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CHAPTER 2 Article 132.1.(b) hospital and medical care and closely related activities undertaken by
bodies governed by public law---

(http://eur —lex.europa.eu/legal — content/EN/TXT/PDF/?uri=CELEX:32006L.0112&from=EN)

19) Groupl EA], Group2 X8, Group3 F-HAH]~, Groupd =8 AlY EAH, Groups T, Group6 il
Group7 B EXA], Group8 74|, Group9 .‘T_%i% AE71E3] 2 71E o] kA, Groupl0 A¥Z=, &
x2737], ASRS, Groupll dlEF 5, Groupl2 A TA 2 7]} HATA Q] PAto] &= & A,
Groupl3 &3t H]2, Groupld widA|de] FAE & gle 459 Ase] FF, Groupls FAF
(Investment Gold)

20) Margaret Unterpertinger v. Pensionsversicherungsanstalt der Arbeiter, Case C—212/01[2003].

21) Ibid, par. 38
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E%i% /‘ﬂ‘”‘:’“ﬂd(CGI) Xﬂ%l"oﬂ o] 7k WAt ol A% et 5 dE
< vl ‘%5{}71] 7P7}Z1/‘ﬂ HAZE A8 e o 7]elle 2284, v, <

2P Ao SJste] A @Bk AAE A AT

A e FEH A A BA-Y AFEE AYAE - FAEAAE G DAL X B At
2 AFEAET T A2 ofg o], FFAAH ol il SUE AFHE A X 5H]
2 AN A ol &5 X, w9l tiF AR A8 F AR EAE o o5t
of X287} HAEE X897t dFEh S TFro e o5 B BARYE 139 BY
A AFshe o5& date] TIPS HAStaL Sl

592 19679 EUS A& 835t AGAAATAE EHCR e TP AZ Ags)
Aok EAZEARAAUSIG) AAll el B8 A4z WA Aozl s st o
o AFARQ WAFEEL A4z 1 A3 9l Ol T g5 22 A1435 QAL A
hoJ AL, A& s wE @, 7Y

(¢}
o4
ul
rlo
i)

il

FAE A

o] THt= «l 19}54 ﬂ%*‘-‘—"é 947471?
4

g erEA] AA EE AR - AV Pohe A4
Z

o © o Hfol
o ot o
rjg

A st g BAE Helo] A3
AUAE e G983 #dste] At FARLT = A 5H L9 40% ©d= HA

HEI3d Be AR HEgIdoA A5 Es A dids 733 45 59 845 55
ste & AR wiE 9 olth YL o5RICZRE WAste BE T el HA=
A -g3sta Sk

HEa= F7171R] A (Wet op de Omzetbelasting 1968) Article 11(1)(g)ol] w2, 91z7te] A
Zrae] o #ek HE71H(Act on profession in human individual health care)’de] A&7} €<, 4]
g efatel X H7]FAre] &9, BHO] P, QET 20 o3 $hxte] o] Fo s WA E A&t
th olA Y BTVt AlFste BE &9 e WAlE A&t o sdETHE AlgetA|
= .

= g3 a2 AR £ el E A glo] \AE F&3lE Aol o] EU Al6xt AF
I ECA#A9] M BT WA sk ok

S ~Egole] o5 893 FHAHE HWATH S FI7HR A (Umsatzsteuergesetz 1994) A 6229]|
A g sted, FEHEY agadd ot T, Azre] AAV|H - Y - Bfo] F, A}
AR A BAL - 71 FAL - A FO|AL - AL FHEe o589, BT 93 SxEE &

Aoltt. oAt ool AFHE RE o7& taf HAES HEstn dee & T Utk

2

22) https://www.gov.uk/government/publications/vat —notice — 70157/



78  MIFAS|AXL / ®M17# H5Z(2016. 10.)

old#M == VAT information leaflet Appendix B—List of taxable serviceolA U7FA1E
(Clinical Research Trials)< Standard Rate= ZHA|ghttal B A staL )ITh23) fjol|A] K%o] EU 7t
=] FIPHAAl WA Gl A AN S mgele] MV vetuitt Aol AEE &
AT H S vepuit} zfol 7} QAN o 5397 HA R g E o] gl ddAIR R
FIWVIAAE BAehE A2 Kol EUE 43A18 89S 95392 BA] &5

EUS] 7% A7E-g tal] F7PHAE FAllsta et s-elvete]
95 14 §9o® Hol wiAlstal vk 4% w7ke AP S R&D EE2® Kol R&DAE
= AdstAY AAlEE S T3 e Ao FetEQlrh. 9= NHS(National Health Service)=
S7¥she A kAo AR v &S A L38k7] $l8] NHS R&D HEA ] 2|95 Efata
AUTh ol ARG A epitgel| Ml T §A48] FrketaL 7] wiel] AL ZEl| of
Hes AT Al e R&DE A dafiof ghtke Aol e Zlo|th gk = 719 A2k
SIAL 22 R&D H 9] 130%(F2719-S Hdl 225%)8 2534 slF1 gith24) E3 OECD
W Auths A= Ak AE A &g v el g a A 35% 71 AldSAE sFa glom,
e AL AL AE9) 125% T 175%S ¥&FA 153 ATHKRPIA 2013, 6).

¥
19
=2
)

ol

o o o
i
4
X

o,

o

2. AZA =7}

AEA FHE thEshE el Af, dANEETS AU GeR st TAU Au2=AE
AAst R e ez FetE ) A= AFRE 2

el okgro] Mxl=ro] vls] 4 AHg A usd
5o WrE Fo] B AlelA S

A e k9] 40%7F EAh). of"l 1d o] wi A o
T3 A He] i EARI A gstE gk A ]

E9 clinicaltrials.govell 213t 2013 =] A 4AE 4= 2592 (= 11,2287, =1 9177)
o Bt} St & 103 T 8.04(MF 5.64, G 2.81)3 YERN L gtk ] &H o)

A% 51T 30%, 1]3] B8] 50% e 2o s @ hn 9ltkFrost & Sullivan 2014, 27).
A= A3t AAF Ao = ABPE R 7 A9l Central Excise Tax7}, 892 Al gl A=A R
ZH A9 Service Tax7} H-2}5 3, AR Ajsle] Ful] Ao FHEAQ VATZ} 2pEc) A=

al
H
AEE= A9 Service TaxZ 2012.7.19 58 A @& el HAlsta 9irh2e) A 2ks|A}

23) http://www.revenue.ie/en/tax/vat/leaflets/medical —services.html

24) http://www.ncbi.nlm.nih.gov/pmc/articles/PMC1997262/

25) |5 stolzte] AAEF A 8A| 2|9 B 7 SeivtR ol s ekgho] 48 & w Qo 2
oFgko] 9—11F8](SF 0.258) oI+

26) “Services by way of technical testing or analysis of newly developed drugs, including vaccines and

rlo

EED
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A A oA A RSAS 5 A5 AHE9] 200%7HA] H &AL @ Fa Uk
Z 22 clinicaltrials.govol] &J3FH 20134 F=9] A E = 26070 $x}F 22 QeH
o} ebd 105 Wl 9.945 eI lth T GA] ol FH-eF XA A A g Hl%
e o 2 uid 40%tHe] H2 AAAE Hola Atk 2013 =7 AR RN E g
(1091, 1.96%)E.tt 24 991(2.5%)0ll Aelgth. T2 Aste] 35 Alelrt ?‘ﬂ%A F7H7EA A
o sidste AL SAA(6%)E, MBIz A Alole ABAL GAAG%)E F-2star S
A AL M| 2ol alFslr] wiel FHA7E obd GFAM 7 FrpE o ‘ﬂ} e F=
< PN EE B Aepits AAst] 8l AR AHEE = Ealo)ekEedl tial S A
£ WAstn Utk
AES vie} Zo] EUA = I AE 89S Js5dfz2e B FANE Aods 9
R&DE= Q1A gt A E-&Go] o sad 9ol sl dst=Alol tet Hast g EuA=
o S WAt o2 oA E ddAI A&l el
T7}7}xvﬂe JJr*ﬂ% Ae AL AR LGS 59 E BA] Fethe AMH S
AT g A3 AL AGAE S A NS 913 R&DE 1A sta gl A A g1 4 9l
Oiv} AEA F& Edte 1= A5, AL S FAN G2 st A AH| 24
wAEl L e Aoz st Qnt olgdt He F2=Y dGAIFCAN A S Fole
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herbal remedies, on human participants by a clinical research organisation approved to conduct clinical
trials by the Drug Controller General of India” ; Notification No. 25/2012 —Service Tax.
(http://www.cbec.gov.in/htdocs — servicetax/st —notifications/st —notifications —2012/st25 —2012)
27) f—%%f% WM}% e SAA A g B4, A 2015145, 20150126, AT F7H %
"SAIE R&D % AL BRI S8, Bl ATl FEHoR AHEHE FUR HA
o

Al
. %iw AFelE el AFEA L,

3L
TE
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1. A3 A] A5

PING GG AR AFFE F2HY

LM AT W

Aoz Zrlete A5E FHe7]e o

=i
)
S
o
=
(U%]
L

o] TP EE BAE AAE FA5 T loH AEE 10%e bl

71Z 02 OECDF 7oA e A& 5~27% W2 Bxstan 9Jon tealit Al 18.9%¢|th
FElvete] IR A HAA RS TE vebe) Blae] B AE 58, T9E ARR 5
of tigt WA7F FEZI o]F AREA 9 o589S WA A HEste A5 LA5AEH
23 AFSH e e 2o R et 2 RE S Bl B4 A3 v Fobt

z 1608 H P22 2.9% Z718k=d 231,

Al HF G (FH AH R 715)S 1563 Lo &
=

BANAA FAG A asE 243 A3 7Rl Fsks AH AN E Ae(EE A
B AF Ae)E 27.8%d4] 286292 ok gHel Y Zvlete Ao axE Aow =349
olg}gt A2 Hujgt: X822 9| o8& that FJAAS A Ged] A5l E 2

AFs7te 8@ IAd 2 O gEo] Feitte Ae HATTHIAE - %A 2013, 119~
125). o] A2z}l 250 & wl J/gA]
o= o3y o3 Aefutol eikie] AA7IE FdE A1 Rlsteiok sHAlt

2. ZoA o Akx|F e gt AAA wiy

17 |\ o o

Feivet ozrAgdel g FrPRIA WAITHE & EUS VAT A3 Hud of EUs
Ao g goo] Qo] AW Ak A& a2)w AZre] AARA B o 59 FIA
A 75 AART Tt o] AR g-2lute] - ol gk ARl Tl §lof ¢
eutete] RAE S M7 ZaHolghe A4 & wetded 9 2007, 71~72). EU VAT A
ol o589 8 ook #dd Fgolta 58] WelE TEH R Hofsta slrt A
T B A ER ARHE NES] g AAAB LR wAlE gA &) il =9
g g dth 59 HTolle Sl td S el etE S Eehs ARl tigk /1mA A4l o]
Tl ok Tk IGAA S ARl AhA AES HH =R ol Ao] ofY

28) ‘EU VAT directive’ Article 132(1)(b) T2]58-9 & o9} TAH &5z, I wg} & e 7|
e 28 fAke 718 - M9 - 98X R Ee |l AlFse A,
29) 3| FFL ALSA Fart WA got A Fs|AL YA = A A ofg]go] At Al E &8t
A A E Agate A FA SH o AkE]FEA ofulx AU g7 EY] o2
==
[e]

=
22 SF(soft tissue sarcoma)= FS1TH o] 1%Y =2 v =EX|TE JlvolA] J A A (kinase
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gt A W& Zo] xmelsfol gtk w=e] g AR X5tE ANddte Al
Orphan Drug Act(1983)°ll 9]A 3]72]etE AN B]-8-9] 50%F Al F A8 (LR.C. §45C),
FDA7} 9| <F#S A 71e o) A2l User Fee®= WASHE 5 FEa¢9 AYE o)A &
IStk A e gk olale] Fof Holxof skt

3. oJdNE FAANE A2Z FARF] A )

A A TFAAI D3 7 AB RS AAA fFAAY o] & HEE AGAIA LA S AZ
s FENE ABIEE A FEd teiA fFasiY oA FE FIIAAE AR Ala
g A AT 7Fe @Al ol tigk o o] HA & 4 gl fEE Y o] FHE A A
2 JF A 1 old As AAANR A Tt o2 WolEd £ A7) wjiZolth. o
Fito oig ket o] Fgsith fAsY o]ANEH A&H oz HAAYR 2la FE-3
739, Ak At A A FAS WS Aol 978 T At S Aojng oA
A= glol Bolth SpA|uk o] B tia] A% ola|d AF o |Ho] G- FIIRA
Tt tiall AR ATt e Ao R A A7t gt o 5r|#e] S sjaste Ak
oA o] Fitel digt Hatet gjajo] g H T

A
GAARE FHOR dfa 01i}@12i—t— an 1 ?ﬂﬂHmﬂ w}% XlJM 2 Ao
o) 53le] oAl )&t dAtte] oatA] o ?i AAl 18& Zef & 217h
(14178 2003, 281) E= ofzo] A A4 A A B FUASL <jake] V24
2 1EE AAAY A, AR T2 getelr] ool o Aoz AA

inhibitor)Q] sorafenibel= X BAE AFAE S Sl /Nt i, 9A] v)$- =& 2 A F(chordoma)
o] E]ZAl7) oA <A A|(tyrosine —kinase inhibitor)$! imatinibE A8 U/ IAIE = Fafsta YTk
(www.rapportian.com/n_news/news/view.html?no=5790).
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o] ofe] 7kA] AR ekar ol geh(1960d =U AN Z2<F §161). whebA] ARSI AL WollA o] AL
3Wsts ele R ePidS Foshd, “Ane] A4, A oW 9 A8, 24 os A
Y, 159 Ta, 7199 wF, 5r)e JEE 93 A, Sk g A3EE 5 I
Q1 A olefol] o752 2 - B, Aot - AlAl T A=tA] Eibete RE Yr(RIE S
1997, 28)gka & 4= Stk

WHYS “omdelet 2 AW difoly XEPE ot Ao EA osta AEA
= 7122 st A Ve w2A A, A AW, B BE e 5 P9 E

= Aol olg T2 o= Abde] Aoy AAl e T AdE A & 5

O

X0 R

o)
A
3 of7]e|A A Zole} e Bapel §HIS B Bl WY Ex WHL T4, B 2
o= I ATHe B2, A7, B2, Ba, 2 7)eh 2% webd wE e A =
H

3}
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Al e ole dmde FE 73 F skl «Fopro] XEHBR JHAIE
o)lgg 9 2t sl
AJAEE M2 EH AT F&

o2 il k. it A3 QA oA
el Mtz o2 9] (placebo) thel EFA| =
e AdAE stol=elel 6.4.2 2 F2 E5A 8 (Therapeutic Confirmatory Studies)oll 2] dhH
AR AES e dAske fotiz dNEL dukros AFHA] fon, ofv]
£ o]&gt HlmAF7E AFET Yt iz AT =
dsH ook gk a wof ok Al Al A

o] f U@ Anuigtow AT U A Agelth. uebd A
of Aol 9 & ot Ao BAE HE AR Wi

=
AFotA] getta @Adsty] offrh =Al o ekE tA|ZRs AU ICH) §2.14= Be 4%
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]_
2 24 0}3519_ 71zl 87tA] Eaettd ) A SCI=R-9] 34%(7] 2218 14%, UA3el st

AePIeS BN ARE SIFES Aeatel An(eh 94 ohig Mg 53-8
8% 88 F ATASES DA A% GINF L ARE %ot S A
Sete] AR W - o2 - B4 B 3 5L AT AL BA0R s TN
o F&ATFEAT 1 Bao] BUFL ¢ F Uk W] AR EAe FEATEooR
Mol BA GO R 4 B FEF BIYo] donR, AIANEETe] ALE oFE, A2
8717 BE AEe] A8 SEAToh ohlehs Bel dlits FYsolok sl

o=
Xﬂi"dx} —01]711 & ‘5P% 45 F7PEAIAY 11126& AN A5 5L 22 W A A5
0e omnlgde] B0 APeA gorl, 2y AYY Az A2 R 2y AT
4 Aznze] B A2e WY - olE - Y EE 34 S B 7§99 I o

[e)
ohigPoleta stk WA AL EAANA J 7))
& AATHe FRVE BAFES 2PAE Achutol 019 o] ST FFE 71AE Aot
CEEEEEREEEEE N 7

)_?i_
2217 SR HE & dert 9

 HERE0| YA MEE5 A

AW A59xE “2Ale] FEI} AL WER JATP I sto] AP EFS Al 9
ZAHETIE 2A 53 - A57F BEA] F3]o A A HE ZA 8] FaE ofof 3
& ongith. A ET = e AT, B e HEFe, A ELFY] 97,

19|59 2P, ‘a9 42 o2 FA St UTHFEST 2011, 1262~1265). T8/

31) $2luel 20113 % A SCIx=E BHE AS4E 44,718AAA 119)2=2 o] F &Jgh=&o] 15,05179]
o} 2 Bopbd SCI=ie Ao dto] 87397 02 19, 7|%9o o] 63127 2.2 29, 3}3to] 59714
°2 390|thEA ; 28y &7|EH 7Y, T7]sRobd SCI =52 A4 94t 24 9 XA, 2011
—65 FE, 2011.5).
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% M ESINE Qe A5 91714 Popd dvlEe o
PINYE AT Holm PP PANUL o= Ak, B 48AR
G % 1 2Ale] AFehe QARG B ARA B4 QA thstels 23716
3 40Aol Ageks ARA B3 QPR L ARA AGLIAD
SRRIEE N ER B 61%6 TR, AL HEo R & 5 gl 94
@ elu7]zte] ool tjsle] SHeATgo0] ofekn o) Bosle Ae
B3 WPARA DRI GEAT o AR ) Y AAE F20 AR
SA 29 Az 2ASHA R o e AWIEATFE FolanE P A E T
g0z Hels) M eF2 W Zolth

fr
P

\4

7. JAAR A DA B ARY EA

7h DM Al Edicts RII7IRIM 2E (Rt §43)

AAAG #HA 7R ] ALY A Al B shE RO Al A= aEEof
& Fa3gk Abgtoltt. fElvete AYAAAZAE S AAeta i, visio] sk ujgio]
A A o] A 71 3bel| m Al A S FAISHAl Hrt 271 AR A Al ] uf i A o] Ay st
A Shgo] WA st 3 wfEEAY A G o] WA B lolth olefgh i WAL
FAE ARG AR A & o= T8l BASHA Hoh HAAR] v Al g
A=A A RE HAALG ol AHEStE 7 BAIAFG ol AFESHE Eo] &8k B 71REY] wi A
How el Fe AER 2007dFE AlgFe|nt. o] Are HA= FAAGl ARRSHE A
stE WA o AF8ShE A5 Algte] FHo R Kol BAlete Aok BAERE S A8
Agtolth. AGAIE L&A el HAlsHA =W AFA AL Fdstd os5rH, AEALT
6371%(CR0)01 Bfatd AEF o5y 5o 1P didAbte daiA s vl W e

| JA A FA 7L 7Hed Aolth(E §85D). FAAIG Ol AF AMEStE A=
.7-{E —El—n_ ?_7:1:

HS A el Aste] WAL 2 B ste] FAHA] opygE w YAl X (1—-5% < 7 2He
sha717re] %)
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Assessment of the Validity of Abolishing
Value - Added Tax Exemption

for Clinical Trial Services

Kim, Chanseob®

<{Abstract>

Pharmaceutical bio industry is receiving attention as the future —growth industry of our nation.
Clinical trial services had been subject to VAT exemption, but services provided under contracts
dated after March 17, 2014 are no longer exempt on the basis of the newly established rule of
Ministry of Strategy and Finance. Since there has been many disputes regarding the validity of
abolishing VAT exemption and has continued to examine the validity and purpose of the present
study on this issue.

The study was conducted through a literature research and case studies the advanced countries
as well as the emerging pharmacy, administrative regulations and case law analysis.

Summarizing the results firstly, according to the established rule, a clinical trial is ‘standardized
test and measurement procedures for purposes including stability assessment of drugs,” not
‘diagnosis and treatment services for the patients’. Clinical trials are carried out in the same form
(e.g. diagnosis, examination, prescription, dosage, surgical operation) as general medical treatment
to patients. Therefore, it can be said that clinical trials are fundamentally a part of medical
treatment.

Secondly, clinical trials are R&D step required for developing new drugs, it is identical to the
purpose of the academic research services of new technologies and theories under the VAT Act.

Thirdly, the Ministry of Strategy and Finance did not fully assess the intent of the higher act in
the process of assessing whether clinical trials fall into the field of academic research under the
VAT Act, and thus committed the error of specifying clinical trials as research for original
technology in the Tax Reduction and Exemption Control Act while specifying them as simple
services in the VAT Act.

Lastly, in the analysis of cases the advanced countries as well as the emerging pharmacy,
although the EU is the VAT taxable services for the clinical trials, in the case of India,
representing the emerging pharmacy, clinical trial services have been identified and that the tax
exemption of Service tax to taxable. And it has been recognized by R & D and clinical trials for

* Former Hanmi Pharm. Ltd. CFO, cskimphd@naver.com
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drug development in every country on this study.

The established rule of the Ministry of Strategy and Finance is judged to have been produced
without multi —dimensional evaluation of clinical trial services. VAT on clinical trials should not
be levied ; it should be evaluated in terms of national support on R&D and industrial policy This
research will provide an opportunity to understand the role and the importance of clinical trials

and to recognize the iniquity of the established rule.

<Key words> clinical trial service, medical treatment, academic research service, exemption of value—
added tax
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