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2 elsstel AR AR ol S SlokE AlEE =Y
Z71593 3) ARNE WFo] 2SO Bk AP 10 ook
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A\ #E ek A9 A ojokEo] Yaso] wule) kIS AR F Yor] Yol
b AEA AR A B 2 AE 2 5 9l

D o9 20081113 A3 200858628 4. AAY, HEeE 554 AF71Ee utzt ¥3 A
A, FAHATE, A2335, 2009, 147-148.

2) See National Federation of Independent Business v. Sebelius, 567 U.S. (2012).

3) o] Wetoz IBA1RE 64x71A1 2 m= A F ARFL JHAT QA e 46%, o] F Y-S
ol ZFX T YA ¢ 16%9] mFQEo] AW EE F FRI} LY FTTRIP 7HUYEHA
2 oA olt}. Huff Post, “Uninsured Americans 2012: More Than 45 Million Lacked Health
Insurance Last Year, CDC Reports,” available at http://www.huffingtonpost.com/2013/03/21/
uninsured-americans-2012_n_2918705.html

4) Weto] wel v JRE= 20203712 A oekEe] WES ¥ol7] % AL =Ysta 9
t}. available at http://www.healthcare.gov/law/features/65-older/drug-discounts/index.html.
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¥, e 20 B YA B F54 EE ook S540) A9E 0%
o1 AEHS D AUE SIoRES] FDA 52151 2) A2 - ZAAAA A5
F540] AL e UFsHe AR olgHTh HBHo| YZH] AL A
Ul oleREe] 9l A B9l SJofEol AN SJoFE 8% 4% BEWH, % A
854 Fo| FUY & Ygstelop Frh?

Selueh Aokt ABA ARS obEo] Qo] FHEE SEoh F4uHAUO), of
BRo ¥ AnFEECman) 5 AA0l§E] FERS UFHE AWoIN FE
oFEe} RiAo] YEHALS AHE A = AR webd Ao A
AR AL ST HLEEAY, AAND(APS 087 157])%), GMP(IZ
9 EPBA2E) 52 W F AT EE AT wHS WL Iok 2y of

5) Christopher J. Kochevar, Reforming Judicial Review of Bioequivalence determination, 87

N.Y.U. L. Rev. 2040, at 2040.

6) 21 CFR. § 320.1(e).

7) Generic Drugs, FDA Euj|o]#] 3z, available at http://www.fda.gov/downloads/Drugs/Development
ApprovalProcess/SmallBusinessAssistance/ucml127615.pdf.

8) 2ok FolA Hzx
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1) Ay ©]-8-E (Bioavailability) #-2] 7-%10)

A o) & (o oFFe] BFAR] A FolA FaFol et A)E A
g ofoFFel e AFAE A3 93 7120 FFFFE(FFY AR Fol ¥
A3 ARFES oA FHEE P& 71E0R HrHEAThD ookF Az ook

A A A AR %T%?%% %1%;}1] b FDAE e Aol 83 7ol=
2HlS AlEsta AA0l8-E0l % otojof si Adr o] fol =
Aol &8-S AFsHA ek %‘rﬁH oopEe] AFA FALAHL AMATE)

N

ookE 5542 (WANYo] Brkssle]) AAol4E e 3F5eS dTIA
2ok olobge] tisle] AL UFsHE BACIT ook FEHL UFH] 9
e AUY ookge] tiz ookEy D) 5U% AR 2) FUI AP FYHE )
TY AFEEE S YIstelof kY mlare] A9 ook FEA ‘-Uéil
L ojobEe WA A5 %%%—91 Cpio B9se) W, Seilel A ok
S730] Yo diAlzA Y] 902 JAAH =gho] Ha itk & B ek W8l J&“G}
o FasaA drk

3) X154 557 (Therapeutic Equivalents)¥2] -4

ARA FEHS ALY elorge] +2lo) B AFH AR/ W AEA
FEe BEsiuA FDAZH a7sks 3714 12(Ease $)e salsks 7zl
A2A oA ML mlFolA (Y3) A=A 1474]174 = AAEE des
Seelshs Zol7h Itk A HolHol teirE Sestuat Jik
9) FDA Z#|o)#] 2z available at http://www.fda.gov/drugs/developmentapprovalprocess/ucm079068. htm.
10) CCH Drug & Cosmetics Law Reporter, 77,015 Bioavailability and Bioequivalance 2013.

11

91 CFR. § 320, Subpart B,
21 CFR. § 32028
21 CFR. § 3201(); g4 9, $ejukel ABed F54 Ade BAH 2 A4, o
eqAAT 2 ATH A, 2006, 169,

15) #Held o), AARIA, 2006, 17w,

)
)
) 21 CFR. § 3201, 22.
12)
13)
14)
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(1) EHe| 2Ky

AFR NEL F A FEEE 79 BEEt & D Q0 o)okE 3jatol i
OJoFE Aol tid BAole] AlgT ook AAT A SR 09 2) Ay <
oFF 3AKY AIRRIS) S8 0= Q1T NEEA FXoldt B v 7HA 9 ojofkF B
F ol & 24 A FHoE SYHYTHS

A ojorEe] QRIS AHE] skl AUY ojokEe Az B B
FDAS] AR5 daE FASGLY AMg  slekEd] oajde 4l
(Abbreviated New Drug Applications, o]s} ANDA)Z 145}od18) o]ekz
% e Azto] 42881 YAk (clinical trial) MRS AT

A oJoREol N olokEN FEbHRe UAFE] skl QA U
A BB ANE Flo]l 87EHM0 A ATH APASE nigo® FDAZ 5114
S 2R ) A3 AFE 2 Gk sHAR FDATL oJopEe] 5U4S AIAE o
FEAHAR)E o= AEE & AR, Yoy}t ApgR7E FDAS) AAle] o} A=70=
AR AJA N Bsto] HEZE 7]E0] AAFA] ot =7 A7 EH-

| —_ L
YAT AMES AEH NP TS B HSaL Sk AAE Gl AN
ofof gy Ak O Reilly o] mam?l) 2uA45e 454 AFold $29

16) Thomas Chen, Authorized Generics: A Prescription for Hatch-Waxman Reform, 93 Va. L.
Rev. 459, at 468.

17) 35 USC. § 271

18) 21 U.S.C. § 355() (2006).; Christopher J. Kochevar, supra note 5 at 2047.

19) The Hatch-Waxman Act, Changing the playing field for branded and generic drugs,
available at http://pharmacy.about.com/od/Glossary/a/The-Hatch-Waxman-Act.htm.

20) Weoke ANDAZ FA31EA ‘9 3 602 o]A7A A4 2)(in vitro or in vivo) AEA A3
23" g vidsjolof AThi FASAT: AY OFE ARAE 9OFE £ W] Yajo] I
AT oJefF A zA} FDAo) B8t @ 7ARES wAlEstaa, T A7 ofokEe] 537}
TEEAD, I Ay ook AxAE 5 @714 AR 2EsA g ZloH, IV
ANDA7} AlE=W B3 a9& Attt He drstalol stk o F Vi) 4%
ANDA #2918 7] e A5 NS AA ok st} Federal Food, Drug, and Cosmetic
Act, 21 USC. §§ 355(0)(2)(A)()-(iv).; Ashlee B. Mehl, 7he Hatch-Waxman Act and
Market Exclusivity for Generic Drug Manutfacturers' an Entitlement or an Incentive?, 81
Chi.-Kent L. Rev. 649, at 655.
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o a7} B Uehd 2D oJeFEoR AT AR AANEL B BF
5% mE ooREe] BATRIl RriRE olokEe] AlF-guolokE Juate ~0ﬂ
mh AA ko] gebd 4 Tk FART: meA AR w2 =we) A
ol A4 AR olokEe] $UdAE tassle AL BEA ke Aol
A, 5 sl AW ofoRge] wigo] /AL A &3t 45 Wt ik
FAACR 5 ofokEe] ghhAol Al RAEA rerh A 4‘*‘*’ 1
ANDAZ E3}o] A1l Rgettizhs ¢u1z1—< Az} gglel) A ooFES
B3 Zolehs F4olnh®) ol welol waw JAF ojokEe oA Fue xﬂLﬂa
ojepgel Aget A E3tE vS & S A Aok

SelE YA L oJoREe) 74 98lE Fslel AAIHo] Gl AEE oJoREe B
£ % SIS Solok Yok AV AN SIokE Aol 3YA sl 9
$ AAURE TS Ao Ao MESS Zehdths Fgolth SX gy

(Hatch-Waxman)ie] AH5/E 19804 @A w2 o)AMY Sjege] e 214
SleREe] 35% g oLp NIl T F7HsPaA A SlepEe v oleps
AR A o] O AR AT ol F WAL A SlokEe] 714
AR A2 W AR Boltk 1 /R olokEg sk shae Be Al
23} o] RQED AMY SJREL J|E JJokEY AR 5& IR AST
Rlows ugs} Azto] MBS 2 AL A olofEel thak WA e

1) James T. O Reilly, Losing Deference in the FDA s Second Centwry: Judicial Review,
Politics, and a Diminished Legacy of Expertise, 93 Cornell L. Rev. 939, at 943.

22) 1Id., at 469.

23) Id; 992 & Jenna Greene, Big Pharma’ s Big Leap, IP L. & Bus, Jan. 2006, at 42. available
at http://www.law.com/jsp/article.jsp?id=1137665110733.

24) 1d., at 468.

25) The Hatch-Waxman Act, Changing the playing field for branded and generic drugs
available at http://pharmacy.about.com/od/Glossary/a/The-Hatch-Waxman-Act.htm.

26) Center for Drug Evaluation and Research, Generic Drugs 2006.

7) SR RS AAAL QTR BB QNG 5L skl H 10-0eldst el o
802aw} gyt A @® o)k Michael Dickson, Jean Paul Gagnon, 7he Cost of New Drug
Discovery and Development, Discovery Medicine 2009, available at http://www.discovery
medicine.com/Michael-Dickson/2009/06/20/the- cost of -new-drug-discovery-and-development.
8) mlZol A AuAEo] AAEA AUY oJbES 4A B8diA 2 A9 § oJFEg H7 =
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WEA oofEE 58T & Ml st tee] %L‘é% APoeRY Hod 5 S
)29

E3] PPACAZ} =9igoll whet o]l 42 v A58S 4 gl 20143 14
T BAAHOZ APE ol PPACAE v= U] 951 d
7HAE Z10 R o gEnt n=lEe] Ak ojde] IR FFHIF
sh= B)ol 714sA 2 Aola wl= ARE Bolut: 9udF AEE B
of WAL AL RAF 5 AY ofofF SEe 438l AoF e Y=
Ao 7 RBo|rk30sD

FEHE 7 F old 9 AET A7t tisixle ARet 5w, FDAS] 3
A 7pA)el] whet debick SRR AU oJokEe] AAtel] Batele 1) ofokEe] bl
S AITA fFF anate) HEFA iAol BRAE A W 2) o $1g
gt B B2 SRS TS Bt tE SHelA IRlEed] Eeo]
2 Zoltk wgb Mz gE 7HE 287 didshe AR A dee] dasit

BEd Aol mhlz BAss A EAe dXdEs e A=t A slsta
T ARl sjFetes dHH s AT HAES APste 2] v sitiaL A
71T} SR BAIE o} A71R] ke BAVE FA R Bl HX) eigkon 2|
Hog 3F Hu vke otk wEhd AUAA A kA FRE 98 A7)
Ao FuiE|1 & AV ook AS uske 2 (53] 22 oofE AR
& o) £33 AARAE Al A3 AR AT FuA uiAEA] Bg
Aot webs] Aol FrAd HA, AEAEe ARAor gHE F qeFow

= 47k 10945 vedAdaTds) 9 AHolgtn =519tk Center for Drug Evaluation
and Research, Generic Dmgs 2006.

29) FDAo) u:}E'Di D9 Age BE2) gaMe BE3) £00 2 4) A7 ookE A zA}
9 oL AT ,]cxa *JW?;D* 202 93l 20109744 17821,] oJokE BEF o] B
259900, FDA B304 22

30) 21 US.C. § 355(j) (2006).; Christopher J. Kochevar, supra note 5 at 2075.

31) PPACAE o] F AUY oJok% g 918l A& 02 fARHBiosimilar) o] oFFol] )
ME AEAHL o= wrols =051 ¢Jo} Patient Protection and Affordable Care Act §
7002; 1d., at 2075.
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dshel ANES A 88) e Zo] Wietaaia AzE

e AolME A5 A2 B9 Ao aA YEY AP BY FAH
F1%3 A, el Ba UEs AsiE BAek o] AsE v A
WA Tate] QIS AEs A} sk

. 54 A7l AdEs Ll

1. A= 54 Aldsdd 23 A8 7%

o =1

(1) 7z

o= FDA A #ata gle el A3 =05 ¥Ry ¢4 ook g
ARE A st D AGEAE JASHA AL 2 71Ee) $RAAEES F
jste] =R} ejofE AlzAF Fo] Fud = 3= @X}Q} AAE 2455 3) *35‘301]
B3 Bohe FDAS] A9ls} A 8ol o] Foix|1 4) FDA9) 4 ojok %7}
FAIE](Center for Drug Evaluation and Research, o]&} CDRA) ##AEL A4
274 sl AP ofokEe] 4ol Bdslm Yok = FDAE g9 5
A AR iR WA Ao & was) sk il ook T4 Bl oA
T EE Ao & F7sks FeE AHskn ok

oy
@ o r2

(2) FDA2| 2AP|E

7k i 71Es) R 7
ANEA ANE71Z2e 19343 2)Zoloby 2=xoHDrug Price Competition and Patent
Restoration Act, o]3} 3% €~ (Hatch-Waxman Act))32) o 2 Q1 g]9)t}33) Hol

32) Drug Price Competition and Patent Term Restoration Act of 1984 (S.1538).; ANDAo| #3t 7

EE A, ookEe] AR AFTE A% w7k dF-ww Awrigde] FDA A<
Aol et wiwkd wE PAPAT, A6z, 2013, 280-2820 FHz.
3) A5 AP 19623 FDA 849" 44K Kefauver Harris Amendment) o)) 4] 2]oFE & 7}9]
TYAH HIVEOE A0 2MHACH AV ofofFe] FErbgol FopA WA 1977d
A g ekEe] 57}7)ZBioequivalence Regulation) 0.2 T1= ¢l o1} 1984 3% S2HH
AW olHels A9 F8EA Eaoith AL, HA=E, 2009, 139-140.
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AzAe D) A AF(3n vivio test) = A]9] A (in vitro test)o] FF4E 2)
AA 2 B4 3) ookE &3 84 4) 94 AF O 1 vl FDAo) FE3itta <

= o® A, ugA, BAA o] AAEook AT whaba AlaE e
2ol A FDA9| 7H=stol] AAAE S A Aok AANE A dF555&
H & Fof Hlgo] g M ool o FDAS $1& AA AsAe] <14
A

SpARE FDAS] 42 $Rlof #ste] HEd V&S 74 &1 /EH o2 Hrishs
s Aesia ok weEbd AR HlEY FE8o] AEe Ajo|(substantial
difference)7} QoM AEA o] AAF AT 1) S w0 F vl AL 2) oekE

FEERE YERIAY 3) 2o} Qstr o g Zashx] ekttal A= AEAe] QA
A etk

[0

L AAbd ke Z4
FDAE ook AA Ao A o] EFEHG-S AASIAL ooFEe] HAel Aate 41F]
55 =o|7] Hste] B FRE FNetL AT T AoEEE A -

A, FDAE @A71A) sRle oF 6000015F2] ofofel| thate] wig ealx RS &
et AR 8-S FoolXol 7ista Yok QA EE D) 2l F ok

I Qe 2ofE 2) $lo) Auiste] EFHE QWA X3 o kF 3) )

o ofofkRe] EFZER YA Fol T3 HRE AT}

w3 2010d FDAE 71 ojokEe] #3 =54 711 (Bioequivalence Recommendations
for Specific Products)”  7}o]=2}1& AA3IHT & 7to| =il AEA ) 7]&0] 5
= AEY U AFEAE 2sta Qo)

34) Justina A. Molzon, 7he Generic Drug Approval Process, 5 J. Pharmacy & L. 275, at 277~
279.
35) 21 CFR. § 320.24.
10-20839) ALABAAER o 2oja AN BUTEE AUTha QJokEs A |obES B
o7 7k Y Bty A9 E F EE Q%} = (blood or plasma level)2 =
o A7t e F48e T =Za A Fu(area under the curve, AUC) )=o) Ueh}=
% (concentration, ©]&} Cmax) #2412 E3lof %—T—’\% < 9¢kFe] BYF hAo] vw A
Id
37) CCH Drug & Cosmetics Law Reporter, 77,015 Bioavailability and Bioequivalance 2013.
38) available at http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm.
39) Justina A. Molzon, supra note 34 at 280.
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AEIH 554 ARART} 180 2818 olg) BAIA HeHe 7o) BRARAE
Ao walth e3)z FDAL gl 7|12Reks 7 ojokEe] B4 nejsk]
MEH o= FEde] Bgsithe YL Hskn e Aow walt

ek gele D) 9550w FDAS) 912 E3athe AmAAITe)(Chevron 255
o)E Hska ok 2) 7k Belol M FDAS] Aelgel Bstel = 7bA) 7128 Agk

91k Scott Boone m4re] el W2w § 712e D) $54 Bea(me
5 A%, 3e AARIE, a8 2 Ao] 923 2) 1 ve] AR T

Aol Yo PR B ukuo] Bete] 71w HEsfIA BepD

b
S|

rdo

(2) FDAS| 554 Efthol| 2t gk

1) E& &5 YZ(All-Elements Rule)%)

5 A ATA BPIE F M QA% PH0R AT NG A BE JE 2
AN o B Aofol St YFHolth4d) We 1997 Warner—Jackinson v. Hilton
Davis Chemical 2%l 4 A5A-S H71517] 9)8)4 FDA7L  ‘gZ(elements) S A3}

of  Hrkstelok s} Aol o)Fo] AN A 2 GRo) thele] TAH O A

SR 5 AHe TAHOE o ool o F=o| AAs|olo =Rl ths
W 712 ASHA LI SoiA HlBgkon, olF 1) $siE 3us) A%

40) Center for Drug Evaluation & Research, available at http://www.fda.gov/drugs/guidance
complianceregulatoryinformation/guidances/ucm075207.htm.

4 o]2)g BEupEe Scott Boone wéee] =Eo] 270E W4 wekee walch M. Scott
Boone, Defining and Refining the Doctrine of Equivalents: Notice and Prior Art, Language
and Fraud, 43 IDEA 645, at 649-653.

42) Pennwalt Corp. v. Durand-Wayland, Inc., 833 F.2d 931 (Fed. Cir. 1987); Warner-Jenkinson,
520 U.S. 17, at 27,; Id., at 650.

43) See Warner-Jenkinson, 520 U.S. 17.

44) 520 U.S. 17 (1997).

45) Pennwalt, 833 F.2d at 954 (Nies, J., concurring).; Id., at 651.
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51) M. Elizabeth Magill, Agency Choice of Policymaking Form, 71 U. Chi. L. Rev. 1383, at 1441.

52) OMBE 2007d 9] spo|=elel &g EAHS sty AR/, 31 9 A& 4
A7t YA FA, FEH 5L FUHFT A7 olge AL AEsitk OMB o)A 2z,
available at http://www.whitehouse.gov/sites/default/files/omb/memoranda/fy2007/m07-07.pdf ;
Christopher J. Kochevar, supra note 5, at 2070.

53) available at http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/
ucm075207. htm.

4) Christopher J. Kochevar, supra note 5 at 2069
) @A) 1992626, A3 91§n}25 AAAHE BA; B EEES PR w4157
2011, 3289,
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59) Christopher J. Kochevar, supra note 5 at 2064.

60) 21 CFR. § 355())®8)(Db).

61) Schering Corp. v. Sullivan, 782 F. Supp. 645, 646.; Christopher J. Kochevar, supra note
5 at 2054.

62) Id., at 2057.

63) Lars Noah, 7he Little Agency that Could (Act with Indifference to Constitutional and
Statutory Strictures), 93 Cornell L. Rev. 901, at 902.

64) James T. O Reilly, supra note 21, at 943.
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<Abstract>

Conflicts of the values regarding Bioequivalence Test:
Methods to harmonize between the drug safety and

cost-effectiveness from the administrative law

perspectives
Kim, Jae-Sun’

Is the Bioequivalence Test( “BT” ) safe? Are generic drugs the same with the
brand-name drugs in their effectiveness and safety? Are the regulations for the BT
enacted and enforced under the proper procedures? Are the courts review actively or
mactively?

Generic drugs which are approved by the government is make up of 75% in USA
and 30% in Korea. However, people’s appreciation in their safety and effectiveness is
not good; because of its nature 1) the nature(ingredients, effectiveness, side-effect) of
the test which cannot be proved by its bicavailahility, and 2) history which had
falsefully made up of in South Korea(2008) and USA(1989).

Currently, BT is redesigning in South Korea and USA. In Korea, discussions were
mitiated by one decision of Seoul Administrative Court and Korea Food, Drug and
Administration( “KFDA” ). In USA, Patient Protection and Affordable Care
Act( “PPACA” ) is encouraging the usage of generic drug which requires BTs.

This thesis is focused on the comparative researches for the BT Regulations.
Korea systems are more focused on the 1) safety, and 2) active court’s review; while
FDA regulations are interested in the 1) openness, 2) notice-and-comment, and 3)
mactive court’s review. To find proper regulation systems to support the generic
drug competition around the world, government should 1) do more comperative

research among nations, 2) clarify and open requirements for the BTs, and 3)

* Research Director(National Election Commission), Ph.D(Law).
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establish severe procedures.

Key words : Pharmacutical Law, Food and Drug Administration(FDA), Drug

Approval System, Post Market Surveillance, Generic Drugs, Obama
Care
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