+=
A

Sopazl) AR AT

2CHA|

O Hot UEHS flgt AREA|

(Advance Notice of Proposed Rulemaking ; ANPR)

« FDA= OTC Drug Monographs &4sdtel= W3S X017 $lsl Federal
Register(¥H) o] AHF2(ANPR)E ==

« AFAOlE wid HEZES}F AbE GRASES] digt Wi-g-o]
SA FE o]Fo oHS AET A2 90 oldof W

3EHA|

O
N
¥l

)]

re

bu
opv
<

(o)

=]

(o]

«Q

-

o

©

=

_|

o

3

(s

o

ot

<

o

|

=]

o

<

(o)

=]

(o]

«Q

-
]

©
>

—|
"N
<

o

JN

o)-

« TEM2 mide] Al=d A=53 fdo] AhE, ANPR| dis| Aled A=E
of fztsto] A=, TEMo] 525 o]F 9043t oAs+ 717 AX

4THA

O Z|Z& Monograph(Final Monograph; FM)2Hd

« FDAE TFM o9 713 5 A" 2e o7 Aess HES ARt
TANG 5= HEeRE  Sto FHFTHIIHIAEM)E  Adste]  Federal
Register(¥HH)o] 529t

o ZZFH/IRIAE "AYHHZ (Code of Federal Regulations)' o] %7 &
o] FAeof &7ste] EA)E+= OTC Drugs HIEA] 11 7|&2 SZA|ZAF &

e IEHTA T o]FTE FDALE #7112 GRASE 715 Z3AZ 4 <

¥ 2kg o AREOFE(0TOHE A= A et A-(SHieta 2afdish, 201049)



Oj= OTC Monograph Reform Hiaergaasl

n OTC Monograph reform2| HjZA

O Bz AAES 53 OTC A9 H&&4
- BLIdm 2y wge o) S
ol AoZ WrE QL
- R AAZE ntd" A 4009do] Agtout Rl TFzo] of 1/30] ofx] AR
gtow, Mz HehA AR 2 QA4 ofgroll AlSjAdstA ti-gskAl Eet
- T ARl disl b, FrREALY] Felo] ofZl o]RojAA] AgtEolE olF AEFY]
s ASEHY =

-

AzFe] ol

% Q= Fste] PP HHo] Al H]

2

e}
=

o
kol

- RTefmeld AgE 4 T labeling WA ARHTE obd olaEA 93gke.
W5 4R Ayl ¥ 01 JEE
- ook SPMEAAE FDAS @Yo oleREl SRR, b Bl Fo B
A2 Ao WY 4 or, Rundz AR nle WAS Folok o3 of
Aol 19 21 A7re] daslo] Ale) HAsl thglr] olele

- RO I A Mz HA ol & Al OTC Aol labeling #1740l 41455}
Al olFo A et

[OlA] 1]

o 20133 FDA= OCMEORD|L-Hl A3t 2HASIY lZioh OF O|¢bt3S UEHAH d1s5t=
OlFAM FHEL|FH0|MS 2HHESH NDA gX}OH 9|§_+ X%Ql%%gl 8%, FDAE AE5HA label

M= rulemaking EAt Q10| QHH S

s

F Mz=AHS0| Aol HEF2

Ot
mjo
%
N
O
4}

o 10 m
-
O
_|
(@)
HJ
|._I
=".L—_‘

[=
=1
ot
2

Bl
2t = BlS. iAo FDAE 7IO0[EHASE 2

[OlA] 2]
o OfMEOtO|-HOl 7t5/, HIAHZ0|EY FHSHM(NSAIDs)Q| ¥ £¢ 2A81 A
of ME2 Z1E Frste Rz ©Fol < 740l AQF. X222 (Advisory
Committee) 0|20 2002'F 9& 19, 20 7HZ|El = rule ©ZHO| 2006F 128 26 LHEEIY

I XZE rule 20099 4 299 2EEl




tiztat g &3 3l
Oj= OTC Monograph Reform

- FDA= OTC 9Jef=9] tdA, a4 & 7HAsH ] flste OTC Aol oigt user
feeE® T¢oto] 5]7FEx-OMOR (over—the—counter monograph order request)—& 7HA

b were dEsH g

ol

O OTC #EE 9% FDA A &5+
- FDA°A OTC® HEE CDER(Center for Drug Evaluation and Research, ¢]2F&7}
AFAE) ] Office of Drug Evaluation IVZ7F §9%. FDAE= OTC #HHE #3F Ao]
FZ5te] OTC A9 tAEE AHEs] #a¥sk] Eshal A&
- FDAE 3079 &8t 18y 149k 2] mghe] o4itor 3209 22 2 OTC 4t
A= st dFE TSt U

- OTCeF ¢t FDA #¢1e] tifE2 ooy Mde] ga4AS oldshe o &Y=

N

o rr
i)

i

)

52

2%

111

O,

IB
R

~ FDA®] OTC Sl 18| Zee of 3
Me ZF OTCO AEEZ i gdm 2H4-E 3t rule making H4-& 7|SslEl U

- OTC A&l #ste] FDAE A2 A AFe] =t ot IAE AlEste s o723t
& 4 Qe d9E 22 A Esiu, FDAVE AAH e s EH AEE AA|sto{oF 3t

- FF A ELadzE HASH:E F$ FDA= E7R(Department of health and
Human Services; DHHS)® 37 AEsSHH, wjuf= wietto] Office of Management
and Budget™ &7 AES

=
=

=
=

AR Aole madmel Wsh AA R Aol wH ulgw Wele FA%
S

FDAE & RLOHI W A tise] ofd= Aot
CBLOEe] HES 9 FHE A dIdd A0e
7

UYHET FAA e

i
o
S
R
ol
o

0 OTC A&l digh ¢Hde] mlg
- BT 9] final rulex FHFHOZ AAY Algto] glo] =4 W B HEE ASoh=
Aow Q1 AE/Z Eore 7|E 2L I wusld HE22 OTC A&Zo] orAw
27t A o)A ESHA o] Fojx]2] Zot
- o2 A A BT 2 1974 AlFfsto] 2016 #F ruleo] AAE]

71742 42\30] 28



Oj= OTC Monograph Reform Hiaergaasl

- 918 HFAC 7 19799 ANPRo| 2HJH o]F 19924 final ruleo] €8 A-§Z
s mFA =AY 1997 7} HolEE HAESE 2ol thAl Al2Hd
- Al=oflA "= OTC oofFe] Zed W2 A&l FDAS B7E A4 g2 As
A EF @2 OTC oJofEoe] -85 glom o|eh whelste] ghatofA] Zarstr] et
AgA o] HA o] o]Fox2] ki =
s Aol s Aol g EAeE wEste] ARgolA AR, A Sol o]
ol ®sff OTC AlF tisiM= olzlet #A1E AldskA] et

~n:2»—

alll

<Of|A[>
[OlA] 1]
OfMEOHD|cHZ XNUAM ALBSHE 22 13 8F 2 325mgl 2 Aststa oL, OTC
ME0M= olz{st Meto| 8] O|FO{X|X| %1 500mg, 650mg &= A 7+2E = US

[OA] 2]

o MEOA MR ME2 12M 0|5t O{ZI0|0A CHHTIX| ASS FUSIEE st oL,
OTC NE0AME= EA|IZIXOA OfZI0|E Bt B HEMNX| st &, Met 0] THOfL
il HliE

- BRIdE A Ze £ @A) OTC gk Bt o ok Az nad
Aol koA grom] AES B4 FeAE §lonE th AEZ Wast grk: 714
2 vigog s gg

- e o Agsled A s AR Ade] eI glon] FDAS ol A
&3P 8] g WAL 2FE Zlo] Waste], OTC wel Axge] Asle] Ba
shth | AHSA Fo7t ool 3 9

AR 9l=o) OTC 9okF vl 3 AYAE A3 AAE (R EBAA S A7, 2018)



anazsys
n 0j=2| CARES Act HIH

[0 TCARES Act; AR ®iA
- A2U19 F4to= Qe ul= W ZERt £ 3%
7 A E A st
- ole a1 P Lockdown order)a} Ati7gel ofgt #H2f & (shutdown)o] el whet
T5 4, &8 T4, el FH0] FAlol Tt AEAARN — S8A%

e

of e, EYI giEg2 349 13¢

o d
ofst — A71AA 9] ohegtol WAT Sei7t Eob

[0 TCARES Act; 9 o4&

- EdI giE4L 2020d 3€ 279 law H.R. 748 Tthe “Coronavirus Aid, Relief, and
Economic Security Act” (CARES Act); o] AE&

- & HES ZEY19E AT AAA g S5S AT ZEAIHAZIG " A9, 2=
19 3= 9t oz AA" 29 A, 5 A 5 ARt f17100 At AR
woll gk BAl ¢+ 3 A F& AR welFAA T FAO] AR

— TCARES Act; 9 Title 3-subtitle Folli= u]=¢] OTC monograph drugs ¥z A 7H
St Adiste] dit 8ol ZtEo] U=

<%kns
CARES Act
o FAHEA . AZL} HO|ZA /X, A H ZA e H

FCoronavirus Aid, Relief, and Economic Security Act;(CARES Act)
o CARES Act M &
03 4
https://www.congress.gov/bill/116th-congress/senate-bill/3548/text
0|2 &g
https://www.congress.gov/bill/116th-congress/house-bill/748/text

% 2tz o ouj=e] 219 Y719 B33k TCARES Act; o S8} AJARY
(@) URAA, Ry St B4 204 4418, 20209 59 209)

_’IO_



Oj= OTC Monograph Reform CH3Hat A 24 3|

n OTC Monograph reform?2| £ L&

— CARES ActE= FD&C Act(Federal Food, Drug, and Cosmetic Act, & 2A]&, o|oF&
4 SPFEH)E ofefiet ol 7

[ (1) OTC o= HE 9 OTC HL Jajm o|okE Jjur mI A HICHS| |
- OTC Bz AJAglo] ofgfel o] P Hgd A|AFoR HH

% 32 NDA(new drug application approvals, A12F %591)= AFo] 3§

o,

539

=

SA L oA 3 AP Z2M2 FDA LHe| 3% ©iai AJAE
the notice and comment rulemaking D
process of the OTC monograph system

administrative order system within FDA

A e AxF(Administrative Order Process))

Industry-Initiated Order FDA-Initiated Order

| Requestor submits OMOR I | FDA issues Proposed Order? I

Public comments on Proposed |
Order

FDA issues Final Order?

FDA issues Final Order?

LFinal orders are final Agency actions subject to dispute resolution, administrative hearings, and judicial review.
20r interim final order under an expedited procedure

¥ 2tz 1 FDA {Hjyv E3at=
hitps://wwwifda.gov/drugs/mews—events—human—drugs/webinar—monograph—reform-hereJeam—what—expect—and-how—prepare-05292020-05292020

[(2) OTC B 2D o|ofZ Pt AIRX} 2425 Z4E HSHS FDAO HZ

_’|’|_




tiztat g &3 3l
Oj= OTC Monograph Reform

O OTC Rk oJofF el 4
- FD&C Act(Federal Food, Drug, and Cosmetic Act, 9% 2]&, kR 9 =) 9]
Section 505G(a) OTC Ri=TIfx AA® StoflA] A W= Q= oJekzo] A|kLZ
Zeiell disl 7l&stal =

- FDAZ} TFM(tentative final monograph, &% Rli=T12fIZ)dAQ] v]gAd Hi- T2 Lof
Al GRASE=ZtL &heleh 84 7o) ARE 27(5, 2HE)S oAl FE4Y Aoz It

T4
- FDAZ} 2% GRASE A%< W7l Aol o @2 dlolg”

]_
‘d(category 1D Al Hobdle & o, &% dHle ¥4 ¥3d< Sl AH=4

GRASEZ 2I:E|E= o2kR
FM(final monograph, /& Z2x-T2§Z) E= TFM(tentative final monograph,
Drugs Y8 2=a2fZ)0fM category 10 &3t OTC drugE mHAISH:E 28 R
Jdef= 5 et FE(general rule)® TFote 2AER GRASE(YEHHOZ
Deemed
OHESt 2atHel Aoz QIFEIN Af AF(NAD) 20N THAHE
GRASE =
K| MK (sunscreen drug)Ofl CHst E8 =zt0| QJUSO, 21 CFR. Part
3520| sl RS Fote 4% GRASEZF E. Bs W 220 Cfst 2H
2l 21 CFR. § 201.327. 2 H2|
Aol HOIUAEE S 8El= 2%F
Drugs ANPR(advance notice of proposed rulemaking)2| category | =& TFMOfA{
Permitted to O| category Il O £35t04, o|2{et B-Tej= ol siE Z=Tut OTC 2AES
Remain on Yot Lt =TS E¢Ste 2/AF2 FDAZL GRASEZ otL|zta A3t
the Market = T dd YE2S 27| ®7X= NDA ¢l 20| AlEo| HOotUE =
ol
A DO
Drugs to Be | AIFO|A E[ZE|00f Sl= 2tE
Removed - TFMO|A category Il (= A2t & 80| Ciot MEO|A category IIE &F
from the 5o )0l A= 2lfE2l 4%, FDAZE O X|&HS S{7t5t= =X[E F5t
Market Xl 8= % CARES Act & = 180 & O[LHO A|HOIM ElE Z|0{0F &
AlOE
| M |
FDAZt GRASEZ ZtFsta QUX| @ten, fI0|M =2|F #HFof £5HX| Q=
New Drugs
H| X2 9| 2HE (non-prescription drugs)2 O 2|7} Ot g "Mooz ZhEg]
0 section 50501 [2} Alof A HXE watof o

_12_



0= OTC Monograph Reform Herers &g

[0 37 ¥ (Administrative Orders)
— OTC Monograph reform®] F8 WA} 5 A4 T3 AL O2O WA tish ZA
S| AwEd o2 g
- o4 wyge =z 49 FA 43 Z1]7z§(notice—and—comment rulemaking)& iAo}l
OTC RrIsiz oofFo] AR 2 9 &4 AZol tie 2= A
- 34 B3PS W=7 fsiA= E}%ﬂ 22 Al 7HA BE 2 s
EDA JHA[ B
- FDA= A% M (Federal Register)oll 3874 % (administrative order)t-& AlAste] &
MAQl oA Z3)=E St T, o|E HESI HA gElo] 9= = PAH HES Yd
4 3 Zﬂﬂ(notwe and rulemaking)o] 9-3|&|7] wjZof, AL AxE Eﬂo]-ﬂ
of &=

&4
At B4 s (dispute resolution) & 42 “Axf(hearing process)”}

EE FSEO

D&"

d)

ax

o2
4

0] O
AT

epile] 7] Zdekel sk, AL e (expedited order) EAf
3

g slolA= LAl F WH(nterim final order)o] A|tE

o, il

(proposed order)

- FDAE oA %3] 7I2F o 4% ¥ (administrative order)& nHF-]afof g
LM 8 HE |
- OTC Rldef= OJokE o] AZEX(sponsor)= OTC ¢F&ol digh 271-& AAstA ¥

Hot7] Qs 2332 HA ¥ 2% (requestor—initiated order request)= AET 4
o
)

0

- QA2 A HE 2342 OMOR(OTC monograph order request)o]2tilk H-&. FDA
+ ARFHAE AA S IR EHE et

- 9429 OMOR(OTC Ri-T1=f= = Q3)o] H
]E1 AR B A%, Al AR, oFEFHe
Zbel ofs A5

==. L
T/r=

o}‘u
l-'O'
=
i)
+
i)
l-'O'
=
i
Mo

]

-r‘rl

5, 5
A} EE B Ee] B4

3 wEdRRe 1849 F9 9P A
W sl AR A2

of @& GRASE 242 7] AHH

of [

N

I Z7N=ojoFstA]et FDASE] H]Z7H 3]2)7F A
o2 OTC Bz AF] s 5]8H. ol OMOR A&S 1852l APt &=
A Aglell tis) FDASH 3]9& 7Hd 4 Q=R sk d Fa%

nN nlo oxl
1o o

_13_



Oj= OTC Monograph Reform

g o] 3717 Az

'BO
L0
=0

s

<

AU 30 .r|r
= o s or
= u I ._H.H = = J—
xm < K- #1 of ol 4o of ° 5 o B Ko o7 <+
H 1T = ol R = O g W0 o
L M gy o = TH _ o _ Bl g W
o o Moo R ol N Iz RES =
DY o T Ko ou BT go By g
A N il _A._|o L E K 2 o = ¥
zl T ® < K T O 1 RO I
= Ko ©° N — N 0 wl ol ol
3 - = Ol ol - X0 Wr = =
R D el = N = = Q ol ™ &M
_— W " = < ._ol_ [%) —_— S X0 - T
of < = ol = ® X0 N KO RO 3T
| Eil (o) @] ™ 2 5 < el
o oK &o [l - .__L_L Z Ho k= w5 =5 Hr o1
o o K o) . ! - LI .
Mo o[ o - Jl 3 Hog o > I = o
— =< 100 F o o 0 fras] ] ol
o B BTy o wme g 20 o g e
™ ol = = - o =
W <+ 5l o = Ml n 2 o <+ %
< {0 mﬂ <a =0 o nH =3 ojn < @ - 0
ol o IF ol _ = o = - B o5 L
ol U _ w & RO < o o W__”_ N o= oF 10
=0 S oy - 3T RO \m/ﬂ.mooMmmm_o a7
- Do E I A P
N s o M o oar B 0 P N = S op o
< 2 oy =K & ofn O T oop & g 2
a 5 k Klo o -0 — W 37 N c
o R0 Q_O Ik u_u._ .AO ol o ol o ) 0
= Mo = I #l <o ooz T m: i =
m e |__|_ - A_.a .© o__._._ 0 or o
—_ (@) —_ —_ = 0 - — =
2 &8 5 go O w_._ - K 10 EI X ;P S L
—_ =2 o g O W0 ~ = <X 2m e mw
= ™ + or =« X o G\ < _ @0 KX ol Ko
1] o < = of 0 5r oo D= N S | X0 K
.._._.._.o ﬂ 0 of o7 =1 © o | mo 3 ™y >0 = ol 20 o <
5 | g o o S S ol | BO oW g0 W o ko WH N gw
< 5 B0 ez F - 0 < mom:__m_ﬁﬂolﬂ@uoznxu_.
oS o © mo | @ oL B0 ol X0 m RO _ R _ ol g Wk .
~ K~ n S o o fo = ol H LT
0 K KO g o 0 - | o il X xo K gm Hl = O K
g =g O OH o =<
< o ®U wr MU I 3| = N = Kz X = 0o ~ A
Q g | T ooR RS W< OO0 N N W oa ol
- : = . = | &1 =~ Pl D’ < 2 4 kKoor o JM
. < . - ~ U Dl oX
o . .
1]
)
oo =
- £ 5 Lo
£ T o "
- @ O T o
< © e 5 bt ® ]
o = S 5 O
L L T =
c £ ©

- 14 -



0= OTC Monograph Reform Hiaergaasl

O OTC eJokE AE Axpite] Hat
- subsection 505G ()= AZXGAIZF EA AF1E FHstL(LFFA] FDAZ} o]& o]&d &4

912) W7o] olyre ) FDAC] Swatchd, 74 @ede] 59l glo] A% (dosage form)

[ 2] AxdA] & 415 (Sunscreen Innovation Act @ SIA) 2] 2]

— CARES Act 9] section 3854 = <Isf| Ape]AxbetA] SAR(SIA)2 20229 94 300
AE w2 (sunset)d. TWi7EA], ZrLlAAFAA] B (order) @] tiAde] H BIAN 2peldabd
Al 24 Ao AEA(sponsor)= A AAAEA] AR GIA) 234 w2t HEE 7
Eol= A B A RETIHE OoFRo M2 P FHstl HEE ste A Tl Al
BS o QS e 2EAVE A WY daete] e HEE AESH, ARt A9
A 2FgA B (orden)2 A1 A7t had PAEEE ad o= vifA H

- ZF ALQAAGA FEE 9 ol FE AJAAA HleTdemo] w9tz ok, Al
FE AL A FEE AFor 2F P FPo=

- Rt AEAE AQHE A ApdA] FE #Este] HE SloE 8T 4 e T
ARL)AAHA] B2 ool ApLHAAA| Ri-Tex HEoR wHjEZ] of2 ARt
HA B4 22 sl8cte AF, 832 ALdAASA dEe dider wo & 4
U GREEH 18 /E T aFA A sH1de Alsdd

- FDAE =olx= ¥ A d=57¥ 18 7id oo OTCHIAR) ApejAdxpctAle] et A
otH ¥ B

=
- AF 94 9Ee 99 TRy M 19 Ao wasolof 3

(e} [e2Ne]
* 2=
https://www.fdli.org/2020/05/otc—monograph—reform-legislation—is—now-law—what—does—it—do/

https://www.raps.org/news—and—articles/news—articles/2020/4/otc—monograph—reform—is—now-law—whats—next

https://www.cov.com/—/media/files/corporate/publications/2020/03/over—the—counter—

monograph—reform—in—the—cares—act.pdf
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<&as
Sunscreen Innovation Act (SIA) : XtQ|MXFEHA] 3 A
o MY HiZ
- 20149 118 26 280 CHEH2 FDAS| OTC(over-the-counter) AtQ|4 XtEtR| SIS 7t
&515He XE| M XHSHA| & AR (Sunscreen Innovation Act)S 50218t

- O goto] E=E7| M FDAE RHE Aol XEAN g0 tiet dE ZiF ZrE 13HM

0

D23 YAS
- OFAlOL R 5 A ZXOIA AZEE XM KETIZE FDASl £010| £OIK O|F0|A

]

TORE[R] 2

o F8 g
- Rl AHEH HA WS 0|20 OTC DugS® EREE Xteld KeH el A2 iy
FDA7H ZE I 5018 L2ls SES J143} ot HS BEE ot #oty
MZe Rrold AT RO CfsiAs o =& Jjelo] MEe AR 59 28 o
602 Lol HE 7Hs OfRE WESHOF 5D 0|3 452 O[4o| ofH+ES

+Z5HoF 5tH S22F 3002 2o A HE LE Rt

X A=
https://www.fda.gov/drugs/guidance-compliance-requlatory-information/sunscreen-innovation-act-sia

https://news.kotra.or.kr/user/globalBbs/kotranews/5/globalBbsDataView.do?setldx=244&dataldx=153289

m

g0z AE $4R(faclity fee)S B OTC R IX AZof gt AA 48

E sol9t

ol OTC 9¢f# HE(OTC Drug Review)o} THE &5 222 XEs5H7] {gho|H,

olgA grHHE F7} Y& T FDA= OTC ¥ dF €9 J8s FYsty =8 4
£ 38408 A& ¥ dESte ol 28 AE Ve EHES 5 9 5 Ue
FDAS] o& A2 4k 590 mRPEAE ARSR oomes 59 ZETd

(F

Y2021-FY2025)°] thall &<1=

Goat A 9E ol gt &
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- AL 25 Ee Y 2013 1Y U $T 42 FAS Yo 29 298
Z2qE, A g9 B parn AeAS FY2021(2021 AIAR)S] 7 ,200“& =l
&, FY20229] 7% 2,2009F &2, FY20232] 7% 2,5009F <&, FY2024-4 < 3,100

A 89 AHAE erE ASH =

A A
A 242

- OTC o[%fF 2MZFE M= £= 7t&ots EH7t =25 LoF &
=

FeEliny Fess 2021 S|IAIGIE(FY 2021) AlM 4252 20204 78 19 U == FDAT} FY
20210] CHBF OTC B d2f= oI%UE Ald =& AY TR AT =
45 o|ufjof Hesfjor et

OTC BLOgfjx t¥3d QX L7
MAA 28 #H HZ-H(industry-initiated administrative orders)S 2&3sl=
7| 0| =25 L{OF 7 ECh 2t Zf#H(safety labeling)? £ HE At
oTC x| el &t
Monograph - OTC E:02= B ¥ =+80= F 7t EtY0| AS

Order Request @ 17(Tier 1)
c 25 (Tier 2)7F Ot RE QX olZgo|Mof a2t =H™= $500,0007F
Aoz o4
@ 25 (Tier 2)
N S B =) %’S@ AABE 8 QW™ QIZgo|Mof| M2t ZHBH0,
$100,0007t & ZHo=Z o4

Fees

_—

X 2tg
https://www.fdli.org/2020/05/otc—monograph—reform-legislation—is—now—law—-what—does—it—do/

https://www.raps.org/news—and—articles/news—articles/2020/4/otc—monograph—reform—is—now-law—whats—next
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