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11), 185-210%.

25) &5 2009.1.14. A3 200771859573 FA.

26) tH 2005.4.15. 4131 200352780 HHE.
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A§7] oFTT Lok giok ge BAS BE LHE e 27 AsNAE,
Selue 9gAg BRI mdo] B nle WAlA YPAET BAE A

FAH JBAS S PR AE) B =S ol AEHL o|F Fxste] $9]
447 A % FHI T WA ANAYS AL Bast Yok

L Ol=ol Mol “Hef Al at

“2XE flet XA Az A2 TIE

W3] o) g A PREl7 F(eGCPyE WAT) AR old) e|aAs eFstA el &
Yot A=A ANAGE u 3
SJFEYHA FRE T ES MRS B F7)
59 78 29 7hed shtol/l sk mebd v s
FAH elzaslel T2 Az OF = st Ae T AR e
oJssh 4] gelHE 2 mgo] @ Aolth

Sl v ofokFe] AFS A% FAAA AP ;AE AT A 5
FANE WEs] TR Yok AL A F Y BEgg FEE ofn] @A A
AqAE Uetd A& 1 dAde] e@l Aoty A7 AA Agzs “FAHI 9=
3 (medical practice)?} H-THresearch)2} THT IF-E2 A& 987 F-& Fub
Pl st F o] E et RHFOEMRM) o] Fo] Aol NdYde AAlstaL

et
A= At Al 9 ZAKClinical investigation)®] A of ol thafof «-- 178

o

34) “In medical practice and in medical research, most interventions involve risks and
burdens.” in WORLD MEDICAL ASSOCIATION DECLARATION OF HELSINKI - Ethical
Principles for Medical Research Involving Human Subjects, Article 8. (Adopted by the
18th WMA General Assembly, Helsinki, Finland, June 1964, and finally amended by
the 59th WMA General Assembly, Seoul, October 2008). &A7] AA2 =2} AAT)
A gzl FES vlEEA Aol AREd tigk WA aEel wet 19641 &
= AR Aoz «ddFe] A SJatel dist dareks FA 2ol 53] A
Aol Ao FEAF sl dFEka itk A7) AdY JUe-S 2d dF
(medical research)el] tlsir= 2e+4] OJF/]J =7, AlgAIg e AR o]dy, gt o
& 5o 5 &4 AR 18 T o P 211‘6?9* 7kekal QloWAM L o539
(medical practice)= 1 TFE&HIFOE A3 3} ] o3t itk
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o] HdAE ez ofofFe] AW, Fof g AEHE o5t ddozA, F
A S8y FHFANN NBFA SFFES ASde ¥ lﬂl@ﬂr( -+ any
experiment in which a drug is administered or dispensed to, or used involving, one
or more human subjects. For the purposes of this part, an experiment is any use of
a drug except for the use of a marketed drug in the course of medical practice.)”3l
TSt JATh3s) oA Y vx AFAHL “FAHQA B (medical practice)36)
HFAM AFT TS AHESte B9 A et Sethal B
AFoR WYPOEA YHAET BAE 9T TAA Y9t AR dEts
Mg #33 s gk

A NS AF RIS YAFAASI AN the A o] el o5
AL AHF oJokF o] F7b 9] 9] AHE(Off-Label Use) 3h= ¢ 31d oAe
B7o] HA9l oo 9T FAo RYIE T & AES ANE] HA o) A4

35) 21 CFR 312.3(b). 21 CRF 312 ®|F2F 2ol AP T 7oz 53] 4ok
- AR e Aafel diste] qfE3st Ql=vl(The regulations in 21 CFR
312 cover procedures and requirements for Investigational New Drug Applications) 1-8-%
—H-Fg]oﬂ}\ xﬂ;ﬁo AE?SH ] —r};doﬂ}q ] o] JQ}:_E’-__Q_ /\]_Jg_g},‘: ﬁo = O]/\P}\]
o) WeAolA Aslelo] AN B 275} AAE T 2} e AE ¥
g8 ohaL vk Bk AR U2 visrAlEefeREekdd Sl hitp:/www.fda.gov/
downloads/BiologicsBloodVaccines/NewsEvents/WorkshopsMeetingsConferences/UCM 10662
4.pdf 2z,

Medical practice® oW st §ol2 wstefof Ao tjafix= o} A} A-elx
gH¥ davt §le 2o Helrth CmdgePu XIn % 1#F vk gojolu
Anta gpehdgomM o] kel EE vt Qv de sk 2 —tﬂ
gol ARgIe] FUAAS 7IEh] flete] Al R R Wgsiginh AR 9 ™
AT TAAL QAR I RN E ofEA TS AVl i & {%91
FAE WAE wdo] qlvk dAEA 9] HAATE B YAIG ol dheliA=
AR ARe] orpi A el A3 celm el tiaixl= oAkl Aol i‘rXH
Ezhxﬂ 9 R R I T gAY S APEA Ake] =9l mE= 73%7}
ﬂluﬂolﬂi e @Al dhsto] ¥ - APEE obeE HEsHE Ale ob4 el
=2 opsitt thik Azte] Halzs GRS FEAY T8 A AU 7%
A7gl el kS tdow OF oeta Alglo|m g <o g e o] HFolls 2oEY
FE EA- e Qlo] ool &% - mnel NS AT ekt o}w Zow gAE
QAP A R Lle FEEL AF el 3101 78 AL Skxke] el deel 1
SRS ARG EAIEAR A AR Axpel wetof sk FdA R delehs
Ao 8Ag A3 A zasl Aolg 1l D}I’_ dobEn webd IAES
s 913 FAA maALle 2] JokEe] a5 - avet S A A
FAA R E EAE F dvkal 2k

37) FDA Information Sheet Guidance for IRB, CI and S. 1998.
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3} ko] wel ofokES AgstE Ao Fata gt g ookEe tisiA F
8 RS F58 F3F A9 oA S rxsta AF AHETIES
FATL Yol 91& Bo|t}, v o), 11 =7t FAAHQA 5P A AL Aoy
al

=
FAHEFY 7S AT GAANPAHIND /el tid AxA) ol dAE

P Q5}A] ATh(--- when the intent is the “practice of medicine”

o>
>
Ho
r«\o
I
oY
il

does not require the submission of an Investigational New Drug Application -+ or
review by an Institutional Review Board (IRB))L $tth, A=y, ¢ A2 QALY 9
S7b FAR RAR AP DPAF B B2 o]go] BBt L
w3 a1 ok

T3 QAAET AL o mae] P g A9 e HRL, “YAY
A FAH «IEEE«I BA0IM ] loFEL ZAa] A% Aol ket (@A
F A3H 2A HlH YING BEA M B ¥
&7] g FHo= lf@E]E Aotk FAE dEANFL 1 Ao AA=E A
TAARA 8y E wHE 4= QT+ Clinical trials are not to evaluate a medicine

under actual medical practice conditions, but rather under selected and often artificial

S
gﬂ
£
2
o
i
*_,

O

conditions to answer best the trial’s objectives. Controlled clinical trials cannot by

definition mimic actual medical practice conditions.)”2}3l A3} QITE39) o] X H

m= el A o] s Al dRARF TR SRR E I NBEHI 22054

of o] Qo] W PRHE AolWe Holw Yrks WS FEB
o

ARHOE T PPFAT WYY AL YINBH B4 AT FAA o
YT P TRID YT MTAFFEFAAHY AP A Y& A

0
-l

IAe) st NYZHo|okeE YYAPS BAE AT TAY J2YAE T
= 7 388 12U F=sa Atk

F7kstel mlFolA] QgA T BAE 9B TAH RSl Fo AolH L
£2 UehiE 0en 2t dY Wee YT B4E AW FA o5
Slo] ek VEhbe 99A AXSS AR 202 Aol ¥ el Aol
#2 HBAQ o)sfo] Bgol B 5 9ot AR ofef HAH 9% 4

) B PR AL ool Aaet ol gIstel FohE P,

39) Bert Spilker, Guide to Clinical Trials (Lippincott Williams & Wilkins, 1996), 554,

40) Harvey M. Arbit, “The Difference Between Practice and Research — What the FDA
Expects You to Understand”, University of Minnesota HMA (2007. 11).
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EE2 AN EH BAE S 7AH 5P E T2 2B F

o o
AL YARE A o mof A EA S Brhshs FA ol A

/Al & (Research)

dusl hsd AAe TR A%
AAH zA R :

. L . (Practice - exercise of an occupation or a

(systematic investigation designed to

. . profession)
contribute to generalizable knowledge)

AFATEA G A A S(Protocol) AFAFAGAH F=(No Protocol)

QA A4 7zel Hgske 9

sl AT o RE B Fol

(Administer to some patients)

(Administer to all patients)

kel 243 2]

(Much documentation)

gro] A8} 2 (Some documentation)

Az AE o)% QS(Intent to publish)

[e]
A% BE A g

(Not intent to publish)

B3P T B7KNot billable to insurance)

B A 7HE(Billable to insurance)

IV. O] Afd Eef|o] BfEHe HAE 2 CHet

1, oMM - RENO| BEE AZ JIFZE o i3t HITY ZE

o) A7 el YPAPe ATE HOE B AFEA 1 AP BAAAY
A4 - AZel dstel HAH B KEA FEH AFHA gL e FIG D
BT e o] ofg A2 AW wiol Lk T ol QA - FEA
FEW AF /2R e ded 2L oY M AT 5 U3 0T FH|
ojgtia )

RA, WA} B ANRD e FLAGA T FEHA FETh FAPY
Ge QI Bl tstel <Y NBE JeFBN APAH FENE 39T
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4, 38 A=Y 2do] & HF9 dZAEH FAE AF 7AH A=Y
TE 718dE 2A e E AR 247 dde dRAEE EE
A FAA ASPNE WY TR AT HFAFo FFIAA S A3 A9
AT AL o9 gt Al EZlo] AP SAE % FAHH JRYE
Athe A uA A9 wpel Ak o

5 HAEA oF-E 7IEoz AR
3 TEIE e FolE F ok TAE P99
THA ANYEH wmi PN FAE Hf& TAA Jmg9ds ddshs M
T8 A HdA dAME v=o] ARFAH vt oF A
#e7)E Atolel & Aol7} gtk A}EHE}

AA, JAA 8T7HE 49 ARYFIE FES 92d 74l At ©
A3 dAate BAtel tiste] 989 A& Eolal WALA L s <87
BAANTE T SANA Ao a8 2~E AFS oF FEstas 53
Tl tiafA= FFol gl B HEA Hhes vieol wel HAo X s
of & o FE REdnhe) A= A= dAeke] ARAYARE HAH Al
AU T Fxbe] Aele} A3t AE 7otste] HAMo MABE 3loor & WEZ
o7k ok

g e A ofaket Fab Abolo] AL g gt FHSHA A=
HEY HA a7t dve FE YA ARt ko) o|e} st
FAT UAHEE BY e “91*}7} AE, A8 59 JBYPAE Foll o]
A A AN, A4S BEldhe 9 A nFol de FAH< %‘}‘o
ojvt A&l wet e WA fldkd aFHE HAY 2AE ﬁo}@l k

TS
o o o

II

2

O

ougel g oMaiin DA FRANE A @
=

19| Fael Wt} WHALNA Fo] etfdoR e

“ o8y A4z AN

45) o2 A15x A

46) N5, RASEESEHAL 1997), 62,

47 o 2005.4.29. A1 2004TH64067 HA; oY 2006.11.23. X131 2005TH 168834
=
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e S AR o MAT 4 qlohd, ARy ARl fuzAE HE YA
At Aol gl S 5RY o] ohudetE B dalclA T
Arre] AAE Aarska o] & Aldjstglofof ke AEalede] deo] AT
SHThaL FABIATRAS) ¢ BANM HE oA Aol mESHE Aol Hnid
AFE AR BHA 5o M ARE AFdes FANATAE O
Mg a3 Ao 2 JARA ko] i FofoF-& Tt Ao &
ok A Zlojt

olAH gy} BT} AANA LT A FoF= A FAHY
T4 AR BE FH =XE ¥ ¥ oln BA FEIEAINY 8¥FA
712 B2 AWLE FFHE Aol obde &+ Utk 2FGH, Ak Al
M 53 sAke] ARt A%l AAsirt fEEE AdsiAY a3 d&el A

A% B obAl A - HEAY FRF Ao $RAX AT TG BE
S8 ARET FAHL AR AVL T Wast A= Adv Y 5 A
T Aol oA B 2B WAUZS FAYLHE A4 AWE F F
231 4710 YARP gL E APH 2AR 234 18 Y9 A
A ARHEE Jol BhEattha Bohe) 919 22 o zaslo] g7 o
FES] AN FEA Al FRAA ke ol HE AR YIANFEUC
L% YPAYOT BT o8 ANT B9 AR B 5 Arka M
o shEsi aFH0 1EE BHE 5 ol B4 AHAR A%W 2YL
9% £ 31 ZRA Ego] HA oS YAl LTFHE AN A5
gng Sysisd YolAE A24E Adesst 9 4 gk

9A, AAH B KB FRF AF) FAL JuHEA FUN o} Edko|
73E $87 AT YAAYY A37b54 SRANE AT Aok ¢A BAE
71 sk Aol () IND 4] WEE AR k02 AR, 71 b
ATFAGFOR 3718 A%, ) 9ok 2 kst AFAEE FoIAAE
12A AT, BARAR AFEPEAZ QRIE QP 4
A%, 3) LFFANEHOZE WY GPAT Th9) 3 VEG EEAE

48) o 2003.1.24. X131 2002013822 ¥HA.
49) B2 o)o| tfate] WARY EadE AL B HA Ado] A7E Ao 1es o=
o

Fets) bsaha = AL
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EATE EANE ROl olv) 44 2 7

SR G A olo] Batel YFNIALAE AL U ook
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ATE T RIAE &% AEE A tiqtE FHAT, ABHAZARAA HE
HA X3 ExgAtae] it G, AER A5S BAS AT AREdddET
ol oldl 23T S A4 NP L UMY R B Al 2, 3 94
Ade] hmot oofF e Az e FYSTE B AF o] F &7 o ofFe F7HA <
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g Zoltk

Nancy A. Wynstra, “Breast Cancer: Selected Legal Issues”, 74 CANCER 491, 504 (1994).

Kate Nagy, “States Aim Laws At Off-Lable Reimbursement”, 85 J NAT'L CANCER

INST. 701, 701 (1993).

Wynstra, supra note 53, p.505.

e Aol =(Medicaid)= €7 45 olate] FANES thdoR BHES Adsh=

T4 ABRGAER Aol S Fasiths AelA Ao (Medicare) 2F T2

ok

Pub. L. 101-508, 104 Stat. 1388 (Nov. 5, 1990).

oA of(Medicare)= Bl=rell A 53d o] AFSIHA R FAKSE 654 o] 1F

SE AR OA HAlE el et AFsshe SES e 34 AR A ot

Pub. L. 103-66, 107 Stat. 312 (Aug. 10, 1993).
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Azle] MEdRHE & ZE Aol tiste] B3| AL Off-Lable Use & H|-§-9]
S o Fseta gl

T3 59 5 FEI7FY HAE ol FHATY FAEE Q! VO 724/200401
wa2E 7]E9] okl g} gl A AY Fuld dWe oda IAY e
I Aol AWHl A ojH] ik oF o g FFdE o] Ky
AIE 7t A Y Afole oFF Y Off-Label Usex= AFHI 55U o tFH
(AMG) A8z A23el| p2W 718 ooFFe] E4¢] 9lu X5 Art dAl9
AEFEOE A oE Agodle YA AEA Ao 71%3 Off-Label
UseT 3§80 A AT  gloten

ol AF|ZT ofoFF 9 FIIHSY 9| AFE(Off-Label Use)o 7-¢- Ay HHY
FAE AOZ B AV e B2 HA A8 oS 5t a3t A
uhA Al B E QHA - fEAY Uidt 2T AS7A = GEEHA it AP

QYF A2 2As) o5a Bagol Yt o AN AGL A na

R
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=
o>
OEI.
o
o2
iy
o
o>
lo
il
o
é"—"
™,
l=ﬂJ

}%‘7}%’4%%9} A AEst 2w
Hl-§71A] Aggetol FaL le FHo|thed) ddo e Skl o]& dRF R i
NEo g Hol Aefyae Sl S a7sta oA FAA A H3}
stojof gtk M EL I FeEld e AR ofgE Aot

60) “... Off-label drug use is the prescribing of a drug for a purpose or indication other
than that approved by the FDA. Off-label drug use is prevalent in oncology. Over fifty
percent of all cancer drugs administered are for off-label indications. A physician may
legally prescribe an FDA-approved drug for uses other than those indicated on the package
insert. The federal government has adopted the Lasagna Committee’s recommended
policy on off-label drug reimbursement for Medicaid and Medicare patients. Several state
legislatures have responded to the reimbursement problem by mandating reimbursement
of off-label drugs when used to treat life-threatening illnesses, cancer, or HIV/AIDS.
Only Maryland’s statute mandates coverage for all off-label drug use.” Melody L.
Harness, “WHAT IS ‘EXPERIMENTAL’ MEDICAL TREATMENT?: A LEGISLATIVE
DEFINITION IS NEEDED”, 44 Clev. St. L. Rev. 67, 73-74 (1996).

717]Oi “Eolbg/\]- ,]olz ,] o}ﬂ.}}s}ﬂ/\}ﬁ_(offllabel Use) U]/\]_zuouq_ 7—]7&51_%@/5]—3]
AP, MAEA FH A1175(2010. 6), 51-3149,

RAEA, dige] oo AR doulo] Aol gk dd o] oo} o8,
gxpel] wX &= 4, 2012.6.21.4F HEALR.

61

62
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2 ) il
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63) a50] e oFY FUSA HolEF whEoAY @0l Sl oFAH FAjelA AlF
HAW g3t gl ke grigith o5 (double blind)ZARlA A TdAte] ARk
NAl= o] fleks, UMA ArbelAls &E5o] e I oks Fof <kas Atk
e 7HAF71E v @Ak oF ARgoll WE o] o]S(secondary gain)y= @
o= xtelA wWuE o] fJofo] FojHrh o]gA &l flE o] okErt 3l
g DA oE EEE avE $leFa(Placebo effect)Zhal gtk

o4) WFo} «ZAFA o8t} o]xHEE A JtEe|sts| x|, A|318(2010), 897-903 .



212 fAgiEtw BB Als4d Al1E (2013.3.)

A FAHQ dsPe AFIAIAGA Y Aoy AFAAHA ] EA A
Oy o)At AEA AFF Brhe] 713t A} Al WA ARANEE X238}
A ogaty] flste] MEH R AFEE Zo] BFolth olzd At i
TAHRJA 59l A P S gt FERy T e 9AY oty
AZ 7155 A7 71E oy ZEH R AT 2 APdE, #8hF,
ALH, g2z AFdes AT o7} gle Zolttes)
olggt Yol o] A # AE A da Fo] 9 A= RH
S7ME o]z F¥ 23l

ok

o[}l

g e

Hke 27 d 54 S A5 Hﬂ A
o7 Roly oFF9 A FEAS AT AT FHoE AYHAF
S AABAE B JEF dEFHO A obYsith weF Ha oAbt 4
okFe] bdA - frEA AFE Hste YAANFE S AP Zolgtd I AFEAE
A FAZAGATE AFHAAY AFH R ofugt ol Bzt 24
ool & Aoy 13d Y JA woll HA| okt oo HilY Y1 F &
A Agke] FY - A SHAA B o o]ES NS AT FFA I
BE AL 77t oo ddEn

Ax o] A BAA ZAE FL AL A9 o BAoFEe T %H}

At FE7HE A ol FES ALdATE Aol EAE
AR o] A E71MEE Fled GRAHA &Y A2 B 7= ‘42]
A& A% 7AY 239 ABAA A AR wo] ATty doEn

o,
r [e3
-
=2
fo
QL
=
o
u
o
AC)

2,
)
M
lo
il
lo
o
o
PN

3 Areigel 97%7) oAl 3171
Aol Sl 5 adkFelslzel SE AR s AT ol Aol g
2 olft A o ERHA ABAZ BVHUY Bl Brke) 9%

2o AHE o)okEe] 7P ¢ AHE(Off-Label Use)9) HIE QkdA - frE

65 =& olelg /pHA FeElR e Vxsto] 3 dAFol AL ABEE FeE
9e 5 9lok

66) A 2 uks} Zo] o] AR Wl P oAt AR ke ol f= sl
de AUk
&

2o

=, S BEmo] el B A, AARekele, AAliea2003), 25T,



YA S-S AT FAA JaPe FRIIE A uF [ LEE 213

Hol FEF Aol grE WAAAE ol2A Zadn 84
M) HEH3 Yu BAEFY FAS] YrkaL W of
Aol aFHE A ABYTE AAT 0 Y] aTHE FIE A
o 2 o A7 Beel QNP FRIIE BE AAA - HEA
A% 71220 S Slsh B GOE AgRA YRAY FOE 9
2 227} ek o A% Az x

W

ol

2

S
0 X

EREIEY

B0l o FAH BRGNS FEIE 712 AYY T8 40| Hofof sk
8% BAe RSl Aol gt B
S

] =39 2013. 1. 11 AR 2013, 2. 22 ARSTAY 2013. 2. 27




214 TAgiEtw B A4 Al1E (2013.3.)

i
ro

=]

7N, “ANE: dAEA e WA E71AE), Thetet T, A445 52006, 6).
AR, JuAGGAAS] WEDAC BF AT, A =R, Adtiehn(1992).
A, ATAFEYY BE ARH AU WEH BAY 0@ FE", #3e)

23| X|, A20E A25(2012. 12).
Ak, «oulge] B FEH AT ZA ] g8t ey i HE”,
MAE|A FH A1355(2013. 4).
L&, MHBEZEEG A 2003).
FE, 5o Y, WEATR, A3 (A NS HEA T4, 1983).
4719, “5UHE o FES] 3 7IARE AHE(Off-Label Use): RIAMA I A3 EF
gl BA, MAEA, FF A1173(2010. 6.).
“za oA HETAC At Yy, HME FH A41435(1991. 3).
2t ASH (Y AL, 2005).
9], “tpASFY 27] A 9 X5, ettt As S X]|, A1
A23(2010. 9).

o

o
4y > e
oy ofy

o
ol

A& “o|sh ol g A, M=E, A32HE A6E(1983. 6).

AAF, gAY, AUAIHE(1997).

=7, o2 HHEET, 1989).

TS, “S7HZE o] &3 AR Ao, iS4, A855(2010).
kol «ZAFA YT ol HEF HA, F1EL|EE| x|, A31(2010).

wjdol “AFA A SRk T Foo FFd ME F 5 A FE,

?_I_E._O_I |:|-|°I-§|x| 11]19-?J Zﬂli(ZO 1).

2012)

A FOfERIAA, JtuAlE L SHE(HFFEFIHA, 2006).

AT, “ABAFAA DI, dabeta|sra| x|, Al1d A15(1993).

S, B ASESE(EHAL 1997)

ol I/ oAl AR Welo] S AT, WA =E, ShFista(1991).
olET, “HUdA 9 SsA | B3t A - A AT, BAHEE A2E A 15(1995.

—
Ml



YA S-S AT FAA JaPe FRI|E dF uF [ LEE 215

o
&)
ofk
)
o
>,

o] &%, MAZE(FI AL 2005)

ol A, A oAl s M(FAMHL| ofaf I)(TIY e, 2012).

AUEd, FUA BT g A AT, A =R, AAHER(2003).

A, dAHH FAFHB A G E 2, 2012)

z23]|%Z, o|2aAS(HYUAL 1996).

A48 9, QAT 5247 IRBY ATl vAs 93, dsete
83| x|, Al16d A23(2008).

HAA - w5, o2niat o 2AS(SHAL 2002).

Arbit, Harvey M., “The Difference Between Practice and Research - What the FDA
Expects You to Understand”, University of Minnesota HMA (2007. 11).

Harness, Melody L., “WHAT IS ‘EXPERIMENTAL’ MEDICAL TREATMENT?: A
LEGISLATIVE DEFINITION IS NEEDED”, 44 Clev. St. L. Rev. 67 (1996).

Nagy, Kate, “States Aim Laws At Off-Lable Reimbursement”, 85 J. NAT'L CANCER
INST. 701 (1993).

Spilker, Bert, Guide to Clinical Trials (Lippincott Williams & Wilkins, 1996).

Wynstra, Nancy A., “Breast Cancer: Selected Legal Issues”, 74 CANCER 491 (1994).



216 TAgiEtw BB A4 Al1E (2013.3.)

<Abstract>

Critical Consideration on Korean Supreme Court’s Criteria
for Separating Clinical Trials from Individual Medical Practices

Kang, Hancheol’

Decision No. 2007Da3162 held by the Korean Supreme Court on Oct. 14, 2010
established its own criteria for separating clinical trials from individual medical
practices by legally defining “clinical trials” as “any human subject research whose
safety and efficacy have not been sufficiently verified by knowledge and experiences
at the time of commencement of the research.” According to this criteria, Off-Label
Use of marketed pharmaceutical products could be considered as “clinical trial” if
relevant safety and efficacy have not been sufficiently verified. However, current
medical society has broadly taken advantage of Off-Label Use of marketed pharmaceutical
products for the health of their patients. Furthermore such drug use cannot be interpreted
as legally prohibited under any current regulations and even can be legally required
considering physicians’ responsibility to provide their best medical treatment to
patients. Nevertheless, the Korean Supreme Court’s “sufficient verification of safety
and efficacy” standard would impose on physicians not only excessive procedural
burden such as preparation of clinical trial protocol and collection of relevant
materials required under the KGCP for the Korean Food and Drug Administration’s
clinical trial approval but also potential criminal punishment arising from not
performing such procedural requirements under the Pharmaceutical Affairs Act, in
case of Off-Label Use. Considering relevant regulations and preexisting case laws,
advanced country’s practices, physicians’ legal responsibility to provide their best
medical treatment to patients, nature of medicine and appropriate scope of clinical

trials, the Korean Supreme Court’s “sufficient verification of safety and efficacy”

* Attorney at Law, Kim & Chang Law Office.
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standard hardly seems to be proper construction of laws. In this context, the primary
criteria for separating clinical trials from individual medical practices should be “the
main purpose of provided medical activities.” And “the main purpose of provided
medical services” can be determined based on review of various circumstantial aspects
of such medical services’ performances. The potential problems caused by reckless
use of drugs whose safety and efficacy are not properly verified could be resolved
by imposing strict professional duty of care on physicians, denying claims of relevant
medical service fees and punishing drug manufactures who produce and distribute
pharmaceutical products without relevant product licenses, not by unreasonably
broadening definition of clinical trials to concrete medical practices for individual

patients.

Keywords: clinical trial, medical practice, Korean good clinical practices, Off-Label

Use, ¢GCPs, Korean Food and Drug Administration, Helsinki Declaration






