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Lt Ol= HH32/ZA2|ZL[OIt(UCHZe]) w4t AO=A AIZEEO =2 %
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3MO| QAR 7|22 YZHO{R|= CRISPR-Cas9 7|&2 1 2| 7tx|7t

49|
A 4 HolY Ojof 0|2 o= 2t

b

O RAUZAVIR 7=t &St W 7| ‘S4el 0j= S5{0| st AHLS
OEE ASdAr b= A0 OF 4THEJCEH

A= At(Interference)= O|l=0f 2%t Y £= SES57t et 3%, SSdTH
(BPAI®)(35 U.S.C. 135(pre-AlA7)) E= B (3B5 US.C. 291(pre-AlA))OIM 11 HF2

MEE CRs HES ettt

20119 7§34 %= O|2ES|# (AIA-the Leahy-Smith America Invents Act-, 2012.9.16. Al
i MElFo| 2 FHE 2013.3.16. A|d: O|at “AlA"2tD HI[SICH O|M7R|= MY

Y:o|, = WYL Ct2A 7|AHEl & OlMe &Y Ee= 22 Of SE550 Chsto M
F(first to invent)g ot 20l E3{HE 50{st= H=E FUCH

6) the Board of Patent Appeals and Interferences®| fAtZ A|, 2011 D|=ESIE Q| J1H0| 2t PTAB(the
Patent Trial and Appeal Board)Z %475'0| HZAL UL}

7) 2 st Hiet 20|, O0/=F ESEH2 20114 J4H0| UAD, MLUHFO|OAM MEAF9|
glLtzte| Ed REAMIHN E 2t %AM IPR(Inter Partes Review)9| =@l £ LA —ﬁ =9
adtyo =z 20114 J|™ O|mES{8E AlA(the Leahy-Smith America Invents Act)2 =
paperd M= 20114 70 O|F MEHE pre-AlAZID EA|SIYU O, Pre-AlIAZtD HE HA|ZF QoM 7
Y Ol=o| #MZ o|n|gtot.
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Al

Appeal Board: O[5t “PTAB"22 FIGICHOIA HAlZe] HEAYO| oigt 2L dES &
Of WCY.

AMAE 20209 6¥€0| O|R0{F M, 0|F PTAB 2020F 12€ 1420 270 &89 =¥
Qlo] £2dst E3E0| tiehM AMEAAE RIE 202t MAS SHUCEH

HMZAAL 2 27 029 2201 £ 3 122 ER2EHIA(The Broad Institute, Inc.),
OfAIEM =2 &2 (Massachusetts Institute of Technology), 2 3HHE CHEtw (President
and Fellows of Harvard College) (0|5t “Broad’2t £2IStChHO|11, CHE St QA5 ZH2[:E
L|O} CiSt(The Regents of the University of California), B|2IL} CHSHw (University of
Vienna), 2 AOH= AFZZHE|O|(Emmanuelle Charpentier) (0|5t “CvC 2t £/ SHCH)O|CY,
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£519] UiE2 29 MU wHAVIRl 722 =2|= CRISPR-Cas9

=2 (=]

FAUAWY 7|Hol| 25t Aot RAURIIRE RUSEQ DNAOM B RUAE 20t H
WEHH 22 2 Qe HOSAZAN QALY 7|42 Sz A 2HS Yor|= EX
S22 0| 7112 22X 2t SlofALE RUAE ABiEst= 7IE0Ith 0 KU
722 2020 10 Hslstdel FOE F USRI AARALH, HHSH 7|59
AES Oop7[st 7|=2M HI9E D QUL

0|2 S518 A%

20125, 2012.10. 201212, 2013.3. 2013.10. 2013.12. 2014.04. 2015.04. 2017.02. 2018.09. 2018.09. 2020.02. 2020.12.

cve EH Broad [a%e =3 Broad Broad [a%e PTAB T L) PTAB PTAB
H=H 72 7tEE EHnsd Ensd EaEd EHEE MIZHA (visSs Y #4gdE EaddE EWSH EF, Broad,
+H  BroadE% PTABCIE PTABZIE AHEF: I CVCEY
HEeold A AL
HAZE

[23. CRISPR-Cas9 FHAIR &d AEZHAL 2 2 F1]10

O] CRISPR-Cas9 & ZFO| cishiM 2012 58 CvCPt, 100 S4I0], a2/ 12&0

8) =g WAZEg A AL AN AFZZHE|Of|(Emmanuelle Charpentier; Max Planck Unit for the
Science of Pathogens, Berlin, Germany)?} O|= UC HEZ2| 4z% H LI CtRELt(Jennifer A. Doudna;
University of California, Berkeley, USA)

9) Y Y= A2l RUXIIE Sl =
= & dYus 7|=o Y oLt n BIRY
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|
practice)t & & EIQIQ| 2tAt O|MEE TA 2bastn LSO MAstst 2ol ge|del
2 (reasonable diligence)= 12{3t0{0F BHC} 11

Hy 230 T=EH 20113 AIEHE|O|l= HMYTZ (Streptococcus pyogenes) HT-
Z 0|0 L24z|Z| %2 tracrRNAS EHASHT 0|Z0| HI0|2{ALS| DNAZS E5{EHo 24
Ho|g{AQ| ZIQYUES Yot 2HE|2|ote] 1A WA A|AHAS EisHict O|F CHRELL

ol Af WEf2lote] RIS MH Lh=C| 4BUD OIS 0|83
HEZ QUAING £ R4S RSB HTBIYUCLT)

’

EJ
>
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ol
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>
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J2iLt 0|20 FY U =80 WHINGYG S5 =Y
QM AHE Hiet 20| ol A4 U T30
AE BHOIM F7h B wygeoto] TEHe d2| Tt 27t ot

B 2= 2 wee

HEAALRL HASIY kS £21019| MutdHO| st Z2HO| 2} CRISPR-Cas9 £3{0f CHist
40| gt Zo|ct. S CRISPR-Cas9 S5 2 483 7|88 2/st Site ¢4
2|0t E|2tFElA(Intellia Therapeutics, O|=), OfC|EfA H|C|4Al(Editas Medicine, O|=) &

11) Pre-AIA 35 U.S.C. 102(g) (1) during the course of an interference conducted under section 135 or
section 291, another inventor involved therein establishes, to the extent permitted in section 104, that
before such person’s invention thereof the invention was made by such other inventor and not
abandoned, suppressed, or concealed, or (2) before such person’s invention thereof, the invention was
made in this country by another inventor who had not abandoned, suppressed, or concealed it. In
determining priority of invention under this subsection, there shall be considered not only the
respective dates of conception and reduction to practice of the invention, but also the reasonable
diligence of one who was first to conceive and last to reduce to practice, from a time prior to
conception by the other.

12) https://www.nobelprize.org/prizes/chemistry/2020/press-release/ &1, OFX|2t M= 202143 2g 149

13) In re Katz, 687 F.2d 450, 454, 215 USPQ 14, 17(CCPA 1982); "=29| Z7/|0to 2= s|M™ K3}
(constructive reduction to practice)2 QI™E|X| oz HEHO| 0|0 M E[RUCE AO| SHE(X| &A=
Ch= Arddl"7F QACH
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party)QI ZITI, = O %%'OI 81 7
Ct. Ol& CVCIt 2012 50| 2245t 7r%%(provisional application) 61/652,0865 &
2012'd 102 19%0| 25 7t28 61/
20| SlErzlg|z| ot=C}= TCly| t2 A

Jd0= =75t CVCe LE SHUEH A 20| O|RNMULeE FY22 & A=
HAE 220 S AOo|Ct
“CRISPR-Cas9 &3 H11E 2= LI Zo] AYL7 =|H S5 MY X

B = vzom 225t zssior & 2

AMEHAO| CHet 8= 235t ¥AM 2011E Ol= ES/iEE AIAS 28 4501 8
A= B, ASHAR= 2013E 38 162 I? 0= HEE[A] F=Ch T2k, 2o
AY2 oA ANZYA 2L Tof HisiM 2ol A dEY o= gt =8 U283
| A stofA EFo| 2y & FAEE S0| SFE et AFLEI & AH|E U0
Of Sttte A2 ZE2=2 stil, AHIZHAR Y0l == S0 oM 7t&3

o
(provisional application)2 S8t 9% =& L &2 YAMAQ FAat L Eetof| CHst
ZEZEZ|R HMEZ A8 4 U= A0 &

CVCE ZIBM|ZE (eukaryotic cell)of L Jts55t CRISPR-Cas9 7I%01| |ZHﬁF Ea% Ex=Ll)
HAM 4749 7t2¢ 2 O|2RH IHiE|= 2
37He] S&2 E3& L 0|0f Y=l ZIH %%(pendmg appllcatlon)g T BER

2z 2dE 5527 IH4E

14) HIO| @ AEIH|O|E 7|A} "QIEZ|OIH|ZI=EEIA, 7I=M ATTIR O}LUZO|EZ X|EX| ‘LTLA-2001' ¥=2A ¢
A1 £01" http://www.biospectator.com/view/news_view.php?varAtcld=11578 7| A} (OpX|2F A=, 20214
42l 282)
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61/652.086 617716256
"Provisional 1 o . 61/757.640 61/765,576

Filed 05-25-2012 Provisional 2 =Provisional 2° -
Filed 10-19-2012 “Provisional 3 "Provisional 4"

| Filed 01-28-2013  Fjled 02-15-2013

| |
13/842,859
Filed 03-15-2013
Issued : 04-23-2019
Us 10,266,850
|
14/685,504
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Invalidity Reasons Ra3 27 g N O ™~
101 Subject Matter E5{cha 0 0| 43 14 2 0 57
102 Anticipation / Novelty iy 0 1 0 8 2 0l 11
102(f) Derivation (pre-AlA) D4R 0 0 0 0 1 0] 1
102(g) Interference pre-AlA] HEEE 0 0 0 0 0 0] 0
103 Obviousness KA 0 1] 0 2 4 0| 7
112 Best Modelpre-AlA) A= e HAlof | 0| 0 0 0 0 0 0
112 Definiteness Y&ty | o] 4] 1 37 3 0| 43
112 Enablement 4|7 0 0' 1 1 0 0] 2
112 Written Description LB o] 7R 0 1 1 5 1 0 8
133, 371 Application Abandonment SN =7 0 0 0 0 0 0| 0
171 Improper Dedign Patent SEIE ORI B35 0 0 0 0 0 0 0
132, 251, 255, 305 Defective Correction &2 =X 0 0 0 1 0 0| 1
Obviousness-Type Double Patenting AEM 2FH 0|15 S5 0 Q 0 1 1 0 2
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MY 7|22 H, Written Description requirement), 12|11 £
2 HA Jtese dE2 VM Y=A(EA7Is2, enablement
requirement)Ofl CHSH LHES HOIM E AL, ZH2e| 2AS MAtete A2= I7t0t
Ct 0|23t 2t0|7t QAT

02

OiE 7H2|ElE IPS=7F S51330/0A FMM Z|Aedo| 2tet JArEFe =0 A0
HEA S SILIZ JdYEA2L, 2= ZES WAl Rt 2018E 68 L=2ESZH F

31) 2020 224 IP Issue paper(KOTRAXIZ 20-051)0f === HO|Ct L =M= #HADI|LH(LexMachina)
oA Ztst D|ZESASE|EE 2019(patent litigation report 2019)0|C}.
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T B0 JHAF ARO CHEE 2tRo| MAMMRO| Cfst EHES 7|25k A DRRgoR =
oz Haict,

(2) 0= 73

AN
(description) & A9 -°r|(C|a|m)°| A, 714 g 50| t&EE[0 UL
Hiet 20| Ol=& 20119 OiCiAQl £3589l 70| JAA=| 1
f

0|20 20| HEl= LES 7IASIAL.

35 U.S.C. 112 Specification.

[Editor Note: Applicable to any patent application filed on or after September 16,
2012. See 35 U.S.C. 112 (pre-AlA) for the law otherwise applicable.]

(@) IN GENERAL.—The specification shall contain a written description of the

invention, and of the manner and process of making and using it, in such full,
clear, concise, and exact terms as to enable any person skilled in the art to which
it pertains, or with which it is most nearly connected, to make and use the same,
and shall set forth the best mode contemplated by the inventor or joint inventor
of carrying out the invention.

Yol dFN A 0= S5Y AM1122 A @S tS 2L

BMAM 21220 S Y st .
‘UMM Yol M™H(a written description of the invention)z} 2fHO| £6+ 20 =
71 HEE ZOFe| S4C| T[=At EHE ASisto HAldl(enable -+ the same) PHSO
AHEE = UEF tHstn FEst 7tAsH 80{2 1 YOl A2t ARZ0)| 2ot e ut
SYS ZEEHOF S, WHA L= SSYYRIL nokst O wHS MSisty| st 2(4M9f
AlA0l(best mode)Z A|A|GHOF StCP

) 2Ol AH33) 7|A(written
description), 2) 2o AA|7ts(enablement) 2 3) 2|MO| AA|0](best mode)l| Ml 7t
A2 & & UL Cgt 201143 7§HE Di=S082 ¢ 2Us & 2(Me HAME S5
209 7=z OHs| dotn UR|CH CHE 2}t e 2|He HAM Z20E O|lR=
0|0 2 E5E FEsIY £ QICtn 334 e=zMN

(o] = |.
=2

718 7| Hlo| ¥¥S EOt

2|Mo| AAlojo] MEHS OB

32) &t HEME https://www.jpo.go.jp/news/kokusai/ip5/document/gochou_kisai_jirei/en.pdf O A =tQl 7t
SSFCHOFX| 2 =4ol; 2021.02.21)

33) 2O ook 29 E= HHol gAMlet d¥o[2tn HASY| = StLt, 2014d 22| S5l HE F Ko
(t2} descriptiong 2Ol AE'O|2tn HASI AL

34) Leahy-Smith America Invents Act, Pub. L. No. 112-29, sec. 15, §282, 125 Stat. 284, 328 (2011). 2011
8 Ol=E5{Y X|282Z (b)(3)(A) "Invalidity of the patent or any claim in suit for failure to comply
with any requirement of section 112, except that the failure to disclose the best mode shall not be a
basis on which any claim of a patent may be canceled or held invalid or otherwise unenforceable;.”
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Y 20 Ol=7 E3HAL| 7[27} &l A2 E35#E(Patent Rule)O| UCH
Ol O|2AE1A 2 (Code of Federal Regulations: 4+ “CFR’Z 2F2IsCHO| 37 EO|E
(title)2M Sof, 4B L AHAH| 25t HPS FAHH2Z a8t q o] RollM=
HMAMLL 2 s o MHof cist (37 CFR 1.71), ol Hzal o
QFAM (37 CFR 1.72), Ol R09K37 1.73), =337 CFR 1.74) C'i' He| He(37
CFR 1.75)8 &8st Ct HHO| HF &AM = Ol SN Adst HWES
23 O YAz HdHS= , Pl 2l A0 50042 ™ Qo ECh=
2 Q0= 15028 g OF ElCH= 274(37 CFR 1.72) St 22 HUHoZ Af
HS0| HEE0f Ut

0]

e
ob
2

A
H o
o—
o
[

> ok
rok rﬁn

I:O N

(3) Ol=2] HAI &%

O|=2| AARZO| AAE 2l o 710|=2tl0] &= A2 ESAAMEAEE (Manual of
Patent Examining Procedure: 0|3t “MPEP”2} StC}HOICH O] MPEP2| Chapter 7000] &
elo| AAtof| st LHEO0|H MPEP 706.03(c), 706.03(d) 2 706.03(H)oM= 22k 35
USC 112 (a), 35 USC 112(b) ¥ 35 USC 112(f)ofl CHEE HHE ZHof Cfet gAS MY
3t QUc  AlxyAel mohs Qs 35 USC 112(a)el &0 ChsiME  MPEP
2161~2165.40|M, 35 USC 112(b)0ll tHsHM= MPEP 2171~2174 & 21810{|A 12|12
35 USC 112(f)ofl tiaiiA= MPEP 21810 AHE|Of UL},

B A&l g
e 35 USC 112(a)0lAd{= Written description 2, Enablement 235 4! best
mode 0| {2t FE&[= MM 7| I8/ FEeuds st
1 At (MPEP 2161)

¢ 35 USC 112(a) &=2| FAAQl 7|2z HHst HHO| SIHE S50 E5HA0A

S{oE 5HAH0| oSt 330] o|dg =
1._ LHO | EH@ Z| 4 Z
SHA0 21 A= YHE HAlst=4|
oMz ¢t =Tt ol2{st ZHAleH

= 2 89 S5
o= =75t S5 ER0= 22 &+ UCL.(MPEP 2162)

B Written description L710| MASHA| PH|E|Y=A| BAHSH= WH(MPEP 2163)
.« HTY MM L2 HIHO ChE WS 2
. 7F7FO| __l.L JOA |:||/|:|:I— 74|

o B K =
= UES oL Alastn JA=A| Olsst7| QIshM A 22 2|76t
o Al SRQ0| HHE HHS HR(in possession)3d)stl JUJU=X|0| Ciet EE

w
ul
~

w
(2)}
~

e rY

|0

280 4% 8 B3 HF E.*%*IFEOI %z *3P7|01| HotEE, Ol &FH A 7|XfadsS 'Written

escription 71'0|2F EHHSIL AA|7s8 ‘Enablement @ 74'0|2} ESSICt

ZHS FERote AUth= A2 o2 7HK| H*“*EE LIEtE = QUCL O|E =0 &Y= 2tdsten HEH
LEZ J72UCe A2 dY%e A2 Jhsooh EI-T'- LAV O LHHE EFRORACD S

| Z|=Xt7E QMg = UEE LHE TSt MMt = EEs 35t JAX S2E LIEWE S22
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H
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M
rol
n
ol
1o
nx
(ol
=)
M
=
_o'ﬂ
rl

EM9| 7|&AHSkilled Artisan)7t Op

B AA| 7H527 U 0|2 HAESH: WH(MPEP 2164)
TH37)0f 22 FMAMO ZHA|

= UEO| ZAI7ts 245 UEAP|lE 28 SHE U
02 QAZ Dais

ofsiCt. 0|2f5t

—

o 78| &2[(The breadth of the claims);

o BrHO| M2I(The nature of the invention);

« M3li7|z dEH(The state of the prior art);

o EMO| J|&Z9| £Z(The level of one of ordinary skill);

o Y 7|ZE200A 02T £ QU= A= (The level of predictability in the art)

o SHZIF WHO A0 OfFt WES A3 ¥=(The amount of direction

provided by the inventor);

o AlAOo] Z2H(The existence of working examples); 2!

o JHAIE UWHEO| Z2Aot0 YWHE 9 E£= O|8steOl TSt HHel A(The
quantity of experimentation needed to make or use the invention based on
the content of the discloser)

(1) Idenix Pharmaceuticals LLC v. Gilead Sciences Inc. (Fed. Cir. 2019)

20214 1¢¥ 199, D|=Z2CiEHR(the Supreme Court of the United of States: 0|5t
“SCOTUS 2t «&42leh2 ldenix Pharmaceuticals LLC v. Gilead Sciences Inc. (Fed. Cir.
2019) AtZ10f| Cist oo|H|YAmOLs+E|Z (Idenix Pharmaceuticals LLC: 0|3} ‘Idenix’2t H
71steh el g 7(Z3Hct39)

= 1AM

ro

& Jts3ict
37) In re Wands, 858 F.2d 731, 737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988)
38) In In re Colianni 561 F.2d 220, 222-23, 195 USPQ 150, 152 (CCPA 1977)
39) https://www.supremecourt.gov/search.aspx?filename=/docket/docketfiles/html/public/20-380.htm| (OtX|2f
<, 2021-02-14)
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No. 20 QUESTIONS PRESENTED
I T‘]Il-'- The Patent Act provides that patents must
) ) . i “contain a written description of the invention” in
Supreme Coutt of the Enited States “such full, clear, concise, and exact terms as to
- enable any person skilled in the art to which it
InexTx PrARMA CEUTICALS LLC AND Univensita DeoLt pertains, or with which it is most nearly connected,
Srun 0 CAGLIARL to make and use the same.” 35 U.S.C. § 112(a).
Petitioners, The law has long recognized that patents
V. including “genus” claims—i.e.. claims that identify a
Cruean Sciexces, Inc., class of substances—can satisfy § 112(a). In the field
Respondent. of pharmaceuticals, inventing a genus of compounds
is often the key to lifesaving medical innovation, and
Un Petition For A Writ Of Certiorari spelling out each potential embodiment—that is.
To The United States Court Of Appeals every chemical variant with the same property—can
For The Federal Circuit be practically impossible.
PETITION FOR A WRIT OF CERTIORARI This petition presents two related questions:

1. Whether, as the Federal Circuit has held a
genus claim is not enabled “as a matter of law™ if

Anthony M. Insogna Shay Dvorezky :

JonEs Day Counsel of Record it encompasses a ]grge number of compounds_for
4655 Executive Dr. Gregory A. Castanias whether, as this Court has recognized,
Suite 1500 Jon:iror L. Swize enablement is a context-specific jury question:
San Diego, CA 92121 daffrey R Johnson and

Amanda K. Rica Jomwes Day 2. Whether, as the Federal Circuit has held,
Jones Day 51 Louisiana Ave. NW §112(a) contains a separate “possession”
150 W. Jefferson Ave. Washington, DC 20001 requirement—or whether, as the statute
Suite 2100 (202) B79-3039 provides, § 112(a) sets forth a single substantive
Detroit, MI 48226 sdvoretzky@jonesday.com requirement of “a written description of the

invention” sufficient “to enable any person

Counsel for Petitioners skilled in the art ... to make and use the same.”

[O& Idenix2| A110|R A (Petition For a Writ of Certiorari)]

=, At 20199 108 30 ALEITAHU(‘CAFC)OAM APt HMAM 212U S
Written Description £ 2 Enablement 278 oH=Est2| 2510 Idenixe] E£3
(US7,608,597%)7} R&e2h= TtAS QI Zio|Ct,

B AHQ| 7240

ldenix= 20133 Z2|0{EAL0|Y1A (Gilead Sciences, Inc: 0|5t “Gilead”2t 2F2IGHTH O CH
5t E5 ZsHASE OfARRMZ ARYR|HHA(U.S. District Court for the Disctrict of
Massachusetts)0l| A|7[SIRACt O] A&E2 ZF Ee2tQlo AYR|LHACZ O|EL[/ULD, A
e O HAHO|A O[FO{RICE.

0] A42 CH 7tY Hi0|2{A(hepatitis C virus: 0|3} “HCV'Z H7|StChHo| X|Z2Aof 2
Ho2 A&0| AREE GA| Idenix ¥ Gileade 25F HCV XZA0f Cigh H7 T
O|ALt. Idenix= Gilead?| AZEALH|Z(Sofosbuvir) &2 20| O|= FDA &¢
7t A5 O|2EF A|7,608,5973 (0|5 597552t 2k»stChel 2IGHE 25}
S Al7I34Ct

il

o

I‘E =
—_] [U'I)ll ﬂ.l
B> = o

20169 128 1Y ME 227t0] HiMY 20N, Gilead= ‘597532 2 E
ZZASIHM O 2HZ Written description 27 2 Enablement 2HS Q|UH5IQICtD 5}

40) IDENIX PHARMACEUTICALS LLC V. GILEAD SCIENCES INC. [OPINION - PRECEDENTIAL];, appeal
No.18-1691; CAFCO|A  Z1%t TZHEOl  AFA  History W8 Hg & Qodsigct
http://www.cafc.uscourts.gov/node/25384 QA CIRZEE 7+s.
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RUCH BHAHTHE BHOIAM Idenix §512] REAH L 25.4992{9| &ofHidES st
I 1 I

= of

Gileade HZHE2E2HEAZ| 2% (renewed motion for Judgment of Matter of
Law(RIMOL))41) 2 ZA5IF D AHABZ|BIMHRIES Written description 240 CHefM= 2
=2E 2ZSt¥ 2L, Enablement 20| CiSiM= Gilead?| &2 Q&SI 5975352

m CAFCe| mch

CAFC= TZZI0|M “H1E0| Enablement 2AS UZst=2] ORE BHEH 2AH 0|22
2358 CiAl AtHE 42[stCHde novo)’ll ©

enablement 270f ot ALAEAHN AUOME HEH SHQ 7[FE(substantial evidence)
o= Me[StP of}ict =, M TN LIEtH AMEA WEE 7|82z YETHS

M=Z0| st= Ae= ofshistH E Ao|Ct, 42)

1) '597 §512| ST I YAAI=2| FY43)

1. A method for the treatment of a hepatitis C virus infection, comprising
administering an  effective amount of a purine or pyrimidine p-D-2’
-methyl-ribofuranosyl nucleoside or a phosphate thereof, or a pharmaceutically
acceptable salt or ester thereof.

‘5975519 SES(EFAY 19)2 249 A U YAEtety RS ERE w3 AL
O|E(nucloside) 2d=8 7T FHE2EZN H ot Z0|ct,

471 YoM QgESte wEQA0EE HYotH, F(purine) E= T[0T
(pyrimidine)2 ¥7[(base)2 RSt 29R§ EtA0| OIEY(7F X|2tE DHE] 2|2Feted
22| 2A0| = (ribofuranosyl nucleoside)| B Ot'=M (8 anomer)O|Ct. O] Z|SZ LtE}
LS ofzfet ZTt.

41)

42)

renewed motion for Judgment of Matter of Lawge HjA 10| A CHsto] He|™ 27t 2588t
0 EERE AL THARKLO| ofsiM RSl EAEZ @FSte MEE QOB 0| DIAASH JHFO|H S
HE Ol Judgment Notwithstanding the VerdictUNOV)Z2E OF S| LZHO{FICt

CIEEX| S o] EHAO| CHEE CAFCe| 2|7|FE0l= 47tX[7t QUCH AW, ‘'de novo' 7|E2 HESHMO &
20, Stage 281e FESHA MSFH CHA| AHHE de2lShe 40|tk =W, ‘clearly erroneous’
7188 AR A A MBI, MHECQ 7|F0 250 THALL] AtAEZ40| HHSE 27t JUS
0| =talst AL nOi7|=EICHe A4S o|O|stet. AR, ‘substantial evidence’ 7|& 2 H{|ARI9] ApAlEIZA0 A

Ul

S, A ZHO| JA0A |l AEO| ot ARZ SEHSEY| st S22 FAHEIL oS
2 = e Ao|ztH AMZ OiZE QIFSICH= Z0|Ct YR, 'abuse of discretion” 7| &2 FTHIHAl A
HEA2|QF BHHE TAtS Ao MEE|H, #o|l ZRE sfAM0| JAAL} LAl FHED @F7 It Qs
ZRE oY 2™=2 niY|oiCte AO|CH(O|=og DIALASHO 2t LHES 'O SSESHF0 ot
AF-ATHEHATR HFEAN 2016-18'0M & He|st 7|0 &2)

Hygol dHo st W82 CAFCO| TZE0 7[ME e W J8Z F71 Ao|Ct
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base

OH OH

[3Z. 2’-up positionOf| HE7|7t 2|&tEl B-D-ribofuranosyl nucleoside]

Idenix= 4712 20| LtEHE HieE 00| 57956 2ol HAE B-D-2|ERFeteA 3
Z0| AOM OET[I} 27-ErA9] 8 (up-position, 0I5t FO 27 =2 Z[Afsteho &=
Ast= Z40|2k SHACE 0|0 CHSt0] Gliead= A7[9] £EF0| HE H-HRISI0] 27-EtA0
E 2|7t up-positiond| {zx|st= B2 F22A0|E F st F22{|A0|E7t HCV
Az2F JU=AE 2 & U= dAl(guidance)Zt GiCt HFH*E}&'E} ESH Gileadof|
=M, ‘59755 = 712422 27-EtA0| HE 7|7t up-positiondf QUL SHO|EZA|Z|7}
ért'*(down-position: Olst G0 &+ EHE Z1724etCholl U= F22A|A0|E0] 2ot A
B 2IEl F29| ChAQl Gilead2| AE2 2'-down positiond| 5tO|EZA|7|7t Ot 222
(Fluorine)7t 2|Zt=|0{QU0| H|ZlsH2tn 5HHA, 597557 BMA Z|MHS E*—.%fxl
=0 FYSICE =, ‘59755 = s thefel #aloQl o7 27 Ehaol Aol Qf

 Z2927f 2'EtAao| S0 22|32 -methyl-up 2’-fluoro-down) 22|24 f =9
D“'HIHOH Z|AH=0] UAA| AAL BMAL 7|MZRE HA| JtsSHA| B2 {FESt 27
-methyl-up FE2QAOIES] AA H|7t HA| 7tsoteE 7|2 A| EUCIY FESHRUCE

rrl'l o|..,_
FJ rlo

1

K &2 Iru

N

gLl YA sHAM(Claim Construction)Q| 7|22} Z&ASIH A A0, HAS 18
2 AU9I9| B-D-F2URXAOIEE EES 4 QUCH= 24, F4TF 2 -methyl-up F22i2At
O|E7F HCV Z|Z2A|e] EEF0| & £ UCH= A0 CH5H0 JEFALRIS] O|HE QUL

2) Enablement 2710] Cj
Enablement 24 “siE

N

2 Effjz 7S SYotHM, ¥ 129 Enablement 79|
6H%F 712820t E49 7|=AHa Person of Ordmary Skill in
I =8t AS(undue experiment)E £isHR| YT 2’

44) Enablement requires that “the specification teach those in the art to make and use the invention
without undue experimentation.” In re Wands, 858 F.2d 731, 737 (Fed. Cir. 1988).

45) A claim is not enabled when, "at the effective filing date of the patent, one of ordinary skill in the
art could not practice their full scope without undue experimentation.” Wyeth & Cordis Corp. v.
Abbott Labs, 720 F.3d 1380, 1384 (Fed. Cir. 2013).
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-

-methyl-up ®22AI0[EZF HCV 2|=0 72d0| AS AAR|0f Chal & =+~ AU

ol o]
A| {5 0[Et,

(0]
A=

mjo

AR =T E-0 ot FMAM, Wands THai[46)0 M Al
¢F 22| Wands factorE 1lefstCtl HA[SHHA 24219 240 tist TES IAlsHICH

— —

ne
fo
ol
X
2
4
=2
2
p'h
H
o
=2
H o

A. LSt AE0| Qk(the quantity of experimentation necessary);
B. Z2st MAH0| A J[&E200AMe E4AQ ZiQIZ| & (how routine any

necessary experimentation is in the relevant field);

C. A0 7|AE LHO| CHotd] E4et HAMZE SHEO A=A HF(whether
the patent discloses specific working examples of the claimed invention);

D. E5/0| 7|2HE! A9 (the amount of guidance presented in the patent);
E. 7|20 42 2 7|=20iA O|&&|= dX(the nature and predictability of
the field);

F. EAO| 7|&219| £Z(the level of ordinary skill); and

G. ZF-A0 7|A= gtHo| He| Hel(the scope of the claimed invention)

A Test AS0| QF(the quantity of experimentation necessary)
AT M I Gileade HE7t 2% (expert testimony)E £3l “(2’-up position 2/0i)) Of

Tst QIXOIE Ol RE NBIF ABY 4+ UTS YO H2lHSITt MYEOf oo
2, E40°| 7|2t SUZOR YL 4479 BFR0| FPYAS UET 4 AUCKD 0f

olof cial, &2 Idenixe “Gliead?| HZ2 TH&s| 0|24 A0, 42 7|&sxt= Y9
2 2EV|E zE6lR= 2 Aol2t SHHA, §§ MA= 12fstH 45 HE £
(significantly smaller)2| =2 240 &SotA & ZA0l2t BtersHCt

Jd2Lt 2=, Idenixe SA49| 7|=Ate] R|AlLF48)Z DedotHete, HAHR(el 24 G
Y oHs| M9 2Y=S TEe £ ULt AYSRACE

2A 2 HFRRAVE £ (some number of thousand) 7tX|Q| RE2S EY &

CHe 218 BMAM REYREE 2 4 Uk steiM YA Lol 230l embodiment2 A
A BHSHAL XVIIl ZHSUORE 40| SO ZAHS0| JHsITHE S MAM
C}.49

46) In re Wands, 848 F.3d at 737.

47) "billions and billions"2t11 HE 3 SIS LT

48) & PAAE SH9| J[EXte| X[Al¢=F0| TfoiM = CHEX| RAUCHEZZ 9HH|O|X|)

49) AMA 1MEHRAL2 JMOL o740 Al XVIEEH EHE O 2 2'-methyl-up-position HEZA 7153t =M E
O| 7,0007tX|7} E=Ctd A AHSHCE
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: (XVID)
RO Base
R 10 R(‘S
-"’X"‘--
R® R

A7) HojlA,

%ols 2 AAO FolE B2l £ mejojd @7/0jn

R' 2 R SYHOZ H; ZATO|E(RETANO|E, CIEATO|E, E2TATO[E, &
£ o EAWOS ZEcag Eas) oM NS Eaw) YUMD ¥
2 BEE); HY IFS 2 BHMO| FOi2 Ofo| Holo JIME St Olatel X
2 gol2 Asls, HENEY 3 WUS IS 92 Tt ojgYy 4Eds ny
Ste MEUOIE O|AE|2; EAZAUES EEsts TS Ofoledl FhEstolE

= — |
S: HEIS BAAHE: EE AU SO R EE RO SYHOZ H T EAL
EQl sigtEs A3 + Us HE dAHTH2= F8== 0l AF0|H;

R°= 4, SI0IEZA|, LA YZS Z&E), ORAE, Aloke, Y7L, Y7Id, Br-H|

’

d, -C(0)0(2), -C(0)O(RZ ¥), -00H), -0(HF o), -0(2Z), 0T &
), 0EAY), 322, 522, ERO2, 2%, NO, N, NH(AZ 22), NH(!
4), NRHZ 22, -NOH),012

R’ 2 RE SHOZ 44, OR2, SHOIESA, YL
o L

= 5 225 ZgY), OfR|E, AlOf
2, ¥71€, Br-HlE, -C(0)0(¥Z), -C(O)0He Z3Z)

L, . . ~0(0td), -O(H& Of
), -0(g232), -0(Mg €7Z), -0(g#d), 84, EF, 225, NO,;, NHy, -NHRA S &
Z), ‘NH(O), -N(Hg &Z),, -N(O+a),0[0{;

Ci27lE, R7 2 R°, & R 2 RO2 &7 Z8S YT & Y20,

Xz 0, S, SOz, &= CH20lC}

['597 E5fo] W0l MY Lf BHaHAl XVIO| BB LHE ()]

Z2do=2 CAFCe '597 £5{0| Ofsto], “AO{= £29| 2'-methyl-up F22AI0|EE
Eobst UL, HCVO|| Cst 25 RFE LOtEY| s 0|52 25 A32ISH00f 522
L5t MS0| tEste AAE7Hs0| 7R4CHD g Z0|Cp50) 0 THERSHCE
B. TR5t AH0| 2t 7|&F0Ae= EM4AQ ZQIZ| & (how routine any necessary

experimentation is in the relevant fleld)
O 20| oM CAFCE gelAel HfAOo|2tH HAIE SHO| Qs 1Y w2 A=

50) “Because the claims of the ‘597 patent encompass at least many, many thousands of 2'-methyl-up
nucleosides which need to be screened for HCV efficacy, the quantity of experimentation needed is
large and weighs in favor of non-enablement”
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7 g4 Aolets As € 4 UL StEM 2 240 tisiMs HAIE7t
=

el
rir
)

ilead®t Idenix?t A|lEct SH7t M2 AUtEl ZuE LEY| M2l 2lsi Cid
=392l 2’-methyl-up 2’-fluoro-down F22|2A0|= ZHS 2SI Gilead= 0|
ot Gileade 2Pt B2 AME MHSSIUCte SHE ASs¥L, S
Idenix= Gilead ARS|ALS| fStZI7} “H|WwA M2 40| A|Z(relatively short order)”2Hoj|

ey =222 YFsiAts 2o SHE ASstRACH
O[of CHaHA TS IdenixOlIA F2|5HA THEet 20|t

C & D. AP0 7|AEl HHO| Cifcto] SASH HAG7F SO U=A] A (whether
the patent discloses specific working examples of the claimed invention) 2! £3]
of Z[Z2HEl WA|9] %(the amount of guidance presented in the patent)

2 oot 240 CHSHM, Idenixe ‘597 E57t YO MHOM ‘key modification(2’
-methyl-up)€ 5|1 1, AMAKO|A 2'-methyl-up 2|E2522|2A0|E0] CHat 24 o

O[E{7} 7| Wi2of, "597 Ssi= S&5| Rol0let BAIE AlSst Utk FYsHUCH

Jd2{Lt Ofof ChsHM CAFCe “EAl7kse BMAMLl 7|l el Helet &
OfOF StCps1)"l SHEAM, d7e 10] HA| 7ks3H7| fIsiME 2 -methyl-up w22 2A0|=
= gO0lM 2"-methyl-up ®222A0I=7F HCVE 22 22Y 4+ U

Of BICILl SIRUCt. Of=ed, ol2{eh 2 =0f oigt FA|-l WAZF ¢l
U, S = g0l oist §F 71| Yo s AHSst A0

|
DAIZF GICHD B 20|71, Rl (59755 ol2ist 228 mAI} gickD of

— —

0/0
ol
rr
o
°

o o2 rir
>
x
rr
lo
Hu
>
ol |'|_|-|N|
u
o

0z
R
0x

I

p'h

a

rr M
njo N njo

Ol22{, Idenixe= 42| 7|47t 2|2t7|9| WY S Solf Cf
I FAsIFSLt, CAFCE £35{7t Enablement 27
71=At9| A|Al0| o|ZSt= A2 E5EoItt] SHHAM ‘Y
BMAMZE S 7|SAt0A BHEHQ AlMRE Q5T
AE Z40] OfL|Cts3)" 11 SFQICt

P
_O'ﬂ
rr
N
o
t
o o

ofm
0r [

=2
£0
L2

r

> OX >

4 ro

r2 oo
n

(o]
g 2
=
2 og
d
=
>
o
o rir
0|||£
H so
I ‘o
N Z

A0 (working example)Qt ZASIOME, HCVO| Cisf =7
-methyl-up F2a|2A0[E7L 7|AH=0 UV|= ottt FFHRA= H
ol HA0= O BASHH A0l HA0ZF 7|2H=|0f UCt2 G7|= OfFECtL otRCt

E. 7|&200] M2l 9l 7|20 O|25|= ZE(the nature and predictability of the

field)
= T 24= AHEOM HAIE S| o5 HHEA20|, '59755(9| 2 GA0] HY

51) In re Hyatt 708 F.2d 712, 714 (Fed. Cir. 1983)2 Q&
52) ALZA Corp. v. Andrx Pharm, LLC 603 F.3d 935, 941 (Fed. Cir. 2010)2 °I&
53) {|9| ALZA Corp. v. Andrx Pharm, LLC HEE 912
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F22QAO|E9| ALEE 0| 7+sSH A0| OfLO{A GlieadOf F2|5tA| THEE|RUCEHSD
£20f LiEfLE dHiof| o|5tH, m|1Ql Glieade| &7 SAHLOE ofL|2}t IdenixQ| X7t
S0 QA= E5] LY 7|=E20= MER 01|—or7| Ol2(new and unpredictable)
20f2t= 2 YHlis| QYSt Ziez HEQICE S5

F. 40| 7|=At9| (the level of ordinary skill)
TAIO| 7|Aof GEMH, & YA A9 7|2Ate] £F0| =Ch= 20| tishiM= M2
S2|5tCt

G. FHLA0 7|AE
CAFC= F+Eelel &Y

=
CHF=2 Ot 22 Olf= &5 &

HO| 2| HL|(the scope of the claimed invention)
= [OJM 2ttt 30| BRs5itHs 2822 HElske

=
Helot dhte 280 =Y o UKD S,

-Ll;o

CAFCE ‘B2 #2o =E 2Z0M dUH22 A2 £of g2 2d=20 =2 + A=Al
Of gt 42Ql 20| A0OF St = Gilead 52| SUS AUESHEA, ’597%519| 7|
M2FEH K2 29| gE=2s e A2 49 720 ARoM Hlss e At
CHS o itk ot
ldenix= ‘S ZlsAte] AL FER L MM 7|0 olstH 1597 £3519] ¥
gele gadt gelol 2220 AIst Atks A0 SHoH| 2l LIEILY| W20 F
HR7E F-HRASHA| QP D FASHA=E, Olo| tisi CAFCE 2 TH 240 sty d+
Hel= 7|AE 2 TEHSh= AoI2t StHA Idenixe FTFERA7E A3Ae=z Fofn =
Yo 4 QICHAl SFRACE50)

ZZ(Conclusion)
20| A WA G A0 O =2
2

4n
r
0
r

mest Z2uE ZEetod, CAFCe ‘597 £3517t
t

Enablement 2AE CHE3IZ| R3iCtn ZE U3C

Z2E TN, CAFCE Wyeth TH571QF 2 ARRHO| TI2R| QT SHEA, “AE0] L4
QI Aol stEzte, el d YRS 2Alst7] floiAM t=st Aol E2s 4+ U

C}s8)’= HS 2RI 59)

54) MAZ7tsdel Hele FHS| o =7tsdat oot ofshstH 7Hoheh Z0|Ch HAZROME 2 24
WEFSHHA OFX| 2RO In re Fisher, 427 F.2d 833, 839(CCPA 1970)2 9l83tHA CtSuf 20| XIX™st M
2 HERLE "In cases involving unpredictable factors, such as most chemical reactions and
physiological activity, the scope of enablement obviously varies inversely with the degree of
unpredictability of the factors involved”

55) Idenix & &0219| £¢ F0|& "you don't know whether or not a nucleoside will have activity against
HCV until you make it and test it'2t= A= UYL

56) A0 At BABl0] Teist HHY Ho|Ch

57) Wyeth and Cordis Corp. v. Abbott Laboratories, 720 F.3d 1380 (Fed. Cir. 2013)

58) “practicing the full scope of the claims would have required excessive experimentation, even if
routine”

59) E5|HXIQI Idenixe £ ANt Wyeth AtQtdb= CHECID FESIQUCE ZHERM Wyeth T o) ES|=

i
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3) Written Description 2710f CH8t ZHct

= ARMME 597 £3519] AEHRA0 ZEEls A2 OAZR|A|C HHo| 4FHo 1 F
a5t PR L= MM HAIZR] %42 2'-methylup HB2IQAIEE  ZHK(n
possession)stA=AE USsteA| HEIF AU

CAFCE Ariad T60)0{ A HAISH 518t (genus)61)2| HR{O| Zate|= CHEZAQ £0| &t
St (species)S OIAIZ2 ECE L= 42| 7Isat O sei&s Fdste eSS o
g & WAL AME o+ UAER LS FYote =0 SSE F2A EYS V1M
SICHE, YEHHo=2 SstEE2 SE5] MAlE XY 4+ AP= Aol tisiM AEStHEME, =
ARO[ = EL #AAel 7|ME 2+t A2 2ol

CAFCe= 597 E3{7t HCVel 2|20 &1AQl 2'-methyl-up FE22|AI0|E9Q| A||A QI
S S (subset)0| CiCt2= S&E8 A HE A|3otA| Z3U7| W20 2Fe| HHo| chst 7|2y
(Written description)Zt

ot=2f, o2 Zt2] Ao L A0S BMAMO ZHAISEL AVI= st FAH2=2 7|2
w2 A0S 20] Yolo| F3HAIOIEZF HCV 2|=0f =X UR|0f gt LAIZE BiCt

0 5gct

O|E Higez Wzl A20|M, '597 E5l= tetAo| Zgsl= 2420 M= A&
o] Mo CHst 7| (Written description)E Al&st oL, 597 E3F{0)| JHA|E
st g Yol 2MES0| oM = HCV 2|20 RESHR| RESHA| U222 FEs5H=

YYO| 7|M=[0] UA| AT SHUCE

0|2I0i|= YAMAC 7|ZH2EE] 2I5H CHA Hlnol 2’ -methyl-up 2’-fluoro-down %222
AOIEE S49 7|27t Al =2 4 Qitts 2HE UZEstHA, YEO| Ao chist
71247t S Z2ZACD BEX|RUCE.

(2) Amgen, Inc. v. Sanofi. (Fed. Cir. 2021)
B At Jie U B 7|=62)

202198 2¢¥ 11¥ CAFCe HEE&A (monoclonal antibody) & £35{0]| Cfst SETC
of AO{M Enablement 20| C{5t0] HA[SHCH & TAZ 2017H0| CAFCOAl HEE 2

ARl 19924 ELC} Idenix £3{2| &3 A2l 2000H0& MO AQE|= A7H0| M CHEE|QICH=
Ae FHYOIRULCE 0lof Cisi CAFCE ’é‘?:.*oil 2RE= AZIO] ZR% 0| ofLzt "5l HE U0
X2 Hizk(limits on permissible experimentation)”0| &R 3&ICt D S| QL.
0) Ariad Pharm, Inc. v. Eli Lilly & Co., 598 F.3d 1336, 1340 (Fed. Cir. 2010) (en banc).
61) %

yojgoz meE 4 At ‘genus® S HASHC H(H)O2 WAL 0| (2D genusE
S0z B A9 0P} NZEX 1 2 UolM BHE AAAYA Qo BROIME B
oz HASIACL QHLFéPE EH—‘?‘——E— TN CHRe So7F StetEE(Es 7‘“" el dREE £e=
BHISH7| HZO|Ct. OrEtZEX| 2 '&'9| 7|82l ‘B(species) 2 'Y 2#’; O 2 HAGIALCT

62) CAFC 2 AO| E(www.cafc. uscourtsgov)OilM MNa&sts A2 &0 M5t
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A E5163)0f| CisiA Enablement 2210f Cist 8225 TEHSH Z10|CH64)65)

20149 108 17¢ A (Amgen, Olst & “Amgen’22 HI|SHCHE AtI| OFHIE|A
S(Sanofi, Aventisub LLC, Regeneron Pharaceuticals Inc., & Sanofi-Aventis U.S. LLC
0|5t O|5S S0t “Sanofi’et BI[SHCHE 2 £3] US8,829,165Z (0|3t 165
E35fe} ottt & US8,859,741= (0|5t “ 7415352t otCh)0l| CHSH] ZISHE &SR

E5 7|22 AAAE} A= U ZHAHEZE(Low-Density Lipoprotein Cholesterol:
St “LDL = AHIE0l2t stoh)e| & W s=8 Z4sh= 7[=0| et Aot HAUE
ZIctei21 (0|3 “LDL"O|2} BtCh £83|(receptor)e LDL S2AHSS I 2LE A|7{5}
YR E &oiSh= LDL S AHIEL SE2 Aottt T2 TR HHEIORA| MEE 2|4
/A4 9 (Proprotein convertase subtilisin/kexin type 9: 0|5t “PCSK9”0|2t <k2I5tC})
3}(degradation)S ZRABICH = PCSK9L LDLLEXHF ZEHS}
Fot=tl, olof wet MZEe| HHO| LDLF-EH el =8 HAAZIC
x|
=

ol

2

—_

LDL+EA0ls A7t Z2&SHH PCSK9E AT 4 U=H, 2 2 DL 847t 2
A +

L LDL Z2|AE|ES 5= 2Este 7IsS ALt & + U==E oith

u

Amgen?| 16553 2 '74155{= PCSK9O|

‘_-{;.x} R e ai.hq ZBSE o2 U THO| E HOZA,

| StA|= PCSK9O| LDLO| Z&st= ZHE oA
(evolocumub sfof @& U LDL 422 427 Hot

"16555 & 74155 = GMA U Yol dHO| Cfst FE2 A2 ZFstL U
o, BMAM= 2670 Ao Cigt ofb|edt MEE 7|Ast QUCE O] A Eol= AmgenO|
HY Repatha® (82 HMEF 2IEI®)Z TOistE U= ol2=2F Z(evolocumab) 42
StA|(21B12°2 2|¥)E ZEestn QUCt

10 o> 1r

3

63) US8,829,165% 5! US8,859,741% O|LC}.

64) Amgen Inc. v. Sanofi 872 F.3d 1367, 1381-82 (Fed. Cir. 2017); O] SAMOA= 1MOQ EH2tQ0f H
oMol £33 F=0 ofet B CHSHY, SABALS 140 Sanofie] ORI HAH M Z[IHad £
(lack of written description and enablement) &0 C{3t0] Z7{HiA| A & (evidentiary ruling) S HiM&
Ol chet A ury instruction)of| F7t QUCHD SHHAM O R0 Cfet mpr| 28 U WEHAS FE5IR
Ch. 2tS A0 HiM RS2 SanofiZt Amgen 53{9| HMAM 7|0 gt SHSH=0 HISIUCtD
St LY, Sanofiz Of HiA Y A CHSte] HRAS| MEEHE QESATUMOL A1), 12 IMOLO|
M Written description 740 CisiM = HiAMY HAS OI™G oL}, Enablement 270 CHsiAM=
Sanofie| FZ2 QIFYSIACHES S Fa 2F). 0|0 Amgen2 A4St 0, AKX HAESID U= 20214 2
2 &Ad2 AmgenO| A HHD IMOLOA 14 RAO| Enablement 2712 THEHO| CHEE 24 RO XY
Tl Z40|Ck

65) Amgen Inc. v. Sanof; 872 F.3d 1367, 1381-82 (Fed. Cir. 2017)0 A= X 2t&H HFE0| CHEH Written
Description 2718 TGS QUOA HPst= M| AHMO| CHSIG & &SE Written Description0| Q4 0{Of
OICHD SIQACE 7[&E0= &, d-2H el Aol 7|sHe E4& #Hste 7|20 B EEEY AN H
Tt M REAo it FHEOL HAGTH giEtE HAMAMO A EA S-E FR'(Newly
Characterized Antigen)2 7|Xjst1 QUo W™, O 2Rl EO0|HoZ Aotste &HE HASteE AO| 7tsdt
Qedl, = &Z X olof w2t YHE 0|z ESHel HZMFH 2018 23 22 wWiH)of w2t SAHE HT
Sl 2FHOY A M Written Description @ 4SS ZA3SHSCE =L &4 23 J10|E2tel2 2018 88 £
SIMOM HHlE "NEH ESHMM FHEE QT Ho|2 E5ER ZEIEO0|(ESE HAOIENAM CHRE

3l
[
E 7ts)'E #31g &+ Utk

0 I o

_|

o
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Jelx "16555(2] BMMOE = 20A(FIG. 20A)0A 21B12 2 31H4AZ Z|HE SHA|0f
Cheh 3zt #RE 7|A5tn AU2™, O] FASO0| of oM PCSKIO HEst=IE Lt
S nE=Y

(32l "1655519] =30 HA|= 21B12 2 31H49| 327 XE]

"16555] & '74155{= PCSK9 THEHRO| 1571 Of0|'=4HSF, 2t7[(residue)) & 1 Ot
Beot] PCSKIO| LDL-EA(0f Befots XS HAlste &S F+FHS=Z st AT

"1655519] & Y2 ofelet ZCt:

1. Anisolated monoclonal antibody, wherein, when
bound to PCSK9, the monoclonal antibody binds to
at least one of the following residues: S153, 1154,
P155, R194, D238, A239, 1369, S372, D374, C375,
T377, C378, F379, V380, or S381 of SEQ ID NO:3,
and wherein the monoclonal antibody blocks bind-

ing of PCSK9 to LDLR.

19. The isolated monoclonal antibody of claim 1
wherein the isolated monoclonal antibody binds to
at least two of the following residues S153, 1154,
P155, R194, D238, A239, 1369, S372, D374, C375,
T377, C378, F379, V380, or S381 of PCSK9 listed
in SEQ ID NO:3.

29. A pharmaceutical composition comprising an
isolated monoclonal antibody, wherein the isolated
monoclonal antibody binds to at least two of the fol-
lowing residues S153, 1154, P155, R194, D238,
A239, 1369, 8372, D374, C375, T377, C378, F379,
V380, or S381 of PCSK9 listed in SEQ ID NO: 3
and blocks the binding of PCSK9 to LDLR by at
least 80%
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'74153/0] Y B Ofhet 2k

1. An 1solated monoclonal antibody that binds to
PCSK9, wherein the isolated monoclonal antibody
binds an epitope on PCSK9 comprising at least one
of residues 237 or 238 of SEQ ID NO: 3, and
wherein the monoclonal antibody blocks binding of

PCSK9 to LDLR.

2. The isolated monoclonal antibody of claim 1,
wherein the 1solated monoclonal antibody 1s a neu-
tralizing antibody.

—_

/. The isolated monoclonal antibody of claim 2,
wherein the epitope 1s a functional epitope.

HAHOA ZElst7|E HAFAES SAHE Oofe 27l 7|sl= stdstn QT MESHRHCH @
Z8H@a combinations of sites(residues))d| Zdgst= 7|

2ol gele stiel 2| WAl CHE 2%l 27| 2 & U= =E=S

S@ewd 23 A
TSI Hol2 J|K) L @ PCSKI/LDLABHO| A58 sl 7Is,

flol 7o A0M 2= HEO| ool & 2 165 5519 F7e A19g 2 Al
20¢, 2|1 741 £3{9] A|70IACL.

B CAFCO| mct

CAFCE TAROM “BMAM7t Enablement 242 2t=5H2| oot E5{7t RES Fa5t
= A= Bod J|sAF FFY0| T2E ZEHS Ao g
experimentation)’ gi0l= Zd2| HA7} 27tssithe A

(Clear and Convincing Evidence)2# Y43{0F ot 5 , S
& T2t 20| 29 Wands factorg AI{E10 2ot 4E0] HRSHR| o{&EF TH

2 At

CHah, 2 AfloiME 94 Idenix T Z0[ Z424o| T 240 CHaHA AtMISt7| THErst
7] 2L Wands Akl ZpAoff ot 84 L V[s22 SyE I
CHoto] dt=gt 230 BRst 20 Cist 7|2 At2et Blustod st QUL

HlR CHA 7|2 Al 25 Enablement 218 CHESHZ| ofor 22 ARIZAM, Wyeth
& Cordis Corp. v. Abbott Laboratories (Fed. Cir. 2013); Enzo Life Sciences, Inc. v.
Roche Molecular Systems, Inc. (Fed. Cir. 2019);, 2 QM EAMSt Jdenix
Pharmaceuticals LLC v. Gilead Sceinces Inc. (Fed. Cir. 2018)0|C}.

66) HE2

CtS4dF ZLCt "To prove that a claim is invalid for lack of enablement, a challenger must show

by clear and convincing evidence that a person of ordinary skill in the art would not be able to

practice

the claimed invention without ‘undue experimentation.” Alcon Research, 745 F. 3d at

1188(quoting In re Wands, 858 F.2d 731, 736-37(Fed. Cir. 1988)
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CAFCe ¢ 2188 ARIS0A =2 2858 d2let =, Vs 2 Zdstn Ue &
70l Ci3iA Enablement 2740 Cist SZ{R9| T2 T4 279 FHY, &9l
Ol27tsd 2 WA|(predictability and guidance)?t £=8t ZAQ1z|0| SH2 S0 Tt
g £ openn Felstelct. of2d, “59], A& L A0 g A2 o= AY

o ¥ 1lste A0l 2|, ol 550 7|AME dE o FA0f(embodiments)
#F OfLf2h, Aol MMl HeIE 12{dts A0| SRSICesn Y2 5t

0|2t &0, McRo, Inc. v. Bandai Namco Games America, Inc. (Fed. Cir. 2020)2]
FAHOIM 4ot o2l WES Q&SI “Aade| 2 Ay 02 OH Vs

A A0 =0, o F42 2st &25)2 o ZEE AROA, HEE=
ot Agolet o = S0
s 2U8 £=ote 2428 Qlot=d st ‘st Mg Eehotttn M| 2t

/58
E-l'_”

12|, ZEwoz )|

S0l @42 JHHE0 QY= S (Functional claim)0| BHEA|
Enablement 24 &2 o
o

12, YRS 7IsH AA=MN shyE ¥

o
&2 Enablement 248 £%517(7t 0 02 A0|CP6e9)D HAISIAC70

(3) MAFH

SHHEE HeAPt S5 4 2F EE WS SHIOR MABM e il wyS
YeSD PHHOR B HS O\Pst UCH WM HBPULIL S5 BAIMOY SIFHA
S 52 YL, S5 FPYOE BUSD U W YIS MAIY 4 U2 YEE o
G| 7|2 UUCHH YMM JIM20| BHE 0R2 PEY 4 AT

ojof U MBS UHW BASIC s o Y2 Mel YAS HABY 4 Uz YIS
S THEVILL OIS Meists M2 BERES 20| OfLICH J2iut, YT o3 4y
S YIS SLAT 4 AU LY M| GfEt It THHOE LRI Ay
Sy0| JEAL Al 5T HER UHS IS 20| ZRICHE HO| YA ATE

67) |22 Ct21t ZCH “"What emerges from our case law is that the enablement inquiry for claims that
include functional requirements can be particularly focused on the breadth of those requirements,
especially where predictability and guidance fall short.”

68) AE2 Ct21t &L} “In particular, it is important to consider the quantity of experimentation that
would be required to make and use, not only the limited number of embodiments that the patent
discloses, but also the full scope of the claim.”

69) LIS O|8fst7| &I=E2 o|dZ 00| StYULCE AR Ct21t ZCh "While functional claim limitations
are not necessarily precluded in claims that meet the enablement requirement, such limitations pose
high hurdles in fulfilling the enablement requirement for claims with broad functional language.”

70) o|2{2t MA|Q| OO UM ATHD 3TFX| AtE|OfAM 2 EA| LIES O3t 20| AJHSHRACE Wyeth
At|(finding that practicing the full scope of the claims would require excessive experimentation); Enzo
A (finding _that the specification failed to teach whether the many embodiments would be both
hybridizable and detectable upon hybridization); %! Idenix Apg|(finding that the broad functional
limitation of having efficacy against hepatitis C virus increased the number of nucleoside candidates
that would need to be screened).
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o] ZE0l2t & AOo|Ct.

=

S5, TYH(RZH) 247} OfH J|5 24 WS YHOR HFPUAS ANT I
S, BESA H2AYA oA == BB 232 FAT LRI AUCH

delAe] YYOoIM Esfpel HHRIE 7 3
= SME ttE S= ot A0 Y Z\OIEf ORID* UM HdTE 22 T
=

of =M M=ot 2 Jtsdk: A3 =0 & UAtts Ao
Of| &=l Ct.

wetA, Helelrt e siie] £5(2 7|28 HEE
S

28 Jlsgol He SHE tih asso g

4 )

HE F oM Ol g2 A=sh &2 Felol sl fF84el
| A2 Helo & oty
t A st= =00 tioiAM BIEHRl AlZ4e=2 21 ot o 4

>

=
=
LA

St

40 o >x
ol

LU

n
BN
|.|'|

-l [

£0 118
L 0E oy HQ

S5jU%t AOIME THsEH AalHvt
7

= 20l
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(1) Astrazeneca. & Amylin Pharmaceuticals, LLC

No &8s waio| B3y S5izt
1 15-931123 Sustained release formula'tions using i
non-agueous carriers
> | 16-752386 Methods for treating dia.betes and reducing i
body weight
3 15-898381 Sustained release formula.tions using i
non-agueous carriers
4 15-888519 Methods for treating dia_betes and reducing i
body weight
5 | 15-398627 Engineered polypgptides haying enhanced i
duration of action
6  15-234021 Sustained release formula'tions using i
non-agueous carriers
Engineered polypeptides having enhanced
7 15-177397 duration of action with reduced -
immunogenicity
g | 15-168350 Methods for treating dla.betes and reducing Astrazeneca / Amylin
body weight
9  14-927954 Pharmacgutical formulations cpmprising incretin )
mimetic peptide and aprotic polar solvent
10 1 14-711404 | Exendins to lower cholesterol and triglycerides -
11 | 14-570295 Transmucosal delivery of peptides and proteins -
12 | 14-553549 Methods for treating dia.betes and reducing i
body weight
13 14-553237 Formulations gnd uses of exendins and i
exendin agonist analogs
14 | 14-549822 Exendins and exend.in ag.onist ang!ogs to i
regulate gastrointestinal motility
Pancreatic polypeptide family motifs,
151 14-539540  polypeptides and methods comprising the -
same
16 14-525930 Pharmaceutical formulations comprising incretin i

mimetic peptide and aprotic polar solvent
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17 | 14-524521 Sustained release formula.tions using )
non-agueous carriers
18 14-307615 Peptide-peptidase inhibitor conjugates and i
methods of using same
19 | 14-221634 Treatment of cardiac arrhythmias -
20 | 14-195262 | Hybrid polypeptides with selectable properties Amylin
21 14-165705 N-terminus conformatipnally constrained glp-1 )
receptor agonist compounds
2> | 14-163689 Peptide yy and peptide yy agonists for _
treatment of metabolic disorders
23 14-045332 Glp-1 receptor ggonist compounds for _
obstructive sleep apnea
24 13-973357 Exendins and exend.in ag.onist ang]ogs to )
regulate gastrointestinal motility
25 | 13-971421 Methods for affecting body composition -
26 | 13-896937 Modified exendins and exendin agonists Astrazeneca / Amylin
27 14-396225 Site-specific enzymatic modification of exendins AstraZeneca
and analogs thereof
78 | 13-868891 Dpp-iv resistant gip hybrid po!ypeptides with )
selectable properties
Pancreatic polypeptide family motifs,
29  13-858398 |  polypeptides and methods comprising the | Astrazeneca / Amylin
same
30 13-852899 Engineered ponpeptides haying enhanced Amylin
duration of action
31 13-852521 Highly soluble leptins AEGERION
37 14-388510 Transmucosal dellvery of engineered Astrazeneca
polypeptides
33 13-852671 Engineered ponpepUdes haymg enhanced Amylin / AEGERION
duration of action
34 13-849933 Gip analog and hybrid polypeptides with Amylin
selectable properties
35 13-783917 Prevention and treatrpent of cardiac Amylin
arrhythmias
36 13-777149 Amylin apd .am)./Iin agonists fpr treating Amylin
psychiatric diseases and disorders
37 13-774931 Methoq of Ioweripg_chplesterol apd Amylin
triglycerides by administering exendins
38  13-708474 Method for treating diabetes Astrazeneca / Amylin
39  13-691421 Glp-1 receptor agonist bioassay Astrazeneca / Amylin
40 14-352087 Amylin-calcitonin chimeric peptides conjugated )

to duration enhancing moieties
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41 | 13-591677 Gip and exendin hybrid polypeptides Astrazeneca / Amylin
42 13-567932 Method qf redgcmg plasma .amylase and/pr Astrazeneca

plasma lipase in patients with pancreatitis
Engineered poypeptides having enhanced AFFIBODY /
43 1 14-129793 duration of action and reduced NOVELION /
immunogenicity AEGERION
Engineered polypeptides having enhanced
44 | 14-129815 duration of action with reduced Amylin / AFFIBODY
immunogenicity
45 14-127364 Method for treating diabetes with extended )
release formulation of glp-1 receptor agonists
46 | 14-122796 Gel compositions -
47  14-119581 Long duration dual hormone conjugates -
48 14-119574 Amylin peptides and derivatives and uses )
thereof
49 | 13-364250 Methods for treatmen.t using amylin family Amylin
peptides
50  13-296120 Modified exendins and exendin agonists Amylin
51 13-822821 C-terminal amidation of polypeptides Amylin / ANADYS
5y | 13-812445 Glp-1 receptor ag.onist compounds having Amylin
stabilized regions
53 13-809136 Microcrystalline y receptor agonists Amylin
54 | 13-112290 Amylin apd .amylin agonists fpr treating Amylin
psychiatric diseases and disorders
55 | 13-080051 Methods of treatment using. exendin peptides Amylin
or glp-1 peptides
6 | 12-945702 Treatment of hibema.ting myocardium with an Amylin
exendin peptide
57 | 12-785396 Peptide-peptidase inhibitpr conjugates and Amylin
methods of using same
58  12-750575 Treatment of cardiac arrhythmias Amylin
59 | 13-260702 N-terminus conformatiqnally constrained glp-1 Amylin
receptor agonist compounds
60 13-256779 Methods for affectin.g body.composition using Amylin
amylin agonists
Pancreatic polypeptide family motifs,
61 12-640352  polypeptides and methods comprising the Amylin
same
62  12-579028 Formulation delivery device Amylin
63 13-060225 Sustained release formula.tions using Amylin
non-agueous carriers
64  12-990693 Glp-1 receptor agonist bioassays Amylin
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65 12-680539 Peptide-peptidase-in.hibitor con'jugates and Amylin
methods of making and using same
66 12-669255 Pen injection device and method of using Amylin /
same FLEX PARTNERS
67  12-597468 Drug delivery device Amylin
(2) Astrazeneca. & Medimmune Limited
No S#4s daio| By S5}
1 | 16-840910 P2x4 antibodies & uses thereof Astrazeneca /
Medimmune
Methods for determining treatment for cancer Astrazeneca /
2 | 16-657359 atiegnts Medimmune /
P BLACK & DECKER
3 16-511600 Anti-ifnar1 antibodies .vv‘ith reduced fc ligand Astrazeneca /
affinity Medimmune
4 15-971127 Anti-ifnar1 antibodies .vv.ith reduced fc ligand Astrazeneca /
affinity Medimmune
Methods for treating chronic obstructive Astrazeneca /
5 | 15-825526 X X ;
pulmonary disease using benralizumab Medlmmune
Combination of an anti-vegfr-2 antibody and Astrazeneca /
6 | 16-339776  an anti-pd-11 antibody for the treatment of Medimmune /
cancer IMCLONE
2 15711197 Anti-ifnar1 antibodies .vv‘ith reduced fc ligand Astrazeneca /
affinity Medimmune
8  15-222507 Methods for treafting hepcidin-mediated Astrazeneca /
disorders Medimmune
9 | 15-168711 Methods for treating chronic obstructive Astrazeneca /
pulmonary disease using benralizumab Medimmune
10 15-568586 Combination the.rgpy for non-small .ceII lung Astrazeneca /
cancer positive for egfr mutation Medimmune
11 15-526384 Therapeutic comb_inations anq methods for Astrazeneca /
treating neoplasia Medimmune
12 | 14-920989 Binding members-513 Astrazeneca /
Medimmune
13| 14-683196 Tubulysin derivatives Astrazeneca /
Medimmune
14 | 15-302018 Bispecific her2 antibodies Astrazeneca /
Medimmune
15 | 15-028897 Antibody purification Astrazeneca /

Medimmune
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16 14-513866 Methods for treating chronic obstructive Astrazeneca /
pulmonary disease using benralizumab Medimmune
17 | 14-253954 Antibodies to il-1 r1 and methods of making Astrazeneca /
them Medlmmune
18 13-618366 Nucleic acid molecule encoding a specific Astrazeneca /
il-1r1 antibody Medimmune
19 | 12-612781 Antibodies to iI-1r1 Astrazeneca /
Medlimmune
20 | 12-527135 Binding members for ige molecules Astrazeneca /

Medlmmune

(3) Astrazeneca.

& Sumitomo Dainippon Pharma Co., Ltd.

No EH8s 4ol Ha 5|2t
1 | 15-763982 Adenine conjugate compounds and their use Astrazeneca /
as vaccine adjuvants Sumitomo Dainippon
2 14-058064 9-substituted 8-oxoadenine compound Sumitomo Dainippon
3 14-401366 Carboxylic acid compounds Sumitomo Dainippon
4 | 13-830042 Imidazoquinolines with immuno-modulating )
properties
Pyrimidline derivatives having immune
5 | 13-587575 modulating properties that act via tlr7 for the Astrazeneca /
treatment of viral or allergic diseases and Sumitomo Dainippon
cancers
6 | 13-327970 Imidazoguinoline compounds Sumitomo Dainippon
7 | 13-187260 9-substituted 8-oxoadenine compound Sumitomo Dainippon
8 | 12-958846 Novel compounds Astrazeneca /
Sumitomo Dainippon
9 | 13-321407 Novel pyrimidine derivatives and their use in Astrazeneca /
the treatment of cancer and further diseases | Sumitomo Dainippon
10 | 12-784226 Salts 756 Astrazenega_/
Sumitomo Dainippon
11| 12-863297 Method for preparing adenine compound Astrazene;a'/
Sumitomo Dainippon
121 12-863291  Method for preparing adenine compound Astrazeneca /

Sumitomo Dainippon
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Pharmaceutically acceptable salts of methyl (3-{
[[3-(6-amino-2-butoxy-8-oxo-7,8-dihydro-9h-pur
in-9-yl) propyl] (3-morpholin-4-ylpropyl)
amino] methyl}phenyl) acetate and their use in
therapy

Astrazeneca /

13 | 12-808627 ) .
Sumitomo Dainippon

Astrazeneca /

14 | 12-274915 ) .
Sumitomo Dainippon

Compounds

Imidazoquinolines with immuno-modulating

15| 12-596817 .
properties

Sumitomo Dainippon

Astrazeneca /
Sumitomo Dainippon

9-substituted-8-oxo-adenine compounds as

12-532090
16 toll-like receptor (tIr7) modulators

Astrazeneca /
Sumitomo Dainippon

9-substituted-8-oxo-adenine compounds as

12-532084
7 toll-like receptor (tIr7) modulators

Astrazeneca /

18 | 12-531867 ) .
Sumitomo Dainippon

Adenine compound

OtAERMA|UIZHL 7t Z4et DInEs & Y=l Top30| sliYste £3589 2AEE Y29
E AT

(1) ¢=2(Medimmune) — ¥£21(Astrazeneca)

No =Zg#is 4ol B3 A2 2| 2t

1 16-829659 Stable, agueous formulatlons of antibodies Astrazeneca
that bind il5 receptor

> | 16-511600 Anti-ifnar1 antibodies with reduced fc ligand Astrazeneca /

affinity Medimmune

3 | 16-298474 Stable, agueous formulatlons of antibodies Astrazeneca
that bind il5 receptor

4 15-971127 Anti-ifnar1 antibodies with reduced fc ligand Astrazeneca /

affinity Medimmune

| 15-915359 Compositions and methods for treating late Astrazeneca

stage lung cancer

6  15-825526 Methods for treating chronic obstructive Astrazeneca /

pulmonary disease using benralizumab Medimmune

2 1 15-711197 Anti-ifnar1 antibodies with reduced fc ligand Astrazeneca /

affinity Medimmune
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g  16-076818 Halo-substituted pipe;idlinfs as orexin receptor Astrs(z)ig(-:‘sca /
rmoadulators THERAPEUTICS
9 15763982 Adenine conjugate ;ompo_unds and their use Astrazenec.:a./
as vaccine adjuvants Sumitomo Dainippon
10 | 15-255508 Methods for reducilng exacerbatlon rates of Astrazeneca
asthma using benralizumab
11 | 15-240224 Stable anti-ifnar1 formulation Astrazeneca
12 15-168711 Methods for treating chronic obstructive Astrazeneca /
pulmonary disease using benralizumab Medlmmune
13 1 15-516848 ' Compounds and their use as bace inhibitors Astrazeneca
14 | 15-028897 Antibody purification Astrazeneca /
Medlmmune
15 | 14-521870 Stable, aqueous antibody formulations Astrazeneca
16 14-513866 Methods for ’Freating c;hronic ob;tructive Astrazeneca /
pulmonary disease using benralizumab Medimmune
17 | 14-454149 Methods for improving .asthma symptoms Astrazeneca
using benralizumab
18 14-453942 Methods for reduc'lng exacerbatlon rates of Astrazeneca
asthma using benralizumab
19 | 14-454138 Method; for increasing forced explratory Astrazeneca
volume in asthmatics using benralizumab
Astrazeneca /
20 | 13-934271 Methods of reducing basophil levels KYOWA KIRIN /
BIOWA
21 | 14-407156 Elxed dosage regimens for an‘gl-type [ Astrazeneca
interferon receptor (ifnar) antibodies
Astrazeneca /
22 13-177221 Methods of reducing eosinophil levels KYOWA KIRIN /
BIOWA
(2) L=2l(Bristol Myers-Squibb Company) — %¥42l(Astrazeneca)
No S#S wojo| oy S5}
1| 13-734655 Pharmaceutical form.ula.tpns containing an Astrazeneca
sglt2 inhibitor
Methods and compounds for producing
2 | 13-601477 dipeptidyl peptidase iv inhibitors and Astrazeneca
intermediates thereof
3 | 13-546584 Crystal forms of saxagliptin and processes for Astrazeneca

preparing same
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4 13-529463 Pharmaceutical form.ula.tpns containing an Astrazeneca
sglt2 inhibitor
5 | 13-523733 Proc.ess. for preparing dlpep.tldyl peptidase iv Astrazeneca
inhibitors and intermediates therefor
6 | 13-094379 Coated tablet formulation and method Astrazeneca
2 13-093430 Methods of prodgcm.g.c-aryl glucoside sglt2 Astrazeneca
inhibitors
g | 13-081341 Crystal forms of saxagllptln and processes for Astrazeneca
preparing same
9 | 13-049712 Crystal structures of sgItZilnhlbltors and Astrazeneca
processes for preparing same
10 | 12-949473 Pharmaceutical form.ula.‘u(.)ns containing an Astrazeneca
sglt2 inhibitor
11 12-817370 Proc.ess. fpr preparing dlpep.t|dy| peptidase iv Astrazeneca
inhibitors and intermediates therefor
Methods for treating extreme insulin
resistance in patients resistant to previous
121 13-321103 treatment with other anti-diabetic drugs Astrazeneca
employing an sglt2 inhibitor and compositions
thereof
13 12-756700 Genetically stable plasmid expressing pdh and Astrazeneca
fdh enzymes
Methods and compounds for producing
14 | 12-712958 dipeptidyl peptidase iv inhibitors and Astrazeneca
intermediates thereof
Methods for identifying subjects with an
15| 12-990362 | increased likelihood of responding to dpp-iv Astrazeneca
inhibitors
Method for treating and preventing kidney
16 | 12-993764 stones employing an sglt2 inhibitor and Astrazeneca
composition containing same
Method for treating hyponatremia employing
17 | 12-993766 | an sglt2 inhibitor and composition containing Astrazeneca
same
Method for treating cancers having high
18 | 12-933013 glucose requirements employing an sglt2 Astrazeneca
inhibitor and compositions thereof
19 12-105316 Crystal forms of saxaghptm and processes for Astrazeneca
preparing same
50 | 12-053508 Methods for treating obesity employing an Astrazeneca

sglt2 inhibitor
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(3) ¥=2l(Takeda GmbH) — %¥2l(Astrazeneca)
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No Z#S HE DI EY S5t}
1 | 14-958141 Novel phthalazinone- pyrrolppynm|dmecarboxam|de Astrazeneca
derivatives
Oral dosage form containing a pde 4 inhibitor as
2 | 14-735015 an active ingredient and polyvinylpyrrolidon as Astrazeneca
excipient
Oral dosage form containing a pde 4 inhibitor as
3 | 14-735004 an active ingredient and polyvinylpyrrolidon as Astrazeneca
excipient
Oral dosage form containing a pde 4 inhibitor as
4 | 14-731964  an active ingredient and polyvinylpyrrolidon as Astrazeneca
excipient
5 14-547938 Methylpyrrolopyrimidinecarboxamides Astrazeneca
. . . . Astrazeneca /
14-075035
6 Topically applicable pharmaceutical preparation Nycomed
Oral dosage form containing a pde 4 inhibitor as
14-038666 oo . . . Astrazeneca /
7 an active ingredient and polyvinylpyrrolidon as
o Nycomed
exciplent
8 | 13-860264 Process for the preparation of roflumilast Astrazeneca /
Nycomed
9 | 13-860248 Process for the preparation of roflumilast Astrazeneca /
Nycomed
10 | 13-547945 Process for the preparation of roflumilast Astrazeneca /
Nycomed
11 13-179895 Roflumilast for the treatment of diabetes mellitus | Astrazeneca /
type 2 Nycomed
Oral dosage form containing a pde 4 inhibitor as
) o . : . Astrazeneca /
12 1 13-008842 | an active ingredient and polyvinylpyrrolidone as
o Nycomed
excipient
13 13-515214 3,4,4a,10b-tetrahydro-1h-thiopyrano-[44,3-c] Astrazeneca /
isoguinoline derivatives Nycomed
14 | 13-390940 Methylpyrrolopyrimidinecarboxamides Astrazeneca /

Nycomed

* Nycomed= 20114 TakedaOof Q4=
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