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gzoA FEL-19 o] Xd7|Et oekRo R e AoR Uehgom, 8 FYAR A=
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HORest 84848 H3E

I. A&

2022 gk Hjo] @ A 4H1e: vlsg IRRRE A Ao 4] il ol Y
o] 1639 95 2ok AV 2ol 5 A2l SISt E AN, 2023). ©]
2ot Aol we} StAl Ao tigt A5 (Import Refusals) e 2021H tu] 2uj o]4k
SRRt 744715 7158k e, 5a] omr]7Iet oJofEo] Al wlsroll At 269710] Y
sto] 7Hg 2 HISS ARSI 2], 2023). vl Ap=re] HE oS ekt
ARl 3] AN ExARTE 902 o)y 34 Ei= u7] HE-S HSHHFDA, 2022).
o|24gt H]AA|AH(NTBs, Non-Tariff Barriers)¥} % ZX]= A& 5018 A A5kl 4
A g v 871R] HRIAIA 42E QIS Asflsith(Johnson and Sykes, 2007). o|o] Tl
of 4571912 SR OlS WekS mARSIaL glom, phe S ofo] upeh whalsh: o)
FEF WAL S Slek e He] Sasiint PAlAoRE: Selpag ol
(Baylis et al., 2010), F-Ask} 974 (-85, 2017, Grundke and Moser, 2019),
HalulH (o], Adshi, 2019; Jouanjean, 2012; Traoré et al,, 2020)3} 22 +=UAF2
nA Eae] Pt At om, w sl9de] b o W ek sle] P St ¢
S =0 AF] w7 2210 gt o-H(Baylis et al,, 2009; Geetha et al,, 2020; Kareem
et al,, 2015; Nguyen et al,, 2015)%= &Agic},

w2 OlPgh o] AN WHE 7Y o]ES AFAe® it e AFIA
Tk o Oliﬂ SEHA O] el 2tk o] wiiZe] AR A= s we 7Ee]
SHURIEE &8st 7ol digt & 4= saoliti(Ahn and Rhodes, 2021;
Bovay, 2016; Buzby et al,, 2008; Buzby and Regmi, 2009; Buzby and Roberts,
2010; Henson and Olale, 2011), F3F B4 o= AFIEE kst =4 AH A2 A
FH ZAE A A= AHAE ARl HiulEE 4= Qlo] 1ol vl f-EsHAE,
TRt Rl e B ARl el ojds] SIS Kol olF S&shy] ffvt Aot
o] Hade vt g

AR, vpo] 232 4Rl iR oF AR 59 l"ﬁ:’\ ?7P Zasit, 7]*—4 N
= FR eabdEe) o gk PR 5
et al., 2008; Henson and Olale, 2011), 1=} o]&3t
“he A gl Qvstslols Fel7t ek neb ?ﬂ%ﬂ n% S )8 vl oA 4t
Qo 28 W el Fa BAS St wash ok

S, wloleals R FEu iR g ek malo] Hasi) 7ze] woleals
Akl A8 AH(Herman et al., 2018; Johnson and Sykes, 2007)+= =% 7]4-2] a4

1) 3 Q1e] el Bjoledles ARIS] Wk SlRs1vsh SlekEel st ol ASAAUR Tt 53
SO AR E AN 2e4ch
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SEaE Hlol@al 119] Tk 401715 TjS Wl QI : FDA SIS HAS FHom

Aol vl 2He mo] A9 NS PO S et vl 9@
ARRIS TRk olir)19t ook A 7E B4Jol Aolst EEEe hopRl )

iU} ‘ilur.

AR, g o] el abklof] digh wlst f7E BlEe] S4o] Bashtth vls 45
SF=H(FDA, Food and Drug Administration)-2 4¢] SHE2] F 1~2%0HS fASIe] A3
o AR BlEe] SA40] of)7] wiZel(Buzby et al., 2008), 7|9 % ﬂﬁ =
HE BAe Z=aoa 43geict, J8u) o]gsk 3|9 ZE-S Q8| 4~= 1007 g

AR ASE Jehs w9 AF-8(URR, Unit Rejection Rate)S Z43tE o177} A&7

S =]t (Geetha et al., 2020; Henson and Olale, 2011), ©]& §F=+9] Hlo] 3l Ak

el Agsto] AR tie s 8 FER selek dart ol

waby 2 Aol skl sle] Bx AR Hlojelo] s Sgalo] wen]
55 waket 20184E] 202260717 S 71, 7P e A AlE 7|Sst vt vl
Qs ARIS gRoR SRR B B A2 Salela gl E o] Ba) )
i S weke waele] shAlh o] @ge] R sjofat & gk AARES ATl

slet, olefat ApEAle] WA AARY EES Sla) B Aol AR ATEAE et

j1nss
L
ﬂ -111 o

A, Fhr apol Q@A Aboll gt =] QAR e FES O
S, gt vlo| 93A o FEE u]ato] 49l H /\]—.n_‘: 10101 7}?
A, gk vpo] Q@A 4] =8 FEE vlsk QAR HIES ojudr)?

R gl Bmale g5 ujoleals Akglo] tat ule] 4l B BAS Fo the
?g =,

ke Sl o slck oleti S4e BYE) A ﬂ—:ﬁt
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(a3 1) k=2 Hio| Ado]| Cist oj=e| 8 2 XIEf U Hy

o= Y ME, 2E A ==Y

22oHs| SHRATLMHIA
=l

S 2HE2AM| HIO|E{H0|A (Federal Food, Drug, and Cosmetic Act)

A|5%2) 501z% 2
[ [ l ook "Wl 1 502 BAEA]
°|=717] 5052 AloR(m]52)
AREEE FREE || AR L [
As/vlE A/8lS A5/l A8 N
sao] Wl A 801= = o &
H X T =
[ [
FDA 49715 22 Rl AR A2l
(Import Refusal Report) (21 of the Code of Federal Regulations)

A A7 e,

UAT A2 A=) FATAR] HlolE o]
< Q8 FDA $JREE.E=(Violation Code)
off ofgt ANANY B HAE SbgoR Asslgln, JNIEIEE 4ol E5 9 A
2AL0] TS 9JEt AEET K 20159 7|F % 289%0] igt jAo] FDA =713 A
(Import Refusal Report)ol] 4=5=]o] Qict, o]efgt QREi=Cl AAE =YAF e 1A
282 nl=t AR A= ook Hl SHEH(FD&C, Federal Food, Drug, and Cosmetic
Act)} o)=rulA 7] A|213#(21 CFR, 21 of the Code of Federal Regulations)2 53
sferaigict,
gk g vloloals Algle] Fa EEW AqlAR ohg RS HA] S8 Aol
%

(Henson and Olale, 2011)E& #atslo] T4 -E8(URR, Unit Rejection Rate)S =435}
ATk, £ AE H|R-LS QA Agulo gl 2AE) S~ glong the|7]H o] Aito] T
fsfet, ofof whet '—_HWIE%_‘*J%-%%(HS CODE)E 7|=l.2 s3] Fo5AE &l

Skt vpo] 3l 29 FEO| ulat ElS uolslglon, ofF 429l 1009 ey vl=
o] =Y AR Az YeRfRIch ESE Aol ARES A div] 2 £o] WEo] Hhysh 4
29 &= Q8 370 ol (Moving Average) .2 LERNRICE,

2) 50120JAN5E] 52478 AR, oA Nel A HEAo] = FAL 501z HekAdulterated
drugs and devices), 502z F-A3EA|(Misbranded drugs and dev1ces) 505z9] vl5lAlH(Unapproved
new drugs)el sisic),

3) 8010 A E 808Z7IA|2 LA, oA Ret A4 TRIAe] e AL 8012 4] B F(Imports
and exports)ol| e,

- 134 -



sk wlolols 419lo) ulak 49lAR e

YRb - ¢ FDA §RISIE 248 SHeR

No of Refiisals
The US 1 million of exports

URR =

kA, & A5 Microsoft Excel ZR2T181S 2h8alo] =3x|Qlon] 4=0] ZXjo)A
% dlolE|e] Haoll gt FoE 71&5e X}E doll WAlE o5 E= Fo] At
Aol JFE v 4= 9l

Hpol e Aol Tk wise] ¢l |
shch, o4 2013E5E] 2022W7k4] A 104

= WspPh #ElEglen I Avke (OF 2)9F

o= HIO|QEA AHof| Cht ol= +UHE E=2

17](2013~2017) %71(2018~2022)

cEYE =
oy 2 5
<E3 %E
ol At} ElEbg
-9t majg
< 7|E BS %5
Hlebl
selay
corEEs
o 7|E}

%

=

Hol 106 njyh EEE sk B,

A 494
A SR BHARAR oejuo]Am R 4

t](7/\ 0]

4) ANEE JJZOR $UAN Aget viES WA Asolct,
5) 2 ol ZelEdso] SalAYel BelE A AnE meEdAn Ty
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B L iy

& SRA8E 3R

SO AdHiHem Tx

- A%e UERARE, 201815E 202297H49] 571 ST

SRLpbo|g s AT E0 20.4%, FHEA= 17.1%, QJofE 12, 7%= AHEHo] chs)
otk oo i Aq= AEU-197F WA 2019d0] ek 7] ST S AN &k
of & Yaeo] A4S elglnh th e R A WA AGEAE At S8l g vt
OleRA AFe] FE AR dSE EAEI o, 1 Avl= (G 1) Zr
(B 1) 58 2UHE 818 (2018~2022)
== 2018 2019 2020 2021 2022 SH|

IRy A Ay E 0 0 71 31 106 208
ZHEH= 39 78 57 0 0 174
SR 7 12 77 9 24 129
TR JAEHE 0 8 3 1 19 31
HEA 1 1 8 2 16 28
o Ho A 13 5 2 3 0 23
B AlE 0 0 19 0 0 19
ol4ks} Elehw 1 12 3 0 0 16
Ol=7]7] 0 5 8 3 0 16
B 0 1 12 0 3 16
A7F R 27 4 3 7 0 0 14
YEAQIMNER 0 9 3 0 0 12
Hd Z¢l 3 3 5 0 0 11
H|EFY] 0 0 0 0 11 11
Teg upaa 0 0 0 0 10 10
7|el mpokkd Al 8 2 0 0 0 10
7]} 52 54 81 23 80 290
AA E2EE 176%) A 128 193 356 72 269 1,018

A 7R 16 WINE FEE V] R

At SHRtolE s FRARAR dlolElol s S 1 20239 69 109) 3 AXE 24

A Adk, 20185 2022704 2 S/ 59t 1,018%19] g4k «IE
0] FDAo| ofsf| vl= APgezo] =qjo] AREI. 7P B A7 o o
sRLHbolY A JG7|E 2087, SEHEZ 1747, oJokE 129702 L}E}wr/} E3 A&
L-19 A8 o] 5allQl 2020190 A AR 35671 0% A o] oF 84% -
o]A% 2018WRE 20208714 STl 59)ARe] F7Hs AulEels mego]9A
202100= 72700 & fragiey, J1eu 20229 Alaf ®Blo] Shilboll ofgh el H5e] e

jﬁ N
|

f

oF

=2

6) = ol meLprtolelss G| S A} 1G] E0h Alokg mak,
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35 o 92 AIJY] U AR Uhg Web G 1 FDA SN A4S FHOR

F7hR bl 269774 SNl S el gl

RS SRR dolello]l 20 ARGFN 1R /1%l wek SAW 9] -
QAR HES BAskglon], 1 vk (E 2)9h gk

(E 2) S8E 7S 545t (2018~2022)

2018 2019 2020 2021 2022
HESH 2l
A % vl % vl % A % A %
FFu|ES 42 51 135 17 | 301 38 66 8| 244 31 788
AFuH] 30 8| 111 31| 102 28 17 51 100 28 360
Zpalg]/ 2R 42 18 64 27 83 36 11 5 33 14 233
71EP® 10 17 28 47 14 23 2 3 6 10 60
¥z 2 5 7 18 31 78 0 0 0 0 40
AR 0 0 4 21 7 37 0 0 8 42 19
5HA 126 8| 349 23| 538 36 96 61 391 26 | 1,500
F D ARRE 71E UAR A 1A Ak
2) T AR HlE /4]7} 99% E= 101%E FA|S= B3] gy A5 =g
b S s S EAR dlolEwo] AR Y (A 1 2023 6 10Y) & AHAF 2

Xl"‘r 570 7 gkt vpo] 9 3A J‘”gl T FYPAR dS AvE A %— 1
o8 FHE AR ARl 1,018} W, 71 o]fi= she] AREo] HtH o

2 oF 1.5 119 ARREE 23 } ] mjEolch, ARGES ARHoR Amuy, AEe] &
ot 54 E ARAE W a) e |t 788710 R A kS ARK|shs Ao
2 g 71 9] 36072] AFuin|el 233740 epilg] W 2k $juie mhobw|Qict,

B3 8 F5Y 53 SYUAR A Bk on, 11 7R vlo] edlA FEl] 4
PAR vF 1%E 2I5h= 1659 #4557kt A4S YA5E5+(HS CODE)¢] £4o] &
ofgt Fio® STt oli= Hpo] LA AMYO] SYUAR vlS IRES ATk 249
FE 30 20,4%2] FRUElo|EA AW E, 17.1%2] FHE-A, 12,7%2] ookt
afgeict. Fa #5850 §dd YA I 24 daks (GR 3>} At

el
L
Olf

7) AR VEeR FUAR A4 vigs AR ATtelch

8) BHel S| F|RAR) dlolelulol e i JlEom 115CEEN)ES, A0, 2hile W g, 2
& BASE w|QlE AlgAre] 9F AR tﬂxl 3% /\01374)4 AEslE] ARG o|Qe] HIAE AL

2o BAelo, olxjel Ao] Tast olzlvlol gt givte] dEAols,

f
do 2
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HEoRest 54848 B3E

(2 3) F2 E=9| Q3d 275 3zt (2018~2022)

T = TT o
Jeos 2018 2019 2020 2021 2022 e
e AT % [ AT % [ A% [ A% [ A]% |
FHEA=
RIS 370 28| 54| 42| 39| 30 0 0 0 0| 130
AFE]H] 4 5| 45| 58| 28| 36 0 0 0 0| 77
e g/ 2% 18 38 26 55 3 6 0 0 0 ol 47
7€} 9| 20| 27| 59| 10| 22 0 0 0 0| 46
Hzl 1 3 7 18 31 79 0 0 0 0 39
J= 0 0 1 50 1 50 0 0 0 0 2
A 69| 20| 160| 47| 112| 33 0 0 0 0| 341
FAZulo|gA AT E
X0 0 0 0 0 69 34 31 15 | 102 50 | 202
A Fu)H] 0 0 0 0 3 16 2 11 14 74 19
ghdlg/ 2 0 0 0 0 2 29 0 0 5 71 7
7)€} 0 0 0 0 3| 100 0 0 0 0 3
2 0 0 0 0 0 0 0 0 0 0 0
A 0 0 0 0 0 0 0 0 0 0 0
A 0 0 0 0 77 33 33 14 | 121 52 | 231
Gl
e 7 6 11 10| 61 55 9 8 23 21| 111
el e/ 3% 0 0 7 11 431 70 5 8 6 10| 61
AFE]H] 51 15 9| 27 8| 24 2 6 9| 27| 33
A 0 0 1 17 5| 83 0 0 0 0 6
7€} 0 0 0 0 0 0 1| 100 0 0 1
Ha 0 0 0 0 0 0 0 0 0 0 0
ZA 12 6 28 13 | 117 55 17 8 38 18 | 212
1) 9heg o2 ulg FA7F 99% i 101%E FAIE: 2] g oyl 23

2) 7€} 74 oFo| that e (32) 9] Z+=e) ol
AR SRt s] By AR dlolgulo] AR e SR 2023 69 10Y) - ARF 24,

] /gﬂ} FQ FE 350 9 YA 3 7840, 2
ol AG7|E 2317, 9oRE 212702 FAEQILE o5 ARG HR vy nE
e Tﬂlz*ﬂ T e SRS V1SS on, 1 vhe Aluae) ehEE W
A gRro® yepget, gk, M FYE =) dslo]

ik ARRE ooRE) FeERzolA] 27 6710 2710 Upepylct,

ﬂﬂ

Els telstr] ffsll =8 #52] FDA
ok ofel Al oJokE wl FIAREW(FD&C, Federal Food,




35 o 92 AIJY] U AR Uhg Web G 1 FDA SN A4S FHOR

Drug, and Cosmetic Act) 3 Aelsld o, I A= (3 4) 9} 2t}

(& 4) 52 HIO|RQHA X EZo| FDA QMtFCE U FDICH Y =3t

kA HM5E 9oofF H 2=7|7| MY = A =
STERILITY 501(a)(2)(A) Adulteration | 801(a)(3) | Imports and Exports
DRUG GMPS 501(a)(2)(B) Adulteration | 801(a)(3) | Imports and Exports
NO PMA 501(H)(1)(B) Adulteration | 801(a)(3) | Imports and Exports
RXPERSONAL | 502(a), 502(f)(1) Misbranding | 801(a)(3) | Imports and Exports
RX DEVICE 502(a), 502()(1) Misbranding | 801(a)(3) | Imports and Exports
WARNINGS 502(£)(2) Misbranding | 801(a)(3) | Imports and Exports
NO 510(K) 502(0) Misbranding | 801(a)(3) | Imports and Exports
NOT LISTED 502(0) Misbranding | 801(a)(3) | Imports and Exports
FRNMFGREG 502(0) Misbranding | 801(a)(3) | Imports and Exports
UNAPPROVED 505(a) | Unapproved New Drug | 801(a)(3) | Imports and Exports
¥ Bl Gt S ol i 49 s 105 el
A wlsr FDA AR AR(IRR), 15 A%, 9o k% 4 SPEH(FD&C)S Ha(aAd -

2023\ 69 10)3ke] AR} 214,

fo]@@A AMlut % FDA REa1E4= FD&CH A5 (Chapter V) oJok: 9 o=
9] xakat JAsE ¥o] ot o= & 23t B fdekAY H]%" Q1 27ofA
Al L Bk Adulteration), 89 4%|7} QIAALF B3ES) 2220 wldla}
EARS orfsl= B EA(Misbranding), 7591 Al°H(Unapproved New Drug)ol offgt
o}
A QIRESLE STERILITY = Q1= 7ol sfiE 7|1x= oJw7]71e] alidshs, DRUG
GMPS+= 9 Az W 22430 7122(cGMP, Current Good Manufacturing Practice)2-
UEA] Qb= OJoREoltt, o] K FD&CH] AI57% 501%9] =47 9 vi9jd4] Afw v+l
ol o)A Eeko® 71pgit) E3F NO PMA 9IS %E 501290 35+ 9&77]7]
o] wle} AlEk A 459l(PMA, Premarket Approval)E]z] ¢Fe HeFolc),
tf2 o0& QM= RXPERSONALY} RX DEVICEY: 502%92] @&9] 4|7} QA 24
PV e, S bl ARg 9 AT T el elrlele] RAIAE elokE W o)

71715 S=3kch, WARNINGS 9HEE =T ARgA}e] obdof H=2]o] Za1kto] ghdlalo] £}
E]A] o %Kéﬂ] of s, oEE= NO 510(K), FRNMFGREG, NOT LISTED= &t
I 50229) vlFEAY R ol whet FASEAIR 1 S5m0 8 FDAo| 9JofE Y
olg7)7] Az } S5 (Registration of producers of drugs or devices)Z 34| &2 7
Solc), gHH, 9HEE = UNAPPROVEDE:= 505%2] a4 W obdA 95 e 44of 9
Asto] A1FgAY] 501 WA Bk ulgl Alofolct, o]k ASHe] xghe] tigh $idto] W

=
AE A9, FDAE= 22 ¥ A8 (Chapter VIII) 801x% ¢ ¥ $Z(Imports and
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SRIELES 7|mos AfARPE A d3ks Basielon], % Rtas 2157t 7t

(E 5) ZEHE | HEAR QIS $i% (2018~2022)
2018 2019 2020 2021 2022 _
QHtaE =Xl
al % "l % al % vl % vl %

NOT LISTED 8| 10| 45| 56| 27| 34 0 0 0 0| 8o
FRNMFGREG 7 9| 40| 51| 32| 41 0 0 0 ol 79
NO 510(K) 18] 26| 23| 34| 27| 40 0 0 0 0| 68
RX DEVICE 18| 38| 26| 55 3 6 0 0 0 0| 47
RXPERSONAL 9| 20| 27| 59| 10| 22 0 0 0 0| 46
STERILITY 1 3 70 18| 31| 79 0 0 0 0| 39
NO PMA 16| 57| 10] 36 2 7 0 0 0 0| 28
FALSE 8| 100 0 0 0 0 0 0 0 0 8
REGISTERED 30 75 0 0 1] 25 0 0 0 0 4
POSS N/STR 0 1 50 1 50 0 0 0 0 2
LACKS FIRM 1 50 1| 50 0 0 0 0 0 0 2
DIRECTIONS 2| 100 0 0 0 0 0 0 0 0 2
NO PMA/PDP 0 0 0 0 1| 100 0 0 0 0 1
NO ENGLISH 0 0 0 0 1] 100 0 0 0 0 1
DV NAME 1] 100 0 0 0 0 0 0 0 1
A 92 23| 180 | 44| 136 33 0 0 0 0| 408

TR QAR HIE AV 99% E 101%E HAEE B2 g5 AR Zgh
A SR ] FHARAR glogwo] A, ulst FDA $]A R A& (IRR)Z5E dloje =4 (1

Mol 1 20234 69 109) T AR 24,

FH

Edlzof|A EolE MH T F 4087102 3kt vlo|al s ARJoA 71 =2 1]
= i}xla ARk, 202163} 2022 ofli= K R o] QAR E e A] eRiT) s
ZEO] AR SulTE L tfRE FD&CH] A5 50222 FA A (Misbranding)ol] st
. AREA o gL FDAY] T XU 7|et Jut ?Véﬂ%i A=A 2 elm7) 7)ol
3} o= = NOT LISTED”} 807402 713 wo. nl53l AdoA] Az 2 AY
gAY 2P AR 97] T 59 w7)o] it FRNMFGREG7} 797, Al 41 7152
O]=7]7](Predicate Device)ol| /-8314] ¢k= 9] 9IRtal= NO 510(K)7} 6871, *
o]i 7|7](Prescription Device)ol] theh ¢{¥Fz1= RX DEVICE®} RXPERSONALO| Z}7f
4773} 46702 gt

ol

F

)
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a5 vlol @Al A1Je] vl AN ofS W A © FDA SINISE RAS FyoR

71 Hbof] 501%9] EEH(Adulteration)¥} THE o QNIF SR STERILITYS} NO
PMA7} Qltl, QAT AY B9 A 0l 3404 AYAF W HIbE] Ao sk ¢uiE=
STERILITY*= 3971, AJ#+ # %591(PMA, Premarket Approval)E4] %8+ 3%5H(Class I11)
o|7 )70l sl NO PMA= 28710 slelw|qict.

2) SJorE

TR SIS A4t e FEel SfopEol tfat ANAME N d5he BA

Avk= (3 6y} P}

(% 6) QI2=E2| HEARYE +UNHE FHE (2018~2022)

2018 2019 2020 2021 2022 -

flEtEE =l
vl % al % | % al % vl %

UNAPPROVED 2 3 7 9 46 59 7 9 16 21 78
FRNMFGREG 5 15 5 15 13 38 1 3 10 29 34
NOT LISTED 5 15 9 27 8 24 2 6 9 27 33
DRUG GMPS 0 0 4 15 17 65 5 19 0 0 26
WARNINGS 0 0 0 0 19 | 100 0 0 0 0 19
DRUG NAME 0 0 1 5 17 89 0 0 1 5 19
NOCONTACT 0 0 0 0 18 | 100 0 0 0 18
INCONSPICU 0 0 0 0 18 | 100 0 0 0 18
NO 510(K) 0 0 2 20 2 20 1 10 5 50 10
FALSE 0 0 0 0 8| 100 0 0 0 0 8
NO ENGLISH 0 0 0 0 2 29 3 43 2 29 7
DIRSEXMPT 0 0 2 29 4 57 0 0 1 14 7
LACKS FIRM 0 0 0 0 1 17 0 0 5 83 6
DR QUALITC 0 0 0 0 5| 100 0 0 0 0 5
NO PMA 1 25 0 0 0 0 1 25 2 50 4
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A Study on the Countermeasures Taken By the
Korean Healthcare and Life Sciences Industry
Regarding U.S, Import Refusals
: Focus on the Analysis of FDA Violation Codes

Yu-Han Lee
Hag-Min Kim

~'\' Abstract

The purpose of this study was to find a countermeasure to the U.S. import refusals
for the Korean healthcare and life sciences industry. To this end, an analysis of trends
during the pandemic was conducted using the KITA Border Rejection Database, which
includes information on items and types of import refusals, The reason for rejection was
also analyzed according to the FDA violation codes. The degree of countermeasure for
import refusals was identified by measuring the unit rejection rate (URR). The results of
the analysis showed that the major U.S. import refusals for the Korean healthcare and
life sciences industry had expanded from contact lenses to COVID-19 diagnostic kits and
drugs after the pandemic broke out. The major reasons for import refusals were
non-compliance with the Predicate Device and Drugs Act and non-approval by the FDA
for products and facilities. On the other hand, the unit rejection rate (URR) of major
items in the Korean healthcare and life sciences industry was measured higher than the
industry average. The results therefore showed a low level of response to U.S. import
refusals, The results of the analysis of reasons for import refusals by item according to
FDA violation codes were as follows, First of all, the main violation for contact lenses
and COVID-19 diagnostic kits corresponded to misbranding. This was often due to the
fact that Korean companies did not provide the relevant notices and information
required by the FDA. Many cases also failed to demonstrate a substantial equivalency
compared to predicate devices already on the market. On the other hand, applications
for new unapproved drugs were not accepted as they had yet to pass relevant
regulations that would prove their safety and efficacy. In conclusion, import refusals for
the Korean healthcare and life sciences industry were found to be closely related to
technical barriers to trade (TBT).

{Key Words) Import Refusals, Healthcare and Life Sciences Industry, Medical Devices
and Drugs, U.S. Food and Drug Administration (FDA), FDA Violation
Codes, Federal Food, Drug, and Cosmetic Act (FD&C Act), Unit
Rejection Rate (URR)
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