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Research on the Antitrust Review System of Pharmaceutical Product
Hopping in the United States

Xu Yihua

Abstract: In the United States, there is no consensus on the antitrust regulation of pharmaceutical product hop-
ping in judicial practice. Judges have used the rule of reason, but their analytical focus and legal reasoning vary.
Even the Federal Trade Commission has expressed views that contradict those of Judge Paul Diamond. Analyzing the
structure of the US pharmaceutical market, the relationship between antitrust and intellectual property law, and the
definition of the relevant market for brand—name drugs can help clarify the relationship between drug innovation and
antitrust law. While drug innovation has been questioned by the Federal Trade Commission, excessive antitrust inter-
vention may increase error costs. Due to the complexity of the industry, judges should consider "additional clinical
benefits" when applying per se legal rules to review pharmaceutical product hopping cases.
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B R8RS o ] T A R g B i SRR AU 5T B
(The Institute for Quality and Efficiency in Health
Care ) 2 W A5 X L6 2 i Bafe 1) ™V E AR A4 35k
USRS 257 B B 28 DU R — 2 33 24 S Y, AN TS
BT PR A A LB [ E AR o 1 AH LU 2 A
55 IR SCIRE 8 FE 24 i T LA R G
PR R 3T, AT LAY Bl A D24 il Bk 14 e 22 1B
MERE PRI, 2B S SR AN SRR 24 A A R e PR
g, 2% B RS AL SE TS AR B 5 i R (per se
legal ) MI={EA BRI

(Z) 2 S db 1 AR R 2 Wi iR AL

1. AR RETHY FA,

FACHTE AN R B2 2551k F S AR Y M A
)RR . %k HREAE O b R Tt , SR R AT A% Tk
Hatch-Waxman 28005 | L AT A R R, AU 2s
X 9% SR, B R HAAT L S T —
IR SCZEWT e ], BUFTC 25 SRR TN T — I
ZEWTE DA, Rl B AR BT i AT B AU XS
T B Il R BB 2 RN B i B T 54
RIEMELLTUYIAY , 7= i BT AN 2 S B R TH B A
Ho ASR24 kA A S a ik B o H S A RE S TR
ZEWTTTAE IR RN 5 1R BT S RS A P A HS AR A
A BE B M o PIE I B2 P - R 2R
(Dennis W. Carlton) T 13, : 3X 32 B |28 AH M AR W T
“RIBBLT . FTC R B A 25 i 5 [R1 2 25 il AH 1L
(Pl < e QU o1 S N VAR (2R 1 1 o S 1
i EA B EIP RT W T e iV WY & NIUY S A
B, WA R B 257l 4 s MURELAS 1 T 58
Fro

2 . 74 i WO/ B B RO B R B 3

1E “New York v. Actavis FUFE"H, IRk E 5|
Y & E RACH B2 (AAD B9 =045 I B
SEUEBIF SR WX 24 Wl Bk AL EA T B 3T o A 23 AT
BUH ISR T A, SRR TR LAY A2
B B AR ) R % F] (ancillary patents or secondary
patents) , Bl FUSHH 2 #EAT 30 Ne sl , A 2 4% %
TE R IR B R AH B 23 S B R R W] . PIHEE
A JTURE B 2 B NG AS B BT, sitab SR
S 2B W ARANGE B AN

Ho— Al e PR E L PRAP L FIAL B AT R AN
B ZBWrE A A IE . WARAR AU A 2 LY,
BV S Z50RT H sk SRR A A ) 2B B4 H
ASSE AR o5 A I AR T 38 4 5 19 07 NSt &
FAS BB i B S ZE Wk o B s R R Y
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F RK AL 1) L A% (patent cluster) H iz
HE TR R EE A AT R B — S B R
SFENREANTRIF AT . X R BB L AT EAZ L
A B A A LU T, BRI AE R T A% O R
TEASRBAFEAL L, Bk, T RIARIFHA TG
2B T A L 1B HOAR 7 B B O T B 29k
SIS AT T, XA & L A I s
VE, B ABRARIR I Gk ) A1, 24 Bk AN i 24 & T
R fts .

H L RPN L FIRBUR O HOR A
FEERAETE VW i L RIS AT E 1, 1 3e 4
XFFAETT ) b7 0, 3 ol 97 00 X 5 s — o 4 0 2%
AR 7 ORI L R AR A AT mT LARES A
TEAT R AN RLE T 24 e Al R A
BRI PE BT B R L R R RS I . IR
245 ity FIUAZ o 385 PR ) Jo 22 T 1) 245 B P S A i AH
1, B2 b BAT A 2 R BE 2 S IR
Ak A 2 A1 H g (Hili Marom) AR < “IRZ 2
Py (48 3w ) ) o PR RN SCHE AR AN 2 T )
ULER, AT L ], B0 B (enantiomers ) & FI A
R 2t kA R R — R, B2 Bk
S RN IRy Bt R G 24 it & A g 3 e
M AR T H AR, FiE# B R S BE R
SRR, AT 259 K TRy 720 I 1R
FR e PR, I SR A NBGEE L AEX 24 i Y AOR e
5052 CHEE  IEWNTT L - 378 (Joanna M.
Shepherd ) 452 Al i3 - “ 18 9% 4 I B A8 58 252 3207
WA i 22 A, IR T 24 A HE R 1 B Y R 47
B,

H = NI ST R 2 B i AT
20194, EEZ W5 2981 - BT (John Cornyn) FIHEAr
il A5 517 ]45 /K (Richard Blumenthal ) [n] [ 242238 T
— I (SEHE T AAHAE T 7552 ) (The Affordable Prescrip-
tions for Patients Act) , 12 S5 24 i Bk FIL & K1) AR
MAEPIR S SEPAT R o TR S Z XIS A A4
2B EEAE TAR S ARl R i
ANBEZGRIT K PR, 1 T 5 [ 24 ) O 5 ol 3 o P2

ERE

DR RN 25 i Bk e 7 i i 980z a4 T
AR (soft switching) , RT3 b BROR B TH AR 245 Qo 4fe 7
JRZ o TE AT R0 22 A AR U T 306« ] S A 44 24 i
TR BT L SRS A S AT 7 ERIR R LRSS H
FNIE YR A IR H R FLR R 24 i Bk ™ 10 e 3L, e A i
LY TC 2 T SRR A B0 AT A& 2 ik
P A i . See Pace J., Adam, K. C. Understanding and un—

(C)1994-2023 China Academic Journal Electronic Publishing House. All rights reserved.

(PhRMA) %5 N7 R 1A (Tom Wilbur) fTi5t :
T (e M 7)) SR ASHT 2 SR Wl i r T B S A ]
BRI E S TEr ... F LR B g m A=
Pyl 2528 "R AN B E M, e A R T e
B, TG sis b "R R L2 R R T
RS £ B B T N A ek A S R A LR A T
BTN Y BAEAT AR I T] b TR RRAR 24 i, X 26470
AT5AS R LAl AT s i 1 G AR sk )30 — 5%

M . G bR 2T W FIE REX TR E

(—)“HH) & 2" RACIER oM 7 LA 22 5

FTCIN Ry AB A5 il 253 ATT355 1 & it i 24 &
FIA R, IX U I i AR e 9K BT 28T ), 24 A bk i
AR Bt /2 LIUERA 28 W ) BUAFAE . FTC X RS 2807
PRI 8 W BT 35 « I B 4 ( Addanki Sumanth) T8 F%
Z R AR EE” (divect test) . {HJE FTC JF 5 1)
“LRE R BT ARHIE , FLULRE A A 2 DU 2
Wr I FFE S 7 o TR Reds AR — A el et
Yy b HAWRA AT SEAF Y7 R0, RIS B, 24 iy 7 A%
WREHS D H AR i b 280 )y o 24 AB R 25 EA
037, LR A S Ak ] e 7 b i, T el i 4 7 oK
M T, I BN i L X AR 0T, i R
TEATT i 25 35 A T 37 Z it vl REHA 2807 ), Holgs
RE 32 I by 7 L BIR A AN/ e A AL, (B g — il
T OLIE , i 25 5T E A IR ARBA
TRITPEH i O BE ) e 4 Bk T H 4 VB B T
STt RN 44 B XM AN R 2B 6 OG, e
BRI o SR , 5 AETA A KT i it iy 2B T ) 0
N B 2 T 2 R R A M HALR 3R AR B2
Az TPP 24 i Ak J7 RANAEAR S 24 i s i E T o
FELTRT B B AR R T 5w el A A AR 22 i o A
K T AL (competitive set) AU AU , 1xX Lot ml LA
KRAGEBAERIME T, @

(Z)euibhrax a9 2

1F “Mylan v. Warner FIFZ7H FTC BT #2328 f1)3%
Bt 2 A AT E BT R 24 kL AT O I SR IR TR
JIREA ST FL A

Fo—  FTC X 4 X 5 Bt 1) R e e v 28 1 770K
Tying product hopping litigation,part Il:reply to carrier and shad-
owen.Antitrust,2019,33(2):69.

(22015 4F 52 [F FDA ' J& 25 it B I A % (OPQ) K AR T
3724 W3 73 251 (NDA classification code) , B ¥ NME %1 i
NDA (2571 1 (type 1) o NME J&—Fh 25 W38 P53, B A,
T AR CARTE QDRI i 24 S Al i ik 28 ) 5 1 O HLARAR

i) e S 2 TN o K27 7/ <00 & X [ R s S PN P
SRR BER & W) A TR EsOR B AR O A TR
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FEFATHCHERRI . FTCIA R S 28 Wil £ 20251
LA P VAT I IR E S IR ARE N o 7125
S it ALY N T 43 R R SE et T, T i R 24 22 ()
J& T 5, Ol 25 38 AT 25| R AL i s
O (N BFUTLY 2Dl  RENG A  ASA 10 i  Ep
ANTGAZS | R A Wr B s R IRE . 2R
A2 AR RGBT, BV A5 25 5 Doryx
AT R | Doryx 1 € H -t i) LR 45 28 KK F-
FTCH8 A BE i 70 R A5 T Doryx 5 HAMHTAE 2 i
JE 24 ELAT 7 AR TR | BRI Doryx I E ft
MR FTES K- o FTC #E— 2548 Y, AR ik e i
A AR T X SR R 223 H A Do-
ryx BT AE I8 2 it 24 28 w2 S LA BELLE £
il 24 3 AT 37 100 O i AT I N B, Warner
A3k 2 B ORRE TR A L A 0 I 25 A W) A2
P AEIRLE AR IEA 32500 . (HI2 2B H NN
FTC X B HEAI TCHE BT, FTC Y 30 W i 7 76 % =
iSO Z b, 20 T RS T RAESE 4
TS, O SRR R B AR R S i 2
HEATT TR, T2 it i 2 L R R 80U 157 103 4 B
o P2k AT a2 I R 25407 0 25 g
5o, FLRMAGY B 52 3] 1 HAth i B2 B 5 1 BR
OLARRE T 2 A 2540 A% 2 2 AL {E T
YA R,

H T FTCXHEBE T Doryx HY T 37 702 BHLH
WAFTER DN, FTCUCHIEBEIRE T i e it
1) HoAh R AR 24 1 52 4 i1 Doryx B4 4% 1K T 22 W7 7K
ST ROIESE , FIE Adoxa Fll Solodyn 5 Doryx J& T [G]—
MR, FTCIAH Doryx B A% HSZ EL I8 3] T
B K — R S EOE A & AR A% K

T NME,

QT AR T 3 25 T T B B SR W B e S K ) 25
NI ZEWE F . Ove Granstrand 242K “H & 743 =S
AL (D) WS ER T, BIGE A H P BORAR FE A (Can
S 1) SZAS ) RS2 B 5 (2) Z2 5 HH T BLR Y 5 (3) 48 (inter-
generational) BCER[E] (multi-generational ) A 2 S kA | ]
R B WA T R 25 B S b e 5 T IR R SEf s i it v
S B, (HAEFATR M W B A B AR
AR Ao BR T DAL =0, 254 0T 0 L R A A ) 24
(Authorized Generic) 75 % F B FTHE (5 17 47 A REMS 5
o [n] (5 ] 25 D AR LR R L SR i R H TR
—o SR, At (S5 R 24 5 PRI T A HL AR5 ),
(i I 224 2435 ) 20 18 457 11101, 55 938-944 T,

WFE 1962 4F Z 1, (il 25 4l v] LSE 4 T 2 R R iR
2 I 2 SCRICRUE B i 25 1 22 4Pk 48 38— 10 NDA, 3t
Ja Bl 7. See Mossinghoff G J. Overview of the Hatch—

(C)1994-2023 China Academic Journal Electronic Publishing House. All rights reserved.

IR TCIRTE T Fril & 2B WrTli 37 h R 2> th
Mo P, FTCIAHMAR G S R R A L
DITEII S A i 28 W s o 5 =38 Im] Fifri b
X “Mylan &7 4357 5 4] J5 |, FTC X R 372 F5 5 8 H g
(ABRJE 5 22 X) EH A T R A WA,
FTCIA A ik B I P8 18 Dt At T e UE 0 10 flf 2R Y, AN
ey BT AR D RE b A B b 28 S
PE7 TR , AHOC T 3 1 B4 3 AL 45 s 2B W
MR (A F R AR“SSNIP 3K, .

{HJE , FTC T4 i 1y SSNIP U3 78 Ak J7 245 5 451
G . — M=, S0 AR 5 AT LA i 4R A5 T
Gy b i B B R AR 2 G SR ARG T
SV SRS SRS (B AT SSNIP 2 &l ik, {H i
TAETT 25 0 AR R Z (A A B2 2 E R 25 b i 0T
AT B OIS B2 WA 285 A1 s 1 B A
[, BRGTCEE A A AL TT 250540 1 T SE R .
T3 AN W AL B SR B SE T SR R 32 SR,
B = Doryx IS IS, LA B0 T I, HoAth 11
MR PO R B BEA L TE. 2011 45R1 74 H 885 300t
T [E E A A B 1 K (the fixed subsidy coupon
program) , fiE {5 Doryx [ 40 75 B B T 42 35 F %,
1B Adoxa 5545 il 245 4b Iy B 4 fm . RIVE &0 FTC fie
Uh, ARG S R R ARG A 2 LIIE B A
HAT2ZEW 1 I8 2 e ) I AR TR o B 1
F& A3, I SR 525625 (natural experiments ) 38 ]
IR B R I HAb T R 2 =ik . 4, I8
PER— DB S ] RE 2387 AT
WIRLE ™ S 22 BE R AU o X BB T LA 24 8
AbT5 F A E AR AL, QR A2 A TS AL E, TPP
i ST I D 2 R ARZ TR SR AR DG A A5 2

Waxman Act and its impact on the drug development process|]J].
Food & Drug L.J.,1999,54:187.

& B AL G150 o FRAE “Bolar 407 5 22 42k 5%
8% Hatch—Waxman exemption” , FE(EMESE 5L
=R T X —BISMERN . See 35 U.S. Code§271 (e)
(1).

@35 1 Bt : A LG B W s 20 1 B e Fl e &l
315 5% T BE - L M 30T RIH i 5 28 IV B 2 & FI JE A ANDA
T 25l R BB ANRAL, See 21 U.S.C.§355())
(2)(A) (vii).

@See 21 US.C.§355(j) (5)(B)(Giv) (1), (1I).

@15 il 25 1 17 %98 15 44 PR, 2004 4F FTC (95 2
7 VFZ A5 i 2575 4~6 JE Nt aT DABREE g, oA R i
R 80%., AR HAR B A At 2 MR, BEIESE 1 R R
B4 . See Authorized Generic Drugs: Short—Term Effects and
Long—Term Impact[J/OL].FTC,2011:66-67[2023-01-01]. http://
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F s AR 25 3 A5 [Rl—36 7 251 B HAd 2y
Qb5 hE L, A R B B A i b 2 S s il 24
MAREOCHR o Ik 28 AR S AT LI AR D7 25K
KA MR ] SEAIESE .

H = XA AROC ZR I W] 2% S8 24 22 (8] i )
AEME R —2, WTE “New York v. Actavis 587 14
Lo TN - TS A1 1 (Alan Jacobs ) 1+ 7E “ W) 254k
AWrESs” X2 B T R« “Aricept  Ex-
elon Fl1 Razadyne 341 4 £, 19t JIH Bk P 6 410 o6l 551) ( Acetyl-
cholinesterase Inhibitors, A F & #& ‘CIs” ) , HeAE T
LT NEBRkr %, T AN 2% Namenda 1F H T4 2 R
% 5 Cls 38 5 I T B0 7R vl B S S B B ) S, 5
Namenda B&A- (5 FHIA YT BT R 2t K05 B 8 J AR
B ANBRINSLIARYT S B A BT Namenda 5
Aricept, Exelon fll Razadyne =& IJHEMEA[R] , A G
AN, ANJE T W — A 54, i H AT 2E 4 Na-
menda J& T NMDA (N-Methyl D—Aspartate, f& #&
“NMDA™) ZAARHT45 , PRl pl s 2207 1 56 W 25 1
AERTT , Bl o I JE

www.fte.gov/0s/2011/08/201 1 genericdrugreport.pdf

O T A (25 kPR ) B S, FDA 76 1980 4F 5 Ik
R T (LR TT S PN EHE Y 24 S 48 R ) (B AR 4“4 &
7)o B A A R G 2 Z A IR T AR A T
PSR, KW HI25 5 1 T4R15 FDA LUER “ S % F 254"
(RLD) A5t . ARSI SR AT BB Ik, A5
PIDTEE . AZL(A Code) 259 (4 AB)FE CHHE 5 i iR 25 A
A AR, B R 25 (4o BX)HIA N A BA E YR
Mo AB A5 25 )8 TAEAR N BUA MO IT R Z5 R IE M B 7R
IRIT FRERN (27 A F A b2kt ) o (il
AL i 2 B RAT A Ak T L5 25 2 BA A )
HIE R AR FISEEE . See Manigault K.R., Marcheva G.A.et al.
Insights into effective generic substitution[J/OL]. USpharm.2016,
41 (6): 29-33[2023-02-01]. https://www. uspharmacist. com/ar-
ticle/insights—into—effective—generic—substitution.

1024 it Bk L1 DPS (Y SEHEBOR A2 0 AR IZEAS B B 58
il VO T 2535 4 WIS T DPS BSr ikt B, A%
i

@Trinko,540 U.S.at 411,124 S.C1.872.

(2New York v.Actavis PLC,787 F.3d 658 (2d Cir.2015).

A3 00 SR B A FF A AL J5 24 it 4938 RRE AN 76 E At v 7 158 1
B b TS TR O E FH 2GR R AR S B AR
A RLTC G e U2 W A X e 2 i F Y R 202 1h il 2y
T SE LT L B4 R LAFE IMS in US A1 5595 RAY T HE 4 (Na-
tional Disease and Therapies Index ) EUH 4 H 2k 5L, T LA & e
T R A A A ) et 1 B2 A= 4 24 T 158

WA (the price disconnect) , BV & F1EE = 7 {4
WL HLAEAS B AN TCRERE2 i AU, B AR 2GRN 2. R

(C)1994-2023 China Academic Journal Electronic Publishing House. All rights reserved.

B ==y

Il RAL i 53 BT 18 B i 2 25 T PR I AS 2 4
ME I BIAIL, an S B 2R A ) ) 3k e B 52 1 <R A IR
P70 LAGE R 25 B B IRk g IR AR B Bk
TCAEA T R ZE W i A o SR R 25 Ok IR
PR, sE /N B R (s a2l R
Koy SPULIR I R AR BRI IR AH 2
BIFA R TIH P8 A A, b T L B ek A
PARRERG | AN IE PR 29 ) o CIBRAE S LR
TUE BT G PRA% 25 L BEEs AT LU & B0 320 1 7
AT IR AR A S B ROR KT e B RCR . I
A 1L B T AL B SEPRVE AT, B PBMs \ TPP
FBE B S 15 70 70 5 R AT T A 1A, X 7 T
FESE N fh B . AR T I R R B 1T,
Z/DARERERE FTC rfs 45 « “ 24 i A Bl 2 [ 58
AT R IR B AN At BE DX A3 R R R 46 1 2
2 T2 B A AR N SR 2 S A R B DY 3 £
Bk, HR e G sl AT RE RO .

3 5 25 K [ L 3T 17 72 At SCh 95%

IRFIELIRAF A B NRERUES ik 5 Bt i, B AN RER £
2GR AT AR B B 24 0t o ORI, XA TR i Tk
FR, PRI 2\ W] FI PBMs BE#E 20 it b 2 R I 2 T H B B
B2 b i 5 B, S Bk AT AR AL RS i Ab T 2 . 2015
AR A —TREE X 302 (B 3R A o 254 ) 1Y
AR, T S e RAEOR & 849, T 1B kT ik
(Step therapy, X #R “STEP 3 B ") 15 69%, {ifi F T % & B 1
(quantity limits) (' 81%, FeH1 93% fifi FH T =2 25 W) 5 R 2544
(3+ Tiered—drug structures)  See Stephen Fink,Lewis M.J. The
myth of “price disconnects” in US Pharma markets on the web.
Law 360.com (May 17,2016); %5 8O K22 A 8RR R I A
BRAT T AR Ty AR A R, =Y R
SERE -85 15 1 24 0t R 1) Ak P e B — 2 o 251
i 83.3%, 5 AT S 2G AT B 6.19%, 5 = SRR
Vet 2T b 4.4% . BEOROR 2 DR IS T HR 1) 2 B3 B4
PR EpsRARTT AL AT 12.98 SETT IR IR ) T Ak T5 2
T3, KB INAE T BEAE (2 5 A2 AR N Z IR 36 5
W5, IS B2 RIS H A2 PR A2 b T R 24 . See 2015
Prescription Drug Plan Annual Report, Human Resource Benefits
office of University of Michigan;iX A~ REHE T il W25 1 % v ok )
AR . 2016 4F Mylan A R A —F (F — 2 7 2 B LI & 4912
% X B B ES ) EpiPen AT, B T A4 Mylan &%
AT E A & - A T (Heather Bresch) /F 1 1[I0, K 1R 45
PBMs BT 1 fids—21 7 XA S Ui 1 0 ik it A7
HABRN L5579 A o SRl B A DR I ik il 2 DR AR 5
PBM A, i ERA B INE WAL . £ BRI, LI BE 2 i B
S R BUR R RS R I 245 2 1T i ey —
W XELL—F 2 o See Greg Goth.Negotiating Price Transpar-
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0 o 1193 | 2T R o w7 L EE N A ST 0 a
AT . LT REZ ST IR, W EA
AESE 42 I8 38 [ Hatch—Waxman 12 22 T AT A4 H 58
GrHOR , HAL R B B P05 1 25 45 )R 24 1 38
GRS h B 2450077 Mk & .

H i [ 52 245 W Jmy PE AR s E T 2 0t 1 i ik 1B
WP b 2 A AR S 2 i A LE T2 R
DR 2Y o H5€2021 45 B2 24 ity #F PP ) o 124

ency with PBMs Pays Off on the web.SHRM (January 5,2017).

520194F2 H , P4 3535 Je WA A R e I8 B2y i
% 8y (BMS) KAR Y “ BEI7 4Bl 24 55 45 (Pharmacy Saving
Report West Virginia Medicaid ) 27 , i JH 76 B 97 4 B 45 2
4”7 (Medicaid managed care program, TRIFR MMC ) Hh BUTH B
bR T —8ehb )5 2, S5 FRS B 26 . MMC 38 i M B2 g7 4 i
HLF 5 MCOs 255 A7), MCOs Sy 23 53 4R 3 B 7 b I R A
FFRRE AR 55 , 2% 5 sk H #2 Ak SORTIX S8R 55 9% (U 28
5FFSESAE ) . See Pharmacy Saving Report West Virginia
Medicaid (February 25, 2019); $E 4 5 2018 WHAFiZ M4 T
HiS 5445 5 970, i 74.349% (Y7 M 28 T IO 3k
G ARAEIRIR BT B B B 7 23 FE (FMAP) SR M58 TR
25 1397 J7 32 JC . See Setting the Record Straight: Medicaid
Pharmacy Carve—Outs Raise Costs for Taxpayers,posted by AHIP
on April 29,2019; {H Alex Cohn %5 A\ fUZ51E 5 LA R 54518 52
AR, ABATIA R N MCOs #6465 FFS S in 1 4ABE A
A P ARISEIESE AR (B HIIEAT G, 55 MCOs
FR4r SN TPPEERS 0] 123 51, BiE 1320 At S A S H 1 2
WD NSRS AT IE A e i A BE 22 s LAt PR S A 4,
ALAF-H 340B 5 H (3408 Program ) i) 4 Jié , ] REZY Ry L1544 1)
B Mg 25 T BERBE . MCOs“PIA” (Carved-In) Y
AT SAERTAE B AR, A 29 B2y 7 b Bl it Rl v
AL T ST AE AR N RS TIP3 22—, R 2011 4F 5 T4
FEL P 17K 14 19% T B 5 2013 AR T V34K -1 6% , A5
WA A [Tt See Bill Hammond. The Pending Pharmacy
‘Carve—Out’ Could Increase Medicaid Costs Rather than Control-
ling Them (December 23, 2020); See also Kelsey Waddill. Man-
aged Care Organizations Lead to 27% Lower Prescription Costs;FH
I, ANRESE 5y BT 5 DI AT LA S g U0 AN T L, 4%
MY SCRASHE . S 2, P17 (Carved—=Out) X
AH EE DI B0 B R 1 2 55 45 1l (Pharmacy Benefit) MBS
J7 AR A (Medical Benefit) TR B K, 258X TPP 4041
HABAT—EAT 1T BAUIE REAR RN (e e O B 3R 7 B2 e 1) B
WEVETT o See Shannon McAnulty. Carve—In vs Carve—Out:
Pharmacy Benefits Options for Employers (June 23,2021).

1053 F 25 1 fl /N el ml LA AR BB BE 2 0
4N, 25 AL 25991 , G045 VO BE X — 28 e i 5 251
AR SN BEAREAT T S o U0 ) e 26 A0 00 14 T oo
(chiral center) ZEA62% I ANERZE , T EUA IR P XT B S F 4
AR EL AL o PRI, 7 T ATURG E V0 AR B2 e S Bh 1 B — )
WS F A, X SERTAE A AR . DeWit %8 A\ & BUAE I R
5 Hh VD I BE AR (CC—122) (Y PR ML 5 RN A L i 9
WP SE A — R WA RS D . X — R BT B TIT R 5

(C)1994-2023 China Academic Journal Electronic Publishing House. All rights reserved.

Z H A H 24 VE T A K 1886 14 (998 A At ) | [F]
HEHE K 76.10%; 37 25 LT AT W (G20 & M o 38 2
H, AT BARNDA”)389 F, [A] Fb# 4 20.43% ; F i
IRALNDA Ky 6914 (47 A~ g Ab) , [A] LK 130% , 211
HUHTE . (HY R A R AR — e G, 25
A A5 R NN A v BE A v TR m A ™ X AR L
ORI DL R SRR I OGNS . TR I 2022 48
[ R 24 W Ry SR AT (2 b A R St 2 B (53T %

— R WS AL IR T R AT SCHE VD R BE AU o See Israel
Agranat, Hili Marom. In Defense of Secondary Pharmaceutical
Patents in Drug Discovery and Development.ACS Med. Chem. Lett.
(February 13, 2020)

@RRISMEIL , IEFEE 25 Bk . AL TS 2
JERT M FDA 25 838 e p R — o 24 it e 1B AR 7 —Fh 2
R — R I At R A 005 1 25 24 W) 2 24252 ANDA
) LB AR AS 2 i o See Summary of H.R.5133-116th Con-
gress(2019-2020).

Sk

[1]Phebe Hong.Stopping the Pharmaceutical “Product Hop”
[EB/OL]. ( 2019-10-11 ) [2023-02-01].https://blog.petrieflom.
law.harvard.edu/2019/10/11/stopping—the—pharmaceuticalprod—
uct=hop/.

[2]Royall M.S.,Johnson A.E.,McKenney J.C.Antitrust scru-
tiny of pharmaceutical product hoppingl|J]. Antitrust,2013,28:75,
76.

[3AFI B . WS 24 A7l 245 it R A A DA )k R ) B G
JAZRII]. LRI, 2020(12):88.

[4][23][24](271[29][31]]33][47]Michael M.A.,Shadowen S.D.
Product Hopping:A New Framework|J]. Noire Dame L. Rev.,2016,
92:171-172,176,179-181,183,184,185-186,191,211.

[5]Darrow J.J.,Chong J.E.,Kesselheim A.S.Reconsidering the
Scope of US State Laws Allowing Pharmacist Substitution of Ge-
neric Drugs|J].BMJ,2020,369:2.

[6]Ove Granstrand. Evergreening and Patent Cliff Hangers
[J1.Stockholm Intell. Prop.L.Rev.,2019,3(1):4-11.

[7][14]Song C.H.,Han J.W.Patent Cliff and Strategic Switch:
Exploring Strategic Design Posstbilities in the Pharmaceutical In-
dustrylJ].SpringerPlus,2016,5(1):1-14.

[8]Pammolli F.,Magazzini L.,Riccaboni M. The Productivity
Crisis in Pharmaceutical R&D|J]. Nat Rev Drug Discov,2011,10
(6):428 - 438.

[9]Paul S.M.,Mytelka D.S.,Dunwiddie C.T.,et al. How to Im-
prove R&D Productivity: The Pharmaceutical Industry’s Grand
ChallengelJ|.Nat Rev Drug Discov,2010,9(3):203-214.

[10]Nigel Walker. Drug Approval Trends: Significant Accel-
eration in Recent Years|EB/OL]. (2020-07-01) [2023-02-01].
https://www.pharmasalmanac.com/articles/drug—approval-ndstre
—significant—acceleration—in—recent—years.

[11]Mossinghoff G. J. Overview of the Hatch—Waxman Act
and its Impact on the Drug Development Process|J].Food & Drug

http://www.cnki.net



TRBUE SCIE 2y B 10 S ZEIBT i AL TR R EE AT 55

FERZTIAR)), BT ILEHIZY IR 2y L iveal
R AR T S0 5 300

L b BT R E A Zh A il 25T
TR RAE R, ARSI als 250 & , HEsh 87245

L J,1999,54:187-194.

[12]Weiswasser E.S., Danzis S.D. The Hatch—Waxman act:
History,Structure,and LegacylJ].Antitrust L.J.,2003,71:589.

[13]]15][17]Peelish N.Antitrust and Authorized Generics: A
New Predation Analysis|J]. Stan. L. Rev., 2020, 72:791,798, 799,
801-802,874.

[16][55][56]Josef Drexl, Nari Lee. Pharmaceutical Innova-
tion, Competition and Patent Law[M]. Edward Elgar Publishing,
2013:114-115,257-258,268-269.

[18][19][22]Christensen T.P.,Kirking D.M.,Ascione F.J.,et
al. Drug Product Selection: Legal Lssues|J]. Journal of the Ameri-
can Pharmaceutical Association (1996),2001,41 (6): 868—869,
874.

[20]Goldberg Theodore. Generic Drug Laws: A Decade of
Trial—a Prescription for Progress|M].U.S.Dept.of Health and Hu-
man Services,1986:565-566.

[21]Vuturo G.J.,Krischer J.P.,McCormick W.C.Drug prod-
uct Selection: The Florida experiencelJ].American Journal of Pub-
lic Health,1980,70(5):479-484.

[25][51][52]Carlton D.W.,Flyer F.A.,Shefi Y. Does the FTC’ s
Theory of Product Hopping Promote Competition? [J]. Journal of
Competition Law & Economics,2016,12(3):504,495-497,504—
505.

[26] [59] [60]Addanki Sumanth. Antitrust and Intellectual
Property: Developments in PharmaceuticalsiM]// Roger D.B.,Dan-
iel D.S.The cambridge handbook of antitrust,Intellectual Property,
and High Tech,Cambridge: Cambridge University Press,2017:31~
32,28-29,30-31.

[28] LI . 24l L M Z M. JE 5T R A R,
2018:123-126.

[30]Fullerton Jr.T.M.,Miranda O.Are Brand Name Medicine
Prices Really Lower in Ciudad Juarez?|J/OL].Border Region Mod-
eling Project, 2010 (1): 16[2023-02-01]. https://scholarworks.
utep. edu/cgi/viewcontent. cgi? article=1015&context=border_re-
gion.

[32185 %A . 56 (B A A B 2 ) IR PE]. o DA
:41,2015,23(5):16-20.

[34]Kelsey Waddill. Managed Care Organizations Lead to
27% Lower Prescription Costs|EB/OL].(2020-02-25)[2023-02-
01]. https://healthpayerintelligence. com/news/managed—careor—
ganizations—lead—to—27-lower—prescription—costs.

[35]AHIP. Setting the Record Straight: Medicaid Pharmacy
carve—outs Raise Costs for Taxpayers|EB/OL]. (2019-04-29)
[2022-03-01].https://www.ahip.org/setting—the-record—straight—
medicaid—pharmacy—carve—outs—raise—costs—for—taxpayers/.

[36]JAHIP.By the Numbers: How Health Insurance Providers
contribute to State Economies and Peace of Mind[EB/OL].(2021-
05-03) [2022-03-01]. https://www. ahip. org/by—the—numbers—

how—health—insurance—providers—contribute—to—state—economi—

(C)1994-2023 China Academic Journal Electronic Publishing House. All rights reserved.

7l AR A R, 4R e T e 7 A R R 2 BT A AR ) B
Feyo PRI, T Sz 22 Wi AR B 5 24 i Ak o)
TR AN AN BN 24 ke BEA T T AT Y
S ZEWT AT

es—and—peace—of—mind/.

[37]Schrepel T. Predatory Innovation: the Definite Need for
Legal Recognition|J].SMU Sci.& Tech.L.Rev.,2018,21:19,22.

[38][39][40]lyengar V.Should Pharmaceutical Product Hop-
ping be Subject to Antitrust ScrutinylJ]. J. Pat. & Trademark Off.
Soc’v,2015,97: 683,679,683

[411F A . B TCE R A2 HEQUE T i A i 554 M.
2L IR TR IR, 2016:362-363.

[42][46]Athanasiadou A. Rethinking Pharmaceutical Prod-
uct Reformulations|J].CPI Antitrust Chronicle,2020:5-6.

[43][45]Pace J., Adam, K. C. Understanding and un-Tying
product Hopping Litigation,part 1l:Reply to Carrier and Shadowen
[J1.-Antitrust,2019,33(2):69-70.

[44][57]Shepherd J.M.The Legal and Indusiry Framework of
Pharmaceutical Product Hopping and Considerations for Future
Legislation|J/OL]. CPIP Center for the Protection of IP,2020:5,7
[2023-03-01].https://cip2.gmu.edu/wp—content/uploads/sites/31/
2020/12/Shepherd—Product-Hopping.pdf

[48]Werden G. J. Identifying Exclusionary Conduct Under
Section 2:the “No Economic Sense” Test[J.ANTITRUST L.J.,2005,
73:416.

[53]Klein T.J., Antitrust Enforcement against Pharmaceuti-
cal Product Hopping: Protecting Consumers or Reaching too Far
[J].Louis U.J.Health L. & Policy,2016,10:231-232.

(5412 fFks - P- s ZNHT , 34 - S TR, 45 OB ER AR
BRI AL M. FF 5, 5K35 , 45, 18 P EIEE S Hh R
2003:902.

[58]Steve Brachmann. Affordable Prescriptions for Patients
act Would Allow FTC to Prosecute Pharma Patent Thickets , Prod-
uct Hopping[EB/OL]. (2019-05-20) [2023-01-01]. https://www.
ipwatchdog.com/2019/05/20/affordable—prescriptions—pati—
ents—act—allow—ftc—prosecute—pharmaceutical —patent—thickets—
product—hopping/id=109384/.

[61]0rnaghi C,Siotis G,Castanheira M. Market Definition in
the Pharmaceutical Industry: a Case of Drugs Hopping Antitrust
Markets? [JJOLJCEPR Discussion Papers, 2019: 1-25[2022-03—
01]. http://www. cepr. org/active/publications/discussion_papers/
dp.php?dpno=14035.

[62][63][64]Stephanie Demperio & Fauver J.C.Defining the
Relevant Market in Pharmaceutical Antitrust Cases: Using Econo-
Meirics to find Evidence of Substitution Without a SSNIP Test|]J].
Antitrust Health Care Chronicle,2017,32(1):2-3.4,5.

[49][50][65][66]Patel D.Product Hopping Analysis: A More
Beneficial Approach|J]. AIPLA Q. J.,2019,47:475,476,474,478—
480,481,482.

(67141 I8¢ . 3 0 245 WF i PRI Dy s s , B8 e
AT?[EB/OL]. 6 H 4R .(2022-06-22)[2023-02-01].http://www.
kepu.gov.cn/www/article/6f4af0f933dd42fc87ed55657e192ffc.

(A HmiE: BFL)

http://www.cnki.net



