5 @R

LU ERYE T YU
S5 E

X LA ©
— LEE A g
= [=:::

woHl 8

TR ) (F Ry SHEE AR o AR R T R R R R AR R SRR
iy o AT AIEET T AR, (synthetic biology) — &R AWM 5%
NN B > AT TEENE - S REYIY R iR R E & A VRl ry i &
BB AR R -

SFH# (Stanford) RER{EE - AUl (Drew Endy) ¥ogadly @ "EME ) £EK
LM R — (H BRI PR RN 2 - FE BRI B 35 _E e & ek B B 4 7 ST
AP HENRER(EAEREY) D EIMEEE - MR VRSN 2E —
{IE e 540 A Bl A M R T S | S O S Ry

DOI : 10.53106/221845622022100051001

KA B 2022484178

DO ERSEESEAN LA GRKE) o

Christopher M. Holman , Developments in Synthetic Biology Are Altering the IP Imperatives of
Biotechnology, 17 VAND. J. ENT. & TECH. L. 385, 386-462 (2015).

2 ARSI Drew Endy e s Mk Sk SR M TR B0 E Ao £ A | S e
E §E#3:20 (201254 A 278 ) - http://www.youtube.com/watch?v=Qku30Q50 U4 (last
visited June 29, 2022).

Id. at 3:00, 43:40.
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EH - B 1980 WHALAR » ARy ile B A Y BLEE N = i M nY SR BRI 5%
ETERE - KEGHENZFIE - BEEEEF]EEE (Pharmacy Benefit
Managers, PBMs ) HYRESJHE R ~ B85 B 0 R P 5 2k Ry o B e o i R = 7 e i3
B48 4 VIR T BRIy B BE N B st e S ERS AK T H s g R BE 1 -

Rt - SR AEYRATHEF A LH TS ERE ) fIEUCAFEERTHR
Ko WA B RIS MBS MEEPIRINE P = © TR AR
4% | ( Developments in Synthetic Biology ) Fl I B @& = 3£y %2 & B Al ¥ |

( Consolidation and Innovation in the Pharmaceutical Industry ) 5,

AU~ SRR P E i v 4

RIILUK - S AV ey £ 2 e — B LA BRI RE R AiE - 47
EVHRa R — E R IRV 558 5 1 DU B Z TR E & AR AR > B &R
AFRRCE B~ U AR ] = B (AR A IR Y B an B 58 B 1R - R A A 2
R A — VR (R0 TR R AR A R i A R RS -

—_— ~

EPHAE AT S Pri iy

WIFTATAL - B8 FA A2 E BN EREERAEY R E—AERER > B¢
BRI - IEENI A EE R RHY T EAGHE  (patent portfolio ) Ffl 3% 18 Ry Tl
MIBAS TR - SRRy T AR E AL o ) MERE L R TE

FapL g AL B IR B3T3 T /& ¢ Joanna Shepherd, The Prescription for Rising Drug Prices:
Competition or Price Controls?, HEALTH MATRIX: J. OF L. MED. (2017), https://scholarly
commons.law.case.edu/cgi/viewcontent.cgi?article=1609&context=healthmatrix (last visited June
30, 2022).

Joanna Shepherd, Consolidation and Innovation in the Pharmaceutical Industry: The Role of
Mergers and Acquisitions in the Current Innovation Ecosystem, 21 J. HEALTH CARE L. & POL’Y 1,
2-28 (2018).

See Christopher M. Holman, Biotechnology’s Prescription for Patent Reform, 5 J. MARSHALL REV.
INTELL. PrROP. L. 318, 327-28 (2006).

See DANIEL CHARLES, LORDS OF THE HARVEST: BIOTECH, BIG MONEY, AND THE FUTURE OF
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AT A AT R A I B4 3

AT TG TR T O AR R A SR AL R 2 R

19804F £ i =4 AE Diamond v. ChakrabartyZ8 H H 7 E & B NEE 4 Y HE
FIFsE R EAS M (eligible) © » 367 380 i A 2 By ¥ DNAKE R 1772 IR, HL At 7] BE
{455 A MR e AR Y B BT ER L B O -

FE1993 4 FI119954F » B0 3 £ 2 fEIn re Bell'"fllIn re Deuel 22 th & 45y
I AT S E R EDNASG + TRy "B S A1, (obviousness ) %
AV o ARFIRERIE T AR VIR FI (S B P S A A R AR RS - (e 8L
B TR EAHE IR (recombinant genes ) K H 4GB (encoded proteins ) #4771
HoAth A Pl e R SR R E -

HEZRIE 1980 F[ 19904 1) » 15 L EUAHIA B AR HA| - 1L 7 —(EIEE A
HMEERES - B FACE TG & BRI ERRE » HEEEH LR F A fr
o6 0 (B R & A /N o A o B S AR K e 7Y 1997 £ 1E Regents of the University of
California v. Eli LillyZg Y FI P HI 8 T SoRiT Wands 25 0 it @ T2 R #F 7T 14
PR AR S R -

FooD 19 (2008). (#5ik 7 % —#bk 3y ey £ 4452 3) » &L3EGenentechfr Amgen » & 4o 1538
XA AR £ EABEOARE G Y R ML) -

Id. at 87. (4 — R A M fis 2 3) 12 h7 3 B AP oA HE ol Bl 7 — KA a) ) o

See Diamond v. Chakrabarty, 447 U.S. 303, 310 (1980).

See KEVIN F. HOWE, THE RIGHT TO OBTAIN PATENT PROTECTION ON LIVING MATERIAL: THE
CAUSES AND CONSEQUENCES OF THE UNITED STATES SUPREME COURT DECISION IN THE CASE
OF DIAMOND V. CHAKRABARTY 6-7 (2007).

In re Bell, 991 F.2d 781 (Fed. Cir. 1993).

In re Deuel, 51 F.3d 1552 (Fed. Cir. 1995).

See Dan L. Burk & Mark A. Lemley, Is Patent Law Technology-Specific?, 17 BERKELEY TECH.
L.J. 1155, 1178-82 (2002).

See Regents of Univ. of Cal. v. Eli Lilly & Co., 119 F.3d 1559, 1568-69 (Fed. Cir. 1997); Janice M.
Mueller, The Evolving Application of the Written Description Requirement to Biotechnological
Inventions, 13 BERKELEY TECH. L.J. 615, 615 (1998).
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T SIS R S P R AR o

fEMayo 2 » SEWE 30 B R IR A R B A& VE (patent ineligibility) ' -
MR FIA SRR IS A iy B A Orol > MIEEE /A ARG T - £V A E]

E R 35 550 T {73 24085 54016 B0 50 50 P9 BB 88 T 05 P 477 5 s P R 4%
-

TS b MRS MG R AT - BH 2R BB S RIHY A A TR
S ISR A AT AR B BR A S T ELAY T SR A W] IR R — TE R R A O
% o BEZREN LillyRIAmgenE )\ G175 YR 8B R2 o - (3 P A PR it 2 3 A s
]+ SRR LS TR AR (B M A A S R L R SRR 2 TR
S BB R » 40 > L Lilly AT EMyriad 28R T —(3 TIEE > EHE
(amicus brief) » SR EE A Ioe Y B FBAS L bR ) o AR (A6 BB R0 BT
SR EARRE R o $5E SEYE ML A WA ES B 53 4T I B P 4 20 B LBR S (Dreast
cancer, BRCA ) H:[R 7341 Myriad B85 F] 3 sE sy -

= FORRE AT S R S A T T

A A= Y Fc it 2 5] AT LAPE 35 Fr i S fE I A BE & (non-patent barriers ) H157
0 e ShEEER A] DUE Ry SR 09 R (B 7S EIE R SE B A BUM AR - 1R
DU o B2 BB A IRGE - PG E U Ore B AR B B A A B 7 FH A mT DU &0 FH 1
W o B > PESEMVE A T LR AR VIR 2 S (E A B AR SR LA Ry (R -
BIEORFF S EAVIRE - I HAE SV ERN G Z AR ST 8 (JRED3 E TiE
(reverse engineering) ) E[IE"® o [ 5 3% i o i 5 b i 5 b 4 7 LA A [ R

Mayo, 132 S. Ct. (1294).

See, e.g., Brief for Eli Lilly & Co. as Amicus Curiae Supporting Neither Party, Assoc. for
Molecular Pathology v. U.S. Patent & Trademark Office, 689 F.3d 1303 (Fed. Cir. 2012) (No. 10-
1406).

1d.

See Rockwell Graphic Sys. v. DEV Indus., 925 F.2d 174, 179 (7th Cir. 1991) (38R 7T AR B i#
& H & B R AR B ) ; see also Kadant, Inc. v. Seeley Machine, Inc., 244 F. Supp. 2d 19, 37-
38 (N.DN.Y.2003). (RL# @ TAFEREREERE) °
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EA AW RIS

B F7%1 (amino acid sequence ) HY#EE H/ERELEELA AHE L EEEY)—FRIFEA B
{FAEEPEEREISEEAE - B > SAIRE TRHLEEE FEE N RGEMD -

RN B EREEDE - EEEmEEY)ER S (Food and Drug Administration,
FDA) ¥ /E W% il B W B i oK T s th B A R B B E R Rl R B
B e B TS —RAFEBEAEFHESRFEAAFEEDE - ERZEE LT
N EI ISR M FDARR LR A LIRS - DUBIIHEE 2 MR - TRy
FEWEIRE ) BUESFDABILHUEFTOEDN TSl AR | M8e > BN TEHE
JEFREEY) T 5 R IR A BE SR Y A -

By T JRES 1% 48 4= P 247 (‘biologics ) HYVE LB % & M ERAYEEE &8 - {Em e #
5 A B P RS LR S B BRI RO - EEIEI G 4G 720094 T AW BRI (E A 5 F
FIRIHAZE | (Biologics Price Competition and Innovation Act, BPCIA) - {E&FE K
A B R T 7 R E — 43 %° - BPCIAR (it T f{LAIFDA AR - B 1E RdF AW
BUGEFE mAVE R A (sponsor) Z/DER5 fFE RIHT # 15 T K FDAHE A 5% £ W) {17 B4 4 iy
BRI EE - BB 22 EBPCIA R (LAY A ) SR (K AE R R I B I B
B W T TR % KR F— R =8 - BRI R E S En? -

M S 20T > BPCIA Sy Bl &Rt T R A+ AV s & S 8 - fEEL AR - 8
TEHI P B AR SEAI R IC IS A - NIL > B F BFDATA I > A #H
O R B i BB M I SR B & o

21 C.F.R. §§ 20.61, 701.3(a), 720.8 (2014); see Zotos Int’], Inc. v. Young, 830 F.2d 350, 351 (D.C.
Cir. 1987).

See Patient Protection and Affordable Care Act, Biologics Price Competition and Innovation Act of
2009, Pub. L. No. 111-148, §§ 7001-7002, 124 Stat. 119, 804-21 (2010); Christopher M.
Holman, Maintaining Incentives for Healthcare Innovation: A Response to the FTC’s Report on
Follow-On Biologics, 11 MINN. J.L. ScI. & TECH. 755, 758 (2010).

See David E. Adelman & Christopher M. Holman, Misplaced Fears in the Battle Over Affordable
Biotech Drugs, 50 IDEA 565, 565-68 (2010).

See, e.g., CONG. BUDGET OFFICE, COST ESTIMATE: S. 1695, BIOLOGICS PRICE COMPETITION AND
INNOVATION ACT OF 2007, at 6 (2008), available at http:// www.cbo.gov/sites/default/files/s1695.
pdf. (last visited June 30, 2022).

See Henry Grabowski et al., Data Exclusivity for Biologics, 10 NATURE REV. DRUG DISCOVERY 15,
15 (2011).

20

21

22

23
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2~ AIREWGH %

BLE G VA AR T > & R PR A DR AR &5 e AE P Bl 5 T
PIFRRAR - BB FRYE - G140 ¢ & 5 HYRAS AT R 5 H A G B A T
wR o T ERAEY T A FEIE R B E N E R AR A E
S AR

LY A F 2 2 YA B R RR Y ] AP (patentability ) #8248 - 15 & H
Chakrabarty ~ Wandsf1Deuel FFFFEILH - {HE > ATHEA > TAGAEREERRE LiEE
TR EEESA NS HERAEVRM AT EE - ERE - LHE - BEVAH
FMIVEARR IR G T A B & BCEY) AR b FAERE - RN AL

(engineered) FYDNAFFHIRIA AL N FPHIEETHYERUAR] (algorithms)

= A Myriad 2% FP IR Y FDRBER 1 EJOABRIRE - B ILZE PP RE R
HRARGAL ~ (LB [F 22 B R DN ARIEL A4 77 77 1 Y A A M2 5
SR RET B - BB &5 Bl AR D 5 B2 5 ZR AR DA 78 BRI K 3 2 2
LV R B e -

T BRSO E T

FE—ERE L &R A E =R L A& A VR A 5 E S T % 0 2 S
Rl BEHTFHEESENVNZAMEE  BEHRNELAFMNS - FEHNSS5
i AR AT BE BB (R e B A VD i BE AR T R - & B AE MDD A IS SR A A i
F£10,0003= /4 > & EF i > WABFHREAE R LMY 2 2R > RIS
%% WIN—F A LRSS AR AT A SRR B S o HIE

24 See Memorandum from Andrew H. Hirshfeld, Deputy Commissioner for Patent Examination

Policy, U.S. Patent & Trademark Office, to Patent Examining Corps 1 (Mar. 4, 2014), available
at http://www.uspto.gov/patents/law/exam/myriad-mayo_guidance.pdf (last visited June 30, 2022).

See Gene Quinn, The Cost of Obtaining a Patent in the US, IPWATCHDOG (Jan 28, 2011, 1:14 PM),
http://www.ipwatchdog.com/2011/01/28/the-cost-of-obtaining-patent/id=14668/ (last visited June
30, 2022); see also WORLD INTELLECTUAL PROP. ORG., PCT FEE TABLES (2014), available at http://

25
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EA AW A RN R T

R EmANBEERIGE NS » FEAEEED - H—J7H » BN E AV FE
S E L FOBEERIARCA FTRE S Rl My B R B AY R -

AAMETHY T EE#EE ) (America Invents Act, AIA) {RATRESHIEARSE =
77 A P A 2 S 5 A7 SR 452 ME AR e A R T R KBS B T R R A - B R R
LGB TEIEA & AR VIR A B0 N B R 1 B A SRR AV A - T 2 & M1 951
4 b BESE B TS AT B RIARBR A RO HE T - ST (R SR ™ -

WEBGNERSEFRERDE - (HBEEMBITHRAML - sl AR - )
—{E RE R AV & B YRl E il = BAISFEAE T #E h B8 s KB 2 & 8
HY o {22 » WA FIERBCEN SRR o 3% RARR AT RE (B AR S F G U
HIE -

BB &GE AV R i A FIAEEL - & RCAEYIROT A SR B A 1 35 B A A0 2 I &
R FETE 7 ] B A S 3t 2 o i A S R T RE © 2R & AR W)l 78 o v BE LR AR 4R 2B W)
ety e SR A TS - HEMAVRES L i aEE - £ EBEH A rERR AT
RE & 2 B2 RIRT B9 & B AR Rl 2 BAE S5 1) 728 v EH 2 i A8 (58 B0 S0 1% S o P Y 45
% °

BRI B AR B FEOAI M RO R B G 1 . ] e 5 B AR Rl 2 B0 2 A R B ER BT R
Flg - BREEYRMASCKEEERE FEEE TESRA T E—ME B2
NEIEER B /D B VBT AVIG 8 2 fn Ay AT SRES o N — R ARy S A YR &
S > HetEEESHVERRE DG AR T - Wb - REAR/DEYE &0 R B
CEFIAHG ) AL 0 (eI RE AR S BRI S R R A I YR R TR o ERk
AP A T E 2 AT RE IR E AR TR - WIS AR 1S A R I A O e 7Y A e
M AR ESEE KBRS s TR -

TE—ERE F o BEFGEENERERE T &R AR B LA AN

www.wipo.int/export/sites/www/pct/en/fees.pdf (last visited June 30, 2022).
% post Grant Review, U.S. PAT. & TRADEMARK OFF., http://www.uspto.gov/aia_implementation/
faqs_post_grant_review.jsp (last visited June 30, 2022).
2T See Gene Quinn, Prominent Independent Investors Unhappy with Innovation Act, IPWATCHDOG
(Nov. 20, 2013, 2:56 PM), http://www.ipwatchdog.com/2013/11/20/prominent-independent-inventors-

unhappy-with-innovation-act/id=46436/ (last visited June 30, 2022).
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« EERRE

HEMEEIRE - B REGIHIEERAEYRT A SIS 092 B E b 8 MR -
= B L R SR S A S

{825 SR T2 DNA SR 35 18 SUA SR M 0 I S A RE Y R S M (B R A
At 77 T MG 1 7 R 55 SR R S LR AR S R SR - — 7T AR A
RS A AR YR A FIE R S E R S T I TPRR K
EAREEIVEA - £—ERE L ARAEVRIMA T UEEE KB/ &N
T R A [ 1 B M U6 (S e A R A F IR R

B R A IRt 2 B ELA BRI F A I B ISR BURF RS (Bl - BRI S 4R se
=1&#]F (Defense Advanced Research Projects Agency, DARPA ) BLLE FIMGIEE - &
Y% H4 @ (Bill & Melinda Gates Foundation) ) HIIHBNE £ - EfE MR 1 & B RS
FEHH GBI AR A Y TE B SR A S F 25 R B - A R R A’
I RN ERE AREETNS - WEERKOME -

it~ B SR B G BRI BT
— N ;H f;ﬁgl/z_t' BjE}"i

() HREFZ 0B

BE AR R A TR RN TS (0 AE W () B (B 4nas ) Bk R B S
B SR T B o 419844 Hatch-Waxman; 4 2 1] 2 T B LIV B 12 -
S/ AR AE RIS B (R A5 B EE (S - (s R I TR E R £ - GE N
(BB 5 (RS R B — S BB T BB i SR o Y A TR SR AT R T

2 press Release, Bill & Melinda Gates Found., Foundation Seeks Proposals for Grand Challenges

Explorations (Sept. 2, 2009), available at http://www.gatesfoundation.org/Media-Center/Press-
Releases/2011/03/Foundation-Seeks-Proposals-for-Round-7-of-Grand-Challenges-Explorations
(last visited June 30, 2022).

Id.

Drug Price Competition and Patent Restoration Act, Pub. L. No. 98-417, 98 Stat. 1585 (1984).

29
30
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EA AW A R NI DL O

SRREE (JFRGEE ) PRI B LS (a0 o B e R (LR () LB
R /N P AR T AR TS R o 19844E AT (BB S AT EEAT 19% » T
AR AP b5 B 7 88% L 1% -

175 BUEE A R TH 52 2R T EE R A (A% « o Sf s (JRMEE ) SRS HRS -
175 U f5 1) LA A S R B (AR Y 50%3E A T35 BB 80ME F H98 25 Mk ik % 1y
(17 845 A RTI 1% - (7 BUGRAY(E AR R 44 & T e B SR 1 HA B AR B (B RS F1980% © ()
B 5 )\ B BE S U R I ETRS » () S E P RO PR - R By B R\ SR EE - 2
T B Y B 53 AR B B AN SRS 2 T B P 1L 22608 25 70 FI A 88 R FD A 72
FPE SRR AN T BR T W — T A5 B S 4 1 T S5 T ol A 2 5100~ 20085 25 70> -
FEAL B AR SR B C B R 35 T B AR AL R M B M e o (B B EE
EEEEEH ECBED MRS RA R ERBASENEHE - BT B
SRR A - (15558 N 5] 1] DL & 1R85 (M 9 2 Ui U (AT (A% - 36 B0
K] LU AR R -

R Y (DR T (5 37 5 5 B B 2 5 A A A T 5 5 ) (RS A (75 B 2 - st
(b S BB T B0 4 - S T 45 ) BRI R R ) 8 R S 5 O e A R B 2\ A
MR T HFIRE  (patent cliff) FI% (78IS A TSR A 2B TIE - XHEG

31 12. U.S. GOV’T ACCOUNTABILITY OFFICE, DRUG PRICING: RESEARCH ON SAVINGS FROM GENERIC

DRUG USE 2 (2012), http://www.gao.gov/assets/590/588064.pdf (last visited June 30, 2022); IMS
INSTITUTE FOR HEALTHCARE INFORMATICS, DECLINING MEDICINE USE AND COSTS: FOR BETTER OR
WORSE? A REVIEW OF THE USE OF MEDICINES IN THE UNITED STATES IN 2012, at 15 (May 2013),
http://static.correofarmaceutico.com/docs/2013/05/20/usareport.pdf  (last visited June 30, 2022).
1d.

MS INSTITUTE FOR HEALTHCARE INFORMATICS, PRICE DECLINES AFTER BRANDED MEDICINES LOSE
ExcrLusivity IN THE U.S. 2-3 (2016), https://www.imshealth.com/files/web/IMSH%20Institute/
Healthcare%20Briefs/PhRMA%20Generic%C20Price%C20Brief%20January%202016.pdf (last
visited June 30, 2022).

Henry Grabowski, Patents and New Product Development in the Pharmaceutical and Biotechnology
Industries, 8 GEORGETOWN PUB. POLICY REV. 7, 13 (2003) .

B 20145 0 BN A A RYRER S04 LA H T1.0348 £2.4945 T © See Beth
Snyder Bulik, The Top-10 Most Advertised Prescription Drug Brands, FIERCEPHARMA (2015),

32
33

34

35

http://www.fiercepharma.com/special-report/top-10-most-advertised-prescription-drug-brands
(last visited June 30, 2022).
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JEE S (U.S. Congressional Budget Office ) AY—IEF.HAMZE &8 » {FHatch-Waxman
EEBAABINE W Erf o BN TREEEEA > EEANEFIATRET
12%% - FE20124E ZE20184F IR » B8 st FB SR B (7 SU B A > AR Ry e
AN TR T 1,500 ETHg AY -

(D IRAREXBNEIEEMED

ARG FEIAERE K E #E S T SO E ) BORKEORAYRE S - BUEEEIE R
(PBMs) 8 95% i (b 25 B\ &5 B . 77 B R (R B (coverage) ¥ EURA
4T ) 8 (T L I e (R 8 5 (B 0 5 [ 5 28 58 9 (0 o 19 (B8 ™ - il
PBMs&E FH 7F B PR b & A 5 0L T 220K F AT BL 885 (U Rt - T R D it sk /b T 229
Y o PBMsIEBER IS @R 778 (tiered formularies) — (R EEaTE1A3t fr o i 8 4
V)07 B —— 0 2 Y e R B i 5 | S B M E R 7 8 - HR R T SR
IR e AT DA A Hb 2 L G SL A §4 6 0 DRI - PBMs AE $ Bl 5 R 4 B i 1 e KR AT
110 DUEUE 77 85 -

BEAE T EEERERAGSE TR HEETY - 2400 > St #EhR/D s s

27

36
U. S. CONG. BUDGET OFF., ISSUES IN DESIGNING A PRESCRIPTION DRUG BENEFIT FOR MEDICARE 38

(2002).
37 PRICEWATERHOUSECOOPERS, FROM VISION TO DECISION: PHARMA 2020, at 6 (2012), http:/
Www.pwc.com/gx/en/pharma-life-sciences/pharma2020/assets/pwc-pharma-success-strategies.pdf  (last
visited June 30, 2022).
Letter from Fed. Trade Comm’n to Senator Richard L. Brown, N.D. Senate 4 (Mar. 8,
2005), http://www.ftc.gov/0s/2005/03/0503 1 Inorthdakotacomnts.pdf (last visited June 30,
2022).
See Dan P. Goldman, Geoffrey F. Joyce & Yuhui Zheng, Prescription Drug Cost Sharing:
Associations with Medication and Medical Utilization and Spending and Health, 298 J. AM. MED.
ASS’N 61, 61 (2007).
U.S. GOV’T. ACCOUNTABILITY OFFICE, EFFECTS OF USING PHARMACY BENEFIT MANAGERS ON
HEALTH PLANS, ENROLLEES, AND PHARMACIES 4 (2003).

38

39

40

1 Letter from Fed. Trade Comm’n to Greg Aghazarian, California General Assembly 6-7 (Sept. 7,

2004), http://www.ftc.gov/be/V040027.pdf (last visited June 30, 2022). (% FHPBMsdnfT & 4% 4%
PR EANMBEFZITRY  AFRALK) -

42 U. S. CONG. BUDGET OFF., ISSUES IN DESIGNING A PRESCRIPTION DRUG BENEFIT FOR MEDICARE 38
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CRIEREEER SRR A

AFIEHERSHI R - BRI S T B RS - fE19704EM% - RS8R HEER
S5 0 S A5 R 8 2 B L RO S B S (R R PO % 6 O B 30 o
MBS (T AR 4 P8 B B - It - 85 80E R W E S A B R E
o MEEZ T E S IR T ST B R PBMsFIZEY) 77 2% (drug plans) FIlFH 80 554
B B T AR P HT IR 77 SR (AR 1O T 5 - PBMsI &) 77 S BRAE AR 4 4 72
& FIRE TN B REY ISR - AR o DURIRFAEEY - FiL > £
FE(EG IS - PBMSHIZES, 5HEHUA T 98 5L 8L pe iy 3 2 -

(=) EmEMASM R REIE0

AT B 17 B B 55 5 i1 B A PBMIs [ (5 R ) 1y (B B > B8 )\ B L 4K T 22001 48 ik
ARFE LR EEZ IS0 - 519624 " B F & &~ 88 m ALt A ZE
(Federal Food, Drug, and Cosmetic Act) {BIFZE3545 DAZK » FDARETHE = B @it
AEFYZER o Bl - 1970 AR AVER PR ELER i H 38 552,0004 5 - 1M 19904 a5
KO THEBIES,00044 B EY < [FEIHE - SRR EAIRAR - W RSB IIFT AR (R LR
{6 S B B 2 O e M T B S T R O PR RS T B ™ - 9 B T AR A TSR > 1A
Je SR SE SRR A H S AR RV RIS o BEE NN T SEYBH S FIFDARE AR BOAS - #E 1T
ER T LB o S TRE R o S it AR o BRAE R S B S R H A [
AR ALY B26 BT « IBEERAE 1970 (G 5HE By 1798 E Y > FE19804F

(2002) ( 13+ PBMs#y % R Bf 5 8 & #9 & JR 7 B 48 % 1 6930% ) 5 VISANTE, PHARMACY
BENEFIT MANAGERS (PBMs): GENERATING SAVINGS FOR PLAN SPONSORS AND CONSUMERS 6
(2016). (Fa:APBMsT BLi% & 4 ¥16,54018 £7T) o

43 Henry Grabowski, The Evolution of the Pharmaceutical Industry Over the Past 50 Years: A
Personal Reflection, 18 INT’L. J. OF THE ECON. OF BUS. 161, 167 (2011).

*1d. at 169.

4 See id at 170. (A TR A M ) ; see also PHRMA, BIOPHARMACEUTICAL RES. &
DEVELOPMENT: THE PROCESS BEHIND NEW MEDICINES 9 (2015). (33 & aT Mt 438
i b BAE R F AP -

6 JosePH A. DIMASL, in TUFTS CENTER FOR THE STUDY OF DRUG DEVELOPMENT, BRIEFING: COST OF
DEVELOPING A NEW DRUG (Nov. 18, 2014), available at http://csdd.tufts.edu/files/uploads/Tufts
CSDD _briefmg_on RD cost study - Nov_18,2014.pdf (last visited July 1, 2022).

47

See Grabowski, supra note 43, at 170. (#24td% 2000 % TR 4 | 3300438 50 IR 38 15 04
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R B4.13(E3E T BE1990FE20004E9) BIEZETTY - MHEEZ T » (7 Bl sl sy
i BT 1 T S5 R A 2 R 100~ 200785 25 710 -
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