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WCHE L T o e lma e &, FFaTEERG & EEMICHE—DLE £ TH 5m) 12
YT D LI LT,

L7z o CTREERMZ 2T ERE 2006-58 5 [EIM 72 E O - AohEEAICH
TORE] B2REBLEHE 2 SRR 2KV T M) v LG8 L LTE
A L2 EERIIRIROZEN - A ER P LEREEHEHESRL THY . T TITESR
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il - A BEFA 22 ERG E E LI oM B RS T S 2 ENTE AR
Wi, EEICR—OEERMLTIE ARV E AR L,

FERRPICHRERE T, VY 7 =)y v a7 BREISKS 5 dh B #F AT 2 B S AR I 23
FER SNTRFFFHEDR NI T M) D AREHEINY ) 7 =F v 7~ A EIE Y Y
7 =SV ABEATEEIS E T RIER LW L REEFER O RETERI LT, RS
F 2T L CARIRZ§F 2 TRIERRIC B L. 2017 4F 12 HBIE, REES ik Toh
Do

(3) RIERZ 2017 7 () 882, 2017 7 (%) 899 H|k

(1) EFERFIH

NA L TEBRISNIZ AT U 2 v ROMLIREEE 553 COZ DO HiE] 2504
PR &3 2 B aEFTE 10-0804932 5 DRFFFHEE T D, ARFFFIE 2000 4 12 A 11 HIZH
FEEAUT 2008 4F 1 A 14 HIZHRFFIREN 72 S, JER B ERAT O FHe S T B 1% 2020
F12A 11 HThoTz,

INA VL 2009 4R 7 A 13 AICTEREI OFE BB SRHIEZ L, 2010 45 6 A 21 AICHER
BIRDEEN 72 S AL, 20214610 A 3 B £ CEGIIBANER SN, RO RERE

ETROLBY THD,

(1) ARFGHRIH

FERIA 1.
TROFER T DLEY. XITFOREK EHFFEINDT R UL,

A=A D
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() FEBER
NA )T NR—a PN A & U CERERLZTFIZE W CER B & FE
L., FFTHEEE I LR ORFRFICH L CTERIM OEREBGFREEZ LT,

FYNFE AR S AEIE 2015 47 3 A 24 B IS IR IE R B G e 2sh 35 1) (2015 & > (1F) 1389)
. MRS T 7 — A% 2015 4F 3 A 24 BT HIRIIE B B R e 4h 5] (2015 2 >
() 1390) iR L, TNENEAFREZ T,

Sk LTI, RSN OFFOREREAEZEmRT D ENTE R 7=H
MZBL WD I EZHEBICHFRBUEFFAZIE U, FFrERIT 2 DOFREUE IR
(2016 7= (3]) 21, 2016 A& (3])45) # 4 L7~

JRE IR, FFRFEE N BB ICX L TEROHEH TE TORVIREETH 2120 0
PO HOLMEOFEELED % TR ORI D> T-ERZH A TR L, &Y O
FEZEOTIGE, TOMER Do IZER 2R 2 OIZE L7 2 R O =T
HHEHIZ L VBN HMICEO R T b v e FR LT,

(2R L CRFFFIMER 13, RMEIRMZRITOH 5H%E T, & D M7EERIC X0 MiTe
22 LTV, oEE Thilik Z OFEFOFFrl G2 SIS 2 FEDEA THT

AiE. BB IR TEE OBEH S2BAIC LV ENHMIZEL RS Z LT
TERWEERL,

(=) HIR

FEFFERTIXRFFER 89 D THMIT 2 Z LN TERD -T2 OIEHIIRrTHES 72
ENEELEIL LIC K DS 2% 0T 2 DI EE R IE M - et CoRBa B LT
B, SUIFFFHEORERFEA O BBV GTOR &0 | ZOKMIIEELRLR SIC L 5
AIEDIGINZE DHFENICEET S Z & T, ZORGT DR IIRFEAE LT H £ T &k
L7z,

FraFiERE X IRRFRFESS 91 2858 2 THO THREH 2B L 0 ZHLULHIF) (oW Tk
FPHER DIREFHIC LV EEIER EOFF R ZEIBNI IR, b bEHES O
B FH & RREER SIS X D FF AT OBIE O FIAH Y KRB RO DN L HIH T, &
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PRI AR E OFA - A Tl & L OWEE 2 CHLFEICE 2 BT AMET CRERE
Fip P SmE E—ROICER SN AREOEERE & 8- T BNENTZNE D )
A L2 i e e b n SR L,

Fo, FATHFEACETOERID M L7 REIC O A —45 LTl A B 35 7T H F5 & OV FE
FEKBEEITORTORE TR E DN FARICED L O ICHBET2EEREN 2. WTh
M= DDFEORTEERIZE > THIGEHIMZZE L7 L LTH, MoFE CHADET L
TWAGEITIEZ OMTEHIH i OFE CHRAETT LT 2 I & HE 722 5 WIS+
HIRY ., FFFHEE R EOBEEH HDEBEIC L > CTHFANERIZE D Z LixTaRuniz

W, B LWMITZ OFEFOERFEN L FE T D Z LN TSRV LRI TE 220
&M LIRS Rk 2 FERI L 72,

AR LTSI RS L, KIEREIE, FARENEFEA L £ O Fhe & ETIRATF I
ETLOFHRIBRETHY, 2IKL LTHFADLDDO—2DFRHE L LT o2 &N T
D7, BAMEIRMEZELNO H 5 FEEHE THTERDP LS., ZORMRMTERZ
R DR E TEOMTEERBFHICH T 2 FELED N7 LTH, ZOMAE
i R 5 22 AL DO AR E T DRI ORGEIRTE - dmA G BEF RO DA
EDOFfe & DRI HETT L TWZIE AT, ORI FE B2 0IRY £ OB b £
TEFFRID DI L SNTEHIHTEERD Z LM TE D0, Zhve b o THFIFHA2%
FBEORBFRICKVFAIFOFRE DENTHIMZ LWET L Z LT TE RN LEH
Wri, BEE2FALL,
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5 3 FE HMEORFRFHETF I O JE &K il BE

B 1 H KE O RFRFHETHRLY R O IE Rl B

1. JEE X RIGFF
1. IEEXRETOER
KIERFEFEE (35 U.S.C) Tk, BUE (product) . HLEL O FH J77% (method of using a
product) M O EL o 8138 J5% (method of manufacturing a product) \Z%d A HrEFIL—
EDOBEMET-THE ., ol EIERT 22N TEXHEHELTNDY,
Z ZCHLE (product) & 1E, FREOEBEHREZFFOHL DO TH D,

v, BFOEK

o.
od

TERE IIE BB ER DRI R L 72 DHFFFICB W TE LS D [ (product) | &5 HEE
DEFITEL T, 35 U.S.C. §156(f) (1) 13 %k (product) & TEH S, (drug product) ;
MOVEIRE GG, B3RS N OMbFESLE (Federal Food, Drug, and Cosmetic Act., PATF
[FDCAJ &\ D) & 2 B & 52 2 RS (nedical device) . BARANINY) (food
additive) , AZRIRNNY) (color additive) | ZEHKT D LBEL TV D, F/, 35
U.S.C. §156(F) ()12 kD & TEHKF (drug product) & 1%, AR ITEW AHEOA
%y (active ingredient) & L CEFDH LR O XITZ AT VA G, B—K5
(single entity) XIX. OB EES & O I»E > (combination with another HZIEK
4y (active ingredient)) &b D] ZEEZEL TWND,

R OEIRKMS (drug product) iX, HBF IR G-I D HIORKEHIE (final dosage) IZR. S
LEE T EEWR L TEB Y, GRIMSITREBOZE. T, &M, BEE LUITH

(CIRWTHEBZROTENMESS L <IXZ OMOESERR 2 R4 L, I AR L < IXE o
WAL <RI EEL RET L O ICEM SN2 TOMSZEWT 5,

“4 35 U.S.C. §156(a)

45 K ESEA FEYE (Manual of Patent Examining Procedure, LLF [MPEP] &N . 9th Edition, Revision
2015. 7. Last Revised 2015.11.) chapter 2751

21 C.F.R. §60.3(b) (2)
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HAKAIIZ 37 C.F.R. CKEEFHELSE . Code of Federal Regulations) §1.710(b) TiX
(1) (FDCA 5 K OVARRARAE Y — & A% (Public Health Service Act, LAF [PHSAJ &\
) TEbNTE b D LRI CHGEE LTO) H¥ (new drug) . HiEAl (antibiotic drug), X
XN AD RS (human biological product) DA RIS (Z LD X AT L
DE—R o XX, oA RS & OMAGDLEEET) 5 (2) GEMAE R, EXEL LML
BEATE . KON AV A -MiE - EWETE (Virus—Serum-Toxin Act) TEDLILIZH D & [A]
UHREE L O A% DNA, HHax RNA, /~A 7' U — R~ (hybridoma) Hifff, XI%Z ofth
D ERNLAF FL B ERERT (site specific genetic manipulation techniques) & [F]
CHEZEMER L CiRE S 2o o7z, B AETSE (new animal drug) . XIZEREFRHAE
W8I (veterinary biological product) DAY (Z DO XTI 2T )L DE—
oy, XUIMDAH LS & DA DR ETe) 5 33 (3) FDCA O 1l 2 52 1 2 =Rk
. RIS, ATEFRINDTH D L. i (product) DEFRZ R L TNDHY,

(BE)BRA, BREHX] PO B (agricul tural chemicals) X, 1EEEHIRIE R 28k D%t
B L DRFFCELESND TN (product) | DOFIRIZIE S 720,

FT-MPEP (2L B & BEICKT A REFORBEIITA RS TN ERIZ T TR0l
NSy %8 T (composition) . XIEXHA| (formulation) (2 OWTCEERT DR L &
FhoH,

/. BEEEA

(1) Hoechst-Roussel, 109 F.3d at 759 n.3 (Fed.Cir. 1997)
- FDA #F Al &2 52 72 840 (product) DG (metabolite) DIER AIH

47

48

(b) The term product referred to in paragraph (a) of this section means—

(1) The active ingredient of a new human drug, antibiotic drug, or human biological product
(as those terms are used in the Federal Food, Drug, and Cosmetic Act and the Public Health
Service Act) including any salt or ester of the active ingredient,as a single entity or in
combination with another active ingredient;or

(2) The active ingredient of a new animal drug or veterinary biological product (as those
terms are used in the Federal Food, Drug, and Cosmetic Act and the Virus—Serum-Toxin Act) that
is not primarily manufactured using recombinant DNA, recombinant RNA, hybridoma technology, or
other processes including site specific genetic manipulation techniques, including any salt
or ester of the active ingredient,as a single entity or in combination with another active
ingredient;or

(3) Any medical device, food additive, or color additive subject to regulation under the
Federal Food, Drug, and Cosmetic Act

MPEP chapter 2751.
A patent is considered to claim the product at least in those situations where the patent

claims the active ingredient per se,or claims a composition or formulation which contains
the active ingredient(s) and reads on the composition or formulation approved for commercial

marketing or use

27



Warner—Lambert fHi%. A4 2 tacrine hydrochloride T B 7 /LY A <~ —TEHEEH]
Cognex (Zxf L C 199349 A 9 HAHCTFDARF A 2521} 7=, —J . Hoechst—Roussel
Pharmaceuticals Inc. (BA'F THoechst #f] &v9) ik, k& 1-hydroxy-tacrine &}
1-hydroxy-tacrine Z#|H L TRLIE) DL LB BHF Z VR0 T 5 HIEIC OV THE

T HRFFFICRE LT 1986 4F 12 H 23 HICHFFHE CRIEIFRFFTE 4, 631,286 5) & 52 bl
7=, Hoechst fECTHiFFiER L TW A {LEW TdH 5 1-hydroxy-tacrine %, tacrine
hydrochloride Z B4 2 LA SN 5P D 5 HD—>T, tacrine hydrochloride
LIHMEFRNC R DEMTh S,

1993 £ 9 H 30 A C Hoechst #i% Warner—Lambert #-Z#HFH YD | ‘286 DI ES
FEEIZREAA 2R Uz, 222X L Warner—Lambert #HiX B D 7 VY A <~ —T159EH
Cognex 73 ‘286 S D —HFEREAZREL TWVWDH Z L 2RO,

FREORFFHREFFROIERT, Hoechst #hi% 286 FFFFIZxt L C Cognex O HMIRFHHAMIZ
FE O T KREFRFFFRAEST (LLT TUSPTO) & W 9) IR A I IER HEE 21T o 72, 2h
(2%t L USPTO Cld, JERHGFEA L7z 286 KFaFICdU Tid, FDA #F Al &5 () 7o B,
(product) @ tacrine hydrochloride IZ DWW THEFEFEER L THB LT, {LFHICBIOY T
BHZNOREW, ROEZHADOHBIZONTOHRFRL TS &0 ) FEHENS
Hoechst D ReFF e I MIAE & 5 2 R7&RE & L 7o, Hoechst #hid USPTO DR EIZ AR
ZHLALT, ZAUSH LT O I BT b £ 72 USPTO OWRGEICFRIE LTz,

1Z5%t L Hoechst #H:1% CAFC (the Court of Appeals for the Federal Circuit) |Z#E5k
L. FDA IZFFAI &5 T 7= 8 (product) 25 HALDRFF 2R EH T 2 72 O 1T B #L O KFFF 75 FDA
WZFF AT & 52 1 F 7= B0 (product) I DWW TCEAR LTV D & Rz S 7eiF iuidZe B7aun & FikE
L7,

72H% CAFC TlE, FiFifiaK (claim) OB & FraFHR E (infringement) OMERIT RV |
U.S.C. §156(a) THEM L TV D HIFEDFFFFEK (claim) O —MRAY 22 R ITFFFHR F DO —
W 7Bk & B D LR L, Hoechst £ 286 RF#Fid FDA KGR & 52 F 1= 2050,

T Z D HRIZ DN THER L T RN T R FR I OIE R RIT /e B ian & v )
BRGNS RO Z FF L,

(2) Merck & Co.v.Teva Pharms. USA, Inc., 347 F.3d 1367 (Fed.Cir.2003)
— BEEREE SRIEIC VL0 73 FR A & LT C FDA R ] &2 32 1 72 S5 (product) 1213 % i
D FE LTV D REO ffe I ] O I & 58 E Rl A7
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Merck (T8 ERFE A O KEFRFFFE 4, 621, 077 S ORFFHERE TH Y . 0TTRFFIET LU R
B PR A B ORI S 72 E O RIRITHE S FIEZHOWTO LD TH D, 077 FaFid i
R (FIEFERE) THLMR, 7L Fr U BOESE 27 )VICET 2 50# & 7R EIC
BTN 0Tz, Merck (X7 Lo Rav@rF M) v AZ2HmE LCETEML x
D JETRIRAI T d 5 Fosamax EHES DOFF A 4 Kb & U TR OMER AR Z = 1T 7=,

ZDH, VxR w7 A—T—0 Teva I Merck OFFFFFSRIEICIZT Lo Fa U BEOHE
RT AT IUTDUWTDF K720 & S B T I FIIE & R FH A 56K L7z,

TAUTk LHEGECEIETIR, (077 FERF OGS RIAS 1 TICFL#k S 417z T4-amino—1-
hydroxybutane-1, I-biphosphonic acid] X% DR, KOV MU U AEDOEES 4
TED RO, FRMFITERE 2RO 5 Z ENARIE L HRZT L, Teva X ZAULZx LA
A Jf 2 CHERR L7278, CAFC & M5 #el A O IR R L 72,

2. ERDERE L 12 HEFR]

4. BEES
Rr e D IERt A DIE R B ER A 1T 5 72 DIE, BFarasih R4 2 fL 5L 2N P 2280 B oe Sl
FNZeSe B K RETHIM (regulatory review period) %7217 AL L2V TH D

Y KHE T L S A RRR IR OEMIZ 35 U.S.C. §156(g) IZEFRINT
B, CNEHRTETHEDETRROEEBY Th D,

9 35.U.8.C. §156(a) (4)
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Frerid TFEES
¥ (new drug)
PtAEAl (antibiotic drug)

PHSA & FDCA
N A0 S5,
= i (human biological product)
(drug | B4 IS
FDCA

product) | (new animal drug)
R ER A R,

(veterinary biological

v 4 VA iE-E W E A

(Virus—Serum-Toxin Act)
product)

BRIy FDCA
BRI

v, B8O REEAIRGE IER D72 DB O]

FrrME DT A RIE B O JLbfE & 72 BFFA[1E. §F 7] S 372845, (approved product) O pH3E
RO FE SARE R D720 O AIOFF A IZ3EY LR T R 5 7200,

7277 L. @ AESKE (animal drug or veterinary biological product) iZ-DVNTIZIR
DEMZ R THZEIL 2 DEREOZOF AICE SV TRTHMAZERE T2 2 T
%%, (1) BREOFFFFAEZ M (drug product) IZOWTEER L TWH Z & (11) YiZDE
MM DE R H DM DO FFFF & 2 5HREPAICE o2 & Qi) FFarifas Tadh
ZAPE L 72 W EY) (non—food producing animals) | -~ FIRIIx4 2 M a1 2 5%
B LTRSS TN E, KOW)2 2B, XIFZOHOFAR [BEE24ETD
@) (food producing animals) | ~DOFeHFERKNICEE T 2RO SN 7P AN
FTREHIZHT DD TH S Z L (ZOHE, TORYOAKGED 60 HNIZHIFE L 72
TR B7220) TRITUEZR 70,

bbb, BWHERSOSGE TR EAEELZRWEM (hon—food producing
animals) | (T A, NARE =72 E)VIZHT AR CURIOFAINFMELTZE LT
b, EORIT TREEZEET 284 (food producing animals) | (L4, LB E) I

%35 U.S.C. §156(a) (5)
137 C.F.R. §1.720(e), 35 U.S.C. §156(a) (5)
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RT B RO A BHIUL U E SO TR MIFIER S8 EZ T 5 2 LN TE S

52

Tt AR AE B Sk FE O FLBfE & 72 B FF Al DS B EMIRGE XU I35 [IHRAgIOFF Al
WM B0 Y9 2%, 35 U.S.C. §156(F) DEH L, (drug product) & B &Sy

(active ingredient) Z ED X IR T 2 DN X > THWr S TWD A, T3
THLEERHBNITRROLEELY TH D,

/N BEEES

(1) PhotoCure ASA v Kappos No. 09-1393 (Fed.Cir. 2010)
— [Rl— DA HEEE DY (salt) IZ%F LT FDA D YATEF Al NFEE L7268 D AT /L (ester)
L&Y DR &

PhotoCure [T KERFFFES 6, 034, 267 5 DRFFFHEE TH Y . 267 K71 methyl
aminolevulinate hydrochloride MAL SEREHE[7 X / L7 U Vg A FOVIEIRIE]) DfbE&
Y. RO HALFIRRICE R 2 HIEIC DN TO LD Th S, PhotoCure 1L 267
FEFFO MAL BRI 2 2Ry & L CE TR MAMIE (actinic keratosis) JR¥EHA
Metvixia (259 DFFANCEESW T IFER FEE 21T > 7o,

—J5. Metvixia DFFA]LARGIZ ALA ¥EgHE (aminolevulinic hydrochloride[7 2 / L7
VIBHEREYE ) A2 & L CE D RAIETRES TH D Levulan [IZDOWTOREITRF
AIAMFAE LT223, ‘267 H57F 0 MAL 1X Levulan O F K> TH D ALA D A F L= AT LAk
EMTHETH LD THH- T,

PhotoCure O 77t HIMI LR F5512%f L USPTO (X, 35 U.S.C. §156(f) (2) » %Sy
(active ingredient) | |% FDA #FA] 222 F =85> [IEMEEY (RIS (active
moiety))™| ZEURT D LR INDRE T, ZHUITALA HEEHE & MAL MERRIEIZ W\ C
[f—ThdIZ LNt Metvixia OFFAIIHAIDOFFANCHEY L7222 D IER FEE 37K
RN ERE LT,

PhotoCure (% USPTO DR EICAIRZ B LNL T, ZAucxt LHIGECHT X ALA e & b
17 U 72 BRI MAL 3R YR A3 S Blli& DAV 554K (chemical composition) . HFEFME

R f eIy, KERTES 4R, 2012, 4,881
BOEEO O b TEIEINELEZR > TV oo 4y, e AT NLEDOIREIZ T 572D L
CESOEAIE, FL— b, ABLEWR EOEARHEIC L b RWVIEEEITERS S D (FDA FEE
http://www. fda. gov/cder/drugsatfda/glossary. htm),
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http://www.fda.gov/cder/drugsatfda/glossary.htm

(patentability) & ONMAL ¥ et % & Lo lR RN 23 BIR O FDA 35 Al &2 Bfs L7z Mz B BT
5 &, MAL ¥ifath % & e Metvixia (2309 2 7F rl 1 X e SR AR & FR &6 O VAR E0: 2 2 il
7738 O & W LT USPTO OP-EEFE L, CAFC T Z D L 9 i FFRHIFT oY % 3
L7,

(%) J8{Ll5E4] (Glaxo Operations UK Ltd. v. Quigg, 894 F.2d 392 (Fed. Cir.1990))

= CAFC [T 7 1 % 3 & (cefuroxime) DI & H RSy & L CHTIBIRANI KT 5 SeATaF Al
NIFELTH, E7afxv b« 7XFEF L (cefuroxime axetil, 70 F T ADT AT
JALEY)) DFF NI E DWW TR IR R PRSI DWW CHERBNATRE TH D LIk A T L
7

(2) Purdue Pharma L.P. (USPTO, 2017.3.2.)
- T R U T ADALEMIZOWT FDA DT AIMFAE LT 6, EBHER L S DL R
DA

Purdue Pharma /3 KERFEF RE41, 571 S-OFFFFHER CTH V. STLHRFHIT L /v 7 4
> (buprenorphine) {L-E#) % Ji & DIGFRIZAE 5 HIEIZHOWTOHE D TH D, Purdue 1

BTLFFFFDOT L ) V7 4 K (base) GRS & L CE Te8FE Al Butrans (25X
Al & BRI U T R IR IE R R 21T o 72,

—J7 Butrans OFFRILIRNIZ, T L VT 4 U EAEZIERS & L CE TR Al
Buprenex (23 D AT AINAFAE L=, BTLEFEFO 77 L v 7 ¢ T
Buprenex DBFZNS CTHDHERRT 7L /) )V T ¢ v OEMERICESY T2 5D TH- T,

Purdue O f7f5e I FHIAE & A FE 2% L USPTO 13, ﬁ@ffV/w74y%€@mmmmK
KT 2FFA23 35 U.S.C. §1566(F) DERICHET 58 (product) (253 2 i) DRsi
I U RIS T 23R CTH LT, 77V Vv 7 ¢ V% ST Butrans D FFA]
(ZEED WA E R 5 IR SR W EIRE LTz,

(2E) LR oFEF LIRS, FATRF AT (drug) 23R TR LE T, 2o
H 170G XX AT ML E W % & IRFEF ST &2 BUfS L= A 1CiE, R iefrie il i
FEREAEE (eligibility) 23FRD B, T & [RERIT, 5’5??5?7%% (drug) 23 Ha X 1%
AT MMEEW T, ZHOF Tt I AT AL & % & IR A S FF Al 2 B L7235
BT b FERFHE AT I AE R RS ME 358D B 5%,

* https://www. fda. gov/Drugs/DevelopmentApprovalProcess/Smal1BusinessAssistance/ucm069959. htm
% N. Nicole Stakleff and Kyle A. Dolinsky, “Patent Term Extension for Drugs Not Limited to New
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(3) Ortho-McNeil Pharmaceutical Inc.v.Lupin Pharmaceuticals Inc., 603 F3d

1377, 95 USPQ2d1246 (Fed.Cir.2010)

= T IRIZOWT FDA DFATFFABIHE L72E . T ORESGRIERIL S OIE
RowG

KE B ERRFFFE 5, 063, 407 51X, Daiichi Sankyo 23FT4 L Ortho-McNeil 738 S #E
ZFFOLDOT, LARTZ7 XY U ROHHEAIE L TOHBITHTL26DOTHY
Daiichi Sankyo lZV A7 aXH o /8D E LTETIr LT A > (Levaquin) DFFAJ
([ZHEESNT 407 FFFFHEDIER HRE 21TV . 2K L USPTO (TIERAGE & L 72,

—JF. LRI A UOFFALURNC, A7 ax Y o R RES E L CEHEANC kTS
BATHFRIMEIE LTS, ‘AOTHFEFD LR 7 axH v oIk cehrt 7w
DR EEAG B LA S T D LD TH -7,

Y=Y w7 A—J—O Lupin I% Ortho-McNeil & DIREFFR T, EGEMEAEKITIZTDOT
T IEROEZITEYTHD, LART XYY QI BicHF TSR WA AT ax Yy
Ve TR IROERRSTHDH N, LAY A O FITIER PO L 720 15
% 35 U.S.C. §156(a) (6) (A) DR DFF A TILApWN & FiR U722y, HFFEHFT LD
CAFC X = &HER L, USPTO OIRE % L FF L 7=,

FDA @ New Drug Chemistry #B& D Director T& 5 David Lin f#id=i%, FDA IZ&TD 7
—ATT v IREZDOEMGEMEERE KB SN LE—FRIS & LT, HEGRMEERS T
B IR OO GG BV L K S D= E L TR -7 EBR L,
CAFCIZZ L R D¥W 2z L, SBRAEMAEKL T IEEZR—0b 0 & LadHEN R
LA LT,

(4) The Arnold Partnership v.Dudas, 362 F.3d 1338 (Fed.Cir.2004)
- =L OBy & T A E (combination product) O HER O A4S

Arnold 1T FRERFE I D K [EHEFFFE 4, 587, 262 B DAFFEHR TH Y . 262 HEFIZE Rr o
R (XiE, Z0E)ROA 77 a7 (L, 08 268350 & L TETMBY &
OV SZHRL A DI AR TE IR D ik OF 5 SRIE) (oW TDO L D TH S, Arnold I8 4 FRK

Chemical Entities” . 2017.5.2, Pepper Hamilton LLP.

% in each and every instance in which it has considered the question, the FDA has described a
racemate as a single active ingredient, distinct from its enantiomers, and each enantiomer as
a single active ingredient distinct from the other and from the racemate
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#t R 2 Ko (hydrocodone bitartrate) & A 77’7 = EHRKS E L CTETeHE
Al Vicoprofen [ZDOWTHFRI 25T 7215, SISO CHERMIFIER i 217 - 72,

—J5. Vicoprofen MFFAILIRGIZ, WEAEEKFE L Rua RUI7® T I/ 72y, TA
YR ELOBEAEFE L TCHAZEELTRBY, A 7707 =0 £ HMOARK
sy LTEERMFTEZIEL TV e,

Arnold DO TFFE ALK FEE I L USPTO X, {EABAKFEE Fra RV RO 777 =
NIBEICEF R A RS L CW A=, Vicoprofen (x5 A% 35 U.S. C.
§ 156 (a) (5) (A) DERFIDFFA TlL/2 W & OFAIC L EEHFRAR L Lz,

Arnold I% USPTO DR EIZ A Z I ULNETrz2y, ZaUzxt LHIGECHIFT & & 72 USPTO Ok
EIWZFE L. Z oL EOF RIS & & T FINT IV TR i oD JE 5 Jd ks 1 2 ] i~
DEITARPUZ 22 2 b DIZ. BEDOERET D 5 HD—D>DHBDIRESND D

T, MOBFHENNTHEIZZDOFEIR TN Z SO & B XX o2 Sl L

= 57

— o

Arnold IZ1EH L DOEHKS (drug product) ITEAAI AL L CTRZ2TIER BT, Kl
e JLVE IR E TidAen & IR U CRERR L7223, CARC & 5 E I T ¥R ICRIE L
7.

=, BROERHFE, BROBFROCEROHIIHLE5E

(1) = O DRFFFITR LEBDIER FEER & 258

35 U.S.C. §156(a) (2) 1%, FraFEDAFRHIRIT —BEZ T IER N ATRETH 5 L #E L T
W5, b LIA—OFRFFFE L CTEEOLER FEEFEN R Sn5E6. thoFiE riiE
MIRFIUE, Rb R HRHINCERERFEFEICE SO TR ER S 5%,

) [Al— DFF RN E S\ THEEOFFFICN LIER HiER & 556
Fl—8L 2L L, F—ORBRFIRICESSEGE. — ORISR L TOAIER
NARETH DY, b LA —DER AN — 2RI 2 il st iiic oS un

5 Arnold P’ ship, 246 F. Supp. 2d at 464-65, Even though a drug may contain two or more active
ingredients in combination with each other, for the purpose of patent extension that drug is
defined through reference to only one of those active ingredients;the other active
ingredient or ingredients are merely ’in combination’ with this first active ingredient.

% 37 C.F.R. §1.785(a)

% 37 C.F.R. §1.720(h) No other patent term has been extended for the same regulatory review
period for the product, 35 U.S.C. § 156(c) (4)
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ZOLL ORI L THEEOIER FiEZ LI HEa 13, R HEGEADR — DO R 2 137
L2 i oo Fioe & BORTED 22 R YD | RFRF O B8k H 25 b B OVRFFFIS 6 L THRERF O
BRI IER S 5%,

(3) [ HIZF— Gk L THEEDOF D H 556

REFFHE DI AR R D B & 72 2 FF AR, B O ERIRGE XUIE R DO 72 D DA D
FFANZRZY L2272 57200, Ly LEBRICE U B IZE— 85 I2x L TEHEOR
AR DY E . RAIDOFFAIZRINT 5 2 LR TERNWZD, BFFIZE SV THIME O FF
TR DA IFE R 5580 b T %

—fil & LT, 2016 4= USPTO (X[Al— D 8E, (product, 7 1 77U 7' F 2 RFEREE) (T4 L
[ U EICA G SN =20 L SN T, ZS0RFFICH LENENFE i o it &
ZAEGR LT, ZOOEEKLFF IR OEMRTIE, Nesinae (7 v 7 Y 7'F L2 BEMRE) .
Kazano® (7 v 7' 7' F L 2 BEFEEE., K OVA FRL I UHERE) ) Y Osenie(T v 7 U 7
FURBEFRE., KA T U &Y ERBE) ST A b D Th o7z, B (product) |
TRbBHENRSCHEYS T ST 0 s ) FF g BEREI T DRI ORI 3 220 72
tw\ﬁuﬁmﬁﬁb:zo@%%%ﬂm%dwfﬁﬁ%%@iﬁb%ﬂéhko%@
FER. Nesina®®FFa[|ZFE- SN TR ERFFFEE 8, 173, 663 512DV TiL 262 H. Kazano®®
FFANZ W TR ER R 8, 288, 539 H12-OWVTiE 101 H, Oseni®DFF [ (2 S\ Tk
[ERFEFER 6, 329, 404 H 2 DWW TIE b EDIER WIS 5- 2 b=,

3. R SN K FFHEDZN S

1. IR SHEHE

35 U.S.C. §156JE(D)BUET DL ZAICL D&, R STV RFFFHED RN I HIFRIT

i% (product) IZOWTHERIT 28 DHE . O (product) IZx%f L CEFF &=
2) BLE O FH 51 (method of using a product) IZ DWW CHERT 2R FOHA. £

DRFFF TR LT TZ OB (product) (2 L CHRFAT S vz ik, 3) L o8k ik

(method of manufacturing a product) IZ DWW TR AEH DS, FFal I/~

(approved product) Z i3 2 DI S5 WIEHIEIZEZY 35 (35 U.S.C.

§ 156 (d) (5) (M) IZFES < BRRHERWIM OGE 2R <)%, Zoky, ®EIZH L THFFIsh

6 37 C.F.R. §1.785(b)

61 35.U.S.C. §156(a) (5)

%2 N. Nicole Stakleff, “How to Obtain Multiple Patent Term Extensions for a Single Product”
2017.5, Pepper Hamilton LLP.

6535 U.S.C. §156
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T BT B RRR OARMUIT 72 2IEF IS XD FFal SR THIUE, FrfeHIFHAE & # 5
&l “ENTORGITH LTI 22T AR E TEENRD,

—J7. 35 U.S.C. §156(H)Iic k2 &, B (product) IZA RIS DEEREIERETZ 1T Tre <
ZOHEME DL = AT )V d A, B—RFITZT Tl SIOARK D EAabE T
BERAE LTHEA SN2 DO RTELLOZERT 5D T, KRKERTHEIC
AR AN IE e S T R FHE O 20 D REIHI TR o) & UGS L 7o A ks GEEREIZ g, M &%
V2T V) OF A SN HIRICET 5 FEMIZE TR S LIk D, REBITRT 57
PSP R IR 5E UM N D IR A DFFTIZRE S T DN E S Ina il 5 X 912, I
R SNT-HrirbeOR % S £7-. 35 U.S.C. §1566 () 12381 5 EHK L (drug product)
L HZESY (active ingredient) Z# ED L D ITHIRT 2D L > THIBrE LTV 5

P ZAVEBE LI FERENITRO LB Th D,

7. BEE

(1) Pfizer Inc.v.Dr.Reddy’ s Laboratories, LTD. and Dr.Reddy’ s
Laboratories, Inc., 359 F.3d 1361, 69 USPQ2d 2016 (Fed.Cir.2004)

- KFEDHDOFF AN HA W THREFFHEA R I D IE R 235 SNIRRE T, o DAL
EWERNET 5 Z LR LI RFEEZRET 2 2 L2 ME D D,

Pfizer 1ZB GG 700 K ERFFFH 4, 572, 909 B ORFFFHEE TH Y . ‘909 FFiFILT LY
EALEY . KOS FRNCTA TR R BIEIC T2 b D Th D, Pfizer IZFDAILT
LT DRV RO~ A R (maleate) IZBHT D ERIKERERT — # 282 H L
720, ZHEEOEDO I L, T ATV U R VERENEER TOREIZE LTV
:ﬂ%é@@%w%m%cﬂ@%fﬁﬂ%ﬁ%bkoHU@@:%K%@WT@%%%
FEEHFEZITV, 1,252 H OIERHIMGRD HivTz,

Dr.Reddy i Pfizer 2% FDA [Z#H L2 ERHIFEESWT, Taur Yo~ A Vs E

(b) Except as provided in subsection (d) (5) (F). the rights derived from any patent the term of
which is extended under this section shall during the period during which the term of the
patent is extended—

(1) in the case of a patent which claims a product,be limited to any use approved for the
product— (1)

(2) in the case of a patent which claims a method of using a product,be limited to any use
claimed by the patent and approved for the product— (HH#)

(3) in the case of a patent which claims a method of manufacturing a product, be limited to
the method ofmanufacturing as used to make— (f4M%)

By e ATV FEEHEO TR I R ER I K 0 IE R S AV FRETAE OMERI PR, 2016, 12, 115 H
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hksy & U CETeEIILIZXT 5 Paper NDA®Z HZE L, Pfizer [T ZICx L CTEES
AR L72, Dr. Reddy I Pfizer OFFFFIXFF i EHKLOF IR THDHT LV
RUNBEIZ DN T ORI PNER SN/ O TH Y | Dr. Reddy D EFHEBITIER S
NIFFT A RET L OLOTIEARWEFR L,

HFEHIFTIX, 35 U.S.C. §156(a) (5) (A)IC X B & RGEMIRTE SULE R O 72 9 O AT
w[HLE (approved product) DHZAIZ, ZHUZOWTORHFHEEHEHB N IEE IR D
ThHY, FAEERLET LAr UV RUNBEAIETIC LTV, IR S ff
FHEDNINIT 2D~ LA URBIZIERIE R &I LT,

Pfizer IZZHUCxt U CARARZH L2 T, 35 U.S.C. §156(f) TEZEMN (drug product) %
BRI M OTDOWE AT NLETELEERZL TWVWDIDT, HE~ LA URICEFL
72 LCHOIFEm BN IER SN R HEDOREBICHYSY T D L ERE LT,

CAFC X, v F + U v 7 A< (Hatch-Waxman) {EDONIEMBE ., 35 U.S.C. §156(f) D=
A (drug product) M EZE, Abbott Laboratories O¥|f7a & 4RI, M7 FT 2
R SNIRFFHEON N 2T 2a P RUIVEREICOARRE S D S L2 i
?ﬁf?ﬁﬁ?% O“Cﬁﬁk%ﬁ LicbDTHY | LR SITRFFFHED RN ) DNFF Al STz EF G O
FEEDOHIERRICHIBR D &9 ERICITERR 2 Za 0 Sl L, HO7 BRI O flik & &
L7,

(BE) R I FAE R O RS PE 2 K9~ 2 BRICIE, FrariE e e R O JEfl & 7
DFFAIDS, FFA S 78 (approved product) O RHEERIIRGE 7R E D72 8 DA DFF R 72
DE D AW LR T T2 677 JER ST RETHE O % R 2 I8 2 BRI 1L
fh (product) OFF Al S 7c HEHEIPH 2 fEE L2 T X 670 0nn, 2.8, KTV 3. v DR
BB B IR, K EOFCHFT TITRFFFEAAHUY AL R O BRIy & IE R S V72 RFaT
M D% S RE I (2 B W CTHRLE (product) OFEIRFIZOWTHRARZ /G2 L THhD &
DT LMD,

4. JE R B R OER FHEEDFHE &

A. EREM

% TPaper NDA HiGh] LR COMKRBRZ BEHEEmEE T, —EOBEKRBEE 2 B2k bl k7 &
OFHTEEEDLZENTED LWV HT, HEEADERRER 2 2 CEBEER L2 uE7e 5 72 0
FFATHIES (NDA) & 72, —7F, EESFFFTHGESEEEMOANE - ZEMEER 4 2 TR LT
X7 B & S U THERHTIR R EE (ANDA) & b XAl S 5,
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(1) FAfoe W R A FR EE =M ) S 2 RS SRR HE O TR 23 T L Clid7e H 9,

(2) YRR DFE I A T UBARNIIE R SN2 2 L3> T b3, B)ER WG
TG SNV FFTMEE XU, S OMREEA (agent) IZ LV R S 2T S BT

(4) B 5L AP 2B AR 58 S EAE P Je 32 B LI (regulatory review period) 234%
BB TRITIUTZ 6. (5) FFarie O IR AE & 00 JEAfE & 70 2 FF vl 1335 D P 2
HIRRSE SUTE R D72 DEANOFF A TR IT UL Hevy, 7272 L, A% DNA Bl 4 Fl
I L CHLE (product) Z B4 2 HIEIZ OW TR T 2 ErHEOSE . Lt 0@ i1y
R TR R T 2 AT kv BiE S 7o B (product) 1% B W) O FF AT &
T 5%, £ O)IEEREZIIFFAIEZZIT 7005 60 HUNIZIRE STtz sd
. RERHEEEICITRFEFICBE T DA R, B AT R O RS L 7o IR e 3R
ENRTHIEAR 59, (1) YR (product) (25 Rl — O BHIRRFHARIC DWW Tl o
BENMER SN2 2 LR -> Tide NS,

B, JERFFEORH

35 U.S.C. §156(d) (DBHET DL ZAICEDE, FRMIMERFFHECIIRD L
RIEWMRE ENRTIUTR S 720,

(1) HHIRET O35 & 7p o 7285 R ORGSR ORI & 72 o 7o 15
CQUEEAZ T L5 T oREF eSS, UIFr S22 A L <3k
FET D BT 255K ;

(3) 35 U.S.C. §156(a) KON (b) BWHET D & Z AITHEV KERFFFIT R DN FraTHE O 176t
HIME & OB, & O IR R & > THRAT HMHEFNCBE L TRET 2 DIC 2
2efEER, 35 U.S.C. §156(e) BMET D & 2 AITHEV K EREEE AL (Department of
Health and Human Services) £'BE Xi%. B (Department of Agriculture) &'E DAE
RHIMZRET 5 OIC LI ER ;

(4) R T, FFaT S AUz BT U CRFFFHER 03131 T L7 TG BN BT 2 il
i, ROE ORI ET S AR ; LY

B) KEFFFFTREVNERT 2 2 OFFFHIBET 1. KO Ol B #

HEICTRDO L 2 RNEDRE EN

T

F7o. 37 C.F.R. §1.740 1%, FraFHefrie AL R B
RITNLRBBRNEHIE L TV D,

(1) FFAr St oY) 22k 40 . S OME 4L O BRAIRE 1 ST ARRME
(2) BB R DS R L 72 14 O 4R 1E

635 U.S.C. §156(a) (1)-(5)
7 35 U.S.C. §156(d) (1)
% 35 U.S.C. §156(c) (4)
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(3) HHIRREHAR 2338 48 U 72 3B LB IS RS TR A3 P 3 MO A 7E A 7 ml & 5205 7=
H;

(4) = DOGE . WEITE 1D /ARG DFR K O A %Ry 3 FDCA, PHSA X
X U A VARG -m A T C LA BRI UTEFF Al 22T 72 2 & v e
VO B SUTA RSy O PRI AR GE U (AT, UM ARy & MG
DET)OFFAINT Y 2R, BT 22T 2 iR K OFFES DRI |

(5) FEEENFFATH S 60 H OHIRIPNICIR L S 7z & vy 9 BUR |

(6) IER S R FF O FEIE O |, Frafk s, BEA LU TH

(7) 2R E GEREH 2 & 1) KO % & T IE R R RO EA |

(8) FEFFIT R L OB ER S NI MERI A Bk E (Disclaimer) . FTIEFEMIE (Certificate of
Correction) . HFFFMERPEHNATHEILE (Receipt of Maintenance Fee Payment). XIXFF
FTAAEPHE (Reexamination Certificate) ZHDEAX ;

) FEFFFFAI S8 FFr] S 7 B & 0 ST EE T 5 HIEIC DWW TERR L T
WD WD BRI, & YRR R & DBIfR

(10) RIS BB X I3RHE EE (Secretary of Health and Human Services or the
Secretary of Agriculture) 23 YiZHlfilRFHIRZETE L L OIZT D7D, 35
U.S.C. §156(g) 12D < HAF R OME @R (RERFREBRFAEE B, ATl . K HiEE T LD
FFATA 7R L)

(1) 7 PTHE5 O HLHIRREH I R B rT 3 B ST L 72 EERIEENC DWW T OB B 3
KO OIEINZBES 2 FER B

(12) FFFFIZAER LD & 2 D 7T BT 2 RN O % 7L M OMIE R WIS E 5 15 4 & Lo ik
FHIMIZ S\ T OB ;

(13) HIRE A DS KE R T R X OMRfE @ LS BB SUTRBE R B IR O LR 2 11 5
THDOMNEIMERET DOIZHLERETOEREAMTIREZRD D &V BRIL ;
(14) FEE FFBIZ 20 D FTE O FHE (37 C.F.R. §1.20(HDZM) ; KO

(15) Frar e L R A5 IS BT 2 B R OFE 2= 2 NORA . (EFT M OVERE

FEOGFEHMIEE R BEITEEOREIC L VTR 22T =B 5 60 HEANIZERH L
T HUTTR B2, FREOFMHIGHEME DR GIENEIC R > T2 b D THh -

776

/N, BEEEG]

535 U.S.C. §156(d) (1)
(...) Such an application may only be submitted within the sixty—day period beginning on the
date the product received permission under the provision of law under which the applicable
regulatory review period occurred for commercial marketing or use.
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(1) Unimed, Inc. v. Quigg, 888 F.2d 826 (Fed. Cir. 1989)
- 35 U.S.C. §156(d) (1) THET S 60 HDkH M

Unimed 3 oKEIRFFTES 3, 668, 224 S OFFFHER TH V. 224 K7FIE delta—9-
tetrahydrocannabinol MEMALZ FET 2 HIEZOWTOHDOTHD, 224 FFiFD
delta—9-tetrahydrocannabinol {Z~V 7 7 7D —FfE CT&H Y . Unimed X Z 1L EHZ)
Ry & L CETeEFK S Marinol (2 L 1985 4 5 H 31 HIZ FDA Rl &%) 7=, LovLY

FDOFE AT REREL U %5 £ U [E (Drug Enforcement Administration, DEA) THRER Sy
OIFNZBET 2 Tl SRR E T T 2 £ THEMNICHGE TE o7,

DEA 73 1986 4 5 H 13 HIZFHr = FHHE %258 T L T Marinol O REEABRGEN ATREIZ /2 o 72
14 B . Unimed 13175 HIRIIE R A 21T 7225, Z 27U FDA OEIRSF AT ANDS 14
PlEd&E#%cho7z,

Marinol [& 35 OFF Al IZFE DW= fifee I AE K R GEIZ%F L. USPTO (X FDA §FA] H % JL¥E
CLTIHENMBE THOEREBREHEZIToT2E WO BIH THEICOWTAKR L L
7.

ZHAUZKE U Unimed (3AARZ B LAZ T, #78HFTIE Unimed O F5RICZIAE L CER H&E
ZAGR LT UL e & Lz,

L 7> L USPTO OFEFRIZHT L C CAFC 1%, 35 U.S.C. §156(d) (1) O HHlF5H
(regulatory review period) 1% 35 U.S.C. §156(g) (1) B) D EFEIZHEV Y, EHEFA M.
2 58 i e OMEHE SR IE I 255 < FDA ORI EHIR 2 k3~ 2 7213 Td ¥ DEA TOFfi
P L CEE R L TWARWZ L2 E A M, Unimed DIER HIFEIZ 35 U.S. C.

§ 156 (d) (1) BLEIZTE DO TH D & Hlr LT,

. ERHEOFEETFRE

(1) F 4 Foc
35 U.S.C. §156(d) 2) IXFFiFHEF i IR R REE ok T 2 B AEEIT PR X 2 Tied X
HTHEL TV A,

FedF) T R I AL R R EE FH O M A 225 60 HNIC, AR REE N R ST
FFREIS 7 A VA~ TE-FE WL (Virus—Serum-Toxin Act) D & 52\ ) DRI, £
L <IFE DERESLZMHE N TET 2 HHEICOWTO S DO TH 5 R EED
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(Department of Agriculture) B'EIZ. $F#F2S FDCA D 2% 5 DM D EIRE, &
AR, BEEINY ., ARFNY, &L <ITFEO XD 2R 2 SOOI RE T 2 HIEIC
DNTDH DT DRI EREHE (Department of Health and Human Services) B'E
2. ERFHEEOEARAZEMNT D, BEORBITHFEENEWIZANS 30 HLIRNIZ

35 U.S.C. §156(d) (1) (O BEIZHEV, HEEFICHERM SN A ZMmET L, EHINHH
FRETHIE 2 D o0 TREFFIT RICY ZHIM A @mE L, 0 TEOWREDNE 2 #FRE H
(Fedaral Register) (Z48# L7221 4L 7 & 2200,

(2) W) 7255 F1 e O & (due diligence) FeF5iER ISR 2 B LT
FROREOREEEE 180 HLAWIZ, B H G5 A2 BLHIREH I @ B 70 55 0) e ONE
& (due diligence)"Z B o7z &\ BRI T AN S BEEF L THARRELS D, BER L To
ZAF D 90 HPAWICA REIIER 75 A #2255 ) R ONEB 2 BT 7200 & 5 2
REL2T TR B30, RiEZ T REIIRNFTRICEZ@BM L., £ ORED IR
DOARPLK OVERIRIL & & 6 I1SEHVE # (Federal Register) (Z#8f#k L7221 duid e H7e\,
FIEBRANIZZE OPRENBE S - B2 5 60 B, YUiZOWREICHTT 2 IEAXAY 2R HE
MEZBHET 22N TED, b LEOEFEN LRHMNIATONZIGE, HEORE
ITEEEE 30 HIN, XUTEFEH OFRIZE Y 60 A ICHERMS 2B e iuidZe & 720,
TEH 2B < RE1X. BIRT DRt M ORI E BILR#E (TR & DB 2@ %0 L TR &
DEMSICSINT 2% 5 2 T U2 6720, TS0 TH% 30 BNICYZOE
HIIEEHSORMR E RS TIREZMHE, XITEHE L TR TOERFEHAZRTTRIZEM
T5HE L BITE DB A B E H (Federal Register) (ZH8#k L 2T HUIE 2R B 722,

2017 4 12 HBE L CAFOBFEHR L TR o728, D H H o 3 4 (R4 the

Sapien Transcatheter Heart Valve(2012). Mifeprex(2002). Nexium(2001))IZ-D2UMT
IR AT COBER EIT R BB T I EN F & 417, Lopressor O0ROS
DBUELFF AN B IERRTEITRT 2 B 32 TS OV TR 1991 FITHERENIRE S h
oo UHEOBEERNLTIZBWT, EERYLATH 5 (Ciba—Geigy Corp. ) 1%, it
FHEEA (Aktiebolaget Hassle) REFEMOFFAIFHE ICEHL TONRLHERSH 25
DTN HFE AN AR Tl 7285 ) e ONE B 35 (Due diligence) & F7=
L7zEBDZ LT TERWE TR LN, REEFEHEES (Department of Health and

Human Services)#& 10> FDA I, {7t HIAE & B GG A OWIAREIZ DV Tid USPTO THIWr

035 U.S.C. §156(d) (2) (1)
™ “due diligence” 1% 35 U.S.C. §156(d) ) ITKDIEY EFHEINTW5, “degree of
attention, continuous directed effort, and timeliness as may reasonably be expected from, and

are ordinarily exercised by, a person during a regulatory review period.”
™ 35 U.S.C. §156(d) (2) (B)

41



LR id7e v & 5 B S BRI YL T2 AR 727,

(3) HE R A A O PR iE S DN N

FEFOIERBEAENED & D D E D T T 2R EIL, IERFFEFICE £ 5 BURIZ
WCORITH Z LN TE D, FFFT RITY LR OME R WAL AT A5 A7 203 5 S
FEN T DRI HEE NTEMMEROER IR ERN TR TH 5, JERHFEEN
BB B 272 L TR SNTZ5GE . FRrHEOERBESMEIC 3 2 0E & BRI %
FLAE L7-@mnEN R SN D, Wi NITBEAEICHR S ZHIMN, SUT@smE s
RS Ve o 725 IALRE DB H 225 1 4 ALAPIZ 1T ENZR Y | A&k E D
Fat & 4 5 2 kﬁf%é”

FFAFHETE e WA = B G5 1 XS R DU BN B4 L R B S A sl S /- 2
HARFRFTICIRNT 2 Z 81k 0| EREKA O BREN T S5 AN BRI HtE 4
D2 ENTED, WEIOFRRTER CHRIFTICRLE SN HEDTH Y | HMlEFRR
K OVRFRFIT DS BRAY 8 - C b JEF 55 NI EE FEORHTIRE S 72,

VR
O wuR \m,{ e - )
FATH 60 HLDUA . e A T
R it
—> | RUBRRERRE | 7| mremasiss
£ ERAEERERE |
N ! gt
% THEEYMETES —_— THEEHEEE
l
E EIEIRICIEE
(180 B)
l
TR EGA BEEBITRERD
— TEEHIRRE — | IHEEHERE

(14 11K E R R I R AE 5 FEH IS 69 2 AT Tl &

A, RERPHETHRE ] O R R AE 5= 1 BE

™ N. Nicole Stakleff and Kyle A. Dolinsky, “Due Diligence:Calculating the Regulatory Review
Period for Patent Term Extension” , 2017.5. Pepper Hamilton LLP.

™37 C.F.R. §1.750

37 C.F.R. §1.770
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REFFMEE SXUZZ OB SRR S RO IR T A E Iz T L2 G
FREEINLIEES, T HD6 » HRis S 156 HETE TOBMPICEERFEE OB &L 4
FTEICRET A2 N TE 5, HEBIOIROFENEG ENRT LR B 7RnS,

(1) BUHIRRE DOxE 5 & 72 o T B e OB R O AR 72 2 A

(2) B IRFIE = HIRE DX G & 722 D e’ M OLHIRGT O 5 & 70 2 B i3 0 idh O ]
L <IFTHUEHIEIZOWTEER LTV D BARR 2 &55RE

(3) FFFFI TR 23 35 U.S.C. §166(a) D (1), (2) X Q) ITHEWIER Dk &2 1§~ 5 72
DI LE IR EH

(4) T8 S 40 2 HHRIARFS RS BRI B e SR 8 i & B L CHIEEA DM T » 7 iF NS S
T OISR 22 J O OIEENI B4 2 EZ AR B A kO

(5) BERFIT R AN ER T 5 HEEAFFF KL OV Ol o> B

FEFFT R TR INFAE & W 3 S AT R P HE O AR O AR R 23 TRE 7S & Il S 2 Rg 1, 38
HE R (Federal Register) IZEDREZ sk L, HEHEAIZ 1 LU OFIPHN TREFFIE &
FEEZ A LT ER S0, 2 ORERHER 5210 7 Rra A S SUTABEAIT 4 [\ %
8 R 7RI N CRERFAE R 2 BN CHEE T & 2725, 35 U.S.C. § 156 fEfTANI Bk S 17
R OSHAIE, 1 RIOBIERE OB AIEETH 5, BINOEERHIE R B G5 1L R & I3
T4 60 HETAS 30 HATE COHMAIC A SR ART IR 5720, BERFIER XY 5%
LN PEEMGE, U A OF AT 2% = A 60 B OWIMANE 79 2% BIClEpT
%o MUZHFFTHER 23 60 H OMIMINIZARFITRIC Z OFF Al HE L ERFBER HREICE £h
TWRWIBIMERZIE T 256, £ ORFFOFRIIM T4k OfAme i G 7R 5 5
EEBZIRVFFANTEE S NLDT ™,

BERHIE R HIF O, FFRFOMERNIT. (D) FFSRBIZOVNTO LD TH HHE T LMD
BRI 2 s, GDFFFRREL 26 5 TIEZOWTO LD TH 25513 4
DRFIRE TS H 2 FFFS TRER S GIEIC, (i) Frafnsidin 2 G+ 5 ik
IZONTOLDTHLHEEIE, LBRFOBIHIBRE FIcH 2 -2 LS DI s o]
EHECRESN DT,

b. ERHIF DHEE S 1E

KENIAE &35 v R 7R & OFF RN AP HIRIAE & HESIZ BV T JR RS

635 U.S.C. §156(d) (5) (A)

35 U.S.C. §156(d) (5)

B Far-Yrralkd FREFEEM 1 2010.3, 919 H
™ 35 U.S.C. §156(d) (5) (F)
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A DB E 3 & USPTO TAT 9 O TiE7Ze< . FDA TIT D Y AT L& R IT T\ D, T72b
B, USPTO [ XFFFFHME DTt IR AE & AR 3 0 2 (A TR 2 2%, BRI 7 B A
SR O B E M QMG H N T ORLER 22 E13 FDA I &> THrdAL, FDA THRE L7 M
FHIRIZE-3 % USPTO M EEHNCIE R I 2 W ET 5 2 &1/ 5%,

S IR BRI AR A ] (regulatory review period ; BEARFUBRIIM & FDA FRESHIfA]) (2
EOWTIRES DD, HEAXTROLEEY THD,

% FERHIR= (X-D1) X 1/2+(Y-D2)

X=la R BR AT (ER PR FABR A 53K (Investigational New Drug, IND) HHEEA RN HE 0 & HrEK
PR HEE H (New Drug Application, NDA) & CTOHAR)
DI=RERFERMIE 0 5 HHERIFE OIFEIZ L 0 BIE L 72 B

Y= FDA #5511 CEr 5 v] F &G H (NDA) 7> & 38L& FF vl 1 (FDA Approval) % T i)
D2= FDA BRI D 5 LHEFIFE DIRTEI & 0 BAE L 7= 1]

B (product) O 5 HENY I FE G0 o OBR R AR08 G 2 B < AR EE S, it
AR NBEEDTFRORE . EEES. BRI K OEERNYOGEETT. ERROAKX
B RFEH ST SE R WIE & T ORFEF ORI IS Z 72 BRIZ, FFaT A2 S 14 %
B2 AGAEIERERIIFF AT D M2 D HETICEM SND, £, FFFn
1984 /£ 9 H 24 HURIDRER S NTGE . R S 2 WIMIEROKR 5 4 % TICHIBR S 1,
REFFAS 1984 4F 9 H 24 H DARTIZ Bk S CRIGIRRETHIM S 2 0 B AR ICBAA L 72356 b
JER S 2 AR K 5 4 F TICHIBR S 4u, FFaFa% 1984 429 A 24 HLARIIZ B gk ST
HH R E 232 O B LRTNCBAGE L2 O B EMRIZFF AN T 0 72358130 E S 2 B X
RR2EETITHIRENS%,

B R 3K 5 K OBRE R A IR 0561, ERROARX bR H S 7 g R I
Z LD RFF ORI A T2 BRZ, FFATH NS 4 EZ R 5356, ERIHIX
FFATH 2D 1410705 B E TIEM S LD, 7o, Frafas 1988 4E 11 A 16 A L& IZ &
Fk S VIR R S 2 WK 5 45 TICHIBR & 4, FFaF2s 1988 4511 A 16 A
VIR B gk S AU THIRIRET I 23 2 0 B L% ICBRAG L7256 B IER S 2 I 3Rk 5
HEETITHIR S U, FEFFAY 1988 4K 11 A1 16 B LLATIC B4k S CHUBIR IR 232 o A
VAR BSE L2 O BURIZFF AN T 0 728 0E & S 2 I I3 aoR 3 £ TlcHlR &

80 EERFT TR 3 R ORI OIERHI IS . FraHEAF i M O IE Kl AT FUAs Sl £
2003.9.. 90 B

SUIND HIGEAEZI A &%, 32 S 7z IND HUAEIZ %32 FDA OMGHARIASRGE L7z BIZiE4S L, @H 1T
FDA {Z IND HUAENZAF SN B D 30 BB LB EZ BT %, 21 U.S.C. §355(i)

8 37 C.F.R. §1.775-1.777
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no%,

B - 7 AT IS B DN T R RFHE O (7ot H0T i A R Bk okl B2 & 13RI © L BUSEZERE 7N FDA D32
KA 2/ NRERRAFFE 2 F2hi L 7= 55 i2id, GER S 4072) Rra i O 1yl i 17 B LL#% 6
o HOBIOHEM L, 70D BRI EHE (Pediatric exclusivity) 23380 b5,
/NIRRT D BRARGRBR 2 885 L. IEREZRBRIRE R A IR T 2 72 DI RS ER AT
B EA s (Food and Drug Administration Modernization Act) KOO 7= D
[ # 15 (Best Pharmaceuticals for Children Act) TINIELZHIE TH Y . D
e i &2 e &9~ 2 O Tid7a <. FDA 28 R3S FF e T/NEM SN 5 S iUl R 3
ph &A= DERLZTFFAT LW LI2X Y, GER S Frarm 7 HEZ 6 # H oM
AT b0 TH D, K& BB TEEMITHS U THERIAT 5 S D KE & ITE
20 . BRMNITZ/NEIE (Paediatric Regulation, EC No. 1901/2006) &5 36 5 C. BEfFD
SPC (SPC) HIMIZIEMNT 6 7 A OREHMZIETE 2 L5 REL TV 5D,

6. MR FTICE SV ETME DR HIIER

PHSA §351(i)i2iE, EWFrEdi (biological product) 28 T ARBIOEB L, KiEE
TR, ALE IR T DO A fREZR U A VA IREAME, ER. PR, U7
T Mk, MRSy, XIXE OFEMR, T LA —MRE . BRAE (LFRICA K S
NIRRT F FERO)SLCELRE, ET VAT 2 I T VAT o) 3 Uikl
UL, 2 ofth 3 13 A e LAY FE2B®Y) o LERSNLTVWD,

8 37 C.F.R. §1.778-1.779

8 The term “biological product” means a virus, therapeutic
serum, toxin, antitoxin, vaccine, blood, blood component or derivative, allergenic product, protein
(except any chemically synthesized polypeptide). or analogous product, or arsphenamine or
derivative of arsphenamine (or any other trivalent organic arsenic compound). applicable to
the prevention, treatment, or cure of a disease or condition of human beings.
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(3 3]ERRIEFE M & AR = FE 5 D %fEE®

FDCA PHSA
x5 K5 B = H PR IR T 3R
§ 351(a)

§ 505 (b) (1)
o SN Biological License
New Drug Application (NDA)
Application (BLA)

[GEZ A=y TR v 7 § 505 (j)
= S FF P gk BT S RT AT G § 505 (b) (2)

§ 351 (k)

SER HFE DELE L 72 DFF IR D O AW R (biological product) (2RI L
T, 35 U.S.C. §156(f) 1% PHSA TR & 5 FERICHEV, ANREY 2RSS, (human
biological product) DAY, EDHENKD D XIZTZ ATV EELH D LER
L. o EHE (drug product) & [FIERICAEY FHIRLEL 2 D H#E45y (active
ingredient) D XITTZ AT NVETEL LD EHE LT,

L LisHE oA RERMCER ST D THEIMS OEXIIT AT V| OEFRITED T
LICE 5 Z LR TET . ZOLORMDOFFANIIELT 200 E 500, EWTFH)

BT AN DWW TIER SRR DR D REIAIZ SV TR T D BRI, 35 U.S.C.

§156 (N DREEXMHAT A ENTERVEWVWIRENRD B,

KENHEHE 72 G AE G & KB S 5 AR R O FFz SKpk L, 2010 212 T4AEY
% 3R 5L OffiAE 5E 4r & BT (Biologics Price Competition and Innovation
Act,BPCIA) | ZilliE L C FDA ODSEATRF Al & 52 1 7= £ A L i & BRIRAOIC [R5 0D 23 A
FTI TP LTI ARG C&E 2 HER EXBUE L2y, ERiMERHIE IR0
TEDFRRE DA OV T ORRICE T 2 ELER Tbhi»o T, BUEET
USRI L CIRE SN2 A 2 —i3 20 b o L R 5N, USPTO IZER] L7/ A, Bl

T—O)E%%Hﬁ%uuu (ZFED N TR AP Ao 1R AE £ FR 55 0D JIE = 3 A1 Dy T K OV

YRR R AN IS W TR R SR FHE O D ORI RS L T% < O MT
DTS Z &R ST,

5 A EIELE R e S A ﬂ’@&n&%@ﬂj@ﬁi%l:ﬁeuu&/\ﬁ%mij 2015. 12.

5 PHSA §351(1) D Ic kD &, ERIRMIICIEEMEDE 3T/ é‘iﬁ@b\f))ﬁ)otk LT H RN, & IERITHA
PLTWDEYEEGTHY, BAOLEME, ME LRIV TEEDRLT kﬁuaﬁﬁ’]iﬁ?éiﬂﬁb‘ki
#23In5s,

87 Eric Steffe, “Biologics and the Right to Exclude During the Patent Term Extension Period”
2017. 2.
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[ B8E 4451 ]

(1) Hoechst-Roussel, 109 F.3d at 759 n.3 (Fed.Cir. 1997)

(A1) EFEREH

Hoechst fLiF 1986 4F 12 ] 23 H A Tk S AU7OKERFRFH 4, 631, 286 5 ORFFFHES T
HY . 286 FFFFIL 1-hydroxy tacrine (LEM M HHLEMOANELZ G L TR
HOEEEZTRE T S 51 (method of treating a patient in need of memory
enhancement) IZB T2 6D TH D, 286 FFiFrORFFHRKEI TRLDO LB TH D,

(1) REFE R

FERIE 103.
The compound as defined in claim 85, wherein X is H., which is 9-amino-—

1, 2,3, 4—tetrahydroacridin-1-ol. (J7¢#>%H, 1-hydroxy tacrine)

FEoRIE 142.
A method of treating a patient in need of memory enhancement, wherein an
effective memory enhancing amount of a compound defined in claim 103 is

administered to the patient.

() F32ER

Hoechst fHiZ 7 /LY /A <~ — 5 Al Cognex O FDA BFA[IZ BT ‘286 BRIz x4 A 1%
ML = HFEZ 1T > CTE Y . Cognex IX tacrine hydrochloride ZAZNEIZT 5 H D
ThD, FraFarR#EPHIZE £ D 1-hydroxy tacrine {LE#IT Cognex DALY T
% tacrine hydrochloride 23MEEE 172, AN TILFEMIZE(L LR O 2 HO—
DTH D,

(=) HIk
Z AR L USPTO 1&, 35 U.S.C. § 1565 iR 4Rl & L T 1-hydroxy tacrine L&

8 Title 35, section 156, entitled “Extension of patent term,” recites, in relevant part:
(a) The term of a patent which claims a product, a method of using a product, or a method of
manufacturing a product shall be extended in accordance with this section from the original
expiration date of the patent if...
(4) the product has been subject to a regulatory review period before its commercial
marketing or use.
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x5 286 KRS EF AT (product) O tacrine hydrochloride %% o &
(method of using a product) |IZDUWTEER L TV E DOFM\N D 1995 44 H 3 A
THER s 2 KGR & L7z, Hoechst ££iZ USPTO DI EICAIRAE H LAZ T, ZHITK L
B OHGEHPT G F 72 USPTO DR EIZFHE LT,

Hoechst #Hid CAFC |[Z#EFR L, FFA] & 52 1) 7= BLih (product) NEFFFOIREICHE YT D 5
X, ZORFEFITE T S =B (product) IZOWTEER L TWD & RS Ribhuide b
W EELE,

72705 CAFC TlE, H7#Fid K (claim) D& & F7iFR 5 (infringement) OBEERIZE 2V | 35
U.S.C. §156(a) TEEHI L TV 2 HIEETH D 4rifFih K (claim) O— XAV BIRIIFFFRF
D—fREI 7B L 1T 25 L HIPR L, Hoechst £1:0> 286 HF#Fi% FDA KGR A 32T =A%)
R AT Z o A L CEER L TR 0O CREFFFEREIR O LR R 51 i S 7 &
WOBREND, HFOHRAE IR L,

(2) Merck & Co.v. Teva Pharms. USA, Inc., 347 F.3d 1367 (Fed.Cir.2003)

(A ) EFEMHIE

Merck I 1986 4 11 H 4 HAFCBER ST KERFFE 4, 621, 077 5 ORFFHEZE TH Y |
077 R T Ly Fa U2 F O FRINN 2 EOREIZERT 5 FiEic20To b

DTHD, 01T FFFOREFRKEITROLIBY TH D,

(m) fAFGRIH

AR 1
A method of treatment of urolithiasis and inhibiting bone reabsorption which
consists of administering to a patient in need thereof an effective amount of

4-amino—1-hydroxybutane—1, 1-biphosphonic acid.

() F B

077 FFFFIT B OREFERE) 7 Lo R e v BOHES= A7 VT 2 5t# 255
RENZEHE A TR o T2, Merck 1IZ7 Lo Ru Ut U U A2 & LTETLE
ML X D IEREHITH 5 Fosamax DEIRLFF AN EDOW CTERHRITEE AR 2= 7=,

Tz w7 A—Hh—0 Teva IL Fosamax DY = x U v 7 EFE LIk 5
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ANDA (Abbreviated New Drug Application, WEZHEKHEE) #HE L. ikt L T
Merck (X2 EFFAZ el L7z,

(=) R

Teva 3V =V v ZEEENT L Re @ r N O LEZAS & LTETe—F,
Merck OEFFFEERIEIZIZT Ly R U RO AT VBT 3 2 LW - D EEHE
Y LRV E TR L. 077 SRR U CHREFF M O Efoe I R A = S s e ) o Btk L
7.

TSk UCHEGEEIFTIE, GERIEEE 1 BIXT L v Ra VEBROE OFWRIRBIHNIZ S\ T
OFER L RE T, BMEICITEERBOIEL 7 ) v AEORENEHN SN DD
B OFRMHMHIZD RIS AR 2N E RSN TWD AL IREOT DI Y 2595

IR ODE TR A 5T 5 2 & b E END Ll O IZR#E SN D A
M OEMAZOFES e E 2B LT Teva DEREAPEFR L TRFIFIRL L, 077 FeaFld A
BT OEEZFBD - E b AETH DL L HRkE T L,

Teva (X ZNAEARIRE UTHEERR L7Z28, CARC 1T ‘077 faFic W CHRFITARI TH D | il
BERR X%, BROMIERE DR G IT R TRFFERFIT U722 Ll L. #GEHIPT ok
FE L, 7o, Aot RAGROAZMECE L TiX, 35 U.S.C. §156(f) T

(product) IZ DWW T, ARG OEXITT AT VEGLEHEL TCNDD, 7LV R
o UlEF N U AEEESG E LU CETe Fosamax EFLFFANCEDSL 077 BEFO1ERE
WIRIERIIES TH D &k LT,

(R R

BHFOHIIC 5L DT Ly Fa v lieh MY o AR & L CRDEERTFIC
BSE | UL AT ABBE SURNT Ly R R B0 FRERT OFEIRID (2o
CORBARERISES Y | DERD, T L2 ¥ BT H) YA EUERS
& 5 H LA b LA OREICHS T 5,

(3) PhotoCure ASA v Kappos No. 09-1393 (Fed. Cir. 2010)

COF 0k ==
PhotoCure 1% 2000 4 3 A 7 H TGk S AL KERFFTFER 6, 034, 267 B OFFFFHES Td
V. ‘267 #¥FFI% methyl aminolevulinate hydrochloride (MAL ¥afeie){b&¥. KONZ
NEHACFBRICHE AT 2 HECOWTO LD TH D, 267 FraFoEiEREIE T
DEBYTHD,
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(7)) fRFAEKRH

A oRIH L

A method for the diagnosis or photochemotherapeutic treatment of disorders or
abnormalities of external or internal surfaces of the body, comprising:

i) administering to the sites of investigation or affected surfaces a

composition comprising a compound of formula I (---).

#hoRIH 6.
The method of claim 1 wherein the compound is ALA-methyl ester, ALA-ethyl
ester, ALA-propyl ester, ALA-hexyl ester, ALA-heptyl ester, or ALA-octyl ester;or

a salt thereof.

FhoRIE 9.
The composition of claim 8 wherein the compound is ALA-methyl ester, ALA-ethyl
ester, ALA-propyl ester, ALA-hexyl ester, ALA-heptyl ester, or ALA-octyl ester;or

a pharmaceutically acceptable salt thereof.

() = BIR

PhotoCure 1% ‘267 FFiF D MAL MR 2 A0y & L CETe MR MALIE (actinic
keratosis) DIFHEHA Metvixia (ZxF9 5 2004 4E 7 H 27 B A OFF NS C ek M
JERRFE AT o7,

— 5 Metvixia OFFAILARMIC. ALA ¥EEEHS (aminolevulinic hydrochloride) ZH %Rk &
L CETIERAILIEIRERITH 5 Levulan (ST DIRITEFRIDFLE L7=DS, 267 BEEFm
MAL HEREH I Levulan DFZNES T D ALA $EEEE D X F VT AT LGS T 5
DT oIz, R FITEIZ I MAL 23 AN ALA £ 0 B K Ol O AR RE L k9~ 2 i3 e
K OERIRRRE (target tissue) I T D ERIPEICENL TV D LB I TV,

(=) HIk

PhotoCure D 1E#EHRIAE R 35125t L USPTO 1%, 35 U.S.C. §156(f) (2) > TH&hEkS
(active ingredient)] % FDA #F 7] % 527 7= 85 (product) @ [TEMEERSY (active
moiety)®] ZEMT 5 LRI D& T, ZHT ALA HEEEYE & MAL YEEsHE 238\ CIA

DB, FHENIER 2GS 20704 A, i = 2T VL OIZREIZ S 5 12475 L7
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—TH DD, Metvixia OFF IR AOFF IS 72 5 FTIERBENRO LR EIRE
L7

ZAUCKE L ECHIPTIE, MAL YRR AR EF ORISR DAL F AL (chemical composition) .
R (patentability) M OVBI&E FDA FF el &2 UG L7 A BT 5 & (1) MAL MEREHE
1% § 156 (f) (2) (A) C FDA §F A S LB 72 H13E (new drug) OAZNICEZHE L, (1i) MAL M
P P Bl 5 1 P 2 RO IR OE e OVl KGR D 728012 § 156 (a) (4) O HIFR AR (regulatory
review period) # T 5D THY | (i) YEOMFHE MAL HEFEHE R IZ OV T §
156 (a) (5) (M IZHUE SN B DR ERIRTE X OMER AT 57200 b D THDH T
. AL R EE DR B2 2 Tl 72 LT % &Il LTz,

F 7=, HOGFEHIFTIE Glaxo OB & O Hoechst O 25| H L. A (drug) IZTFET
BICREDAL B B IR AR NICRE ST 572, MAL Hifeth & ALA HEFH I hEhi&
2 BN R ORI OB 72 & HIEr L7z,

ZHUZKE L USPTO I3 Pfizer OB OfFRR 2 AR S afm L7225, CAFC | X Pfizer o>¥|fi
IFEEHIIAER SN2 T Ar P ORFORELEALIZ L > TEIETE 2008
IR L 2R o7 b DT, JER SNRAFHEO N HIHICE T 2 FR Th o722l &
IRNDS, M OHIBNIBEF RS O ENSGE S LTI Y . 5847 FDA FF ] (full FDA
approval) WL TH Y | Frio LR CREFFPESR S-S IZE b - 72356 b A7
DIEE DN RATRETS &Il L7z D Tid/en & L CHEGEHIFT OHIRICRE LTz,

() i

FHFTX, AT O H D ALA IR %2 5 DEIRF OFEITH )b 57, MAL HEEE o
i S - B (property) . AP (patentability) & ONSEA 72 FDA FFRI N LB 72 S %
R L, MAL SERIE 2 B 0PI 2 I IO R ThH D LFBE LTz,

(4) Purdue Pharma L.P. (USPTO,Mar 2,2017)

() FHIEHHFIH

R, AWK, FL— b, BB LAY EOEERKAIC L SRV EEERITER< (FDA FIFE
http://www. fda. gov/cder/drugsatfda/glossary. htm).

% Glaxo Operations UK Ltd. v. Quigg. 894 F.2d 392,393 (Fed.Cir.1990)

% Hoechst—Roussel. 109 F.3d at 759 n.3 ( “For purposes of patent term extension, this active
ingredient must be present in the drug product when administered.” )

9 Pfigzer Inc. v. Dr.Reddy s Laboratories,Ltd.. 359 F.3d 1361 (Fed.Cir.2004) 7 Lu v OWE
KRR N T La U8 ROV B AN T A m IEIRIEA OFF Al 2 2 CIER RS e = )
Gy BEEANT bu VB~ LA VR S L C ORI N E R SV R HE DN 103 e S,
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Purdue Pharma (% 2010 4F 8 A 24 HfF CHBE S NI KESFFF RE 41, 571 5 ORISR C
HY. BIEHFILIT IV I NVT 4 ACEWETEHOIGERICHE AT 2 FIEIC2NT
DLOTHD, BTHFFONREFHEREITROLEEBY Th D,

(7)) fRFAEKRH

A oRIH L

A method of treating pain in a human patient, comprising administering
buprenorphine transdermally to said human patient by applying a transdermal
delivery system to the skin of a patient, and maintaining said transdermal
delivery system in contact with the patient’s skin for at least 5 days a seven
day dosing interval, said transdermal delivery system maintaining a mean
relative release rate of from about 3 ug/hr to about 86 ug/hr and providing a
substantially first order plasma level increase of buprenorphine from the
initiation of the dosing interval until about 72 hours after the initiation of

the dosing interval; (-:-).

() F=FEBIR

Purdue 17 7' L /v 7 ¢ UM% B Te 8 A Butrans OFFANIZEE-SUVNT 2010 4 8 HIZ
TFRIRIER RS 21T o 72, T 7V V7 ¢ BB & L CE L8Rl
Buprenex (X9 2 S TRF Al D3 FEAE L T2,

(=) USPTO Dk7E

USPTO |33~ 7' L / V7 ¢ % 5 Ep Buprenex (23 A FF A28 35 U.S.C. §156(f) D
EFRTE BT 2 8 (product) (259 2 i M) D pAZERIIRGE UL RIS TOFFRI ThH
%728, Butrans OFFANIZEES W AFHHIRBER FEE ITFF SRV EIRE LTz,

Purdue 1% Photocure D¥[FP AR L. 7L /L7 ¢ UHEFEIT full FDA review 34/
EC, EWBRT TV T g v EEBEERENE S 2D, TV T 4 VIR E ST
Butrans OFF IS W FHI OIE R 2B O R T id e b en s EiR L7,

ZHAUCEE L USPTO 1. 7= & % Photocure @I TiE TMAL (ALA O 25 V) ¥EEEYE | 12
WC, JCICFFR 2 S L= TALA YEfete) & Lbi U CoRME, BRRRME R OV oo SR A

% PhotoCure ASA v. Kappos No. 09-1393 (Fed.Cir.May 10,2010)
N IR G B A & T E IR T AT R R B L A OAINE, eI B#E T 5 2 TOBERHI DWW T ORET
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DEEIRDNE 9 EBINTHEE L TIEREHFEZFE O E LT, 35 U.S.C. §156 I
=3 (drug product) DAEBRMFFE Z 0§25 2 L ZZRL TR LT, EITERINT
2 TOHIE (new drug) 1IBIRDOFF [ & 31T 721 UL 72 572728, Photocure O C
Henm S FE (circumstances) & 35 U.S. C. § 156 DIEAIEEMEIIZAE L 2RV &KW
L7,

() &5

USPTO DIRTEIZ L B & WEET 7L VT ¢ & ETeIa RN U AT R DMFAET
LB, TT VT g I ST IRIRA O FF A HE S T A e A R B B RR
LoNSY A WANTAN

(5) Ortho—McNeil Pharmaceutical Inc. v. Lupin Pharmaceuticals Inc., 603 F3d
1377, 95 USPQ2d1246 (Fed. Cir.2010)

(1) EFHHFHE

1991 4£ 10 H 1 FAS TBER S AU K EPRERFFFFES 5, 053, 407 53 Daiichi Sankyo 23FTA
L. Ortho-McNeil BNEMAEMMELZF->TWVHHEDT, LARATZ7aXH v ROHEA L L
TORBIZONVTOLDOTHY, LARTZ Vit 7 a0 o (S)-Algihk Rk
WIZZAE T 5, 40T FraFORFFERBEIITRRO LB TH D,

(m) fAFGRIH

FERIA 1.

An S(—)-pyridobenzoxazine compound represented by the formula (VI) (--)

A oRIH 4.
A process for treating a patient in need of an antimicrobial therapy which
comprises administering to said patient an antimicrobially effective amount of

an S(—)-pyridobenzoxazine compound represented by the formula (VI) (:-+)

() FEBIFR

LARZ B X v it 7 ad Y o A A TER RPN A R T O T, LR
BX YU EET LT A 1 1996 4EIC FDA #F Rl 2% T -, A7 axd Loy
A OFFFLARNCBEI FDAFF AT 23217 TR Y . 40T R LR 7 ¥ 03712
BEEMTh LA 7 XY v L OHEBREEREWICE LT D bDE -7, Daiichi
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Sankyo (XL /37 A L DFF A HASNT 407 BEHEDIER FE5 21TV, Zicxf LT
USPTO 13 1999 4E1Z 810 H OIEEHM 23D 1=,

(=) Ik

PV v A—H—® Lupin IZ Ortho-McNeil & DIREFFIAT, $gRMEKITTD T
T IEROEFICE B0, LARTZaXx Y U ISR AR LN AT e X o0
T IROENRS THDZ LMD, VAT A U OERLFFNIIERE RO L 725
35 U.S.C. §156(a) (5) (W IZED DEANDFFA[ TN & EIR L7y, HiFEHFT L O
CAFC X Z & HER L C USPTO DIREE KFF LT,

FDA @ New Drug Chemistry EBE D Director Td 5 David Lin i Ei%, FDA IX&TDH
HIZBNT, 7B IREZOHEBGEMEKL XHITE 2B G0 L L, SHEBEMEK
b7 IRL O OFG RN E X TELE—FGRMSE LTI HFo7) LR~
CAFC X ZAUTOWTRR DM &2 LT, SRR L T8 IR Z R AR5 2B A 20
LR L7,

() i
BRHIFT ORI L5 LB EMERITIT B IR E RIS D EHRKY (drug product) TH
D, TNENOIFMMEERBEOREL 720 B2L0TH S,

(6) The Arnold Partnership v. Dudas, 362 F.3d 1338 (Fed. Cir.2004)

(1) EEHFIH

Arnold 1% 1986 4= 5 H 6 A ff CHBER ST KERFFFE 4, 587, 252 5 ORFFFHEE TH Y |
202 WFEFITE Fea R (CUE, 20 KOS 77 a7 = > (UL, EOH) % A8k
& LCETRAR ., KOS LR DR A a5 & OFEFRED 12O T D D ThH
Do 22 FFFFOMREFHRIETITRDO LB TH D,
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(7)) fRFAEKRH

A oRIH 2.

A pharmaceutical composition which comprises hydrocodone or a pharmaceutically
acceptable acid addition salt thereof and ibuprofen or a pharmaceutically
acceptable acid addition salt thereof in amounts that are sufficient to

provide an analgesic effect, (:++).

A oRIH 3.

A process for treating pain in a mammal which comprises administering to the
mammal one part by weight of hydrocodone or a pharmaceutically acceptable acid
addition salt thereof and about 20 to 80 parts by weight of ibuprofen or a

pharmaceutically acceptable salt thereof

() FEEBIR
Arnold IZI A AKFE L Rua Rui A7 a7 = 200 L LTETERA
Vicoprofen [ZDOWTFFA[ 2% F 7%, ZHIZESWTHHHIMEREREE2IT - 72,

(=)

USPTO IZ, {lAf/KFELE Faa Ry E7k hT7 I/ 7=y, TAEDU U728 OEEHA
CLTERLHFAEZFELTEY., A 7707z b2 HMOA4KS L LTEER,
PR AU LTz 7z 8, Vicoprofen ([CXF3 HFF AL 35 U.S.C. §156(a) (5) (A) D
HIOFFAITIER N E DBHNLIEERFEE AR & L,

Arnold X USPTO DR EIZARARZ B LNE Ty, ZAUSK L CHIFEHEIFT & % 72 USPTO
WIEWCRE L. Z 2L EOA IR 2 G EHR T 2 AR & IT—> DAy
EERTL2H50THY ., MOBAMBTHRIZEDOEE MM S b D & B S
FAUEZR B2 Il LT,

Arnold IFEABINZNEECHFAIZREGL CTWRWI EnD, RAIOFFA] & RS 220F
IE2 b4, EB EOERS (drug product) IZTEAHFIEERE L TRERE T, £l %
FHe L L CHIB L CiEe 570y & FE3E L7 (the statute examines a drug product as

a whole and not on a component—by—component basis),

L 7> L CAFC I 7 #Ipr oz [BE L C, 35 U.S.C. §156(f) T lincluding any
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salt or ester of the active ingredient,as a single entity or in combination
with another active ingredien| & W95 HTEOMER . EIKL (drug product) &AL
LCTRAR < B 2 68U UTRUEZ B L, JERAGRO a6 2 HIlT L7221 1Ud7e b
RN JERAGR & ST 72T e L b O DH DN DS A]
ELW D RIEAT - SR TNIER B RV ER LT,

() &5

FHAHFT ORI L D &, “RIEEOA D & & T EA AN OV T ORFFF O 1E e [ 4k
FEEGEZ T 570121, ZFHEOADK S OFO—>THEH, & L CTBEIZHF 2 B
BENTWTIZZR B2,

(7) Pfizer Inc. v. Dr.Reddy’ s Laboratories, LTD. and Dr.Reddy’ s
Laboratories, Inc. . 359 F.3d 1361, 69 USPQ2d 2016 (Fed.Cir.2004)

(1) EFHHFHE

Pfizer % 1986 4= 2 H 25 H {7 THER S AU KEFFFFEE 4, 572, 909 B OFFFFHEF CTH Y |
909 FFFFIZT bw B AMLEY K QTR TFA FTRE R IEIZ DV T H D TH
Do 909 FEFFOMREFEREII TRRO LB Th D,
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(7)) fRFAEKRH

Al RIH 1
A dihydropyridine compound of the formula or a pharmaceutically acceptable

acid addition salt thereof, wherein Y is (-:-)

Al RIE 7.
A compound according to claim 1 wherein R is 2-chlorophenyl or 2, 3—

dichlorophenyl, Rl is CH3,R2 is C2H5,Y is C(CH2)2C and R3 is H or CH3

FhoRIA 8.
A compound according to claim 7 wherein R is 2-chlorophenyl and R3 is H. (7 .A

ooE )

() H 52 BAAR

Pfizer IXFDAIZT L P E U DORUNBE K O~ LA CBEIZET D BKRRBRT — 4 %
L2, FEOED S b7 An Ve UV EER] & LTRSS D 025 L
TWelm®, 2 EEieESK AL Norvase 12kt L TR &5 T 7=, Plizer (X2 HIZES N
TIFRIRER B 24T\, 1,252 A OER M 2580 iz,

Dr. Reddy /& Pfizer 23 FDAIZERHI L72ERI 2RI LT, Toand o~ LA VBEL A
ZhEksy & L CE TSR IC R4 D Paper NDA ZHigE L, Pfizer 1T Z AUk L CREFR
ZAE#e L7, Dr.Reddy IZ Pfizer ORFFFIZH A EEKLOARE Y THHT LI L~
SOV L CO RIS IER SN /DO TH H 035, Dr. Reddy DEEIMITIER S
NIERFHEEZRET 2O TIE TRV E TR L,

(=) g

Hu 5 BOHIFTIE, 35 U.S.C. § 156 (a) (5) (A) I LAVIE, RESEMIIRSE UL MR 0 72 o D5 H)
OFF AL (product) DA, ZHUSKT B HFFHEIFRTNIMAER Sh 28, FFATIEIE
LT AR U SR EAINS E LT D0, FER S AR O DT T 2
UYL LA RIS e & LT,

Pfizer IZZ UK L CRIRZ B LS T, 35 U.S.C. §156(f) TEHE (drug product) I
BB OZEDOHE AT NVETELREEREL TWNDHD, e~ LA VRICEFEL
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7o & LT OIFR N E R SN AFPHEOREICE YT 5 L ER LI,

CAFC X, "y TF + U v 7 A~ (Hatch-Waxman) {5 Bl 22 M OO 28 5842 X - At 0 R 4k
BB SN RO OB T b d 2 & 2 AE L CaEsnic & /e
ZEETESR, TLAu VU YRRV, E v LA VRRIEOETRESTHA
BIET 2P THY | 35 U.S.C. §156(F) DEIK (drug product) (X7 1Y
B U RN DEICEEYS T 5 LIl L7=%, CAFC |X, Abbott Laboratories M5l T % =
3K (drug product) 23 H A7 DI K OV A7 )V % F e & AR L7 5%, FDA 1A 2N A4y
W) HEEIZEI L T lTactive ingredient including any salt or ester of the
active ingredient] (ZI\F DA RS (active ingredient) 1ZIEMEELSY (active
moiety) Z BT 2 & R LY FEMEESY (active moiety) 2 THEE D 5 6 TR EHYE
PEFF>TNDLRFRAF L THY, EhET AT LREIREICT 27201 :Hﬁ%u‘:ﬁ
SRBEIE, FL— M, BEEMR EOLAREIC L ORVFERIIR) L&
Twékwiﬁ%%ﬁféﬁw\%ﬁﬁ%%ﬁkﬁéht%ﬁ%@%ﬁ%?Amyﬁy
NRUVESEINZ OB IRE S D LR L7e 2 SITEHEHEZR > TR LIZb o2 L
77

F£72. 35 U.S.C. §166 (b) IFHER: S AT HFFFHED 20 I HEIH 2 B (product) OFF Al &
T2 HBICORRE SN D & HE (any use approved for the product) L CWAHIZT &
P ZOMICIRET S bDiEAe<, 35 U.S.C. § 156 (F) 1XHELS (product) 23 ZhR4Y
(active ingredient) DK RT AT N EETe L FFRL TCWVDHT-, IR IR
DN SIDIFFAI ST EF OFFE DR RBICHIR E D &y 5 FRITITEH 2 2 & fi)
Wr L7,

() &5

FHFTOPPRIZE D L, T2 P U WERRFORFMEE N T 2ua U8 R VR &
HRhESy & U CE T ERFF IR SWO TR IR Sk 2 s L= 356, B =FN
TP A VR A EDERMLAZER L TH, TR SN TEDREICHEY
T %,

% We conclude that the active ingredient is amlodipine, and that it is the same whether
administered as the besylate salt or the maleate salt. The statutory definition of “drug
product” is met by amlodipine and its salts.

% Abbott Laboratories, Inc. v. Young., 287 U.S. App. D.C. 190,920 F.2d 984, 985-89 (D.C. Cir.
1990)

9% Abbreviated New Drug Application Regulations:Patent and Exclusivity Provisions. 59 Fed. Reg
50, 338, 50, 358 (F.D.A. Oct. 3,1994)

% 21 C.F.R. §314.108(a)
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(8) Unimed, Inc. v. Quigg, 888 F.2d 826 (Fed.Cir.1989)

(1) FFbRyFmH

Unimed |3 KR ERFFFH 3, 668, 224 5 ORFFFHER TH Y. 224 FrFFI delta—9-
tetrahydrocannabinol @ RM(KEZ#EST 2 HIECKHTHHOTH S, 224 FrfFoRFK
FRIEILTRLO & B ThH D,

(7)) fRFAEKRH

FEORIE 1.

A process for preparing a dibenzo—pyran of the formula:

wherein R1 is hydrogen, halogen, or alkyl containing from one to carbon
atoms, comprising treating in an inert aromatic solvent,a compound of the

formula:

wherein X is a halogen and R, is as above,with potassium t—amylate.

() FHEEIR
35 U.S.C. §156(d) () IXEIHKLF T E2ZIT/ZHD 60 BLNICHERYBIER FiEEL
FEHLRTIEI RS20 ERELTWVWS,

‘224 BEF D delta—9-tetrahydrocannabinol X~V 7 7 O —FETH Y . Unimed
Lo E AL S & L CETeERN Marinol (2% L., 1985 4E 5 A 31 HIZ FDA A &5
7. L UMEEA R I RERER D & £ 0 [E CHHIE & HEE (Control led

59




Substances Act) 23 ER T2 BRIEL /7 O BN B T2 TR X N E T35 £ THIE
BICERGET D 2 &R TE o7,

DEA 7% 1986 4F- 5 H 13 HIZFHe = Ji#E %258 T L T Marinol OREEMIRFEM RIEEIZ /R~ 72
14 B, Unimed 31 IR HGE 21T 7228, 2L FDA OEEGFHFRTHND 14
PIERE7=%CThot,

(=) Rk
Marinol &35 O AN FD W= e AR AE R I F512%F L, USPTO I FDA §F 7] H % JLvE
ELTUAEMBE RS CIERBREPE LI To7m e W) BB THEEZ AARE LT,

ZHUTKE L Unimed (X, BEFEMDS DEA DFHt & 2T 5 F CRIENARATRETH > 72
AL FDA & F 72 2 A F8% LT Unimed (i U722 4R#LIZ, 35 U.S.C. §156(d) (1)
THUET 2 60 HORF T DEA DFHEFEH TRITFNUIR LRV EFEEREL, Nk
H LA Crz, i EHIATIE Unimed O F3RICIAE L TERE BREICOWTEAR LR ITIE
72 B 7R &R LT,

L 7> L USPTO OFEFRIZRT L C CAFC 1%, 35 U.S.C. §156(d) (1) KLl FFHHA
(regulatory review period) &1, 35 U.S.C. §156(g) (1) (B) DEFEITHEVY FDCA 1Z X
% FDA OBLHIREHHIE 2 B L T\ 52 £, DEA O Rt S fREICB L TE AL T
722, Unimed OIERHFE X 35 U.S.C. §156(d) (1) DHEICE L LD LT L
7o

F 72 FDA A3, BEIESHIL DEA O Ffe X FEERTICITRE TE RN EWVW S Z 2 Z2RML T
% Unimed |Zi8%0 L7272, 35 U.S.C. §156(d) (1) AAHET S 60 H D FLHFE AL DEA D
FREMEATARTNIEAR SRV E WD Unimed D FIRITH L, Y34 O #EALHIZ DEA
D Ffoe E BERANTILEIE D OIRFEDN AR AIEEIZ & WD 2 & A HBANIEE S8 5 B A FF
DHLDTH-72IZTEF | DEA THREHIME % /5387 2 D% FDA TLEAM K U RIZHES
WTCERMEZFFT 52 & EIEBREA RNV, Unimed DEREZIFAND Z EIFTE
RN EF LT,

() Fs

FHHFT ORI L D & HIREHIRICE T 2EFROBUEIC L D FAT 22T A5 60
A DA I I R B Sk R A2 L T2 672 n e HlET 5 35 U.S. C.

§ 156 (d) (1) DFEFRIZOWTIX, 35 U.S.C. §156(g) (1) (B) ITHLE STV R oDk
AT L0 EIS OPFEEMIRE UIEANRRAEETH o7& LTH, 2L 60 ADEH
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IRZTEWD DB E MIAT S 720,
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%28 HADORKTETHHIMDIERF E

1. ST S5 FF
A . FERANBETF OEE

HARERFFFESS 67 2055 2 THIX, FrarEOFRIMIZ. ZORFFRIDOERICHOVWTE
2MOMEREL B L T 2EROBEIC LD ZDOMONS Th > T, MLy DHR
), TS0 O A COYREASY 2 ITEICAT S IITH Y OB 2 ES 2 b0 & L THES TE
DEILDEZITDHIEDBMETHDLDICEDRFIRHOEREZTHZ ENTERNH
Wb oTob X, 6FEZREL L THRBEKOHBIZCLVIERTHZ LN TE D LH
ELTND,

FAe ] O JE 5 Rk MBI X RS R HED B R S IR RIAE T 2 2 DR 475, Z0 X
ITIRE L TWDDIE, BT, FraFHERR R EA% OMER] & HIAA B O 456 K

. MO RO 6T AT OHER] & BERRE OMHEMIIAERICE S 2D T
b5, “ORIE MMOBIRDEORH LN FEZ T 5720 TH D, HEAAR A SR
ANE AP DIER ATREZRIF 2 R L7256 FRIRIIE R ST E Sz Bl 271
& U CIIRFFFRAICE LIS S W T OIS IR IE R O R L 72 5 Z L1272
D05, OB B ORTRFFFE ISR B 2 2 L TRFFHEOFARIFITE 2512
H D 5T Z ORI IIFBER O RITR BN, A FEHERD 2 L1250
5TH DY,

BERSNIRFERAO 9 b, EREEHEORSE L 720 55K RIIE, FrEs 67
KE2HOBS CEDIMSEZT D 2 EDMERTZDICEMT D LN TERNP-Z
BRGNS 95, FFFIES 67 S5 2 THOBIS CED My E LT (D) TEIRE
FRE) \CHUE SRR 5 88k, RON©2)  TEIRE, EEEHRSOME. 4%
PER O L EVEDORRF BT 28 (LUT TEIEG, ERERSE] L0 o) ICHES
AVTZEHES, RV RS FRAE R A I B4 5 KGR - RAESHE S v T
%0

iU, EEGBEDUIRE ORI S o PRA, A, SOERE IR T 5 R

W FarePrUakl RFEREEM L 2010.3, 929 H
00 PRIREL . AW ESS . BAERSHA AR L CUT MEELE] v,
O KRBT RS 2 45
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ITRFFFMEAE R DXIRIT 72 672012, AR, i J OV SE 8 32 TROE R Th S 1
W UIBIRICEETND L OTIERNWEZD TH D, -, IERBEOBA & 72 5405
ICOWTHIE L TV A ERG, ERESSRSE, KOEREERREZTNENEKETL TH
% EEEMSFEOMER T, B Th D REORE - BAZHHT 5 DT, FREIE,
fi i Jy OIS SE 8 & 3 24T A B IR Z N9 2 b o Tidlenize, LRdiiik, il
e OGS LEE 6T 2 FE IS DU TUIRFFFHE O ffoe I D JE R B8R 3T HAL7R VN,

Flo, ERBEOEA & 72 2032 OWTIRE LT % HARERFFHEMAIT A 2 FBUE
kY, EER, ERERFEOEMAMRO OB, EFSML, AP & OE R
T ORISR BB ORI 2 0 B2,

2013 4 11 A 27 Hicfi Svie TEFEEO —ME2 b T H1EH#] PIck D, BAEER
SR LD X ITE E . TSR 2 RFFFIE IS DU THARE ] I AE & 8k LA
WABEIZ R o 721, 2T TERIFEFREMICH S TOW e BIn FEAERS Lt
SRILEFRE R P S QO oMl S — b 72 E3 7 e LG K 0y (FAE R B ) (2 &
ENHZ Lot

0. SERAREFTEA L BE TED LD DRFSR L OB H A

FeRF R D FEREIZ . A ARDORFFHESR 67 K5 2 HOBG TED DUy & %\T % 2 &M
HEThHoTe LBOOLNDTDITIE, BB TED DLW E=ITH I L1 Lo TEIENfEER
ENTATE ERRPRHAOER WORHATHHGE. TOMEEET D174 E) ICEH
FTHEINRT UL 7RV, FBEEIEL, MER R HEOF AR ORFFHIA O £l
I CED DU EZT D ERMETHS T2 EBD LR WA, EfEE L2
LT B 71,

FIWT SRR ORI L > TRy Sh b,

(DWEREIIE, FERSNIMERS 2T T2 T 5, Ok, Wiz =)

R L LTRSS TV L LThH, ZAUTHT 2 AR & Frfaf ka2
SN EIET 5, WERFIIHREIRE LRWd, 5 ORR L 2o R

02 AOKERFF - R REAILYE (2015, 9. LRTHIO T55 IX 80 FFerbEDFREMIRI OER: ) 3.1.1(5)

0 EEFIREO 2 GOE T DIER) IS X VIERATS [HEE) o TERN, EREEGEOME,
AINE R OV P ERER S IC B 2 15 ICdhr

O — RV A NS PERIFEATT, 125 3 it 5 0D R O A7 T ] O BB R B el E S OV D D FE Y I
B3 o AR AN RIS & (M A AN TN PERIFZERT, [ 3K i 55 O RF R O 7o 101 R AE R Bk bl 2 & ¢
DOIEFERBUZ BT 2 AN e S E) . 2015.2, 456 H

O RFRHER 6T RO 3H L HH L
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FRE L7220V,

Q)BT RSN ROCHGBE ., WD a2 TR OGRS 5,

(3) BUEFE B I IR R ICGEE SN -EETE LN & Wy 52T oW % Lhik
T 5, ZORE, BHEREROLEITE T, A5 OB HERBRE I TV THLEDOH®RIE

FEHETER LW EAFAITH D,

(4) BFFE I RFRF A R FEH I CRLd S T LA oy & 52 10 T2 () & bele 9= %1,

N, BEEEAE]

R FFHE D At AE R B Gk M RE D56 52 & 7 2 RFRF R OB B9~ 2 2B R D
LBV THD,

(1) JE R B R MO A & AN IR H S 1995-18931 5 M OV 1995-18932 5+
- FHEIEOW)y %2 T T2 B OB MR DK TH D56, 2O X 5 ek
FREESREPI SR SN A LEFNED -0, ERBRGE RO -5

HARERFF745 1444043 1% [PYRIDOBENZOXAZINE DERIVATIVE] % 3&BADAHR & 3 % Kaf
T, BRI REAEN LR 7 axY 2 (levofloxacin) (1/2H:0) ToH 0 (L&MW 0
(S)- (=) 9-Fluoro—3-methyl-10- (4—methyl-1-piperazinyl) -7-oxo-2, 3— dihydro-7H-
pyridol[l, 2, 3—de] [1, 4] benzoxazine—6-carboxilic acid * 1/2H,0 TH A EZI S T &l
PRt LIRERIES 14 486 1 HOPFTE DERE ST 7z, T O, FFarE# 13 itk
BT EE D W THFFFHEA R I E RS R O R L T2,

WZxt L B ARDORFFTFEAEEIL TERELE U ORREZ T AR T L A7 e x4
TV 1/2 KR (1/2H:0) TH Y | ZAVIARPERFRF O R FaiR#EPHICRER S iz 9-
Fluoro—3-methyl-10- (4-methyl-1-piperazinyl) —-7-oxo—2, 3-dihydro—7H-pyrido[1l, 2, 3-
del[1, 4]benzoxazine—6—carboxilic acid XL ONZFDMEIZEEND ERO LI
A O RFF B O FEHEIZ B AR DFFFFIEE 67 55 2 HOMATHS CEWD D0y 5T Db
ERHD | LITEO LRV E WD B TS E LT,

T AT R URFRFMEE 3R FFIT D FERE R E 2 AR & L C AR D RFFFEH B HEAE AL E (o6

O RERFITAL S A A TR AAES, 2007 RSB NIE M E. [ AARORTFHEFRINM & TR

B,

2007. 12, 17-18 B
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TORREFH 2R LTz, B ARORFFH B IIAMFORFFRHOMEFIC LR T v x4
UL/ 2 KF T B BRI R REE N e o T2 & LT H D) BRFRA OB O
RBO—FETHLKIE L TS EEENFELHDOT, 2) LARTrX Yo 0 1/2 K
DINEEIIAKFIIIZ K > THID TR SNI- O T2 < FraP R OBIEICREH S LR
7aX YT UICERL TSI EABHBE LT, LART7aXxtr 1/2 Ko FEhans
LARZB XU OEBTIERNE TSRV EHB Lz, L > T, AIEFREFRHA
DERED T2 DI HARDRFFFES 67 5258 2 HOKS TED T %521 5 ERRD b
L% &L, A E 2 T 18 U ORI B O E e M e R Sk 2 38 D 72,

(%) LROFR EHL L 2FR T, ERBREIEA A E NIRE I 1994-2145 75 L OVE
RSB AR S 1994-10091 538 5, MERBGAEMAEE A IREEHE 1994~
2145 &% l1- B -D-arabinofuranosyl—-cytosine—5" —phosphoric alkyl ester] (Zx/d
% HAREFRFFFE 1097041 FI2BW T, — KT 2 KGRI DU TR R KT
ERBINTORD o TmARRFFFOIER B SR A RO T=, Fo, IERBEIEMEE N IRE
HIEE 1994-10091 Bix ENEEDOILEWTH D 27 7 a 2RV A& 23F5RIEIC
FLH STV D AARESRFFFS 1405127 5123t L, &7 7 v AR Y IR & A 505y
ELCEHDERMICHT HABICE SV TUEE R A RO T,

(2) JE R B R MO A E AR 2002-17395 572\ L& 2002-17397 %=
~ ERBOKRRE 72 > 128 & FEFR A O FRER &M IR S LB DR —ME % |
ZTOREEETIT AL, FEORFE—MOAMEI LV I U CERBREREZ2 B I-FH

HARERFZESE 1221784 50 THHL— Y 2o <1 > (erythromycin) A F5EMA K& O il
EEE &) Z2RHOLTRE T 257 C. FriflEF LR EN R EShc= ) Zn~
AT UIKFE GRS E L TETEIRMICOWTEREESR 14 55 1 HTE OAR
2T, E0%, FREFHEE T LR OAGRICE S W CHEEFHETE R IR e R o5 e R A L
7o

ZHUCK L AARORFFIT R R TR ORF TG RHEPHE 1 I GLH S fufe N-
methyl-11-aza—10-deoxo—10-dihydro erythromycin A & 3K L#m AIZ X9 5 AR DXL
ERROTAS Th DT 2~ A ¥ U KRFITFENTE OB O LARELE S #72
STWBH DR CARETZ L BT LTcid o TRIFOREFFRI O FEHilZ A AROK:
FRES 67 55 2 HOMEAT R CED DAZ 22T DB H D LITRD RV L
OBl CHEMEEE LY LT,

T AT URFRFMEE 3R RFIT DFERE R E 2 Rk & LT B AR D RFFFEH B FEAE A E (o6

65



TORRFHZTRE Lz, AARORFFFH BRI RO 20~ A v AZD
W, REFPRE ] O BT RR 2 72 SEARBLE TR SN ERINFAE L. YiFrro HFE
BICHL LIEH L O], REPR L2 TH-7Z EBBIOBEEHZ BN TE Y . AR
BlE= ) 2m~A 2 A ZFEHT L TEDARDNARRLE I B A 5 2 W ilE TR 4
% CHE ST/ E OB M) BRI GALE WY & ARIERTFR UL G O IR — P33R
D HIVD WL, FEHAE 2 B 1 L CARIFRERTF R B O TER A R ARGk A 7R 72,

(2%E) LRLOHF R &I R E AN ARE I 2001-9649 5 DR 2 FLETd 2 4278
b5, AL TIRETTHE R OFENEOTER AT A 24 7 4 K (eicosanoid) K TNZ DFFE
K] ZFHOLIE T 5 HAKRERZE 1870577 S 257 5 B B/ A E R IRE N T
b, AR D EE SIS U, B ARORFTHA B XA Rraras ki
(ZREH S NTALEW L AKRBORGIZ 2 > T ARy T % 7 71 A |k (latanoprost) (3
HEEAGOFEENDH Y, MHEITRR>TND WS HENSIERETELY Lz, FrirkE
FITTHICARIRZ I LSL TR, HARORFFFEH A S £ 7R UHLHE 2 b I R Bk A
ERIRFEHIFE R 2 FEA LT,

HIE R B SR FE A A B AN IR 2002-17395 272\ L 2002-17397 B & Ik B ERE A
RERFHIEE 2001-9649 5 DLl b 13, AKBORIT/e - T ALEW L FFFRIULE O
[ —PEX, FEOR-MERBDONLD0MNE S %k b o THIBTT 203, (bR S
G IEEEN R ERD RN E N Z LNy D,

(3) JE R B R HEHA A & AR HIEE 1999-11343 B MK OV 1999-14286 5+
- EIESLOBIE I SN DWW TORFFRIFIIERE RGO R RITFEY L & f)
W L 7= 254

H AREFRFFFE 1927310 S EIBUARLE D 72 O OFHL R cDNA IZDONTDOHDTH
5. FFFHER T o 5 NSRS AR TR 2 BRI ER (granulocyte) =2 v = —Hfilli A+~
TohdL /7T AF A (lenograstim) Z A ZNA T & L TCEHTEIRMIC OV TIRFIES 14
50 1 HPTE DR EZ T 2%, ERLOAGRIZHEDW T A ARERFFH 1927310 Fl2xtd
D Ife I AE R Bk R 22 U 7,

ZAUCHT UCHERFT IR, RERFRIASS 1927310 ik an =—fi3K &2 a—F 4 7T 5
cDNA, cDNA Z & AT 242 N7 Z — R OGELY O 2 N7 Z —I1Z L > COREIEM S
TR BET 2 b O TH Y, FFIEORKR L 2T 7ot RITFFFF RIS 1927310 750 cDNA
AR L TRE SN B s A A ERR 2 n = —RIMIA - TH D Z L b HRZFrT
FE DO FEREIZ BT HAROFFFHES 67 5 2 HOME T8 CED D %% 5 BN H
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2 EITRD BN LU D B THE R B Gk R A fHE L 7z,

FEFPHER 1 XRFEFIT O 2 IR & U C H AR ORFFHH B ICHE BB S E o x4 5 R
MR 2 328 Uiz, L LARRRFRRHI BT D IER B GROHLR & 72 £ FIEFTE OB 5
(TESFE S T dH > TER LS OREL O AEFEIRTEIZ N 2 KIS RN bDTH Y | 2) Fi7F
{55 67 20 355 1 IS 1 5 CHUET 2 [ DORFFFIEI O SN IS RrHERS 67 555 2 THO
A TED DUy 2T 2 E R HoT-] LBOLNLITIE, Yl & bRFFREIICS
WTRFFFIES 2 RICER SN FEM R I THRFEOBIHIR R Th 5 EHEM & L Tofl
Ma@ZLbORRTUTR BN EBUR L, RS ORI LI,

2. R DA L 72 BEF A Oy
4. BETED NS

R DAL, ORFFRI O ERIZ OW TR M OMRE L BRIV & T 21E#D
BUEIZ L DFF A2 DML T - TYHEA O BRY, FheEEnr b AT UL 2 RIS
IO 2R ZE ST 200 L LTEHASTED D L ZAICHESE | IERBEHRIC
IVERTHLENTEDY,

DU O B, FHEED D AT YA E AT 5 IS A ET 5 b
D) S BUEHATHIF OBIBIC £ > T EAT 5 OICRMIM 2 Z LI & & THF
FHERA IS 5 b O TIa7R < Z OISO A% RS R T 5 2 00 S H 2 R 2 2
T2 b O THIFEOERUAM OER BRI GITT 5 £\ 5 MUE & DIREC L1z b0
THD",

[ RVEOMREZ B L T 21 EROBEIZ L 2FF 2 Oy OFEFIX B RO R
BT 2 RICEARICHES N TEY . ROLBY TH 5D,

(1) TERFEEAKEE] (1948 FRIEMREE 82 75) 3 2 o8 1 HO Bk (RISREH b HO B ek 2 B
). [FHEE 6 4 245 1 H (FNER 15 50 28 6 HICBWTHERT 2 5HA 2 8T) DA
B DOXER K ONERES 16 500 2 55 1 OB (FISRE 6 HICB W THERT HEIESE 2 &5
5 HDOFRERZ FR<) .

(2)  TEHES, ERFEREE] (1960 FIEMRS 145 %) 5 14 5550 1 HTHIET D EH
(BT B[R CHHOARR, [FASEE 9 (FAEH 195D 2 FH 5 HICB W CHEHNT 256425
Te) DK ONFIES 19 40 2 55 1 THOKR.

07 H R [EF RIS 67 555 2 T
8 Fg e HUapl FFEFEEM 1, 2010.3, 929-930 H
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(3) TEFEm, EREGREE] B 235802058 | HTHET 242 HEZE LI
BT 2R CHHOAGE, WSS 11 H(FEFE 23 02 O 17T H 5 HIZBWTHERT 56 %
Ete) DAGRKLONENES 23 O 2 O 17 5 1 HO AR,

(4)  TEIEG, EREGEETE] 523 50 2 0 23 5 1 HITHIE T 2 IR5 2 = 512
B9~ % [A] UTH O RBGE M ONFISRE 6 THOFRRE,

(5) TEIES, EFREREE] 5 23540 25 5 1 HOAR (FES 23 520 26 55 5 HD
FFHICE D S [RNESE 23 50 25 35 1 THOARZBR<) . [FIES 23 52 25 5 9 HH (FNES
23 kD 3T E S HIZBWTHEMNT 25625 T) OKR KL OENES 23 =D 37 5 1 HOK
R (FISRE b5 HIZH W CHER T 2 RES 23 50 26 5 5 THO AFHIZ S S [AIES 23 =D
3T 1 HOARAEFRL)

FRMATAOEICL Y, BEMEOHSRSZ BH & T 2IEROHEIC L 277 Al 2 Ot

FICBWTESELTEDLNTWD O, BIE TR, ERERSE KO TR
ML &L IEFITIRERTE, 0 95 BEERIT KRSy DFFFTHE D (7 A & ok
MFAOBRM & 72 2000 1% TR, EEREERSE) 1Ty Tchy | TEER, &
RS IS IKGRD O b B & G T RIS O BUE KGR, B KGR K O
EHEKBETH D',

20134 11 H 27 BT STz THEFEESEO -T2 8ET kM4 IC XL BAERSHR
SRS LWL RO ICHUE SHL, SIS K 0 AR RS O 5 TS, [ 5k
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DRGEL IR o T EIRMFUL, BENGEND EEBEZXONHFRELRE L, ZDOF5KHE
DOFEAREEFIH & EHE GO AR E TR OB EE TG SN FH A 2 2 T
B0, LTIy DORG & e o T R ST IE DS Y343 RIS 0% D FE B O 58 B AR
EFHOETEMZTND I EZMP L2 T e b, BRI RO R GREIC TR
BWHBEIZOWTERBEEN TV RN L b | RO OXIR & 7o 7o 3R 5 12 B
THREPBEFEAMHZ TVD Z IO T, B OBICIRE L8R 2 Fv it
B %, 4) 5647 3B T AT IR SIZ DUV T DMLY (SEFTRSY) DXEER & 72 o 12 [E 3 K
D BUEIR T AT REF O BITE - B, RISy D x5 & e o T BRI H O BEIRTE U,
BIEOBE - A Z DT LeWT & AT 572012, AL A E - T 5 Jef Tl
Oy L HERBRERHBE DX G2 & 7 o oLy & Bt LT S TV ORI & 7 o T E SR S O
BUEIRTE UL, RO R « B ARy D% G & e o T2 EIRHOBIEIRTE XL, &
FoRE - AZAE LI & EF LA udie s s,

FROBSTED DU 2% T 5 ENVETH - -2 DI RAOE 255 2 L2
TE oM Z2RTERNIRDO EEBY THDH, H o, ALY EZTHICEST-f%
BICHE L CEERFELOZO HAHZOWTHAT S, —oHIC, BFRHOERZ T 5
ZEBNTERDS TR OV TR 2521 5 2 & BB T dH o 72 12 DI TR
DFEHiz T 5 T LN TERD S TR ORI AT L2 T Hid7e 6720,

FROFTHNEZ R T H7200&EE LTE, FFFAame . ERLEOLAITARED
B L, IBREEREOT L, RS EZIT D100 BB a s LA 2R 2 &
MTELER AGREF - 72 T 0 155 RMEICB NI H ORLEDO B 2 KB R T Z
LINTELDERRENR DD, o, BEOGGIIBREEDT L, Lt BROKEED
B L., AL EZT D70 BB A LI- A 2R3 2 LN TE 588 Beks
Ho T2 SUTFN D 15 5 IRMEIC I LI H DEe D B 2 BB R T Z LN TE 2GR 2 &
&5,

UOROKERRRT - RATIREELLE [ X SiPEOAR IR OER ) 2.4
O RORERFRY - RATIRFELLE 9 IXE SirEOFm M OER ) 2.4
1O RARERERT - ERAFREELE T X RO AR OER ) 2.4
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ERAR GO RN - 1o & 1T, HEEEENHEE T D7, ERBED H D £ TIE, Fmei
FHIIER SN2 bD L i S D™, Fio, frmeiFBER BEHBEESIZH S W56,
H 67T R0 2 1 HA SITHIT 2 FH L T, £ ORERBRGEHRAR 5 & OHFR A D3RR A
WCHBR S, o, FEFFEOFERIIM O TR 6 » A ORTH £ TIZBS TED DML
BT ENTERVERAEN, B 6758020 28 | TUIHE S 7 EHil S 2
Sl x b, FEA SICHE SN FEN AR S DY,

ot 91 A0E = B0 ik D HHIREL S DU T RrdF I8 B OO S M L2 R FFIE SR 67 2R 2 THO B TE W
DIy a5 T D T ENMETH -T2 LB DRV E . RS XIXZ ORI M
SERtiME, BRIk A DI H EMAE A D DIRFRHES 67 R 2 HOBS TED L &
ZTTWRWEE, IER 2 KD 2 WA E ORI L Efi S 5 2 &N TE 2eh - 7R
ZHATWDGE, HBAD YRS TRWGE. Rt LA TH 2 RrdthE D17t
IS R D OB IFE D 5 b O —EOEDH 2 HEEAIZ L THRE L2583,
FAEIXZOHBIC LTS 2 FOREL LRTIUTR 50, FAE IIEEAE
P DBE. AERABGRO RIS U CHEAEEL R 2@k L, Y o824 E L TERE
T RRAY =3 I AN D W E O R N A

BRI, B IE RSO HREIC O OWTHEHEOBH 2R LAV L &3, TR
Bk T REEOREE LRTHER SRV, BHROERIMOERBRET &5
DETE IFR DR b DML, FFFHEOTFHIMZIER Lz s WO BERET 5%, k)
IRRERD B DL, (1) FFFHER O R4 SUIAFR KON, AEFTXUTERT, Q) Frf . (3)
P HE D TERE I O IE R B SR HFEO B/ 5 R OYEH B, (IERBEOEA B, (5) TR OB
[, (6) BERFIESS 67 40745 2 THO B TIEW B ALy DN & BN RITHBHE L 22 g b
TR,

b. ERHAM DR EF L

1. EBRZZTHIENTELHH

147

148

149

150

151

152

153

HAERFFFES 67 520 2 55 5 11
A ARERESRS 67 520 2 55 6 10
HARERFFESS 67 52D 2 D 2 55 318
HAERFFFES 67 520 355 1 11
A ARERER 67 52D 355 2 10
A ARERFESS 67 520 355 310
HARIERFRHES 67 2D 3 55 4 1
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FER B GKDFRD BN DRI 2 £ 5 2 E N TE R 72 ™E, RBRICZE L2
[A] & AL55 D HFE D DALy 2 52 T To R £ TO MM 2 G 7o IR T, RraFHE o s Bk H 2L
MO ZBWT 5, FratBMEFERT 52 LR TE R THIMO 9 bR 5 FI2o0
T D BRI DAL K X5 85375 nIRE T %'

o, HFFRAEERT L LR TERP MO ESE

FrPEM 2295 2 L3 TE R o LB ORI, RSO SE IR R R 2 B 46
L7cH, UIRFFERERIR A O O LOWVWTAPBNT O R ZER L, BROGEIIMLE
W% 2R LT ZRREE R 2 Bdh L7 B SUIRFFFERUE R H O O OV BN
TORZEERT 5, WARRERZG L HIE, IRBREEEHE 2R L72SE1I3z o
. TOMOGEITITERERE 2 SRR EIE L2 B 23, BRI 5 BR
AR O O BRTERRRBIIEIT. EIELOFMS Th 2L E OfA MM 2 i FER 5
THWIM & LToME2m < osiin® cF o /MBI & RS20
T b7 b9 ERMKREX T D 2 LITEBEICER LICRBRIIRZ LBET L2 2 &3
TERWVWEWIHEAT, FFFEMALERT 5 2 LN TS o LHIRICE £ 720,

FrFF R & T 5 2 & 3T & 72 o T WM ORI/ FR SRR R H I RE LTz
H. TROLHFEENPBETINE THL XL TH LGRS RECES»NZHORTH TH
51, PERDBEA TR TIIAREFD BRI > Ty, FmBHIFTOHRIZ LY
BUEDOHED L O ICHIE STz, BTH Z#& TR TT 201%, BHNEICHES < TR R
DMEER S D A AVEKRSUTBEDRFHEEICEE LA TH L0 TH D,

AARDEG G, IERHIH O FERIZAAE LV, IRRFFHE BIZIE 2 RO FIRUEDSFEL
723, 2000 FEEED HFRD S FIRAEN U S, IRRFFHE T O EZEIZIB W T O RFF
HFED OB DO FETEFE Tidd 2 REOHM 2 ET D DOICEIRMER T 2EE T 5013
FHECRIT TR Y . £ OREORFFHIF ORE THIUIHERNH O & D il THE A
RBIF72 < 2HEU T ORERBEFOHEE THEET 2 L aIFEEAEPEANT 22 80

B2 2 RO FRAZBE L TWe, LU, Bl RE808 & M+ 2 I B O SRR

RENVLET, B TOEHAZERT D 2 LR TERDPSIGEITIINEREE &+
NG 5 Z ENTERWEBZARH D & L, 2 RO T IREUE M S iz,

R OR[ERFRIE SR 67 555 2 1]

95 HOREFFFEE 67T 550 25 1 THE 3 5

B Fg e Ua Rl RFREFREM 1, 2010.3, 1016 H

TR RERFRF - FHREARE T8 X RO AR OIEE ) 3. 1.3

S BEEFIT LS A Ay TSR AARTS, 2007 4R R IRB AR WA . [ H ARORFHETF iR & &l
BEE]. 2007.12. 9 H
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N, BRI

SERMIMORETECOWTOERELMGNIRD LB Th D,

(1) Jen B PE v S BRI TRk 20 42 (17 77) 35 10486 75
- SMETIT b BRI 23 B AREN T ORFHEATIRE R OBHIcER I b5 72
O DB 2 R L T-#41

A A ERFFES 1659502 B3R O4 % T8 ) RV FF DU FEk) L L, K5
FIIH - ERASHETH D, FFEE I 3KGEOd g e LR 7 n X
(levofloxacin) IZ4FE L, FEIESE 14 5B T HTEDAREZ T -, ST LD
FRUCEE S W THER B ER O MR Z ATV, FEFFIT O AR XA &8 ik HHFE 73 B gk B2 %
WL TWAB LML, 44F 11 #» H 7 BOBIRICSR U CREEBREREZIE LT,

AIFRER BRI L, ~ A T RS AT B AR ORI BITIE RS2 3 1) & 5
RUTz, FHFHE ORNTRFES I TERSEME TH D 4411 » A 7 HIZKETO
R AR RRBRHI & A AEN CORKRRBHIMZ G/ LR TH 5 & FilR L, BRI
(. OKE T ORGARFRE I XA R TR 3 2 KIE O B ZEHitE#H Johnson & Johnson O

2t T&H D The R W. Johnson Pharmaceutical Research Institute 23K[ETIT-o7-,
N=V U UPEXIEE Y A n v AV MM RERE T K 2 5 B Ao 51T L 7 BRER I
ThHY ., AARTOEKREBRIINIL A AREN TORERFFOIE RS L 2 AR
HHTHDEFERL,

TS LR B ISR S R T 5, T A 2 e TERho BB 5 Bk
[ C O BB BT DV T, AR 00 K [ B PR BB 52t 5% SB M fe PR 3R & S L 72
BMIZAARTOARD- O TR KETL DA T EICRE T DRI 2 &R 2321
HIDDBNT —ZHERTH -T2 b, FEARIFICET 5 KETOEKRRZ
A AT o =I5 0 5 (i A) AR W 23556 121E B AR O IR A F7 8148 o124 312 S AiTAH A
ETLHZEN—THDLIZE b LT ., TOEFHRDMTON R hoTe Z bl L2
HIZ, SNEBETHZ LI TES, AR TOEKRBRYFEIC OV TS E AT O
TEXERH LIBEOHIFIC OV TOMERMM E L TCRET DI ENTEL L ML, L
Do TR U AR 755 1659502 512 %9 2 17465 1 B AT 52 B0 B2 8 LS AR - R 27 7%
HZFEHTHZENTERPSTEHMTHL 246 A5 BABA TREBEINTZHDOTHD
ST L. R OFER AR L ORI R O R B8 A BN T %0 A LT,
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FFFHER 1T 2N A R E & U CHIpE S S B AT I B RR R IR I k3 2 R BUH R 7L & 42
L L7225, FIROPE M ECHIAT & £ 72 R HI B L IR U B CHFFHER OREREZFEAI L
776

(2) T BCHIFT TR 10 4 (T B) 5 43 75 L OV 44 75
- RERFRM A FEMT D Z LN TE Ao T I O & o T S

HARERFEFES 1501778 B IXFH DL A THHA U ~_7F R (polypeptide) #H. & Dk
Ttk DR Y XTF K (polypeptide) A ZLEFAMBM X O DMK &L, Frithé
BV FAGC Th D, FrathEE 13 B ARERFFE 1501778 SRR 2 EER Y~ R A X
7 (sandostatin) (Zxt L, SFVEFTEDEEKLIAKR L Z T 72, ERROEBIZHESN
TR IIARIERFF ORRERIR A N ORKREOEELZ T HORNTH ETOHMTH 2
212 BIZHOWT, AR EMT 2 2 e N TERhoTo & L, EREHKO HEL
L7z,

T AT LHFRFIT O A [ IRFRFES D RFRF R 2 42 2 L 3 TE o I B ofk
W3R EORIELZ T2 A ORTA TER < ARFICEHEH SN IR H TRARTITR S
IR EHIE L ARRER RGO SE K RS I N ER ATRE e B 2 i L T d &)
BLER CHE RGO R Z4EHE L7c, ZAUTsh URFFHER 13RI E B LS T2y, HEarasH)
B R OMBIME S S HCHET S F 7[R CELH 2 bR iFER OFF R 2 A LT,

FrfHEE X2 LT RS L, mmBHIPn I IBRHER 67T RO 3 F 1 HB 4 5T D

(RRFIEH A T2 2 L3 TE o T FEERIZOWTIIAREZIT 5720
W72 2 iR U 72 A SUTRFFHE DR E R IR D B O 5 LT IEN T O A 2 bR E
WHFEEICBEIES D Z LIS XV O HFEA LT B ORTR £ TOHIM & RS e
T2 B EHPR LT R 2 U0 18 L OARIRRFRTF OB R B 28 0 7o,
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[ B8 845l

(1) FEF B R M B R AR 1995-18931 B F OV 1995-18932 &+

() FHFEFIH

H AR ERFFFE 1444043 51 TPYRIDOBENZOXAZINE DERIVATIVE] % 3HDLFS &3 2 KFF

T, 19874F 1 H 23 HICHIE S, 1988 4F 6 H 8 HITRER S LIz,

() FRFEGHRIE

FhoRIA 1.
9-Fluoro—3-methyl—-10- (4-methyl-1-piperazinyl) -7-oxo-2, 3—-dihydro—7H-pyridol[1, 2, 3—
de] [1, 4]benzoxazine—6-carboxilic acid } NE D

() F2ER

FERPHERT 12 1993 4F 10 A 1 HAF T, — AN LA 7 r¥4 2 (levofloxacin) TIL& ¥4
23 (S) - (=) 9-Fluoro—3-methyl-10- (4—methyl-1-piperazinyl) -7-oxo—2, 3—dihydro—7H-
pyrido[1, 2, 3-de] [1, 4]1benzoxazine—6-carboxilic acid * 1/2H.0 T& B EH KD & & ielE
ST UEEFIES 14 &5 1 HPTEDRRB A= T T2, T O%, RS 13 LR &GRS
F SV TARMERFRFES 1444043 S22 AARDORFFFES 67 D 2 FTE O FRi I FAER 5
RO HREZ LT,

(=) Fik

ZAUSK URFITIE TESRL & U ORRBEZ T 2 ARINE LA 7 m 42 1/2 KFd)
(1/21,0) TH Y | ZAUIALERIRF O Rrafan KEPHICFo# S 4172 9-Fluoru-3-methyl-10- (4~
methyl-1-piperazinyl)-7-oxo—2, 3—-dihydro—7H-pyrido[1, 2, 3—de] [1, 4]benzoxazine—6-
carboxilic acid RO EDHIZEHEENDL LRBODL Z LI TE R, LD > T, AKIUEFF
RO EREIZ A ARDRFFTFHEL 67 25 2 HOMAITH TED DU 22 T HME R DD LI
PO HIIRN] LS B D B IR B ER O HE A fEAE L 7=,

TS KE URFRFHER (TR R THEAE DL E 2 AR & L T A AR DORFEH B IR E T 5
AHREH IR Lc, AARORFFFHBIAMRFFREHOMMEFC LR 7 nFd 0 1/2
IKFINZ RS 2 BARBIZRFEH A o 72 L LTH . D RFFFRERHOILEM DIFIERRE D —H
THLKIME LTS EZENGED 2 &, 2) LA T B X2 1/2 KW OREEITKMN
W LD WO TR SNIZO TR KPR OBMEICRE S AT LR 7 nfd il
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BEERLTNWDEWIEMNG, LART7aXHo 12 KROERNP VA7 X o0
T TIERVEIEFE 2V &l Lz, Lo T, AR O MO 72512 H AR E
RFFFESS 67 5R5E 2 HOBIR CED Ty 25T 2 MEENRO HiLD &Ik L, HEfEdE
Z Y I U TR 36 0 O Trfse 0 I kgt 2 7R 72,

() i it
AFEAEA E AR TR OB DI, HARTIIAR S BRSO GRS 035K T
HOHE. O LD KB RFEFEAOALEMOFRIBICZ TN LT L0 2L
W%,

(2) FEE B SR F RIS 2002-17395 B2 L& 2002-17397 &

() EFEHHIHE

HARER S 1221784 B1% THH— Y 2o <A 2 (erythromycin) A FHEAK L NF O flsg
HEERE] ZREAOLHETHHZFC, 19814 11 H 27 HICHFES L, 1984 4E7 H 26 H

B S NT,

(7)) AREGHRIH

FEORIE 1.

N-methyl-11-aza—10-deoxo—10—-dihydro erythromycin A

() FEBR

FERTHER 13T IRBLE VRFE STz U A m~ o & RF & A RR Gy &3 5 B IS5 L
HANEE 14 K | HFTEO KR E Z T 1o, T O%, FraPhes 13 LR O&RIZE S\ TRy
APHEAT T FIAE R BBk 2 L 72,

(=) Fk

TS LRFRFITIE TR O R aFaf R 5 1 BHICFEHE S 7z N-methyl-11-aza—-10-
deoxo-10-dihydro erythromycin A & [EIEFLHAIZKIT AR OXM G/ oTo2 ) A~
A T IRFIIE 3 AL, 5 ALK O 13 (L E I D SARRLE N 78 o TW D T2 O Rl — DA RSy
EERDZEIFITERY, LR > T, AMRFFHH O EMIC B ARERFFES 67 55 2
HORATH CTED DS Z 2T HMEND D LITRD b v ) Bl CHEfEE %
L7z,
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KrAPHER 13 2 ORI ORI E 2 AR & LT H AR OREFFERH BT & 126 5 AR
FHZRE LTz, BARORFFEHBIIAMRFEFRAOT Y 2~ A >0 AT HAREFRFFE
1221784 O HFEH (1981. 11. 27) AR T TICH—{b & & L CTHEERE STz

23, HREREIZ & OSLARFRE O FRRITBI LT, 1) AR I 0 B3 S IR 3G R i
B EICRB SN TV DR EIC L ) RSB OMIZ b B REFEOMNBETOR, S
FALILF U CTH B0 R72 D L REE TR SNTZERBFAE L, 2) HERICBE TS LI
LKAV R L Tho Z EBMOEEHZ BB TWD Z & ZHHIC, VARBLE ORI
—H I D LW FIFL T TILAMR R D LIXE 2 eV EE LTz,

Fo. DARRFFFHEIIT=Y 2~ A v A ZREHZ L TEDOARO SRR &I B % 5
WG TR AR CRIE SN b O T, )RR EAOPMEICIZ= ) Au~v A v
A AR DONARELE & B U2 Z SISkt B ridin &< Az ARURFRFR I & AR5
LB D SARELE OFEITRFE LOMEIZE E T, R 3MLOALEIZ DOV TIEIA H 27254
RRICM 72D LT L7z,

X512, BEABROMBIEH THLETY Au~vf VKO b 2~ i
H &I Merck Index (2 & 0 4540 CHkIZFEHE S V728 0 O NARELE 2 & e &2 Frofb
EWLROBN, 6)IFTY 2w AT ADNKEEEZFZDOEEZ TN LOTH LR
JCe <, T) F ORGEFEITKERFFE 4517359 BIZHR SN TWD 72, AR
DALE T ONARELE OFRFE & BIfRR =) Aa~ A Vv A RRONL IS % Fedl L7
ERRIRC X D L Hlr L7,

L7es o TERRAIGAL W & AR LM ORI FE —ERFED b D LT L, fE
A AE 22 B D 1 U ORI B O A7 W R R B Gk 2 3R 0 72,

(AR) ftiam e ORI A

FREOFRITIEKR ORI G & 7 o ToWE L RFFRE I O RFRT R RFF SRR S Lo LB D TR
—MAEZOXRLBEETHW T 2D TlER<, EEMICHE-MERH D008 5 > THE LT
B, EEOSKEBER RN > TOTHEEMICHE—MERRO b D7 5 IS 0K
AT HIRRRFATAE DA HIFBE R B A TRO D LW D Z L 2R T 2,

(3) EEBFIEMRA EFAREHE 1999-11343 5 K O 1999-14286 &
(1) EFEREFIE
H AERFFSE 1927310 51X 1986 £ 7 H 17 HIZHFE S AU, 1995 #- 4 A 25 HICERER K S

iz, FFFPHEE (TP MR R AL, AR I B A SLE D 72 0 ORI 2
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cDNA IZDONWTDO LD TH 5,

() (RFEGHRIE

FERIE 1
ToOT7T VBFINEa—T 7T LTI E G A ae =—RMIKN 22 —TF
74 7% cDNA (FAE)

() FFEBIR

REFPHERS TP A SERR A AR I T X JERIEK (granulocyte) = m =—RIHRFTHDH L /) 7
7 AF A (lenograstim) Z &Ny & L CHTEIMICT L CIHFVES 14 &5 1 HFTED
EREZ T T2, TDO%., FrarHEF 13 ERROAGRITIE SN T 1998 4F 3 A 3 A AT HARER;
FFH 1927310 STt D IERe IR AE R B Gk O HIfE 2 U 7= GE R B Gk RS 1998-700011

%)O

(=) Fik

UK LRI, FRPR IS 1927310 i an=—RlMK r42 2 —T 4 > 7T 5
cDNA, cDNA Z & H T D4R T Z— R OYZOMBZ N7 Z =T L > TPHE S
AIIZRET 5 b DT, FKEILEORREZZT -5 GIRFFREIE 1927310 %O cDNA % F|H
L CHLE Sl B #H 2 FRIER o o = — IR Ch D72, UL ORrFII 0 FEhii
IZBWT HARERTES 67 5 2HOMITH CTED LU 2 T HNERS D LITRD S
Mg E v S B 7N B JE R ik D HHE 2 4R L 72,

RERPHEE IXR5RTT O Z AR E LT HAROR R BICHE R B EAAAAE (69 5 AR
FHZAEE U, Fratifl AU, DIERBGROBLE & 7 5 IHIEFTE OGRS RILEIR A
TH Y., ERMLI ORI DOEFERFNNIAN NI B RIERNE D TH Y | 2) FIFHER 67 5
D 38 1B 1 SICHET D 12 ORFFFRIAOTMEIZRFFHER 67 K5 2 HOBS TED
DT o ZEBRETH-TZ) LBOLNDTOITITP < & bRFFFEIICHTT S
FERFIEHS 2 SR 3R ST EMHIRE 12 35\ TRIHED BB R Th 2 BIRM OB 25T
LORRF TR SRV ERIR L, 2009 4E 9 A 4 BACREFHER OFHFERETEH LT,

() i M ORI A

Z OFPRITFEFEORHISR T 5 EHM & LT O AN R REH I RE# s n -
B A\ D HFEFIEITKIL LT /KRIC DS W T IER B ek 2380 RIS OBLE S AR & &
i ORGEIHE N SN DT DR L X L CTER ORI Sh 24 %
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PR THL5E. BFEOWEMZZ T 20V ETR LA TERYE S %,

(4) BB EHIFT R 21 £ (T &) 55 326 &

() FEFEH)FIH

HARERFFFH 3134187 513 IR ) 2 A DA TR L T DRFFF T, 1997 423 J 6
HICHIFE S4u, 2000 4 12 A 1 BIZBRGR S iz, AIERFFRINIIRE 52t 5 A0
FEIG L CEEA L LTSNS DT, AR OMEEIESEIR AT H D HREE /L & R DR
BHERANCONTO LD TH D, FraThed 13l HE i TERASHTH D,

(7)) AREGHRIH

FHARIA 1.

D) ARREEZF LB Lo — 2 KOG BB OS2 AT 52880 7 7 U ViR E &K %
Gt pHARTEME DM 2 7RI WA T S - 385 28 A T D% &2 & o il i R Rk
¥

() FEBIR

FRFMER 135 1 BRI W CRaRA /3y — 7 7L & U CHREIESE 14 446 | THPTE
DIKFR SEATRR) 22T 115, & 2 ARIC OV T B IEESE 14 5% 1 HOKREZZ T
Too HATARRAIL2005649 H 30 HTH D, D%, FirtEE IIRITEAR THLE 2 AIE
(2R B KGRI HWN T BRE SR 3134187 21259 A ERe B IE R B dk o HfE %2 L 7=
(R & 243 RS 2005-700090 5+, 2005. 12. 16. ),

(=) 5 IR S OV R

TV LRFFITIE T35 1 AR 2 06 TKRRIC K 0 | ARRFTFR I O R 25y K OV
B« IR AFOEIMIBEICFFAI ST 5, T72b5, [ UEEKMLOE 1 AT 5
FKRPBECAFET D720, BEFr3 W55 3134187 B D EMEIZIW T B ARE LS 67 54 2
HOMITA CED DU EZ T HMERD D EIXRO LR &V HEHEND 2008 4
10 A 21 AfF CHER B ERO HEZ A0 U7, RrarHeE 3R T O E ISR IR E B LAz
T, BAOEKZFHEHE G £ 2R UBE D O IR S A & R IR R 2 A L
77

FEFFMEE 13 A AR DRI B OB A2 AR & U CRIAYIY PE i S B HI T I S BOH R AL 2 f2
e U7c. B PE S S HCHI T3 2009 4F 5 A 29 HIZE R S U7 Rk 20 4F (T77) 5 10460
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FHPRIZ BV THIATS TED TG O3t G & 72 2% Bl TEESOR RG] Tl
<\ THGRBMHE SN BRSOy, T EKOREEIC L > TRIE SN IZIREMN
Ltoﬂwmz\Fn%ﬁﬁﬁwﬁ%totz%miﬁ#%ﬁ%%@&mm%l’ai
AT, 2) FEATHRFANIC K o TEAIEDMREER S 7= R 3E S O BLET 2 70 E IR R 0 32
TATIERL, DRITHFAZZIT 22 LIS K0 ZR I FEER S DT A DA RFFFR I O+
WRIFEHIC B 3. SUTAER PRI O FEMATHICEE T 20T TIERWNZ &b AT
A ORI R R A 2 Fhid 5 Z & ST ARWIERPRIEZ MR T2 DI & 2> 2%
ERIFTHDOEE N Z LT TERV LHBrLz, L7eh-> T, FBlT&ROIEEITAE
DNIE D EIRASH T D HP R ORIV T, BARERFFES 67 548 2 HOMEI T4 T
EDDUSEZITHIERRETHDLENI T EERETE WL, RO F
FIAER B ERATR D DAL T IUTIR B RV W L7z, THUSKE L. FnAYR PE s S Bl
FrdFhEE O R 2 558 L TR B OB 2 L0 iH LT,

H AR ERFFFIT B AR M @ S8R T O HIR 2 AR & U Tl mBepln i BG 248k L7,
B ECHIETIE 2011 45 4 A 28 HICES SR 21 4 (T ) 5 326 B MR CTH RIS K
OIEE « R A CEE IR B e  TRRRBFAE L T, £ ORFFHED EATAOSIFH I
STRWSRATIE SS9 5 AT /ARG A AR ML & L THRTT/KRR %ngu\7t¥?%%§ﬂﬁﬂi_£%%§%%a>
A AT 2 2 LIZTERWEHIBT Lz, 3725 JefTEE S IIAR R 36 B o B i
HIREPHIC R S22V 2 L D SEATARGRDIEIE A RAL & U AR I 0 S M | %%&%
14 5&E 1 HICE2HERTHTF 22T ENUETHST- I EEBETERNZD
PSR LI LR ORI EY TH L LR L, HFTED FEEZFEAL -,

(AR) ftiam e ORI A

YR A FER L LT, AMOA R & E T LWAITE ORFFFICR U TG E R
BDTFES Nz, FTo, AR Z I LT 2011 ARICHF T OB B IEENHIE Sh, EH
DAY B OBNEE + ZhRATAR D A OFFFIIZ & X FADW TR O RIE R I HETS & [RIE L
TWENEZ [HATERSEUIEAT IR 2 455 GEITSY) DOxtge & 7o o - E I
B ORLEIRTE AR OBIE - MAD . ARy ORISR & 72 o T2 EIR O BGER 578 T
BEIEOBE - MAZEZERWEE] IERNARTH D LYIE ST,

(6) X EEHIFTERR 26 4E (fT ) % 356 5
(1) EZEREIH
HOK[ESRFFFE 3398382 Hid T BN MIBEIER 77 > # S=2 b | ZRHOLTRE T DEFFF

T, 1992 4 10 A 28 AWCHFE S, 2003 4E 2 H 14 BICBREERS N, BRI =3
T e Afva—Rb ATy RThHD, RFFFOT & I =2 NI EE 72PN Rz Al B8 5E X
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TMEFEIC LV EETDREBOBRICAMTH L Z L 2Rl e 35,

(1) (R RIH

puliy

SRIE 1.
PLVEGF HUACTH D hVEGF 7 > ¥ A=A N B{RRAEG AT D, BEIRET 272D DM
%4,

p={113

() FFEBIR

R Y =X T 7 A a— R ATy RIZRD4 % RNV~ T || Reskh %
[T RAF ) &3 B0 VEGE HUREIK I O\ T HAOIKIIEL 14 558 1 HFTE DA
Z 2007 -4 H 18 HAF CTxT 7o, HER OEREZ BN L THFEE 4 RFEIHOER
HKFRZ 2009 4F 9 A 18 HITX T 7z, JefT4GRIEL TMhofumH & PP L TR XA~T % 5
mg/kg (IREE) 1% 10 mg/kg ((KE) ORET 2L EOMIEZ BV CEHARERN T2 L %
R L35, BASOIRIOIBRAREZHETT - FFFE O - EIEIRRA (x4 25K
T, BAITAGRIT MboOFEA &P L TR X< % 18] 7.5 mg/kg (KE) DA T 3
LA LD Z B TEIRES 2 2 & 258 L T 2 UIBRANRE 22 1T - RO -
B S 3 D B~ OIRIEA) 1233 5 &GRIE o Tz,

F D%, ErEMER I TRITAGRIZEE SN T 2000 4F 12 A 17 BfF T B AEEErE 3398382 &
WZxF U e & 5o HiE% L,

(=) 5B R S OV R

ZAUSKE LRFRFITIE. TRATAGRIC & 0 ARRFF R O A 2Ry L ORIHE - SR 2R3
mlIBEICFFR ST D, T2 5, [Fl—OEERITHT 2ERBPEEICHFEL TWDH D
REFFHE 55 3398382 5 D FEHEIZ I T H ARERFFHES 67 -5 2 HOK T3 TiED 2457
EZTDLIENBETHD LITRO LNV L WH BN 201141 A 6 B TR
BEFD R Z A Uz, B 1T O E ISR L CRIRE B LA T2y, AR
D RFFFR ] B 132 3% 0D S R B Gk A AN AR5 2011-8105 #5-(2TC 2013 42 3 H 5 AAS
THHFEREFEA LT,

FrfHEE X 2N AR E U CTHRIVBOHFR A 2 328 L. FIAOY PE & S ECHIPTI S 2014 48 5 A
30 RICES S TRk 25 42 (1777) 85 10195 IR T TEEIE S ORUEARGE D 72 D AT MK
ORATHARRD B 256, FATERRBO MBI I8 - 2 B3 G ORGEIRFE N RAT AR ORI R & 72
S L EFMOBLER T 2 G LB DL DR, K RHOFEMICEITAREEZZ T 52 &
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MUBETHSTZERODZ EIXTERY, ZOHEMET, FABOEE FHEITELSORK

gy, oy, FE, BE REKODRTHY . KIFOLITHER & BITAGR O EHEMIZ TH
SN, RETRLS> TS, LEBN-> T, BITEARICESN T, EEBHKO T
DNEFFFES 67T 5D 35 1 THE 1 50 [Z ORFEFREBOERICE 67 545 2 HOMITH TE
LW EZTHZEDRNETHD EITRBOONRWEE] THHERDLZ LIXTER
EHPR L, BARORFFFHEOFRZIY E L TARGDIER SO NEZRDT-, TD

%, BARERFFTENS G2 Le2y, @BHPTS 2016 4 11 H 17 BASOFRR 26 48 (7
B ) 55 356 S IR CRIADIV PE m S BCHIAT DIV & [ C BRI © L A AL 72,

() F& R L ORI S5
AT HIE, BEDER S T DA, BRSO NE —THo THL HIELNEEOE T
BIC L DIERERENAETH D Z L ZREB L TW5H,

(6) IE-R B R M2 B N AR 5 2003-8907 B
() EFEHHIHE
HAEE 3171541 B3RO LAHE [ AV > (insulin) HEULEWEIK]] & T %

HOT, 199546 H 14 BICHFES I, 2001 4E 3 A 23 BICEREBREEI N, FirtEsE X
ELT LILLY AND COMPANY T %,

(m) fAFGRIH

AR 1L

(a) B28{IZHIT % Pro 7 Asp. Lys. Leu, Val, NI Ala TEHLIIL. 7232 B29 (\IZBIT
% Lys 23 Lys ThH D7, XiX Pro TEEEEINTWDHE A2 Y (b) 7 A (B28-B30) -
EhAr AU RON()TABLN) -t hA LAY UINBRHRELVBEIRS N 6 55+ D
t hA R 2 O A Ay KD LY —)b, =/ = HLLEn2 LY
e Tz )= VDIREMNORDELVRIRS NI EL 3 NFDT = ) —LiHE
BEEL, B MRV XD EBICRWRIICEZ RS, BRI ER Sz figh-7 = /
— XY~ —EHERE G, ALFHISRRIC L TE FA AU LB L TR B
ZE LTZ, BERFIEEDOT-D D b A A U LR AR O FERE 0 RS2 RIA,

() FEBLR

FF e 1 IKR O R 2 A LAY ) 271 (lispro) IZHFE L. £ D Hdk % EIR M ol
JEEHZHRFE U CEREIESF 14 &5 1 HITED KGR %A 2001 £ 6 A 27 HfFCTxif =, =D

90




%, BrIFHERE T EREOAGRIZ ISV T 2001 4E 9 H 20 AAFTCH ARERZFE 31716541 5 12%F
L CIEfe MR Bk o i 2 U 72 (REE B SRR B35 2001-700117 &),

(=) ik

ZAUSK LRI IS THRAFSS 3171541 SIS ok & 4072 [ 3RBA DA ko 1o %t L CE 3K,
ORGEFELE U CAREZBG Lo EEL T CEZ O FRAZE/MT 22 LN TED LI
RO DN YO ERIIARREF R O FEM LT oy & D Z & TET,
BEEFIES 67 400 335 1 A 1 BICRS T 5 LT L, 2003 4F 2 A 18 AfH THER D
HH R A A LT,

FRFHER 1 2 & RIRE LT A ARDRRTH KB 2003 45 5 H 19 A THER B oA E
ST D AMER AL LT, LA L, AAOHTFRHERD 7R L KRR 0H
R —EH L TWD E LT, ERMELEFEO MRS ERLBEROMNRITEZR D &H
Wr L. FeaFIT OUGE 2 3R L CHRATFHER OFHIFE R A EH LT,

(%) i M ORI AR

Z OFRITIFFFREIA DGR Tl 5 RIS ORIEITMHE S 425 RS FEHI - 2 AR I Y %
DRFFFREIHDERNIMADAR THD L FH T LIFTET, Lich» THRIEFEOAGRIC
KAWL EESRFEADOFRBYIFER I TERVIR LI L W) HTEKRN D D,

(7) R B EE R S BB PT YRR 28 4 (R) 5 10046 &

() EFEHFIHE

H A D 3547755 5%, BHOLHEZ [V U 755 4 X LADEIRMICLE S
#lp L L., 19954E8 H 7 HICHIFES L, 2004 4E 4 B 23 BICEHREBRE ST, Brafted X

FEA Ty —h TR T —ThbD,

(7)) fRFGRIH

JREEDN 1-5 mg/ml TpHB 4.5 72\ L 6 DAFH Y 7 TF ¢ X AOKMEEEI 20, I
BOMGETERESNDIAZY Y 757 0 XLORAIT, WHTOAFHY FF7TF 1 XL
GENYYIEED 95N ETH Y | FARITHFE rTRe 7 W TR L 72 % b, Ea Tk
B IS TERL S VIR WP E I AT Y 7T 7 1 X L DBIA,

() FEBLR
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REFFHER 13 A AR ERFFTEE 3547755 #5125 L CEEDKRIZHEDWTEF 11 # H 21 HOFF
o FIAE R Bk ik 2 UG L 72, JER SALT- R FHE DA v T H I 2016 457 A 28 H T
b, TO%, RMFFHEOFRERMES Th oY7L M2 2014 48 A 15 A TAF
PFIVTFITT 4 X7 VY CERRIMUTZERRIS T 2KRBEZT . ZhIcEnT 2014
12 H 12 ABIRFE AL Lz, 2T LTRSS, Y27 L MEZEFICRET
AR LT,

(=) g

FFORHPNX, D AR RINIA XYY 7T T 4 X ADBD SR> TOTHIFAZ
EOFEITHR L T a2, EDOERGITRMAIE LTV VEERALTVWDHOT
AAFRFFF R O EATAIFIPHIC S T, 2)KBOMRIZR T EEG V=R v V7 EIE
i DB O R A HWTT 2 O TR <RI L2 F I 5238 B 00 B[R] — PERLDH
OHIWHIIE K SN FEF R O BN BIFEHHIC B 3~ 2 D7 & 5 M-St iuide 5720
HLOTHY, DR SNIFFFHEOZINE TSy, & Bk, F&E. PRLOR] I
SVREINTMIRSERRTZLICE 5720, V=R v 7 EIEFO T DS AR
TR OMER 212 FE L0 &R Lz,

TS URFRFHER IZ AR Z B LAL T s, FIAOIY RE @ S ECHIAT & F 72 238 — R HCH T of)
PR SR U CRRFMER OPER 2 BRI LTc, HbE T, R SNIRFFHED RO b
o oy, i, MG, AR, DRELAOR] ICXVFESHIcY L AR PR 5
NDDIE, 1) EZES DAY DI 2 R & 9 2 Rt 5 O I e R B8 D355 |
(EZNERSY TRERSY ) A —EBSR 2 D75, TN - AN &0 E5 A DRy 248
M. AR LGS 2) BMOAETIZHET 2 ERMOLENE, A2 EI2B3 2 Fifse
B OSE . BUm R R BB IC & 0 — DRy 240, U1V B2 5567 L. K
FFREHONFICHS LT, WA ORICEANRFFE SR OCMERIR O~ H 5 LB 5
D6 B BUFMNITRE STy R, HTE, AEICHE L THEER QRS RO O %
WoL%E, HoEPMED HE, L AREZBIEETNEIR -ZLRBOONLHEI
AT D EHIR LT,

() i K ORI .

Z DHIRITIE R ST HFRAE DN N #PRIC KT L THRER —MRRED IS &\ 5 RUEZ R
L. FER-MPEOONLFH LR LIZLE NI RTERP DD, BAEMIZAD &, 4
W RI VRS TR B D T & A AT ICRA AT &l L7ciRpls, 2 2 - I Efr
O, HIER, B S8 LWIERZE L A2 b 72 b SR W EIREIFH Th T, fEfe i o ik
RPBER SN RTHEON IR RS L NI SIHTH S,
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(8) FNBISA EE R FFEHI BT AL 20 & (777) 55 10486 &

(1) EREWFEIH

H AREFFFFER 1659502 S O4HE ) RV AF VU aFEK) &L, 1986 4F
6 H 20 HAFCHIFES AL, 199244 A 21 B CRERER STz, Fraied 1355 — Rk
fETh B,

() FRFEGHRIE

AfoRIE 1

R-(+) MR EZEH LV S-(-)-9-fluoro—3-methyl-10- (4—methyl or ethyl-1-
piperazinyl)-7-oxo-2, 3—dihydro-7H-pyrido [1, 2, 3—-de] [1, 4] benzoxazine— 6—
carboxylic acid XX, =DM EH DS & L TEHTHHEA,

() F 52 BAAR

W FFHER 1 IRGR DB A& LR 7 1 42 (levofloxacin) [ZHE L, 2006 43 H 6 HIC
FEHEIESE 14 RE T HPTEOAKR L Z T T2, KR 13X EEL 0GR ISV T 2006 4 5 H
22 FIZHER B4 HFE L GER B8RS 2006-700042 5) . KidF T 2B I XA I 5= 5 ds
O HFADS B GR B 20 7297 & I L C 2007 42 3 A 28 AT T4 4 11 » A 7 A OIER B &
ERELT,

(=) 5 IR S OV R
ARFE RIS L~ A T o BUERER R A I 2007 45 8 A 20 BT HARORFFHH BICIE
F R GRS 2 3 Rk L7 (BEZD RIS 2007-800168 5, FHHI T & 0T, BFHEE X
ERBFHITH D 44 11 » H 7 FIXKETORFERBRYIM (148 » H 23 A) & AAE
WTORRKREBREIM GHF2 7 A 14 H) 28R LI & FE Lz, BEMIZIE, KET
O BRI R I AP RFRFIS 3 5 K E O F A E R HE# Johnson & Johnson OF &4 ThH
% The R. W. Johnson Pharmaceutical Research Institute 23KETEE L= U
M X AF T Y R a~ A 2 MR EREE I L D M2 B & xf 5 & U 7= FE B k) IRaER
[LEVAQUIN (levofloxacin tablets) Tablets NDA20-634] OHifEZER L TV, AR
T ORI 1L B ARE N COARMEREFF O IE R ARG HFE AT L 2 B R BRI 2 Bk
Al
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ZAUCK URFFFEEEIE X 2008 4F 11 H 28 HIC, FrafbER N ERT D, FEMiTHZ LN T
Eeh o B O 5 B KETORKRRBBIIC OV TIE, 1) YO RRBRE BRI 4E
PRI OV THIT2 IS b SRR O i & L TIRE SN0 Tidia <, 2 A& 4to
K [ B PR A BR S i 2N BN PR iR 2 F2 0 L 72 B XL, AR TOKROD 720 Tid/e < KIE
TLUARTEICERT HMRICEAT KRB EZIT 50 0BMT — 22 EKT 52 L1
boloZ & ) ARMHITHIT D KETORKRERZ B AT o RIS ORE () AFRIZHW
DAL, AAROEAGEE OMYFRICFAHHRE T2 2 LB RN TH DI H0b
T FOEFHRPTONRhoToZ b ERHBIZ, ZhERBETH I LT TET,
H A CORGRERIIM & F 72 AIERFRFORE RS H LI OHIRIZ DWW TOHIERHIM & L
TRETDHIENTED LMW LTz, LI2ds o TR H LI RRFES 1659502 B D4
FFHELZ %69~ D 1t M A R B S U S 2006-700042 512 K 2 JE R B Gk 13 SR B IS A R 56
HEEETHZENTERoTHMTHD 246 H5 BEBA TRERINIZH O &I
L. JREDFERE XD U CRIR TR OER B8k 4 BN DHFRE LTz,

FFFHER 1T 22 AR & U CHRBOM PE B S 5 HIAT IS _EREOFRIRIT K3 2 i BUH AR a8 & 42
L L7223, ZIRORAPE S ECHIAT & £ - R raHI B L IR U B CHFTFHER ORERZFEAI L
776

() i K ORI
AHIPRIT, SHETIT DA T BRI 25 B AE PN O RrFFHE O Frfoe 1 i AE & TR 2 &5 &
NDODEF IR LIZE WD KTEREH D,

9) BBERBHAPTER 10 F(TR)H 43 BRUFE 4 5

(1) EFERFEH

A AR[ERFFFES 1601778 3B B OA TR A TR U <7 F R (polypeptide) ., £ DHLIE
T, £ DRV T F R (polypeptide) iz & LoEFMAM I O DR & L. 1980
11 A 26 HICHES A, 19894 6 H 28 HICERERFR S NI, FFFtEE IV RN AG Th
D

94



(7)) fRFAERH

ADS Croy TAFIVL Croag 7 = =V T L F b SAIEFERCO-DETH 2 LFA (D DAY A~

TF R
(i) RIFAFHE, C T (i) RCO-iX(a) a7 NOow XiF v 7 s k- TEEIC
BREEINT L-XUED-T7 ==V T T =2 F8FET ; NHoy OH, Cis 7V F VO XU Crs
TAhaxy(b) -Asn-EAT KRR o7 IV EEEE, T ERE, BHLIEFADOT )
FRrk iy, [M—, IR ZR- TRV, TRECERINZLONDLEIENS, HIET 5 D-
TR NI () VT T REEEE (2) D S BEFRSIO IS L I (a) K TV(D) DT
VR Q) KON 0) D a-T X ROURTF REHKL () D N KT 2/ HiE, T
BTE/-XEIT-0 Cg AlE, KRFETA D Crop TIVF UL Cryg 7 = =L T L)L
THHMRE, UL Crpy T AFA L Cr 7 == LT AFLTHY, Bli-~asr, NO,.
NHy, OH, Ciy 7/LF)b, RO/ XL Cus 7T/ ax ULV EHB I Cy TV aF T,
Cix-ML)-Xix -(0)-Trp— FIRAIZ o -N-AF /A kL, BIRAYIZ e 72| NOz, NH,
OH, Cig TVF LR/ T Crs TAF T L D ARUE - D IE-Lys—RIIC o -N-2AF
MMESH, BIRIIZ € -NCs TAF b ST, Eix ~Thr—30UX ¢ (D) -30% (L) -TERE
THY ., F2RIRIZ a N-AF SN FIZRORDOETH S EFEoXT, RLIZ
KRB IABFHNFFR SN D ABFERIEM A TRE /e = 2 7 )L OFR I T, R3 1IKR,
Cia TIVHR)L, Tz=)b NV NL CL-3 TAF T, 9-10 7 == /LT )LF /LT,
RAIIAKRFE, Cs T NFNTH L0, RIVAKRFEELIATF NV THLHE, L -CH-
(R5)-X RO T, R5 1Z/AFE, —(CHy) »~OH, — (CHy) 5~OH, — (CHy) ;~OH, ~CH- (CHy) ~OH, A »/
TFNXITR DT XL RL KO R2 X RO G2 DN EREZ RS | R6 13/KE XL
Crs 7/VF LT, RTIIAFE, Coyg 7 F, 7 2=V L Cryg 7 ==L T L/, D-X
1% L-Adsl 2 £ o-CH (R5) X X ONYL KON Y2 IZENZENAKREXITFESGE R L, 1 KU6
NEDOFRENIZ N E NN L-SUE DA &2 R H, 72720 (1) D- ROV UL L-v AT
A URRIED 1RO 6-LICDOBRIFEEL, (i) R AR THLHEE. X iHMeFELD
B, U EF -COOR R1IL Cy TAF A TH DT OILEY., XL D IEH)
(ZRFA ATRE 7R BRATINME . ST BB,

() = BIR

FERFMEE X 1991 4F 6 H 28 R, AAREFRFFFH 1501778 S ZBES D EH MY R A 2 F
¥ (sandostatin) \Zxf L CHFIEFTE DO EIMLEAKB 4 =T 72, LFLOERBIZESNT
RFATHER (IR OB E B A 20> DARGREDREA Z T A ORTA £ TOHMTH 2 2
12 BIZOWT, B HEERT 5 Z N TE ehoc b L TREEREOHFEEL L
77

95




(=) R VIR

Zhi ﬁb%ﬁf%ﬁéi FraPHEE DSRFF R 2 5 2 L ST E 2R o T IR D f&
B3R EORIELZ T2 H ORTA TR < ARBFICRHB S NI AGEH & R S72nidze
S7au T L AP R B SR R OO Sk = H R IR 2N E K FTRE 7 31 2 i L T D &
9 BRI DI R B ER O B A EAE LTz, ZAUSH LRFFHER I3 ARIRZ B LAZ T8, HiaF
B M O M pE = B FCH T & E 7[R CELR 2 DR HER OFE R 2 FAIL 72,

FFFHER 1 2SR L C b L7end, S BCHITIZIRAR LSS 67 0 3 5 1 THE 4 5 C
59 R E RS 2 2 ENTE R oMM 1T, ERMHTOW TR EZIT 5

BB A B U7z A SUTRFFHE DR EBER DO H O 5 BT J7 0 A H»
O, ARELHBETICEZET S EICL o TS0 13%4E L7 HORiH £ TOHET
BB LR LT U2 SR EHIR L, JFHEIR A B 1 U CAREREF O ML R k2 38
7=

() i K ORI 5

AR IAFRIBIE R O MBI OW COREFIEZ IR LTRICE®RR S Y | ARHRIC X
0 A IEENSE S, ﬁf@%ﬁ%ﬁfﬁnwﬁ%ﬁ%@ﬁﬁﬁﬁwﬁﬁj&LMDK
ZORENEDNHE I LTV D,
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5538 BRI D R PR AR il B

1. BRI DA J& PR EFE B ) BE D1 35 K ONBEE 4

BN B FF 5549 (European Patent Convention, EPC) D% 63 SRl MFFFHE D 1RGN 2 HFE H
MD 20 FITR D HETEED TWD N, FraFHEDFRHIFIER IOV TORIEIT R >
7oo BEFFHETERC IR O SE R B 2 3 A9~ 5 72 0ICIT BPC 2 ET 2 M BN H Y . ThITiX
I EORES LI TH 72, 1991 4F 12 H 17 HIZ EPC D% 63 ca WIET DA
DEAIR STV =3 (0fficial Journal EPO 1992) . ChIE{EDFENREHIT 1997427 H 4 H
Ll YRR S TV DRI TH o 72,

BEICKE & B A TREFFHEFCI R E R AL AVE A SRR T RN R g S [RIHA
(European Economic Community, EEC) i EPC % S iE8--¢7 12 [ 3K 5 BEEE O S ME D 1R BTN
il T2 BINE 22 MR 2 A 5-9 2 4 PR FEREW] (Supplementary Protection

Certificate, LR TSPC] &WOH)MIEAEAL, 19934 1 H 2 HIZ Regulation EEC
1768/92 D3RR SHLT=, SPC Hll I3 Y% D RFFFHE B KD R 2 B R 3 2 D TIE72R < |
WL D RFFFHED AN R A 225 20 AT 5 L 7975 Z &l L, EEMLFFAT
7R EOBMIZ RV EMT D Z LN TERD 2 HIBIC DWW TIE SPC & £+ 53 2 FE Ol T
Hb, D%, Regulation EEC 1768/92 I Regulation EC 469/2009 (Z2X1E & 7=,

F o, FMLERLE (Plant Protection Product) (2% SPC #ill B 3 FHl 3 5 7= O IZBRN GRS
KON B L1E 1996 4 7 H 23 HIZ Regulation EC 1610/96 A LR L. Z #ul% 1997 4F
IZHBh S iz,

2. SPC DX} 5 J OB RERET
4. SPC Oxt5
SPC Oxf5 & L CTIIBLE (product) WIHE SN TW 5, BARHIZIX, Regulation EC
469/2009 O 1 4. HE (product) X A 3 EMW A D E 3L (medicinal product)

DOFZNSY (active ingredient) X ik Z LD AE o (combination) TH 5 & EFI
T B

159 ‘product’ means the active ingredient or combination of active ingredients of a medicinal

product
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¥72. Regulation EC 1610/96 D %5 1 5T, i (product) IFIAEMRFE R (plant
protection product. BIK72 &) DERNKS (active substance) ., XX Z DO HAED
HTHDLLEERINTNDY, F70bb, SPC OxGUI AR A IIEMWY HIESEK L OH %)
Aoy OUE. ZHOMAEDE) . MOWHRER G OEEWE CUT. ZholAab
) ThH o,

EH 5L (medicinal product) i, AR L <IZEMWIORREEEE LI THHT5729

IR ENDWER L IZZOMEOMAGDOEEZER L, ITEFZEOZD, AL
IEAME L ZEOABMRELBIE, BE, ALJIIRESEL7201C, AfEL
<IEFEWNCEG SNOIWEE L IIWEOMAEDLE TH D EERINLTNDSY, Lz
Mo T, EFG (medicinal product) IZA RS K ORRIEA]. FLALAL, PRAFHI72 & DB
Mpy 2 &EH T, RECRTESNHHMZERT D LR TEIVWEEX D,

HE P& RS (plant protection product) iX, TRR® H M Z FFOIEMEWE (active

substance) X (T — 2L EOTEVEMHE 2 &4 9 % 8H| (preparation) L EFL S NS

(a) TRETHIRER SNARWVIRY | 2 TORERAHRKD WA L  ITED R % 7%

L. XIIAFRARKOEEZ T+ 58,

(b) SRF& Sy LIS D | 8 DAETE IR B 4 M F T 6 O (B - fE R Ei# (plant

growth regulators)).

() ZD XD 2 ERLHGN . AP T DR i s, XIIEBESORED#ET %
ZATRWERY | WG 2 RAFT W,

(DEFE L R2VEM ZIRET 20,

(e D—HaREL, WO LE L RWRELZHE . XIIHZET 20"

160 > pyroduct’ :the active substance as defined in point 3 or combination of active substances of

a plant protection product

161 Regulation EC 469/2009 & 1 5k (a)
‘medicinal product’ means any substance or combination of substances presented for treating
or preventing disease in human beings or animals and any substance or combination of
substances which may be administered to human beings or animals with a view to making a
medical diagnosis or to restoring, correcting or modifying physiological functions in humans
or in animals;
plant protection products’ : active substances and preparations containing one or more
active substances, put up in the form in which they are supplied to the user, intended to:
(a) protect plants or plant products against all harmful organisms or prevent the action of
such organisms, in so far as such substances or preparations are not otherwise defined below;
(b) influence the life processes of plants, other than as a nutrient (e.g. plant growth
regulators) ;
(c) preserve plant products, in so far as such substances or products are not subject to
special Council or Commission provisions on preservatives;
(d) destroy undesirable plants;or
(e) destroy parts of plants, check or prevent undesirable growth of plants
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. SPC G DERE L 72 555

SPC HFE DR & 70 2 L k53 (basic patent) 1%, B (product) . HE (product) D
B, TR (product) D FHIBIZOWTORFFFCTH 5, FERERFFF O KA 1 8L
(product) . #f (product) DEE SUTELE (product) O R FLH S LTV 7R U
IRBTRN R T X 51,

. BZhES (active ingredient) DELFH

SPC D*F5: & 72 285 (product) 1%, AR SUIEMHIEFE S (medicinal product) DA
%y (active ingredient), XL Z N OfAE D (combination) TH D LEFRIND
25, Regulation EC 469/2009 (ZH WK% (active ingredient) DEFLNR RV H,. T
IZDWC ORI L 72 548, ECJ'™ C-431/04 HIfIL, B N O H KB RE 5
R HMEMTH D EHIR LIS, LIy T, REERA ORI A B 4RI3A 2oy T 72
VY,

Regulation EC 469/2009 (ZIZABZNKIT DEFLN IRV —T ., EFELOFF BT 3HET
& % Directive 2001/83/EC IL{EMEM'E (active substance) ZIRD X HIZEZFR L TE
0. —HEBOHIBI(ECT C-202/05 %) 13 Y 3% OIEVEWE D € 35 & A7 2Nk 5y O fiEfR \ZFEHE 366

Directive 2001/83/EC'™ D5 1 445 3 THCTHW'H (substance) &1, AR, ¥, Hi¥.
XITALBEH D 5 HAMZEIRT 2 IR, 2@ TOMETHD L ERINTNDE,
1A 3a THTIE. WEMMWE (active substance) 7, EILOBEIFEHRT L LT
BHENTZR2TOWE UTIRGY T, EEMOAEFEITHEN I DR, AFREREOH
", EE, HLIIERORD, IIEFZWHZ B & L7oEBPR, BT,
L < OER 239 5 720 OB (product) DB TH D L EZESNLTWD

163 Regulation EC 469/2009 M 1 4= (c)

164 ECJ IZ European Court of Justice MEEFRT. BRINENEE T2 B 5,

165 Active ingredient is generally accepted in pharmacology not to include substances forming
part of a medicinal product which do not have an effect of their own on the human or animal
body.

1% Directive 2001/83/ECIEHIEHICHEIKIESNTIY, T2 TIE 2012 FFHDOELEBEBIC LT,

7 Any matter irrespective of origin which may be:

human, e. g. human blood and human blood products;
animal, e. g. micro—organisms, whole animals, parts of organs, animal
secretions, toxins, extracts, blood products;

vegetable, e. g. micro—organisms, plants, parts of plants, vegetable secretions, extracts;
chemical, e. g. elements, naturally occurring chemical materials and chemical products obtained
by chemical change or synthesis.
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168 F 7~ Directive 2001/83/EC &5 1 455 3b I CIXMRIEH (excipient) &, HMHWE &
WA EEM DA DRI ORERRKy Th D EEFR L TV D,

=. SPC DEREL 72 2RO

—ODEIEFF AR L CTHEEORFFHENTET D256 . FirEE 13— D O R 213
LT SPC & HFE L2 THUT 2 5720, F 72 Regulation EC 469/2009 D% 3 5t (c) I
SPC %321} % 721213 OFLEL (product) (2OW T, LLRTIZ SPC 22 J T2 FENH > T
RBIRWEBEL TS,

L7>L. Regulation EC 1610/96 D% 3 545 2 HZ L B &, —ODEHKBFF NI L
THEBOETHENIFAE L, EE ORI R LT & B OREFHEE DMEIET D 5A .
FHER Z LSO EIIICBIE L2 & 1 FORFFICESWTSPC %175 Z R TE
%, Regulation EC 469/2009 (21X Z @ & 5 72 BUEIX 72 A, ECT DfilfI% Regulation
EC 469/2009 |2 Z &2 FHERH L T\ 5™,

. BEEES

(1) ECJ C-431/04
- BRI DR A ANIIEE R 2 R SRV TH D728, SPC O ARG T
LM U 7= )

MIT (MASSACHUSETTS INSTITUTE OF TECHNOLOGY) i3 %8457 EP 55 0260415 5 DFFFFHES
T, ARYFFIE polifeprosan M OVEMFRIEMEME % & MBRWICET 2 D TH 5,
FFaPHEE T D MIT IXARFERT & BE U7 R 35 Gliadel (2XF9 277 Al 2 I L7z,
Gliadel DALY D H B carmustine 1A O MMIEEIEE A ) T, MOy

18 Any substance or mixture of substances intended to be used in the manufacture of a
medicinal product and that, when used in its production, becomes an active ingredient of that
product intended to exert a pharmacological, immunological or metabolic action with a view to
restoring, correcting or modifying physiological functions or to make a medical diagnosis.

169 Any constituent of a medicinal product other than the active substance and the packaging
material.

10 [d— DB (product) (23T I DO RFFHE R FEORFFFHER 12, M3 08 (product) 1ZxF L CTHEERD
AT S Z &I TERY, L, F—08 (product) IZBI L T, &4 BIORFFHEEMRAET S
2 B DORFFFMEIZIE DN T 2 LA R o> SPC HIFE DS A T ThauiE, Ui (product) (2544 % SPC
X, FFEFHESE 7o &/ 2 ICBITS NS D, (The holder of more than one patent for the same product
shall not be granted more than one certificate for that product. However, where two or more
applications concerning the same product and emanating from two or more holders of different
patents are pending, one certificate for this product may be issued to each of these
holders.)

TUEC C-482/07 |4
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Td B polifeprosan [IARFFFHFOR U ~—WETH Y | EHEEN ZLIEEIEHERIT /20
23, carmustine # AMEAHN T—EDRE TP - VT H LI IZHET L2MWETH -
77

MIT (AR T 2 BLHERFRFIC L, Gliadel \Z6Fd 2FF AT 2 FEMERF AT & L C R A Y HFEFTIC
SPC Z HIFE L7223, A VHR#F T3 (1) polifeprosan 23 #Ifk5y (active ingredient)
TRWEWIFRH, K O(ii) carmustine [ZREICML O EZRFLFF AMIZ IS\ T SPC #2521
72 WD BT MIT @ SPC HIgE &k L 7=,

ZAUSKE L MIT 13 R A @R FBCHI T (Bundespatentgerich) IZHERR L7223, A
FREFFFEHIATIIIERR 2 3EA L, MIT 12 ON R4 Y HERE AT (Bundesgerichtshof) 12 _E45
L7ce RA Y EFEHPTIL Z OREZRITE L TR F11EECHIFT (European Court of
Justice, LA'F TECJJ) &\>9)IZ Regulation EC 1768/92 %5 1 55 (b) DEBROH T, [EI
WA RSy DRAE DDV T E S FRIRT R E NI ONTEM L',

ECJ IX Regulation EC 1768/92 1z TA#hEk4y (active ingredient) | 2 2WTHOEFEM
ENRIRNO T, ZORFEOEWR L FHITERE CHEMA SN2 —RNEKRZE L RS ridn
F e 67, B N O IRICER & KIE S WO EIES OB TR RS
(active ingredient) | |28 N QT L NERSETHEIICZTANLNATND &
HIWr L7z, %72 Regulation EC 1768/92 D L& E 1610/96 DNLIEEEHE Bt L T
b IGRR RV THRIEGY (active ingredient) | (& ENT, ALK
53 EIRRBVNR & BRI 7 W OEE 8GR TEIRS A 2Ry OfAE Dt
(combination of active ingredients of a medicinal product) ] IZHEENZ\EH)
Rz2T LI,

(2) ECJ C-493/12
— SPC DIRFEXT G & 72 DA Ny IS T SRR O FE RIS s LTI REND
BT 720 & L 7=

HUMAN GENOME SCIENCES INC. (BAF THGS] &> 9 ) B EEFF EP (UK) 55 0939804 5 D kF
PHHEE CTH D . ARFFFFIZ Neutrokine— a [ZHES T APUEIZEST 5 H DT, Neutrokine—
a IZFEE T AHUARICIE belimumab & O tabalumab 23& £4115,

'™ Regulation |2 & VEE SN2 8L, HINESMEERAETE L EHSNRITNIERERW 0,
FE OFHFT THEEOMRRICEEM D & 255813, EMERGE— O 7= OIZBON FHEEHIPNC Y B MR %
AT 2 2 212720 . ZHUSHE D BN EIERCHI BT ORI 2R O MR EN & U TR 2 £,
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—7J7. Eli Lilly and Company Ltd. (LAF TLilly] &V 9)iZ Neutrokine—a IZXF9 2
PUERD 5 5 tabalumab (LY2127399) (2D T IS TG ] % 5 L7223, tabalumab |
AREFFOFERE 13 2 RET 28NN -T2,

Z D% HGS 1X Lilly @ tabalumab (292 EEFE S T REF 7T 2 AR, ARFFFIZHOWNT
SPC Z HIGET D FMH &4 3 Tl ZAUSKE L Lilly 133 ERFFFECHIFT (Chancery

Division, Patents Court) (2, AFFFFICHRT T2 MIFRAEIRE L7, TN & IFBNIC Lilly
1% HGS AYfFRAYIC SPC & HIFE T2 DI 2 T, HGS DFFFFICIT Ya% O FUiR I THERERII D
HENTWATET THUA LY2127399 12O\ T D BEARHZR B8 A e 72 o Bk
LY2127399 (3 HGS D IEAERFFFIZ L » Thri#E STk B9, LFC SPC HFE 1T Regulation
EC 469/2009 2 3 §= () IZIEX T D L VWD Z L ZBERICAB CTIE 2w E TR L, Bftoft
R LY2127399 {2\ T D SPC DIHR FMER AL ikt L7z, JEEETFIERIX ECT 12
Regulation EC 469/2009 % 3 4 (a) ® [#LH (product) 75, Zh /) %> (in force) RapEis
FIC R o TIRESN TV DD ZRET HEERMITTH 200> TERM LT,

ZAUSKE U ECT IFH R 03 R AT IC L > TIRE STV D L RS2 72012
ANy SRR RHPH I I WV T g U b AEIE R TRIE S D BT A0 &Il L7z,
T 7B, EPO THAT L7 FeiFia REPHICFHE S = A 20k oy A BERE U TZ 2 (functional
formula) CRi#k T 723A TH. Regulation EC 469/2009 2 3 5% (a) 1THHIFIIZ Y54 D
BN ITxET 2D SPC DFF AT A HERR L 72 &R LTz,

(3) ECJ C-322/10
- ZAfi(multivalent) U 7 F k3 2 FombhEar, FomERral, ) ON SPC S EiLHix 4
[ D BRI DU THEIR L 7= 25451

hll

Medeva BV [F8GkFrFT EP 5 1666057 5 DFFFFHER ThH V. AFrFFIIE AKX OHR, KO
Wk ~~ 7 /L F = (filamentous haemagglutinin) DFRZEGie T 7 F T2 b
DTh 5, Medeva BV ITAKFFFZ2 HAERFFICL T, BAKOHIR THLN—F 7 F
(pertactin) X UMl b~~~ 7V F =0 DA EDORIZETE A, BT822V L 11 @
BRI % BT D 7 F VIEIS OFF R[S0 T 5 20 SPC(SPC/GB09/015,
SPC/GB09/016, SPC/GB09/017, SPC/GB09/018, K T} SPC/GB09/019) % Higk L 7=, 4 SPC
HEEEIIEY 77 U 7 (D), BASE(T) . & % (Pa), /NVEFREL (IPV) | Bl ZE (HIB)
s B IEIR SN AA DEICKTT 5 DTPa-1PV/HIB U 7 F U Nitd STz, ZEE
FERFITIX 2 UCHk L Ce TR/ ER T LTz,

HAKAIIZIZ, SPC/GB09/015. SPC/GB09/016. SPC/GB09/017. } TR SPC/GB09/019 & SPC
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H S B IT AR OG5SR CRIR L7 b D X W £ OB BIHRERTEY
Regulation EC 469/2009 M 3 5= (a) ITIER T 2 & W) Bl GIEMf S, F72
SPC/GB09/018 @ SPC HIGEET I HAERFFT D7 R ALH LM S N2 A Ry D AT S
TWDN, TP &2 IERRDOR RIS D 5 B3—% 27 F o (pertactin) LISk o 9 S
DO T FERE R OFERFPHIC R S LTV e Wb D7 o 7o 72, HEh72e7F Al Tldie
<. Regulation EC 469/2009 D% 3 5k (b) &R T 5 &\ o Bl TS Tz,

Medeva BV (Z3ERFFFT O EICAREZ UL T, E S 515 (the High Court
of England and Wales (Civil Division)) IZH2EF L7223, SRz iXBmHEISNZ, ZHITxt
L Medeva BV (X3 [E 3BT (the Court of Appeal (England and Wales)) IZHERR L, ¥
EHERRBE L Z OFAEIZBI LT ECT IZ MY 7 F ATkt $ 5 BpfERear. FEMERT 7l X O SPC
F R B L st R O BIRICOWTER L7,

ECJ 1E [HERERFETF CIRa# S 2 U5 (product) | OEERIT IR 2 HEER ET 2 EHKS
DY (substances) DD 7R HHAHADEICH L THART D LR Lz, Zh &R
LT, RICHF R o OB 1> HHERL S 7= B (product) IZBE L CRisk & 7243
. TOENHGENZIUT DN TEHER LTIV, s ORFFICESE — D DOR R
Wt LT SPC & 595 Z LIXTERWEHIR LT, £72 ECT IFATD SPC A3,
BRI Lo T 5 &N b O LRl — DRI Z AT 5 L. [6—OHIR &K OE—DEE %
£f59 5 L9 Regulation EC 469/2009 D% 5 sk & MRHLLE L. Regulation EC
469/2009 O 3 & (a) IO\ T, IMEEOKFF)T (industrial property office) 73 Fufgk
RF OGE REPHIZ IR S TW AR WA RIS % SPC 24 54 2 D2 HRT 5 &
o, R E L7z,

& T

fEsm L LTI, ZEEHEEFT A SPC/GB09/015, SPC/GB09/016. SPC/GB09/017, KR
SPC/GB09/019 @ SPC B35 % Regulation EC 469/2009 %5 3 45 (a) ™& X A FRHICHEM LT~
TR YTHLEHM LD TH D,

—J5. ECJ 1% SPC HGE D E: 235 7= 3772 8D O FF vJ [ 3R 5 2N B AP Ot SR &P L - T
R I N D 2 HHDO AR 7200 Tl < | MOAENHS DMAEDEEZEATNDHY
. Regulation EC 469/2009 D 3 FRICHUE AL MO B DG 72 S 415 78 BIX,
Regulation EC 469/2009 M 3 £ (b) DBLE MM E O REFFIT A3 2 B OGRSy D
HEDWITHT B SPC A 532 Z L HPEBR L2 SR L, SEERRF T
SPC/GB09/018 @ SPC Hi3E % Regulation EC 469/2009 M5 3 5k (b) D& & B I HHE L
T2 EIIRYTHD LW LT,
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(R A%l 7 F 2B 2 FOER T, JERERT rl. O SPC HAE G E LB 5 ] 0 BfR

SRR AT SPC Fr#lHIH T T
R OARS | (Regulation EC 469/2009)
SPC FLakHFIHIZA RIS B 23
A A RSN TR LT,
3%k KT D
A+B A+B 53 5k (a) &l 729
ABLOEBO R CHRISY C 12
FAA D A+B+C A+B+C DVWTEHIRENTE LT,
(A+B) F3FK@IIKTD
FEA & B2 T IR S OB
A T BRI EENTE LT,
A+B H3RIIKT D
A+B 753 4k (b) A= 3
A+B+C 753 4k (b) A= %

(%) JEPI=EF2 [2010] EWHC 1733 3% 5

(4) ECJ C-443/12

- HM—HC Rt A EE S IFANCEE ST SPC 252 1 7= . DA OO B LY %
ML DR TEMR LT AN ESNT ZHOH D SPC ZHET 5 Z LIIARATHETH B & Hbr
L 7=55

7 7 ¢ (Sanofi) (T B EERAFFTE EP 45 0454511 B O FFHER CTH Y . AEFRFILE IME TG
FIDHNAS T DA N_Y L Z o (irbesartan) \IZxT DWEEZH T 5, AREFFOH
RIEL72W0 L TIZIEA AP Z R TR S TR Y | §HRIE 20 (213 A ~H
VB ERIRAIE MG DR T b ONFR SN Tz, 7272 L, FIRAI ORI E &
NTWEhoTz, 7 7 01 3A NP ILE e ETeEIE, 77 v~ (Aprovel) (2D
WCHIRFF AT 230, 2N EARIUCA VR L& B E—F8hEy & LT—2Hd SPC
HEEZ1T\, SPC & HUfE L7,

ZD%, VT 4FANNYAE L LRRAE LTAFOE RrsraeF Y O R
(hydrochlorothiazide) W& FNT-EHKMLTHS a7 7 1 7 = /L (CoAprovel) IZ DOV T
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BRI 2%, A" LZ ol Rz 7Y FefihidbRizbolconT
SH® SPC ZHIFE L, SPC Z Mt L7,

—F5. 77 ZEA(Actavis) AT IR T2 DT 2 Rx ) v 7 EEGEZRTET HT2H
2. ZOH®SPCICH L THBERIAAIRE Lz, 772 ERXiZe krrzanF 7Y R
FERERFFF OFRIEICFEH STV 72728, Regulation EC 469/2009 55 3 2% (a) IZiE X
LTEBD, AP LZ K L T—2HD SPC % BG4 T 5728 Regulation EC
469/2009 25 3 55 (c) "PICIEK LTV D & ER L2, Zhucxt UosEESERL I ECT 12,
FLBERFFIC X o THER OB (product) 23R S LTV DRI T, Regulation EC
469/2009 5 3 5 (o) ITFFRFHER DS ELRERFFFIC X o CTIRE S D 22 oL (product)
WKL TSPCEEROND Z EEZHRTLHLONE S DEM LT,

ZAUTKE U ECT 1E, RraFHEE ARy & IRl 3 D R RT . ROV OB —H Ry
ZECEIES TR IS EDN T, ZOF RS kO OB RS DFAE DO
AL SE D Z L TE D SPC 2 BRICEGHE A Thiu, oA RIRRy Z/HAEhET
B R EIR (27 7' U L) OFRFFANCESW T Z2H O SPC 25T 5 Z LI
Regulation EC 469/2009 %5 3 55 (c) IZ L W RA[HETH D LRI L 7=,

(5) [2017] EWHC'™ 987 (Pat)
— R OFEREICAR O N~ —H v v a2 B TREH I TV T SPC O HGERSR
THDHENRD DL L > TREIND LHWCTE 5 2 L 2R L7254

G.D. Searle LLC(BL'F [Searle) & N9 )IFBERRFFT EP £ 0810209 5 OFFFFHER T, A
LV hr oA AT s 7 —BMfilFNCET 2D TH Y | Searle ITEMERFFT EP
%5 0810209 5 & ¥ /L) B /L (darunavir) Z A 205 & L CEHTEIRMFFAIICE Y SPC %
bz bz, EEEFOFEREIZ—7 v a2 B TREShTEY, FRECEA Y
FTEABERICRE SN TV R o T,

JEL4E SANDOZ LIMITED 72 CI34iF+Es T 5 Searle 285 1 g5 & L. Ao iy
WikEF Td 5 JANSSEN SCIENCES IRELAND UC A4 2 #ss & LT, SPC ERNFRIAZ IR L
776

SR T EE R DOFERIA L SPC DXIRTH B F /LT /LN [E—TILR W28, A SPC A
Regulation EC 469/2009 % 3 55 (a) BIZ L 0 N2 L TR Lz, BEARAIIZIE, JEMERr

7 the product has not already been the subject of a certificate
1 EWHC: 2 [E 5 48 14BE (the High Court of Justice of England and Wales)
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PR RN~ = v v a B TIER SN TR Y | EMAFFFOEE B 2R, X1 e
HMONTWRIPSTZE WS BHN D, WHFIXFE— TRV E FRLZ, TR L TH
IRFFFERIE L, 20 5, 10 KNI IC KD F T EnfRiESn s & FilE LT,

e E B VARG R OB B & 4T L b AEECREET 2 MBI &V S Bl
Lilly (ECJ C-493/12) DR ARMIZ, FEMERFFICA VT ENL E~— Ty v a « 7 L —
LOEATRM LT, R LD Foictrigsnd L Lz, £/, #r) e
U ERERFEFOBE R D 6 Ll L THE SN2 L LTH, H T BV RIS
FOREI N WDITTIERWE Lz, L7zdi-> T, ¥/ ) E/LiE Regulation EC
469/2009 25 3 5k (a) Zii7= L TRV, RSPCITHNTH D &) BN S FAHREZ T
L7,

(6) ECJ C-484/12

- B OB (product) ZERF#ET H — DO ILBERFFF N H 2 RILICE VT, Regulation EC
469/2009 D 3 5 (e) 1T, FLMERFFFIT T 2 RFiFHEE 7348 % DR S 584 (product)
(X3 SPC AT 2 2 & AHERR LZe v &Il L 72 45

Georgetown University |ZBERIFFF EP 45 0647140 B DR EFHES T, AKFFFIT L b ILEEME
7 A /LA (Human Papilloma Virus, LAF THPV] EWH)D U7 FUNBETEHLDOTH
D, HPV-16 J Y/ XIZ HPV-18 DHURZHH T2 & D TdH %, Georgetown (X HPV-16 J X
HPV-18 DHURDFAG T EEHFL T 7 F o ThHhHY—3U v 7 A (Cervarix) [IZxT 5 [&
IR 2521, £ D%, HPV-6, HPV-11, HPV-16, M ONHPV-18 OHiJF & &te i —
22V (Gardasil) DEIKAIT KT 2 HIRFF AT 25 1T 72,

F D%, Georgetown T4 T  FRFFITICS DD SPCEHHAFE LT, ZDH2 L, H—H L
(ZXET DRI A AR & L7 SPC HiGED 5 B HPV-16 & HPV-18 DHUR DKL ot %
mn (product) & 9% SPC HGEHE 7 300315 &, HPV-6, HPV-11, HPV-16 f N HPV-18 DHH A
A bEZ B (product) & 3% SPC HIFEE 5 300318 (X, 2008 4= 1 H 15 HAfIT SPC % 5-
2 BTz, LA L HPV-16 &84 (product) & 972 SPC # 5 300321 % SPC 5 300315
TN 300318 MBEIZ SPC #5217 TH Y | Regulation EC 469/2009 % 3 5 (o) \ZiEM T2 &
H PR B SPC AN FEHE S 7=, Georgetown X Z L& ARAR & L To—Z #FT
(Rechtbank’ s—Gravenhage) {Z#EFF L. ~— 7 #HIFTIZEE OHLE, (product) #4342
FEWERFF R & DI T, Regulation EC 469/2009 D 3 5k (c) 1, JLBEAFFF O R FFHERS
DE 2 DU S 5 B (product) IZxFd % SPC ZHfF 95 2 L A HEbRT 2028 9 2z
DVWTHEM LT,
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ECT 1 THEL DA ZhAk sy (1] A+B+C) Z & e EHE S D T RET AT S QAL DA Rk o3 1okt 9%
FEWERFRT (B A, A+B) MFAET 2556, BRICHFFFMER 7% Regulation EC 469/2009 D% 3
5k (a) DFEHERFFTIC L 0 1R S 4L 2 B A5y DRLA-E ot (il A+B) (2% L T SPC % Huf%
LTWeE LTh, 2B 3 5 () ITRFFHER 3 F O ZERERFFTIC £ 0 £R3E S 5 2hEk oy
9B, WP — (B A) IZHOWTIBIND SPC 2 EiG9 % D &2 HEER L Tl g Zau &)
~ LT,

(7) ECJ C-631/13
- HOILEMBRN DAY L HEARAEEZ L TWDHE TS, MBICZRA MR L THK
AR, SRR SUIREOER 24 5358, SPC ORMRIZY -5 Ll L 754

Arne Forsgren(LAT [Forsgren] &9 )IdBERFFET EP £ 0594610 5 DRFFFHER T
D AREFEFIIRERE Y 7 F 2 D% 4y T Haemophilus influenzae EFEE T A&EHAED
WZBAT 58D TH S, Forsgren [IARKFFTZ2 R & LTI /NEHY 7570
Dyr7rly 7 ASynflorix) (T HFF AR E LTSPCZHGFE LI, Y 7n
U v 7 A TEMARE A D IZHEA (conjugated) L, U U ET VI =7 AZHRET S 10
TH DRl J BRI S HEIMTE RN SR 5 U 7 F o Th b, ZHucxt L, A—A 8 U 7T
IXEAE D BREAITH D &0 D BLH T SPC B AR L 72,

Forsgren |X ZAUIZHERR L. FFaF/T OVEREBERITEAE D OIFERZRDT-, Ll
PERRZ BT, BAED N7l v 7 RITMNHIICEENTE T, thOHERIY
EHERELTHELTWAOT, BEHE D IXERLTRATEZBEL TN 0L

JIWr U CHERR 2 FEAI L7z, Forsgren 13 E. x| FFiFrafe# AT (Supreme Patent and

Trade Mark Adjudication Tribunal)iZ F%& L 7=,

AERCTEHEAEDNERML 70 v 7 AOEMKS THH ERDLNDNE D )
RIS 0 | FEFEE R BHITIX, & DA BERS (RFEGEor7a )y
7 2) DR THOE S & AR EZ L T THZDOARS O EZH#HERE LTV
Yrtr. BERERFFIC L0 RS LD AR RS DOE BE D) 1% LT SPC 3 Bfs T&
HOMNE D, ECTIERM L=,

ECJ 1% Regulation EC 469/2009 DA ZNASy & id, B IZHKESH, SRR, ST H

OVERZTHOMEZE®RT L EHR LN G, K Regulation IZIXMOEFELhE ST & D
HHEEIZOWTHIFET 2B E XV EHR LT,
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FHIFTIIEER & LT, Regulation EC 469/2009 % 1 4= (b) LN 3 4% (a) LY (b) 1
SPC HEEXRI R DH LD DIEIE L OMO BTG-S L TV DEHEEICH, £0H
53D SPC Z HifF T&E B AREMEZPERR Lo W IR L Z2 i i e B2V S HPR L=,

(8) ECJ C-482/07
= [A—®HE (product) (22T, & DRFFFHES S SPC ZHUG L7 TH . MOFRrTHE
F DB OFFFFIZHAWT SPC HGEEZ T 5 Z LR A[BETH D &I L 7= F 41

AHP Manufacturing BV(LAF TAHP] &9 )1d TINF (tumor necrosis factor) fi&HE AE
(2B 2 B ek EP 25 0939121 B OFFFFHER T U . AKFFFILF. Hoffmann-La Roche
AG(LAF THoffmann| &\WN9) W& EREZIT7-%., MPICEELZHDOTH D,

—7J7. Etanercept (INF IZFEETAEHEOFO—2) (S L LTEL Y v~Fi5
JEF| = 7 L L (Enbrel) iR Al 25215 7=,

Immunex Corporation, Hoechst AG }2 TN General Hospital IE 1994 4F & U8 1998 4E|Z B %
WEENT- TNF FEAE A EICEE LB od T 285 S L LT, ko7 Lo
TRl ZARAL & U CAZEEREF IS DU T 2000 4F & 2001 4224 T v & C SPC 2 Ui L7z,

Hoffmann 1% TNF (2549 5 & FE (Etanercept 13 INF ICFEATAEABEOFTO—D)IT
b9 2 AR OB ERRFFF BP 55 0939121 &) 2 M FFFIC LT, kRt v 7 LIV & 4R
WA T o A EFFFTIC SPC 2 HEE L=, Z D% Hoffmann 1% B & ORFEFHEZR AHP |2 38T
L7,

AT B EEFFTIZ Etanercept 85 (product) & 9% SPC REEIC G- 2 b-7-%. 4%
DELE (product) 1Zx%F L CTRARTIZ SPC ZHUfG L7 FHEN b o> TIR LRV E WD
Regulation EEC 1768/92 (Regulation 469/2009 @ IHENHA D) D 3 5 (c) ITEX
LCHY ., oS O SPC BFEDERFEH CTlZ72V @ T Regulation EC 1610/96 D
S 2L IHEE 9D Z L IXTE ARV ST L, AHP 0> SPC HIGE & ff L7z,

1 [Fl— 8 (product) (T4 9 2 O RFFTHE A FFORFFFMER 13, HE OB (product) (2% L THEE D
FEREZRST 2 2 &ETE Ry, 2L, F—ORE (product) IZBEE L, £ % B OREFHEE MAH L
7o 4 & BIORFFFHEIZ FE ST 2 RLL o> SPC REE DAk CThIUE, SO (product) D72 D
SPCIXUFFHMER TR EK/ 2 ITHITT HZ EMNTE S, (The holder of more than one patent for the
same product shall not be granted more than one certificate for that product. However, where
two or more applications concerning the same product and emanating from two or more holders
of different patents are pending, one certificate for this product may be issued to each of
these holders. )
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AHP X Z & AR E L To—Z#BHIFTIC R L, ~— 7 #efITIE SPC HEE B RFIZ S 7% D
B8, (product) (2% U CEEIC 3D K FFHER DS E DFFEFHEIZ JESUW T SPC B S h
Tz & T, BEORE (product) (234 5, E 2RI IEMERFFIC SPC 252 5 Z
LEYERT 2D E S5 9, ECTIZHER LT,

ECJ 1% C-181/95 D7 A #RHlL & LT, Regulation EEC 1768/92 D 3 ZICIFEI DK
FEMEE DMEEL D FFFFICEE S\ T SPC & HIGE L7258 DWW TOBUEIL /W08, ) R
L IZPE % Regulation EC 1610/96 D% 3 &35 2 HASEHEE N T2 Z L8 T&E 5 L)
A LTe, LTeddo T, BIEMFFAIZARILE 42 SPC HIFEDLEIT S, K2 82D 2 1FL
FORBRTER D K2 B D oL EORFFHEE NV DO THIUE, —o DR,

(product) IZxt L THEED SPC & 525 Z EMTE 5 LR LTz,

F7-. BHOKTHESL DBEBOBTHEICEASNW- SPC R TR THEVWIEELEEL T

Regulation EC 1610/96 M 3 555 2 HA w3 2 8%, I D FriFER B EE O RIS
HADWTRIFIZ SPC FHFEZ T2 DIZEFITH D720, Fl— O (product) 12 L CHilt
DFFFFICEES WL FrFFHEHR O SPC REEDY THkFET ) TIER< . BEICSPC &2 bh
TWZE LT, T EBIDEFHIEES W DR EFEE O SPC HIFENHA S D &4
Wr L7,

(9) ECJ C-210/13
- U I F UM O FIIHUR & HITE 2 A (ad juvant) (IZ2OW T, FREHIZE
RN 2T DB (product) & ITRED Hav7av & W L 7= =41

Glaxosmithkline Biologicals SA, Glaxosmithkline Biologicals, Niederlassung der
Smithkline Beecham Pharma GmbH & Co. KG(LLF [GSK] &9 ) I3 EREFFF EP (UK)
1618889 5 (I A : 2000 4£ 9 H 27 A, Bk H : 2011 45 2 H 23 H) OFFFFHEH T, A%y
FEA TN P IF AT LD TH- T, LY 7 F UL AS03 & LTHID
A HBAl (adjuvant) KO IV O A LV AFRE e b DO THDH, —J7, 2008
FENZASO3 A TN T A VA ADY T XA T T D HNL OFUREGieA v 7
N T 7 F o Prepandrix 28 EFIRGEFF A 25T, 2011 4E 8 H 18 AT GSK T3¢ [H
CARFFF 2 FEERRF L U, ERLEFRIZARIL S L C SPC 2 HIGE L7, Z ATk LEEFRRT
FFIZAHBNANIE Regulation EC 469/2009 D& 1 4k (b) DA E £z &k LT
SPC HIGE Z At L 72,

GSK I TEERFF T DA T 2 AR & U CoEE S ERRICEER L, ZoFE A LT3
EESsErmiT, FREEICEED IR VWR T 7 F BV THIR EHAA D S - TE

109



SR & BN X B A BB Regulation EC 469/2009 & 1 4= (b) OB IR EEN 5
0)75) E 5 ﬁ)’gﬁ:ﬁ L/f:o

ECJ 1% C-431/04 OHIRZARILIZ, BT IFEN BIRIZIEEIREN R T2 63, *
NEARDOTEIEN R 72 WEA 1T EC 469/2009 D 1 45 (b) OF RS E i/ &f)
RLT,

3. SPC DFEHE & 72 BFFR]

A. FAOBRRKUOEEA

SPC DIEHE L 72 HFFAIDOEEIL, Regulation EC 469/2009 D 3 5 (b) K ON(d) ICERE S
TV, H35b)IE, AR7eFF Al & 1T Directive 2001/83/EC XL Directive
2001/82/EC ICHD X EIKS & L CHEUNCHS CRIET D200 R THH EHEL TH
DI B3 LD X, (b) OFF A NEZEKN (medicinal product) & L CHRPIDTF [ TRT
MUEZR S 720 EBE L TWA, Directive 2001/83/EC 1%, AR HEIRSLFFATICRT 5
HETH Y, Directive 2001/82/EC IZEMAEIRMICET H2HETH 5,

TSRS (plant protect product) DFFAJIZ-OUWNTIX, Regulation EC 1610/96 D
3HERMMTDITTHELTWD, H3%K D) T, ARRFFA &I Directive

91/414/EEC |2 X V) HEdp iRl dn & L YIS CHRIET D ODOFFAIIZLBIEL Tk
DI 3SR AIE. (b) OFF A AERERS (plant protect product) & L THAID
FFACRITNE RGN EHEL TWND'T,

v, [&#)] OFFOEKR
7>>C BCJ IE 2004 4ED C-31/03 OJET. [El—DOH BRI IS CE £ 3 5 2

Az ek, NRRERGS & LTIF 220 1256, SPC A EZEFTH 2RI OFF AT
THHE D DA DB, ARMMASUIEA & v 5 RIEBER TIT a0

76 3 valid authorisation to place the product on the market as a medicinal product has been

granted in accordance with Directive 2001/83/EC or Directive 2001/82/EC, as appropriate;
T the authorisation referred to in point (b) is the first authorisation to place the product
on the market as a medicinal product.

a valid authorization to place the product on the market as a plant protection product has
been granted in accordance with Article 4 of Directive 91/414/EEC or an equivalent provision
of national law;

7% the authorization referred to in (b) is the first authorization to place the product on the
market as a plant protection product

178
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72, ANHAHOEIELFFAICHE-S < SPCIEfT 5 S iv7e v &l L7z, F72 ECJ 1% 2007
D €-202/05 Yissum DR TS, [Fl—DF R ITRET 2 FeATERGFF AT HME(E L T
WOIEE . BEOA RS D o HOEIEMIRITH T HFF NS < SPC IS5 S
VN & LT

L2 L#gib4 2% 20124E 7 H 19 HAFoD ECJ C-130/11 O T EFEDNHICEE RN B -
Too REMTHRAITERBFFAILA T b= (melatonin) ZH sy & L TE T (sheep)
DOEIHFAEAITH D Regulin) IZOVWTOHLDOTH Y, BRITERLFIZAT F=V
RS E L TE T AR O ARIIEEHEAITH S [Circadin) IZOWNWTHOHDTH -

Too ZAUTK LT ECT IR DG 228 2 . FEATHFAT S Au7z R 3 5 oo &I X84 0 B m
FEAICTH O . % THF A SN ER GO FRIZA MO RRIETREAI TH > T, WiH IR
RHLFEFITHLHTO, FATERLFFAPEMHO, UIAMHDOEEL TH L E 0D
L LEBbY < Bl R E R OBRITOERGFF M-S E SPC AR T 5 & f
P L7218,

Eo. MALEWORE DB F D & L CELERLOTNRGFIZBE LT, &
WERFEFIC X RE SN D T DAL A OIZAHNFFE TRe /o th DM, XX AT v72 Pl
DNTH SPC &2fTH T 52 ENTE LS,

N HEEMEEOSS

T v 7 ERBOFFFAICET S Directive 2001/83/EC D5 10 4k (2) 1%, 1HMHEWE
(active substance) DD, = AT VHEH, =—F /VHHE, BEUEER, BYEEORESY. 8
IR ATEEME OFFEIRD | LRMER O/ UTNREIZET D RHEICB VW T RE £
IRBIRWGE [Al—OEMEME L RS D EREL TS

L2, EWCA™ Civ 646 FF(F CIREHAIFTIX., HREMERNEEFEO T v IKEAM L A
RONREATHIHE. T IWEEY TIEARVOLREEERBRIC OV T OERLFTFA]

B bbb AMHORIIEIREAN G 2 EHEGFF & ) OEIEMFFA Th 5 &l Lz, i
DN T O FEANISETE 2 B A THRIR T 2,

8L ECJ C-392/97

182 ‘generic medicinal product’ shall mean a medicinal product which has the same qualitative
and quantitative composition in active substances and the same pharmaceutical form as the
reference medicinal product, and whose bioequivalence with the reference medicinal product
has been demonstrated by appropriate bioavailability studies. The different
salts, esters, ethers, isomers, mixtures of isomers, complexes or derivatives of an active
substance shall be considered to be the same active substance, unless they differ
significantly in properties with regard to safety and/or efficacy.

183 EWCA 1Z England and Wales Court of Appeal DEEFRTH 5,
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ZIAOFFA[72 E W L7 U7z 7 E oIk & K Lz, GRUR™ 2009, 41 O/ T
RAYEHETS S FEELL € e B AR B RO EIRS TG 2 R OFF [ Th 5
L L7,

=. BEES

(1) ECJ C-130/11
- BHIOHFRTHAHMNE 5 1 ERLE (product) A7 1T T/, FORRETEELT
I L 7= )

Neurim Pharmaceuticals Ltd. (EA'F Neurim] &\ 9)iX, AT b= & &A% 0)
B O SEIZ B3 5 B EREEFF EP (UK) 45 0518468 5 DIFFFHEE CTH Y, AT h=r&Ete
ANRJFEIRHA Tod D TCircading OFFAZARPLE U CHEENT SPC 2 HGE LTz, — 5.

[Circadin] OFFAILVAENZ, AT b= %G T (sheep) DEFHM 2 Fod 2B I
L TH D [Reguling (ZHOWTDEIKS IR /] NFEIE LT,

F[E T IX Regulin OPESE ST FF vl 2 AR PLIZZE S, Neurim ¢ SPC HIGE D
Regulation EC 469/2009 O 3 55 (d) D EHI DI A O EITERK T 5 &K L. SPC H
oE A fENE LT,

Neurim (335 [E H 7 #HIFT (national court) (2 _EFEOFEMARIE 2 AR E L TR L7223 K
T L. BB Lo, mERERLIE ECT ISRl — DA Zhk oy & G e EE IR I DWW Tk
ITRFRIDMFAE Ly AT TSRS S B R R r ORI IR L TR 677, SB1TRFrNIEED
WHAEE S OREBIGIEICR L TEX Db DT, HBITHF A0 A ESE S O fth o
WMEIZKT L THZ BN b D TH DA, Regulation EC 469/2009 %5 3 4= (d) 1L e4T5F
AIEH AL & W CA IR 2 & A3 D LoD EFR ATk 2 BATHF AN DU 7z SPC DA 5
EHEBRT DD E D MER LT,

TAUTKE U T ECT &, AP BEICESR S & L TRIE S AL, K< H BTG RIS D
DB AR R (B B, AR UMM R (therapeutic
application)) #{R#&ET 53546, EMFRFIC L WV RESNIBEGFEORZ S O [Hi-7e
TR AR A PEERICTE AT 2 87 e EESE S FF 1265 < SPC OfH 23 A[BE T (772
L. #8 (product) O A SPC HFE D 7= 8 O SLBERFF O REFFANIC H 255 |

B W PESEMEIRE - EVEMER S (GRUR: Deutsche Vereinigung fr gewerblichen Rechtsschutz und
Urheberrecht) A > &% —% v NHG|l—&
185 BESEFIZ CEIRT 5
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Z DB SPC DEIIFA A AR TIE7e <. F S8 (product) DT LW HBIZHI R S
noEHRLTZ,

T ebb, kD EC] C-31/03 O¥IBIDONIIGEE 2 [6l—OF (product) IZ%7 9 5 4
ITERLTFAINFELTH, BITHN 22T RERLORHBRATT-2boThy, =0
FIB S B RF R OFPHIZIE L TV D R HIX, BRITHFNCE DU T2 SPC B3FFAR S D & ¥l
Wr 7=,

(2) EWCA Civ 646

- TR IREEMEANRNY & L TEHTATER ST rIZHE SV SPCAFEL TH,
SRR E BRIy & L CETERLFF NSV TH7272 SPC 21535 Z L3 T
& 2 LT L7

Daiichi Pharmaceutical Co.. Ltd. (LL'F [Daiichi] &W>9)i%, BE&FFFF EP (UK)
0206283 & DFFFFHESR ThH D . ARFFFF5IIL S (-) —pyridobenzoxazine {b-&4) D HEIZB
THLOTHD,

[Ofloxacinl ZABEY & L TETIATEIRMLFFAIZE-SW o SPC 3BEICAFET D4k
C, Daiichi IZARKFFFIZESWT lTofloxacin] DIEFEIEARTH B llevofloxacin]
ARG & U TETeEIRELFF Al 2 MRHILIZ SPC 2 HFE L7,

Generics (UK) Ltd. (BAF lGenerics] &VN9)Id, ARKFFFHE K O SPC 1Tk L CHEZh5H]
itk L. B TH D levofloxacin 1T ofloxacin OFIPHNIZ & D H Sy
(active ingredient within ofloxacin) TH A7, EHE L L CORMIDOFFAIL
ofloxacin DFFA T 2D & FR L7z, B—HFHHFTIIRFF L SPC AN TH 5 &k
L. Z#uzx U TR (Generies) [T #2E5F L7,

JEEPERRBE S E 7. AR O WM R 6 2 8t A 72 SPCIXFFRE S ALV s, B
PR TH 5 levofloxacin IX[EA DOIENME, AW FRIRIH O FTEENME, K OEMEIZE SN T
BY., FEIKEAEMTHD ofloxacin KV FHTESE LT DOTHDL Z LB, SPC
WERTHD LHRET LT,

(Z38) HL LI E OHk
~ GRUR 2009, 41

A Y @ 7 & JIRIREY (Citalopram) 2 A2y & L CE Lol HR AL FF AT
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D7z SPC 23 BRAE(K (Escitalopram) 2 A& 5y & L CE Lo Al (T 2DV 72 SPC FF
W] Ze fHAE L Zguy &I L7z,

(3) Merck Sharp & Dohme Corp(MSD) v UK IPO '®6[2016] EWHC 1896 (Pat)'®’
— EIA TR AT e & O/ TENXEE LT AR ZER T2 5O TiE W=,
SPC HAGE DRI 1L 72 5 22\ &I L 7= 561

Mercke Sharp & Dohme Corp(LAF TMSDJ &\ %) [d 8 ERAEFF BP (UK) 0720599 B- (HiffE
H:19944E9 H 14 B, B4kH : 1999 4E5 H 19 H) OEFFHEE TH Y . AEFFIE
ezetimibe [t B#¥. KN ezetimibe & atorvastatin 72 & ZflAE ¥ 7= FAI LAY
ZONTHOHLDOTH D,

[EEEL TAtozet] X lezetimibe] KON Tatorvastatinl ZAZESE L Taira L A

THa—/VEETHITH D, MSDIRERRS TR oT 2 56 L. AR eI 23 73 2 Al
HToH D 2014459 H 12 A AT CHRERFFFT AR 2 2E0ER7F & L, Atozet OFF Al 2 HE
HIZ LT SPC & HiGh L7c, SE[ETO SPC HIGE X IF, MSD (& 3 bty T R AT Al Tt & 254 T

(EoP) L7c & WD il Z T 7oy, SEE CIX YO P HFEN £ EREAR I TV

VR T o 72,

WERFTOREEIL, AP N EETARIN TV W=, SPC HIEE
DENREIE LT AICESN DO TIEAR VW E WS | Regulation EC 469/2009 & 3 5
(b) X & F 2 SPC HIEE A fEH L7,

MSD 1% Z DR E 2 RIR & U ColE @S EREIC 5 Lo, J2E &2 1ABLIE EoP @ nix
ERZN 10372 T MSD @D SPC HGEIX AN R EHRM TR < BB L2 TH D
L L. Regulation EC 469/2009 % 3 = (b) IZE T 5 SR LT,

(4) ECJ C-392/97

- LB ORE DRI E A L L TEHDERLOTRFFATZRSG L725EGTH,
FEMERFTFIC LV IRE S LD T DL B DO EERTFFA P RERMM O, T AT 72 L
([Z DWW T D SPC {523 AIHETS & Il L 7= S 4l

Farmitalia Carlo Erba Srl(LAF [Farmitalial] &WH)IidA XL

186 https://www. vennershipley. co. uk/resources/news/2016/11/18/supplementary—protection—
certificate-referral-to—the—court—-of—justice—of—th>¥ A F&Z&HE|Z LT,
BT ECT] TR Ch AT, EEOYFIEF S TRHT 5,
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(idarubicin), & OHEK OVHIRIZEET 2 K35 DE &5 2525633 & (HFEH : 1975426 A 9
H., B&kA : 197943 A 1 H) ORFFHEE CTh D, ARFFFEREICITIES= AT 12D
WTRRELRWA XA E L ORBTEHINTEY . HMlEOFEmENZITA e
W72 Rtk s Tz,

Farmitalia |3 N > TA 2y R 2 A2y & L CHTealE A IRaERA T o
% Zavedos @ bmg & 10mg [T DOV TEFEMATIRGF Al 2 G L, AR AR O ERLOFFATIC
FESUNT SPC HEEX S % [idarubicin and salt thereof including idarubicin
hydrochloride] & 9% SPCZ B L=, FA YT TIIkS% the medicament
Zavedos containing as its active ingredient idarubicin hydrochloride | Z#gE/]N L

T SPC 15 L 7=,

Z AU L Farmitalia (X lidarubicin and salt thereof including idarubicin
hydrochloride] X{iZ lidarubicin and idarubicin hydrochloride] 73 SPC ®x}%:Th
% & FR LT RA Y RFFECHIPTICHERR L7, RA Y REFECHIETIE =D O &l 512t
TOHREEAL,

R A B HIPT S Farmi talia 28 88925 — DO R IT A Al 2 5% 1 72 E3R GO f
S T oA XN VERBRIEZEZ D INWEIFHIZ O TO D TH S, SPC D
FLRERT AR A O FREF (2001/83, 2001/82) 1233 < | MU TH e b O TRIFIUE
72572 B9 Regulation EC 1768/92 5 3 4k (b) ITIE T 5 L HIMT L 7=,

F72. FAVEBTEHIPTT Farnitalia OFFZFHMEICIIA AL E VA XL E Y v
RO Z BT EN TS 720, A F N E Y DETOHITK LT SPC 2532 2
. B8 (product) AR e EBERFFFIC L D EARES R TIE 2 620 2 )

Regulation EC 1768/92 % 3 4k (a) \T3ER T 5 L ¥ L 7=,

(2%t L Farmitalia 28 B L. FA Y ERLEHANI RO X HIZ ECTIZERM LT,

SPC D HIEE R NA B Sy DIEREE R, IO HOWT D b DT, FAEXKSOA
Ry I8 — TR E DI TERE Tdh 5334 Regulation EC 1768/92 %5 3 55 (b) Z345F L T
WRWZ TR DOMNITHOWTER L, ZHIUCH LT ECT I3RS x5
Regulation EC 1610/96 DFIE Z ¥EH 941X (mutatis mutandis) . Eéﬁguufﬁﬁ&§$fq%e§%
FTEREE DB TET TR BRIV RESN D VDR LE RO AT L7
E'h SPC DHFERIRIZ/ZR V15D LRz LTz,
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r\\¥4
B

 ERERERT ORI E R OWEBER O AT ST Y | EHHINC & FEE
DE—IFRERO PRI N TN TS, AR ORTOME AT SPC 2 HEET 5
B, F 3%k (@D T (product) ITHEMERFFIC L W IRES N RITNIX R B0 v
IBEZTIZT DODE D M OWNTEM L2y, ZHUTkE LT ECJ I& SPC O HEEXxI g%
FRERFFOMRAERIH 2 X 2 Z L IXTE RV, R LV RESh 25
(product) ZRET DBRIT. & OEMERFT A 5 2 72 (EBIEZR O) IEHIZES W CHIE L
RTNUER DA SRR L,

i
B

&

4.SPC DFh A

4. SPC DiR#iH

SPC T & 2 PRI I X BR3P O IRFERIPH IR 2 F5 T O TIT R <. BERFFIC L - T
5 SN D RERPANC, EIEMATIREF AT 250 72 85 (product) X TYSPCHifli THE T
(CEFSTTRET ] 25 0 72 ERREIRA & L TR (product) 4 TOMBHFIPH £ T%
R, mEE L R | SRR ORFFIMEE 2N R & T T2 RS O IR DAL SPC
HIERISBEMCEFF A Sz g E COMRERFHICE £ 5,

SPC Dzh 7103 e SHLEL (product) D EFEIE Regulation EC 469/2009 M2 1 4 (b) IZHE &
NTEY ., 8E (product) IZTAZIESY (active ingredient) 12X > CTHIMTIILE . A%
TN TOEFRREN RO THIFNZ X » TR S5,

ECJ C-442/11 O CTIXEEMERE T O REF AN T, SPC DR, (product) (2l DA ik
Oy E LA E DR T EIR IR U CTH R I M A &l L7210,

SPC X FEMERFEFMEIC L V0 B2 B IVIZAER & Rl — DOMER] &2 £1 5 L. RIFFIZE— OfIR & %
BaiRT 29, Lo T, SRS EIHEN R E S NT-5A . SPCIch E D Ei

188 Regulation EC 469/2009 & 4 5&

199 SR ERFTIASS 95 4%

190 Articles 4 and 5 of Regulation (EC) No 469/2009 of the European Parliament and of the
Council of 6 May 2009 concerning the supplementary protection certificate for medicinal
products must be interpreted as meaning that,where a ‘product’ consisting of an active
ingredient was protected by a basic patent and the holder of that patent was able to rely on
the protection conferred by that patent for that ‘product’ in order to oppose the
marketing of a medicinal product containing that active ingredient in combination with one
or more other active ingredients, a supplementary protection certificate granted for that

‘product’ enables its holder, after the basic patent has expired, to oppose the marketing by
a third party of a medicinal product containing that product for a use of the ‘product’
as a medicinal product,which was authorised before that certificate expired.
191 Regulation EC 469/2009 & 5 5<
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HENFIET D LB NS, £, FrFHERZICET 2 MEEOEMWNEAD SPCIT b [Alkk
WHIND, MBEOENETED IEFHEICK L TR INZRE R EICk+ 5 FE—
DARRD F-Eea SPCITRTHWEICHRAT L Z LR TE 5%

v, BEEEE]

(1) ECJ C-442/11
- JLHEREF ORI N T, SPC OB (product) I AT B 43 A ML A ot T2 BESES,
12K LT % SPC DN 3 K 5 & | L 7= =4

Novartis AG(LLF Novartis| &U»9) 3%k SIVIZHFFT EP (UK) %5 0443983 5 DRFFFHE
HTHY, AFrFFIE valsartan Z E T ERFFF T S, Novartis I valsartan Z A 2K
ELTERTDERN 50430 IZOWTIRFEHF 22 %, ARFLOT «
F N OFF AN EES W TREFRFFFIT S valsartan 2351235 SPC # 52 b7z,

(1) ECJ C-442/11
— FERAREE O HERIPHN T, SPC OB (product) I DA RISy A HLIA G o - EHK
\Z%F LT SPC D% /123 fe 5 & W U 7= 5451

Novartis AG(BATF [Novartis] &\9) 388k S A7 R55T EP (UK) 25 0443983 5 D RFiTHE
FH T, AREFFFIL valsartan 2 & W ERFFZ, Novartis Id valsartan Z2H %A & LT
GAHTHERE [7 0 AN I LIRGEFTF A 2= e th. KRR OT 4 330 OFF
A DS W TCHEERTF T2 O valsartan Z2xX2RI1ICT 5 SPC 2 H5x bhi-,

% D% Norvatis Id valsartan(A) & MERE FEOHHFRA THH E KnrsoaF 7Y
N B) ZHZICT HEEN 27 4 330 IZOWTHFAEZIT TR LR, 2
HITEEAS L SPCIF=Z T oo T,

Actavis 1%, valsartan (A) T3 % 83 EP (UK) 5 0443983 =D e D IER IR T % 0
SPC MMM T4 2RI, 37 4 AN (MB) DY =R Y 7 BRI O AP O IE & T
B L7228, ZAZx LT Novartis % valsartan (A) B7F D SPC IZFESWCHRFEEE IE 2 5

KU,

Fe[E M ECHIAT I Actavis DIREEZ RO THFEEIEZMma L. Actavis 1 ZHIZHERR L
7-73 . EEEZERT SPC OEh HEPHIZEI 95 Regulation EC 469/2009 D% 4 kN

192 Regulation EC 469/2009 55 18 5%

117



5 ROBE G, SPC D valsartan & 6 CHRIY & — 2> LL EOMMOF RNy (ARFHA
O FaroaF TP R) LHAEDLETEARTAHERKMLD valsartan 2% L TR 5 X
V7= SPC OIRGERIH A RET 2000 E 90>, ECJIZERM L7,

ZAUTKE LT ECT 1%, SPCIZIFHL S (product) (2xt L CEMBERFFF Cft G- a7 b o & [Fl—
DHEFINRM G- SN D72, DA (A) &2 58T 2 8 A BRI L0 IR S 4.
1) FraFhES 03 IR RIS B S W T2 L LD AR (B) BN TE A 2 R HE S D ik
AR TE GG, BRSSO 5 S SPCIZ RSN T, JERERERTAY
HR L2, E=FPADRD 2G0T 2 EERMLZRTET D178 L TRELZ R
HTENTEDEHRLT,

5. SPC HFE D FHi & R OB

A. HEERH

SPC HI S EEIT AN /R E RS IR H 255 6 » A DIPNICERIE S i uid e 5780
9 e 2 O] H SRR OB O LT T b BB A 1. LG O D 6 4
HUNITHRE S 7072100 10E 72 5720,

2. BEETROHER

SPC MG EII MBI 25 LS INBE OB )T (industrial property office)
WCHEH L2 iE e 63719 2 OFEERFFT OF AL, IHITHANZ XV FEI N
T, SPC M5, MIHiEMs N5, EMICARIRE B LN T HESE OFTERFTIT OB
EIZL D,

/N, SPC HEEER K OVRAMER

(1) SPC {150 7= DR E#HFEDOFLH'*

- SPC HIFED 72 O HFEFHITA BRI E R ORERITHE D 23, FTRRONENE LTV
T 72 B 720,

(1) B &5 AN D4R & AEFT

G ARBEANZRE LG G. READOLFTE AT

19 Regulation EC 469/2009 55 7 4555 1 16
19 Regulation EC 469/2009 % 7 454 2 IH
19 Regulation EC 469/2009 % 9 4525 1 IH
19 Regulation EC 469/2009 % 8 5+ 1 T (a)
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(111) FEMERFFFOFE 5 M ORI DL

(iv) Regulation EC 469/2009 2 3 5 (b) TE M SN TWHIEY | s TR (product)
IO TIITET DT DERMOFF A DOF S MO HAT, £ L TRIZ Z OFF A 2335
(product) z M E (Community) DHIGIZFIET H T2 O DFFA[ TRWGAE . YLD Al D
K5 & B,

(2) L (product) FEIZ DWW T O, K ONEIRSLFF a] O BAW

- EENTRZF RS, FFATH, KO Directive 2001/83/EC M5 11 4 X% Directive
2001/82/EC D& 14 42 THI%E S L7 8 (product) DFFPEIZ DWW T O EHK), KT}
Regulation EC 469/2009 £ 3 5t (b) TF M S 728 (product) Z i T D720 D
FFARED BARZ SR LT iud 72 5720,

=. SPC HEEDNE?E

THBEZ OEEE L JRIL SPC HFEN LR, TRONELZEZLAEZ LRThERL2R
VY,

(i) WEEHE DL & T

(11) FERERr 5

(ii1) A DA

(iv) 5 3 & (D ITHE STz, BEOEN (product) Z TSI FEIET 2 72D DFF Al DF
B KOYEA, FAIEEICERHE S 285 (product)

(MY T 554, B (product) ZMBE O THRIETE D LI LIZRVIDOFFAIO
gL A

VDS T 256, HIRIERFFEIC OV TORR

&i. SPCHEIZONT DAL % FAT

SPC MAfF &7z &) FHEITFEE LI L » TR S g udz e, A%
B/NR, IROFERE EALRTHITR DN,

(i) SPC Frfs o4 i & AEHT

(11) FERERFTF &5

(ii1) FEHH DA PR

(iv) 5 3 & (D) ITHE S Lle, MO (product) % T8 CHITT 272D DFF Al DF

197 Regulation EC 469/2009 % 8 <55 1 I (b)
198 Regulation EC 469/2009 %5 9 5% 2 1A
199 Regulation EC 469/2009 &5 11 445 1 18
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F. MOVEA, FFAREIC R S 72 B (product)

(V)41 25546, B (product) ZMBE OIS THIETE D X DI LIZHEADFFATD
& A

(vi) SPC i

F 7o, SPCHIGENEM: SN2 HE b B0 0 ITAE LT IUER 20,

6. SPC D HAMR

1. HHEEGE

SPC O HIE]1X Regulation EC 469/2000 O 13 LICHE SN TS, SPC OB IX &
WERFFFOMER ) 25 BN TORMIIOEILL TR FIAAR SN H] F TOHR
Db AEEZELGIWIZHIH THY | KK SEETRD LN

Lo To 1) TEBERFFOMBER L 726 TR C D e ) 0 B 38 G il T 23 KGR
SNT-H ] £TOHMD b FRMOLE, BINTHRHE S N DHIRITRW, i) Y%oH

235 025 10 £ DOM TH DL BT, 5 FEEZELGIWIHIRZZT 2Bk & 72

%, i) BaZ O 10 F 2 BE T 55613, 5 F0BMRENIR & 72 5,

7 UNERERSOBE . 540 SPCAHEHIIC 6 » HBBI 5 S5 Z &n
HDHT=D™ T OHFER | 7256 [BINN TORYIOER TR A28 KRB ST
Hl £ TOMBIN S ERBETE SPCBTHEEND Z End 52,

OB TIRZF ] B OERIZOWTIE, Regulation EC 469/2009 ICHESNTE S
3. ECT OHPAZHEVEIR 33, ECT I1F C-127/00 OH-C, SPC Z AT A7=H0 B
NN T O IO EH ST BGEE AT 0GR B 1 18 B E R Ok & ORERE D 7= 01

20 Regulation EC 469/2009 %5 11 555 3 IH

21 Regulation EC 469/2009 %5 13 4555 1 18

202 Regulation EC 469/2009 % 13 5% 2 TH

203 Regulation EC 1901/2006 % 36 5555 1 18
Where an application under Article 7 or 8 includes the results of all studies conducted in
compliance with an agreed paediatric investigation plan, the holder of the patent or
supplementary protection certificate shall be entitled to a six—month extension of the
period referred to in Articles 13(1) and 13(2) of Regulation (EEC) No 1768/92.

21 ECJ C-125/10
In the circumstances of the case in the main proceedings, the SPC and the paediatric
extension would together confer on the holder of the basic patent a period of protection of
2 months and 16 days that takes effect at the end of the lawful term of the basic patent.
Therefore, the grant of an SPC of negative duration in this case allows the objective of
Regulation No 1901/2006 to be attained.
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B it R I L VAR ENTZ A L LTEHE T 2O TIEARL . ERF LM
E MR A W 2R ST KR H 24T b 072 LR L72Y0,

v, BEEEE]

(1) ECJ €-207/03 }xTREC] C-252/03

- EUIEINGEE CEE R G rl 2% 1 7286 T . BEA Bf23 i M &4 C EUINEEIE T
NIIFEAET D6, FENMNEETOFFATH % SPC RAEMMFEEDOIENER & 72 D RHDFF
AHTd D &l L7

Novartis AG [T BEAFFF EP 55 0449769 = K& OV EP 26 0500823 S OFFFFHEE TH Y |
Millenium Pharmaceuticals Inc. (BAF Millennium| & \9)IFEERFEF EP 25 0477295
HFORFTHEE Th D,

(C-207/03)

Novartis ¢ EP %5 0449769 5457713 CD25 %35 & k&AL Tzl R 2 o
lbasiliximab] 2R84 2 HDTH V., EPH 0500823 Z45#FL lartemether] KON
Mumefantrin) ZH#ETE L TETLI~7 U THICET 26D TH D,

EP % 0449769 5 @ basiliximab Z&Te[EZK NiL,. EUMNBEETRWA A A THRIZEIKS,
MRFF Al 2521 F . & Ok TERINF[F{ARZE B2 (Commission of the European
Communities) 2> b [EISTIRFTF Al 25 172, D%, Novartis (XJE[EFFFFITIC SPC % H
FE LT,

EP % 0500823 5Dt~ T U THNIA A A THRICERKL TR T 2217, TO#% TERED
E TR 25 1) 7=, = D%, Novartis (ZE[EHRFFFTIZ SPC ZHFE LT,

2003 4= 2 A 12 BfF CEEERFFFT X LR ORFRF  OVE S S TTIRGF P2 55T SPC &+
B L7722, SPCIREMEIOEER 2 AL A TOHF A THSL LW L=, Ziuzxt LT
Novartis (&, AA A TiE7A < TE & OWINLLFEAEZE S OFF ] 2 H#E - L C SPC #ifH %

25 S0 far as concerns medicinal products for human use, the concept of ’first authorisation to
place... on the market... in the Community in Article 19 (1) of Regulation No 1768/92
refers solely to the first authorisation required under provisions on medicinal
products, within the meaning of Council Directive 65/65/EEC of 26 January 1965 on the
approximation of provisions laid down by law, regulation or administrative action relating to
proprietary medicinal products, granted in any of the Member States, and does not therefore
refer to authorisations required under legislation on pricing of or reimbursement for
medicinal products
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FELRTNE e E FR L, EEFFRFERAPTICHF A 24l L7z, Zhicxt L, &
[E R FFECRIFTIE BCT I FREONFIC W TERI L 72,

(C-252/03)
Millennium (XPE3EH, Eptifibatide (2%f L CAA A THRIZFFAIZ T, D% TR
EAZE B <> (Commission of the European Communities) 2> EIKEL IR A 2517 7-,
ZOt%, Millennium (I/V2 &7 V7 MBIFTAHEITIC SPC & G5 Lz, VBT
HRIFT A MEIT I SPC & AF B L7223, SPCIREMIMOREER 2 A4 A TOFFAHTHD &
AW L7z,

T AT L Millennium |3 SPC {R7E ] 50 AE oD SV BRI L R IRZE 5 22 oD (R 38 5 7 T
ACARFNERDRVEEEL, A2y T A2 FBEHFNC R L, Loy T
IATHIERHIFTNE Z O EEEZ T AN T ® o TV 7 FMFTAMETOREZE D L

7

NI BTN AT RIIN 7 o T 7 EETBEHFTC BE L0, 2T
B LTy U7V mEATBEHIETAS ECT I TREONA CTHEM A LT,

FERFRFECHIET LV D TV D EEATBECHIFTIL EC IZ. A A A TOBEREMS TR AT
Vb7 vaX Ay EUMEE OFERICIVEHSNIZ) Ty yad A U TRODLI
BHM, AA AOHIRFFA B 1% Regulation EC 1768/92 %5 13 SRICHA/R S 4172 SPC {44
MOREMER LR D BAOFFFTHICEZ ST 20008 5 MnabEi,

Z AU U ECT 1. BRINFR 7 B (European Economic Area, EEA) #3490 (agreement) O ff
J&# (annex) 2 IZHASWT, A ADQEFELTTRFFANLY T o XA o OEEMT
IRFFF & RIgSND0, Ve T va A AT EUMBEETH L7, FHRIHIZAA A
O ESHE S T AREF AT B X SPC ARFEMIM FE DFEMER L R DA DOFFAT A & B S 72 i
BN EHR LT,

72720 2005 45 6 H 1 HUARRIZ, AA A CTOEFKGLIFFTENS 12 » A 0 B SEIESE %
BTV eTorvadArTHASNDEICI eT v aX Al r OEENRSKIESNTZ

206
o

7. A A BEZE i BEE D 5]

W Fgq P Ualld, RFRFEEM 1, 2010.3, 1003 B
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(1) EFTA?" E-16/14
~ SPC HIFE DR & 70 D RFF ORERPICE £, Kt & R 2o ERES & ITEER
BIch U 7 F U EIRE G SPC O EFPH BT 5 &k L 7=

Pharmaq AS X/ /L7 = — X ERFETEE 333242 5 ORFiFHES TH D . ARFFFFIXH 7 HoO D
ANAT T F AT D HDT, Hrou A AR E (viral pancreatic
disease) IZFEH ENB LD TH B,

J v = —{% BU IR E CrE 22 W s BRI 75 588 (European Economic Area, EEA) INE[E
TH Y. EEA 1% SPC HLEZ & T,

—J7. Intervet International BV(LAF [lIntervet] WO NIV rEMAEEOT LT 7
7 A /L A-1(Salmonid Alpha Virus—1,SAV-IIZEG LT1=T AT v ROV 7oL
T ARIEYE D A L2 (V94090731) Z R L CU 7 F o 2% L, #EE VD = — CTHREF
% 7=, Intervet [XW[ETED U 7 F o ZxT 2 [EIK NI EF A (narketing
authorisation) 3%}, / /L7 =—"CSPC & Hi L C 5 4EOB ISR 2780 51
7=

Pharmaq (JBL45) 78 Intervet (B¢45) ZAHTFH - THUE U 7= 2F3Ra8C /L = —EHIFT I
Intervet OFFFF OIRFERIIHZ ¥ A /L ADOFIHIZBR D2, T O 7 A v AR B
KT DT 7 F 2Ll L, Pharmaq @V 7 F 78 Intervet FraF O PREHIPHIZ S i
7% L U=, Pharmaq 23368 L7-% 4 D v A )L ZAMERESE RIS 2D 7 F 0L 2 v
¥ = — DY RHED T LT 7 7 A LA (Salmonid Alpha Virus, SAV) 0 6 D Eifk
(strain) ® 9 B, 3 D HDEK (SAV-3) ZFIA L1722 & ICHED H 5,

ZHIZ%F LT Pharmaq %, Pharmaq @7 7 F 1% Intervet SEUE L 7= SPC DOARFEFRLIHIZ
BENRWETRL, AR HIFEHFT (Oslo Tingrett) ICFFAAZIRE L7z, ZALITK
L. AR a5 ERIFTIEEMN B B 5 S (BFTA) T - Lz,

F A v HTEAPNL, ERLA T A IVAD 7 F 2 TH D RS SPC O-EHIPHIL, FEpEFr
FFERFAI R E FNDRE ORI TR EARFIC ST EEF AR I
FEENRVVLOERIZCE TR SONE S PVERM L, Zhuzxt LT EFTA &HFTITES
A A8 (product) IZBI9 5 Farmitalia 2 ML & LT, Regulation EC 469/2009
54 5D SPC OIRFEFFH 2B ITRS IR T 5 Z LT SPCIc L VRSN ARG & TR
PN RS 72 ) RPN THGICER T2 2 L 2R L TSPCHED BMIZIKT 572

27 o B E 584 (European Free Trade Association, EFTA)
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W, BEERFRINCFEISE 23 4 2 T — (biosimilars) (TIEHERLE, (reference product) |2
%9 % SPC DIRERPAICE 41D & HIR LT,

8. T AR &R Ah 12 B3 5 141

(1) ECJ C-11/13
- WA B & 2 SEE G 2 35 DA IRE R, OFF ATIT SV T SPC 231 5 &
M5 &l L 7= 541

Bayer CropScience AG(LAT [Bayer) &\UN9)id, BERFFEF EP 55 0719261 & DR HEE
TH ., AEFFIX isoxazolines (LEMITET 5 & DT, isoxadifen f &5 Lo,

Bayer IX KA T foramsulfuron. iodosulfuron &1\ isoxadifen Z & 1efREHITH 5

MaisTer OMEMIPRFEILEIZ SOWTFFAI 2 BUS L 72, Tsoxadifen [JBRFLH D i T E B
#l(a safener) D&HIZ Ri=F b D Th -7z, Bayer (£ 200347 H 10 HIZ LFEDOFFFF MK
OFF AN HEDNWT R A VT ICA#E#PH %2 [isoxadifen and the salts and esters

thereof) | & LT SPC & HFh L7223, HEAMIVE Sz, Bayer IZEAMEIREZ NkRE LT
R A @R R FFECHI P ISP U, R R R iaRR & ECT I M &2 LTz,

R A @R ECHIFTIE ECT 2. A IRGERLS D SPC Z #XE L 72 Regulation EC
1610/96 55 3 o565 1 KL OV 1 558 8 OB, (product) *® & 85 1 &35 3 HOTEMEW'E
(active substance) ™ |ZHEBINANNE TN D MR TE200EM L, Zhicxt LT
ECT 133 E RN 63~ 2 FraF 3 I D R PRt B O FF FT K 0 RIS RS RIS T & 72
WZ EIEHBNTH Y, Directive 91/414 D 4 £ TE K SN TV D AEMRHERLL O
IR AT ot & LA PR T L O D B OB - M A& SERET 5 72 9D IS SEE R 2 5 Tk
#l (co-formulants) (ZBIF 2 &R 2 AT LT IZ e b EHEL TV LT, KE
BRI Regulation EC 1610/96 OB, (product) XIZIEMEMEICE N5 & IR L 72
T b7en &k A2 LT,

(%) @E O RFREHIES 2 RIRFEL () FEA ., BBAL BREAL Q) RIEWO A
PRAEZ e, SUIINHI T 2 72012 5 FKALL (3) kAl #FolAl BAEA L ELL TV

28 ” hroduct’ :the active substance as defined in point 3 or combination of active substances of

a plant protection product;
209 7 active substances’ :substances or micro-organisms including viruses, having general or
specific action:

(a) against harmful organisms; or
(b) on plants, parts of plants or plant products;
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D12, FEEBREAD R ERBD ONRWATREMENR H Y . 2T X 0 FEEREH &
T R D RGN TSN T RERFAE O (7 foe 0 I AE R B Sk A AMEAE S LD ATREMED B 5
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[ B 521 ]

(1) ECJ C-431/04

() EEEE
MIT (MASSACHUSETTS INSTITUTE OF TECHNOLOGY) IX B $%453F EP & 0260415 5 DO HEA T
HY . AREFFFIL polifeprosan K NMEWFHITEEME % & LB ET 5L DO TH 5,

(7)) ARF 5 R T R OV 3 oD BB 43
FHoRIE 1.
A high molecular weight polyanhydride prepared by polycondensation of

dicarboxylic acids, the polyanhydride having a weight average molecular

weight of greater than 20, 000.

FhoRIA 8.
A composition comprising a matrix of a high molecular weight polyanhydride

according to any one of Claims 1 to 7 and a biologically active substance.

BHAIED 5 HEEHNTIIFERTE 1 DR Y ~—"T polyCPP:SA & & F, EWFHINIHME
ZRTWE Ta/l ke F 2 (colchicine) XX, A A YU > (insulin) & & TR 23 7L
SN TEY . polyCPP:SA AW FHNEMEME O &2 i35 2 & N FEEFER T
MAEESNTUWB, Polifeprosan Id polyCPP:SA AR U = —I{Zi% %4 ¥ 5,

() F32ER

FERFHES T D MIT [HIARFRFICBIES % R 3Kin Gliadel (239 2 FF A &2 Hufs L 7e,
Gliadel DIERLASY D 5 B carmustine (T2AFNIOMIESHER A 2hpk oy C. RS AT
LLTBRICER SN T b D TH o7, MOWALS TH % polifeprosan IIAKFFF
DORY ~—WE T, BN HEEERDFIL 72V, carmustine Z AN D —E DR
ETho WS EIMEThH Tz,

MIT | IARKFFF &2 S RF AR, Gliadel (2563 2 FF Al & SERERF AIIC LT R A Y KT I SPC
BHFELEN, RAVEZTIL(1) polifeprosan 23A #IEk4y (active ingredient) Tl
RNEWV O HEH RN (i) carmustine [EREICMOBEIRGFF RIS T SPC 25172 &
V9 HLE T MIT o SPC HiGE & 4R#E L 7=,

TAUTHKF L MIT 13 BA Y R ARSI T I PERR L7y R iU R RCHI AT I 45k
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ZIEAIL, MITIZHEO RS YV ERREFHENC LS Lz, N YV ERRSFHETIXZ O
FRIIKLUTEC] IZER LT,

(=)

B 1%

Regulation EC 1768/92 & 1 5 (b) D E RN TEHSL AR D & MAA DE - b DIF3nT
B TERDREFF ORI D DR SN2 TR 5 200 fng b 722,

1 K BRI

ECJ 1% Regulation EC 1768/92 (21X T4 &4y (active ingredient) | (ZXFd 2 EZRBE
MRN8, FDOMHFEOEW & §ITEFEH S5 — e mik & R S 20z
59 B AN OH KIS R A KIE S 2 W EIR G O/ 1T TH RIS (active
ingredient) | \ZH £V H D7 L [EIGIFTIRMICZIT AN GILTWD &L
7=

S

WMEOMAEDLED S b, —OOWEIXIREDREZ L, thoOWE IXZ DOIEEDFICE
B (RN TR B A BT 2 7= OICA Ry Ot 2 F0E) 2 5- 2 258 b AD &
HAEDETZLDOIZEYE T DONMNWE DT,

2 FITHT B BIE

ECJ I% Regulation EC 1768/92 OSIIEEEL L 1610/96 OSLIEE R &2 AT L TAH T HIiAk
R FFIZ T OVEE TAZIRRSY (active ingredient) | IZEENLNE DT, AR
53 EIBRBVNR & BRI 7 W B OEE RGN E TEIRS AR 2 e bEle b o
(combination of active ingredients of a medicinal product)] IZHEEN7EH]
Rz2T LI,

() b K ORI .
EIRIZOWT, AMEICIHBERE R SRV TADIE D ICE ENRNEERL, 2

“%Does the concept of “combination of active ingredients of a medicinal product” within the
meaning of Article 1(b) of Regulation [No 1768/92] mean that the components of the
combination must all be active ingredients with a therapeutic effect?

2Ts there a “combination of active ingredients of a medicinal product” also where a
combination of substances comprises two components of which one component is a known
substance with a therapeutic effect for a specific indication and the other component
renders possible a pharmaceutical form of the medicinal product that brings about a changed
efficacy of the medicinal product for this indication (in vivo implantation with controlled
release of the active ingredient to avoid toxic effects)?
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NI XV R AR 7 E ORI 2 AW TSR LA OB Sy DOF LWEIFNZ DU
TIE SPC DXFR CTlEApv &I L= S CEWR S 5,

(2) ECJ C-493/12

() EEEE

HUMAN GENOME SCIENCES INC. (LA'F THGS| &u»9) T8 8452 EP (UK) % 0939804 5 D4
HHEE TH D . AFFFFIL Neutrokine— a (TS T 2HURICEIT 2 L0, RFEFHEREIX

TROLBY TH D,

(7)) RG-SR IH

A oRIA 13

An isolated antibody or portion thereof that binds specifically to:

(a) the full length Neutrokine— apolypeptide (amino acid sequence of
residues 1 to 285 of SEQ ID No:2);or

(b) the extracellular domain of the Neutrokine— apolypeptide (amino acid

sequence of residues 73 to 285 of SEQ ID No:2)

AfoRIH 14,

The antibody or portion thereof of claim 13 which is selected from the group
consisting of':

(a) a monoclonal antibody;

(b) a polyclonal antibody;

(¢c) a chimeric antibody;

(d) a Fab fragment;and

(e) an F(ab’ )2 fragment

() = BIR

WEEEMER Cd D HGS X bel imumab }2 OX tabalumab 73 £ 72 Neutrokine—a IZFEE 9 2
PURIZBI T 2 %RrdF 4 1996 4 10 A 25 HICHRE L 72, AKRFFFIE 2005 0BG S L, AR
D RFFFHEAFRE I 2016 45 10 H 256 AL TThH o7,

—7J5. Eli Lilly and Company Ltd. (L TLilly] &\»9)i% Neutrokine— o (Z%t4 %

HUAD 95 % tabalumab (LY2127399) (2 DN TR TIREF A & HHEE L7223, tabalumab |3
ABTFOFRI S 2RETHBON D o7,
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Z D% HGS 1X, Lilly @ tabalumab (2592 [ 35 i T ] 2 AR HLIC ARRFFFIZ DUV T
SPC ZHIFET 5 LFHE L7z, ZAUTK L, 2008 4 Lilly [ZZEE R #F# T (Chancery
Division, Patents Court) {ZAKFFFICKTT 2 MENFRAZIRE Lz, T ERIRTLIlly
I3 HGS AVEF3RIC SPC & HIGET 5 Z LI A, HGS DORFFFICIT Y sZ PR A EARERIZ D At
il STV D72 THIUAR LY2127399 2 BARRIICRLH S LTz, Hilk LY2127399
IFHGS DIEERFFFIC L o> TIRESNTEH BT, LFLD SPC HFKIE Regulation EC
469/2009 25 3 S () ICIEX L TWAH E W) Z & ZBHICHM TRV E ERL, Atto
PUAR LY2127399 12D T SPC IR FhERAraa 2 faift L7z, E&FIEPLIT ECT 1B L
776

H

(=) Ik

B 1

Regulation EC 469/2009 % 3 5= (a) ® [ (product) A% 72 FEREAFTFIC Lo CTIR#E S
TN\ DD ZPsd 2 FEER I VE BE L7222,

RS AN IS

ECT IZBEMF O HIBIIE (Case C-6/11, Case C-630/10 Z5)12 X% &, FEBERFFF OG5 REPH A
B & e &9 ITHERERVICFER S N7= b D TH . Regulation EC 469/2009 D 3 5
(a) DEWANTHM D ZRE L TV D LR LT,

EH 2 &

PURIZ O W T OFGREAURDIER & X7 BT D5 B Rk Citdl (define) LTH
FITHREZR DI, B D WITHURIZ R T DGR ER Z fesll L2 T TR 6720 o)y,
b LE#E T & ThE, N DWVEMARICEEE L2 TR 6 R20n oz 2n T
WA DR T,

2 ISR B A&

ECJ I Regulation EC 469/2009 D% 3 & (a) 3R HIRIIC BERERY E M 5 S L= Ak
Sy HERR L Il L, ARy & Ete £ O ICBERERYICREHk S 7o ahREupE b EPO ©
FATLIHRFIC Lo TIRESND L AT 2N TE L YR LT,

/g /unm

ECT TR IS FERERFRFIC & » TIRES D & B72R S T2 OIITA DY SRl

2What are the criteria for deciding whether “the product is protected by a basic patent in
force” in Article 3(a) of Regulation [No 469/2009]7

2BAre the criteria different where the product is not a combination product, and if so,what are
the criteria?
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SREPACTHT L HEEX CREISNANLET 2V W L, T 72bb . PO TRITL

7o RERFRE SRR I FEdl S V= A Ak o IS EERYTEZ A (functional formula) CRi# S A7z
%A Ch Regulation EC 469/2009 26 3 55 (a) 1 HIA AN TR B SPC D
T AP LA SR LT,

(T)’quﬁﬁ&()\ﬂ“u J<
SPC DIRFERT G2 & 72 DAL DT L b BffERFFF D36 KRG 0O Hh CREIE I & - THE
SNBMETIRNEHR LTS TERRD S,

(3) ECJ C-322/10

(1) FFERy4EH

Medeva BV I3 XRERHFT EP 55 1666057 %S OFFFFHER TH D | AREFFFILE H X OHUT KL Uk
Helko~~ 7 )LF = (filamentous haemagglutinin) FiRZ&Te TV 7 F AT 5H D
T, REFHEREITRROLBY TH D,

(v) fRFaHRHE
FEORIE 1.

A method for the preparation of an acellular vaccine, which method comprises

preparing the 69 kDa antigen of Bordetella pertussis as an individual
component, preparing the filamentous haemagglutinin antigen of Bordetella
pertussis as an individual component, and mixing the 69 kDa antigen and the
filamentous haemagglutinin antigen in amounts that provide the 69 kDa
antigen and the filamentous haemagglutinin antigen in a weight ratio of
between 1:10 and 1:1, so as to produce a synergistic effect in vaccine

potency.

() FEBIR

Medeva BV I HZOHUF KL OMEHERA~~ 7V F = OHURZRES Z LTy U—%)
REBOTU 7 F o 2 8ET 2 BT 82 1990 424 H 26 HIZHIBE L., 2009 4
2 18 HITBERIRIE 2 32T 7225, AR OF e Ffoe Il T H 1% 2010 424 H 26 H Th -
720 Medeva BV [IAHFFF % JEHF7FICC, Infranrix DTCaP, Infranrix IPV, Infranrix
IPV+HIB, Infranrix Quinta., Pediacel K (X Repevax U 7 F 2 DEIKSLIT KT HFF A
H3T 550 SPC(SPC/GB09/015, SPC/GB09/016, SPC/GB09/017, SPC/GB09/018 TN
SPC/GB09/019) % MGk L7z, 4 SPC HIGEEIZIZY 77 U 7 (D), MR (T) . & A

(Pa) . /NJBREE (TIPV) . AMBEREEZE (HIB) D 5 6, BRI 7= fAE DEITHT 5 DTPa-
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IPV/HIB U7 FUNEHMENTEY . EROFAE2ZT 7V 7 F U ITE RO TH
BH3—H4 7 F 2 (pertactin) M OMEHEIR A~ 7 VT = OB EORITETE A, B
D8N 11 ORI EETe b D Th otz HEEFFFFITIL 2009 45 11 H 16 HIZZ
LB DWW TR TR E Lz,

HAKEIZIZ, SPC/GB09/015, SPC/GB09/016, SPC/GB09/017 K T* SPC/GB09/019 ¢ SPC Hi
SRR IR O FE K TR SN LV < AR IHEE S, Regulation
EC 469/2009 D% 3 4 () ICHEX L TWD E W) EH LIt s iz, £z,
SPC/GB09/018 ¢ SPC HI G I AR O 5 R AL SN = ARy D AL S h
TWDN, F 22T ERGLOFR DD H H3—% 7 F 2 (pertactin) LISk D 9 5
DR EEE R R OFE RFPIC M SN TB LT, ATl TiXRWnizd
Regulation EC 469/2009 D 3 5= (b) "MTiER T 2% &\ 5 B CHEME S 7z,

Medeva BV [ ZZEERFFFIT OHEAEIE 2 Ak & L CHE & 5IERT (the High Court of
England and Wales (Civil Division)) Z¥&5k L7-2°, ¥SERIZIER I, ZHITH L
Medeva BV | J&[E#E5KBE (the Court of Appeal (England and Wales)) |Z#E5F L. JelEE
FbelE Z OFSRITBI LT ECT ICE B LT,

H

(=) 7k (ECJ)

1 FE

Regulation EC 469/2009 @3 (preamble) IZBHEE &7z Recitals 7 and 8] 12X V£
IR E TR 2R — S D SPC 245 2 MEBEMRED b L, ZES
(Community) OFE— S ILTZFFFFEN 72V R T, TRLE (product) 23%h 1) &2 £F> (in

force) FERERFFFIZ L o TIRI#E SN D] LD Regulation EC 469/2009 D 3 5% (a) (L]
BEWL, 2N a2 5 BRI HWE DR,

B2 %

—OU EOARRS & G EIRMICBET 2BIEOREHD K O RGEITH VT,
Regulation EC 469/2009 M 3 £k (a) 1253 & HL5 (product) 23 FEMERFFIC X » TIRIE S
ALDDMNE I D ERD DT DB 7R EEHER & 2 D>, F OIEETMDRIWEDhE T

2g valid authorisation to place the product on the market as a medicinal product has been
granted in accordance with Directive 2001/83/EC or Directive 2001/82/EC, as appropriate

25Regulation No 469/2009 --- recognises, amongst the other purposes identified in the recitals
the need for the grant of an SPC by each of the Member States of the Community to holders of
national or European patents to be under the same conditions, as indicated in recitals 7 and
8 [in the preamble to that regulation]. In the absence of Community harmonisation of patent
law, what is meant in Article 3(a) of --- Regulation [No 469/2009] by “the product is
protected by a basic patent in force” and what are the criteria for deciding this?
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216

EERES

ST 7 F N ET B BHEDOEHID L 5 728A1C BV T, Regulation EC 469/2009 D
3 5 (@) I FES X B (product) N EERFFFIC L o TIRES N DN E I D ERD L1200
BN 72 LI H 2 DDy, E ORIV E R 722,

B 4 %

Regulation EC 469/2009 M 3 5t (a) © HHYIZHS < & RIZY 7 F 2 O—DDHUFMN
BMERFRFIC Lo TIRESND 2 B, ZHIUFRZELEAM Y 7 F 2 b BMERTFIC L - TR
SN D ODROE DRI,

B 5 &

Regulation EC 469/2009 D 3 % (a) D HAYIZHS< & I D DIRKUCKH T H 2T
DHURDEHERFTFIC L o> TRESN DD ZEIREZBOEMY 7 F 2 b ERERFTFIC
Lo TREIN DO WG 7210,

1720 L 5 FICKIT BRI

ECT 1% MM F O S 280 (product) | ORESITELMBEF 2 EHERET 5 EXKN
DOW'E (substances) DWTILOFMAEGOHIZH L THHST D EHIR Lz, Zh & Rk
12 ARICEFEE S o DA B SY D B 72 A L (product) IZ DWW CEER LTV A NRZEDH
By DA 2 IZHOW TR R L TWRWGE . EREOFFFFIIE S & — SO AR 5
LCOHRSPCES T DT LIXTERNEHRLT,

F7-. ECTIZA T SPC NEMETFIC L o TN E SN b D L R—OHEMZf5 L, F
—OHIR L NE—DFEBEZFT 595 &9 Regulation EC 469/2009 D% 5 4= & FRH#LIZ

26T a case like the present one involving a medicinal product comprising more than one active
ingredient, are there further or different criteria for determining whether or not “the
product is protected by a basic patent” according to Article 3(a) of - Regulation [No
469/2009] and, if so, what are those further or different criteria?

Tn a case like the present one involving a multi-disease vaccine, are there further or
different criteria for determining whether or not “the product is protected by a basic
patent” according to Article 3(a) of --- Regulation [No 469/2009] and, if so, what are those
further or different criteria?

28801 the purposes of Article 3(a) [of Regulation No 469/2009], is a multi—disease vaccine
comprising multiple antigens “protected by a basic patent” if one antigen of the vaccine
is “protected by the basic patent in force” ?

29For the purposes of Article 3(a) [of Regulation No 469/2009], is a multi—disease vaccine
comprising multiple antigens “protected by a basic patent” if all antigens directed
against one disease are “protected by the basic patent in force” ?
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L. ECJIX 1 22\ LUERT 5 Fizkt LT, Regulation EC 469/2009 O 3 45 (a) I2- 2\ T
INBEE O RZFT (industrial property office) 23 A4 FF O REPHICHEIE LTV
WA BT 5 SPC 2415725 2 L 2875 b D LR LT,

fhes b L CId, SEESREFTAY SPC/GB09/015, SPC/GB09/016. SPC/GB09/017 KX
SPC/GB09/019 @ SPC M35 % Regulation EC 469/2009 M4 3 4 (a) ICEK T 5 = & 2B H
IZHHE L 720132 S TH 5,

B 6 &
Regulation EC 469/2009 ™% 3 5= (b) X Tt (i) KON (il ) DA ICTH—BRIK5
BRIy DB DEITH LT SPC ZFFET D DOhVWEbHE Tz,

(1) FEMERFFFIL SPC Regulation &5 3 55 (a) D ER TH—FRIES. XUTAZhAS DFE
HEDLEERET D,

(i) =2 oy, XUTARy DA G R %, — DL EofoFZhE Y & s
TR, EC Directive 2001/83 XL EC Directive 2001/82 (233X 57
PRI B SN TEY . ZHUTH AR, XIIA R O AE DI
D A DEF S TR ANIZ#% 2 3 5%,

6 KI5 [EE

ECJ 1% SPC FAGE DB 2 7= 97 6D DO FF AT [ 5 i 703 FEARE AR D 7 SR PH I L o TIRFE S
WD ZODHBES T T MOF Ry OMAE DE %G Te85 A, Regulation
EC 469/2009 D% 3 ZRICHIE ST OB 7= S D72 &, Regulation EC
469/2009 D5 3 5 (b) OFLUE TN E OFFFT 0 D DOH RISy DILAEDRITKTT 5
SPC 25425 Z L 2R L2V L PR LT,

WEE L LCIE, BEEMFETAS SPC/GB09/018 @ SPC HiEE % Regulation EC 469/2009 D%
3EMICENTDHE LT LEZZ LIIRYTH D,

() i K ORI .

20 Does -+ Regulation [No 469/2009] and, in particular, Article 3(b), permit the grant of a

[SPC] for a single active ingredient or combination of active ingredients where:

(a) a basic patent in force protects the single active ingredient or combination of active
ingredients within the meaning of Article 3(a) of the SPC Regulation; and

(b) a medicinal product containing the single active ingredient or combination of active
ingredients together with one or more other active ingredients is the subject of a valid
authorisation granted in accordance with Directive 2001/83/EC or Directive 2001/82/EC
which is the first [MA] that places the single acctive ingredient or combination of active
ingredients on the market?’
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Regulation EC 469/2009 M 3 5k (a) IZ 331 % EEfb i ar sk #ilH & SPC HIZ5HLE,
(product) Bl D PBHZE 2 ¥ L. Regulation EC 469/2009 D 3 5= (b) 12T D H RN/ EEE
T TR Al & JEEERR R R & & ORI OB Z MR LTS TEWRR H 5,

(4) ECJ C-443/12

() FFEH)FIH
Y/ 7 (Sanof 1) [FXRERFFRT BP 25 0454511 5 DRFFFHEE TH Y . ARFFFIE M M EIR R
FNCET 2 DT, REFHREITRLOLEEBY TH D,

(v) fReFaHRHE
FEORIE 1.

A compound of the formula

ra.
RS;—(EHE:II:
z(CHz) W

Fara i (I)
MM
\_J

in which:— R1 and R2 are similar or different and are each independently

hydrogen. .. (14 1%)

() F= B

REFFFL S MLER BRI ORI S T D A P )L & o (irbesartan) (2D T OWE F
HFCTHDH, REFFFOFRE 1720 L TIZIEA APy URBIRCRES N TBY . 5
RIE 20 1TIFA AP o ERRFIEMAG DY ORFTH I TWe, 72720,
FURF OFEUTFRE STV RN o T, ARRFFFIT 1991 423 A 20 HICHIRE, 1998 46 H
17 FIZEBERE AL, ARG T HIX 2011423 H 20 H T 5.

B 7 111997 8 H 27 BITA VRPN Z v hgieT 7 a~UL (Aprovel) FE S %)
FTHHRFFAI &2, A ZMRALIC 1999 4F 2 A 8 HITA LAY & v & B—H By
(2L T12H®SPC HGEZ LTSPC 2t a7z, 1 DHDSPCIL 201248 A 14 AIZ
Wi T L7,

B 7 41X 1998 4F 10 A 15 BITA AP x> RONHOFRAIE LTk Kue s
1 F7 ¥ K (hydrochlorothiazide) & N/ EKLTH D 27 7 11 7 = L (CoAprovel )
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W T AR 22T 72 B T 41 ZAN_YP L Z b ResaeaF 7Y Raih
BBtz d 5 2 >HOSPC #HFE L, 1999 4F 12 A 21 HIZ SPC 25 & iz,
2 >H® SPC T 20134F 10 A 14 BITH T L7,

—F5. 77 ZEA(Actavis) AT IR T2 DT 2 Rx ) v 7 EEGEZRTET HT2H
2, 2 2H® SPCIZHF L CHEMFFAZIE L7c, 727X XL krsmnaF 7Y R
FEMERFF OFERIEIZELHE ST e, Regulation EC 469/2009 5 3 2k (a) (238X
LTEY, AA_PLZ A5 LT 12D SPC 2513 TV 5 728 Regulation EC
469/2009 25 3 5= () ITERK L TWD EER L7, ThaZi ¢, RESSEERTZOF
fRIZ 2T ECT #eHIpT I B g LT,

(=) ik

B 1

Regulation EC 469/2009 & 3 Z& (a) TV 9 FEBERFFFIC & - THRGE & 4 5 8k (product) T
BHINE D IPEIRIET L IMEIMAER L7,

L Tloxt 4 5%
ECJIZTTROEBEM2EZZWUTY ) 7408 a7 a7 = Lk LTSPC 2152 LT
ARARETH Y, FHIEMI LW BENSERM 1 IZHT D IRFEZEA LT,

R 2 %

FERERFFIC L o THEELO L (product) 23RFE S LD IRILIZI VT, Regulation EC
469/2009 55 3 5 (o) ITFFRFHER DS ELRERFFFIC X o CTIRE S D T2 oL (product)
IZXF LT SPCAMT B &S5 Z & ZRDTND DT DN TRIWE 722,

2 ISR B A&

ECJ 1% Regulation EC 469/2009 55 4 Zc R OVE 5 SRICH-S & | SPC ITFEMERFTT & [Al— D
FZ2FFOTD, ANRPLZ ATHF L TOHRSPCHREZ BN E LT, AP LH
VMO ENR B EENTEEGOBGE LT LI ENTE D LWLz, T72b
B ANNFNLZ AT LD SPCICED | BE=FDT 7u~ L kary7n y = LDk
FEAEEEIETE D LR LT,

2What are the criteria for deciding whether “the product is protected by a basic patent in
force” in Article 3(a) of -+ Regulation No 469/2009?

221 a situation in which multiple products are protected by a basic patent in force, does
Regulation [No 469/2009], and in particular Article 3(c), preclude the proprietor of the
patent being issued a certificate for each of the products protected?’
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F7-. 1 OB SPC IR T%. B =F1TSPC DRE L 7o T-H—B RIS % & T EIE
b (77 a L) TR OFERS N E ENERN (a7 e Yy ) ZIRGET
AHZENRARTARITNEZR LR WD, 2 0B SPC 215452 LIXTX R0 &R
L7

fham & LCECT 1X, RrarHER DALY & ARTE T 2 SRR M OV L D B —H 2hil oy %
BLEEMTTRFF IS & | ZOHA BT M OEDHD a2 b D DfE
MEEILEE5H 2 &N TE S SPC ZBRIZEUSHE A ThiVX, oGRS BHAED E
ATER A R EIES (27 7 a U =)L) OHIRFFAICESWT 2 2H O SPC #5352
&% Regulation EC 469/2009 % 3 Sk () 12XV, RAMRETH D LR L 7=,

() #&

H—F 2 x4 5 EE RN IZ S\ T 1 D H O SPC 231 721212, thoF Ry
A DR EREFFICE SN T 2 O H D SPC OfF 525115 Z & 1% Regulation
EC 469/2009 2 3 5= () ISR T DT O AR FRETE L IR LT,

(5) [2017] EWHC 987 (Pat)

() EFEHHIHE

G.D. Searle LLC(LLF [Searle] &U»9) X &&HFF EP 45 0810209 B DAFFFiES ThH
0. REFFFIZLV br oA VAT e T 7T —BMEIFENCBET 2 0T, REFEFEREIX RO

LB THD,

(m) fAFGRIH

FERIA 1.

A compound represented by the formula:

O Q
F"" 1:-.3,-?
'\“ p—
N N7 e '3 B
P2 OH R

wherein:P1 and P2 independently represent hydrogen, alkoxycarbonyl,

aralkoxycarbonyl, alkylcarbonyl, cycloalkylcarbonyl, (:-+)

() FEBIFR
Searle IXHAERFZF EP 25 0810209 - & & L) B /L (darunavir) Z G245 & L CEtrEIK
FFFANC IS T SPC 2 5 2 B4V, SPC O T AL 2019462 f 23 A £ CTTHh o7,
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ERFTFOFEREIT~— I v v 2 B LR SN TR Y | FERBEICH Ve BRIC
BE S TIRWieo 7z, JFUE SANDOZ LIMITED 72 S 1A rHER Tdbh D Searle 255 1 4%
L L, ARERFFOM SR ERIMEE Td D JANSSEN SCIENCES IRELAND UC %45 2 #/& & L
T, SPCEZNFFAAZ R LTz,

SRS VX HEAERFFT OFE R & SPC OXRTH 2 X /T ELRE—ThWizd, A SPCH
Regulation EC 469/2009 %5 3 §c(a) ZEX L TWH & LTEGTH D L FELL, BIK
FIZIE, RO REN v — v v a B CIER S TR Y | BRSO A Y
FRZA LT EADRMLNTE LT, GRE 1 OFROPL ZV—T12S T 572D,
HIXR— TRV E TR L2, Zhicsh U TS sk E 1, 2, 5, 10 KOV 11 i
F0. Frrennfi#sndsERLE,

(=) Ik

Y & SEEREEE S RE O A 2y 2 43 L b G TR 2 %8I &) Bl
Lilly (ECJ C-493/12)HRAARMIZ L, XN F B BB~y — vy v a - 7 Lb—
LOFEA TR L TH MR L o THaiciRigEsn s Ll Lz, 72, #r)
IV ERERFEFOBE R0 D 6 LR ICHE Sc & LTH X T BB ERERFIC K o
THREEZZIT DT ENTERVDIT TIE W &l L7z,

L7235 T, #/LF BV Regulation EC 469/2009 % 3 5k (a) A7 L TV | A SPC
A THD &) BE TIAHREZ T LI,

(AR) ftiam e ORI A

Eli Lilly(ECJ C-493/12) ¥k L& —I29 5 b DT, SR OFERIEICA B %
~—H v AR TRBLIZLE LThH, SPCHEBEONE THLIANK Y ER—TH5 L
HWF LI CTERRH 5,

(6) ECJ C-484/12
() EFEMHIE
Georgetown University |FAERIFE EP 45 0647140 B-OUFEHELE TH Y . AR IZE ML

GEE 7 A /LA (Human Papilloma Virus, AR THPV] LW o) U T F BT 5 DT,
RFFERBITROEBY TH D,

137



(v ) fREFE KT
A RIE 13.

The vaccine of any one of claims 9 to 12, wherein said PV is selected from

HPV 1, 2, 3a, 4, 5, 6b, 7, 8 9, 10, 1la, 12, 13, 16 and 18

AR 14.
The vaccine of claim 13, wherein said vaccine comprises L1 protein or

fragment thereof of HPV 16.

#hoRIH 15.
The vaccine of claim 13 wherein said vaccine comprises L1 protein or

fragment thereof of HPV 18.

#hoRIH 16.
The vaccine of claim 13 wherein said vaccine comprises L1 protein or

fragment thereof of HPV 16 and HPV 18.

FEORIE 17,

The vaccine of claim 13 wherein said vaccine comprises L1 protein or

fragment thereof of HPV-6b or HPV-1la.

() FEBIFR

AHFFFIL HPV-16 K OV T HPV-18 DHUR ZFIH L 72 ABE Y A V2D 7 F T %
HDOTH D, Georgetown (X 2007 429 A 20 H T HPV-16 KO HPV-18 DHURDFHAE
BEELUIF U ThHDLY— U v 7 & (Cervarix) \Zx17 5 E ST REF Al 2321 ) 7=,
Z LT 2007 412 A 14 HIZ HPV-6, HPV-11, HPV-16 X UNHPV-18 OHURZ FTe— &
/v (Gardasil) EIEGITTT 2 HRFF Al &5 1T 72,

F D%, Georgetown T4 T V FRFFITICS DD SPCEHHFE LT, ZD I B H—F T
KT DR AARYLE L7- SPC HIGED 5 5, HPV-16 & HPV-18 O HUR DO Gt % BT,
(product) & 9% SPC HIGE& 5 300315 &, HPV-6, HPV-11, HPV-16 &N HPV-18 DFLAE
bz (product) & 9% SPC HIFEZ 5 300318 1% 2008 4F 1 A 15 AT SPC &£} 45 &
Atz Loy L HPV-16 Z 80 (product) & 9% SPC &5 300321 1% SPC # 5 300315 K
300318 AAEEIC SPC & 52 LAV TV 5728, Regulation EC 469/2009 55 3 2k () I
L EWVHBRE2ND 2010 45 5 H 19 H I T SPC HFEAMEHE S 172, Georgetown [ Z & A
k& U CHEBIPTCHERR Lz, /~— 27 #HIPT (Rechtbank’ s-Gravenhage) IX FREDNE %
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ECJ ITE & LT,

(=) R

=T EHIFT IR OB (product) % PR S 5 FEREREFT N & H AR T, Regulation EC
469/2009 D 3 5k (c) 1X. FEBERFFFIC KT DRFTHES N N Z IR S 5 B
(product) IZ%}3 % SPC #5217 A = L #HERRT A D L 9 WA bd 722,

ECT 13 I DA % B e RS D T RET AT e ORI EE DWW e B E . BREICHRT
M2 73 Regulation EC 469/2009 D 3 5k (a) D HAERFFFIZ L - TRE S D HR D
MABDEICH L TSPC 25 TWE LThH, 3K ITHFFHEENZD X D
PR IR RIS K > TIRE SN DA D O LOWT IR LT SPC 25 3h b =
EERPEBR L T b LR LTz,

(7)) i i M OV A,

& 2 FFF ORERFPI H— A L AR OB DbENR R TR S TEY, 2
UK L CENENERS TG 2520 124856, A0 OfMasbd & a3k
FOETIZR LT SPC O GMARETH H E W) Z EZHRLIZATERLRH 5,

(7) ECJ C-631/13
(1) EFEWFE
Arne Forsgren(LLF [Forsgren] &9 )ITEERAFET EP 45 0594610 B DIFHES TH

D REFRHIMRIREY 7 F T2 b 0T, REHREITRO LB TH D,

(7)) fRFGRIH

Al R 1

A surface exposed protein, which is conserved in many strains of Haemophilus
influenzae or related Haemophilus species, having an apparent molecular
weight of 42,000 and a capacity of binding human IgD, which protein has the
amino acid sequence as described in Fig. 9, or naturally occurring or
artificially modified variants thereof having the same function as said
protein, or an immunogenic or IgD-binding portion of said protein or

variants.

25Does Regulation No 469/2009 ---, more particularly Article 3(c) thereof, preclude, in a
situation where there is a basic patent in force which protects several products, the holder
of the basic patent from being granted a certificate for each of the protected products?

139



() FHEBR

Forsgren (% Haemophilus influenzae &9 2 ¥ /X7 E DICEET 2 RFHEE CTH
Do 2009 FFIZHF A SNTANRHT 7 F o - o7 m ) w7 A (Synflorix) 1%, @A X
Y RIE DICHED (conjugated) SAL, U VEET VI =0 ATRAET D 10 D REKEZ
B OMER N2V 7 F 2 ThD, 200949 H 24 HIZ, Forsgren (IAKGFF 2 £
FEFFIZ L, ERROFFRI 2RI E LTAH— A MY THRFEFTIZSPC ZHGE Lz, A—A KU
THREFITIEZ X7 B D BIRIEAITod D &5 Bl T SPC A 5 A 4 L7z,

Forsgren (X ZAUICxF L CHERR L, $FFTOERREBERIT X VX7 E D OIRFEIR R
7o LINLEERZERRIEZ VSV DR 7R )y 7 AN EENTE LT,
HOFRERSY &L IAREE L THET D720, & 287 B DIRER S TRl 25 0 T
RO E K LT, YRR A FERI L 7=, Forsgren [ F OV i R A HIFT (Supreme
Patent and Trade Mark Adjudication Tribunal) (2 k& L 7=,

ARERTIIZ U RXIEDNRERGL 70l v 7 AT SE LTERD NN E
IMDREE 720 | ISR R ECHIET L Z U DWW T ECT IR LT,

(=) Ik

Regulation EC 469/2009 D% 1 25 (b) KO 3 5 (a) KN (b) 2B fET 5 &, RICfD5
AT SN TWIUT, &2 AR BERR RFEEo> v 7m Y v 7 2) O THHLO
By & ARG EZ L CHL T OENRY DR EHER L TV DA, AR L -
THRE SN DAY REIEDZ /87 B D) IZHE LT SPC A5 S D D E 5 il
WE b,

ECJ IZ Regulation EC 469/2009 OF IRy & id., F B R CTHEEFN, GEFH, T
REHER 2T 2WE 2 BEWT 5 R Lz, F£72. AKRegulation \ZITM DALY &
DIEFREAZEHIRT 2 HEN 2V EHIR LT,

e & U CHRHIPTIZ, Regulation EC 469/2009 O 145 (b) KUV 355 (a) LTV (b) 1%
SPC HGERI R DOF IR DEIELDOMOEIK Y & HE-HEAE L TWDIHEESL., TOHAR
AT H SPC B 2 G A RREM 2 HERR L2 W EMEIR L2 it i e 672 W E PR L 7=,

24Under Article 1(b) and Article 3(a) and (b) of [Regulation No 469/2009], provided that the
other conditions are met, may [an SPC] be granted for an active ingredient protected by a
basic patent (in this case, Protein D) where that active ingredient is present in a
medicinal product (in this case, Synflorix) as part of a covalent (molecular) bond with
other active ingredients but none the less retains an effect of its own?
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(8) ECJ C-482/07

(1) EFEREIH

AHP Manufacturing BV(LLF TAHP] & V9 )& TNF (tumor necrosis factor) f&& 4 /8
277 B\ B 5 B R EF EP 45 0939121 5 (1990 4F 8 31 HICHIE) 0L TH Y . K
¥FFIX F. Hoffmann-La Roche AG(LAF THoffmann] &UN9)73%8Ek& 21T 7-#%. AHP |C
EELZLOTH D,

(7)) RG-SR IH

AHORIA 1.

DNA sequences which comprise a combination of two partial DNA sequences,
with one of the partial sequences coding for soluble TNF-binding fragments
of an insoluble protein and being selected from DNA sequences coding for
soluble fragments of a TNF-binding protein having an apparent molecular
weight of 75 kD/65 kD and the protein of about 75/65 kD being one encoded by
a DNA sequence containing the partial ¢DNA shown in figure 4 and the protein
including the N-terminal sequence Leu—Pro-Ala-Gln—-Val-Ala—Phe—-X-Pro-Tyr—-Ala—
Pro—Glu— Pro-Glu—-Pro—Gly-Ser-Thr-Cys, X denoting an amino acid residue which
could not be determined, and the other partial sequence coding for all
domains except the first domain of the constant region of the heavy chain of

human immunoglobulins of class IgG.

A oRIH 3.
Recombinant proteins coded by DNA sequences in accordance with either claim

1 or claim 2.

A sRIH 9.
Pharmaceutical preparations, especially for the treatment of illnesses in
which TNF is involved, with such preparations being characterized in that

they contain one or more compounds in accordance with claim 3 or 8 (...).

() TR
Etanercept (INF IZfEERT B X L /X7 BOHFD—2) 2 HES & LTETe Y 7~ FiakE
#l > 7 L L (Enbrel) 73 2000 4F 2 B 3 HICHIRE Al 252 1T 7~
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Immunex Corporation, Hoechst AG }2 X General Hospital I 1994 4E K (X 1998 G2 B e
RIE ST INF fEG 7 X7 BB T DR T DRt & L C Bt 7 1
JLDFFA] AR & U C A SRR LT 2000 4F & 2001 4RI AT & T SPC T 5 &
ni-,

Hoffmann {Z TNF (Z5A 35 & o737 B (Etanercept |1 INF IZHEET 2% L /"7 BHD 5 b
D)X 2 ARFFF CBRERRFFT EP 55 0939121 &) Z L Rrir & L. Lt 7 Lb
DOFF A 2RI E LT 2003457 H 2 HIZA T > X HRFFTIZ SPC &2 H5E Lz, £DH,
Hoffmann (X8 & OFFFFHER AHP IZFEE L 72,

T v A EFFEF 1L Etanercept Z 855 (product) & 4% SPC BEICAT 5-ENni-7-. Y%
#5 (product) 1 Z%F L CLARIZ SPC &3 7= FE N H - TL72 H 720 £V D Regulation
EEC 1768/92 (Regulation 469/2009 o IH{EEH]) D5 3 42 () ITER L TH Y . MK
MEFE O SPC HAGE DR TlX 72 728, Regulation EC 1610/96 D 3 5o8 2 TH & JaHE
T T 72U LT L C AHP o SPC HIGE & fEAfE L 7=,

AHP X ZNEARIRE L C—ZEHFTCHEER L, ~N— 7 FHHFTNL TReONAE % BECJ IZE
Lz,

(=) Ik

B 1 FE

SPC HIGE Y IE, 5% RN (product) 124 U CREIC S HURFFHER O ZEFFFFHEIC S\ C
SPC 3 G- 3 BT > 12354 . Regulation EEC 1768/92 %5 3 4k () I3 4 7% 54 (product)
(ZXkE 2 B O FBERFFFIZ SPC &A1 532 2 & kBRI 2 D2 E 9 WA b2,

B2 %

TEW RS 26095 SPC BiE Tdb D Regulation EC 1610/96 D5 3 555 2 HHIL[F— D
B (product) (2K 2 B D FFFFHER DEBOFFFTHEDN B D56, SPC&2%1T 5 Z &
TEDLLEHFTLTWD, ZD Regulation Z¥AHEEH L., BRI 1 Floxf L TR D MEE
MATHED & 9 DRV R 122,

2Does [Regulation No 1768/92], and more specifically Article 3(c) thereof, preclude the grant
of [an SPC] to the holder of a basic patent for a product for which, at the time of the
submission of the application for [an SPC], one or more [SPCs] have already been granted to
one or more holders of one or more other basic patents?

2*Does [Regulation No 1610/96], and more specifically recital 17 and the second sentence of
Article 3(2) thereof, give rise to a different answer to Question 17
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1 EpW L 2 FOBE ISR 2 EI%

ECJ 1% C-181/95 M| 2 +RHLIZ L. Regulation EEC 1768/92 D5 3 {ITITE L D FFF
M DEEL D FFFFIZEE ST SPC & HIGE L7235 ISk T 2 HUEM 7S, R
IZB99 % Regulation EC 1610/96 D5 3 55 2 HA M T2 2 L W TE L LR L
7oo LTEMo CEIEGFFAI 2RI E 325 SPC HFEOHAE L, TNENELD SO Lo
RN DY 2N ENRLRD O LORTHEEN O LHE, —HOORE
(product) {Zxt LT H LD SPC 15425 Z LN TE 5 MR LT,

7o, BEORTHES OB ORI SN SPC 2RO HEEEEBE L,
Regulation EC 1610/96 M 3 555 2 HA w3 5 R, IO FFiFHER DS EE D RIS
FHSWTRIFFZ SPC 25T 25 Z L IFBBOZ L ThH=d, [F—Hf (product) 124
L TR BRI IE SO I OB FkER D SPC HIFEDS THkReh ) Tik7ze<. BEIC SPC %
fT5EHTW=E LTH, BIOKTHCESWO IO REFHER O SPC HEENRO LN &
YL 72,

() ftiam ORI A

Regulation EC 1610/96 D% 3 5% 2 HEZMRNT HI12Y 7= > T, [A—8fh (product) 1ZxF
L. & DHFFHER S SPC 2T 5 SNT-%TH - Th, MORFFTFHES OHER J OFIE % 14
T DD, MORFFFHER DR DRFFFICHEASWT SPC ZHGETE D L PR LA T
BN H 5,

(9) ECJ C-210/13

(1) ERERYSIH

Glaxosmithkline Biologicals SA, Glaxosmithkline Biologicals. Niederlassung der
Smithkline Beecham Pharma GmbH & Co. KG(LLF [GSKJ &> 9) 1B kHrT EP (UK)
1618889 % (i H : 2000 45 9 7 27 A, RékH : 2011 4F 2 | 23 H) OFFFFHEH TH Y |
AFFFHIA TN U7 F AT 50T, AEFHRKHEIITROLBY TH D,
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(o) fhFskE
FHRIH 1.

A monovalent influenza vaccine composition comprising an influenza virus

component which is a low dose of egg—derived influenza virus antigen from an
influenza virus strain that is associated with a pandemic outbreak or has
the potential to be associated with a pandemic outbreak, in combination with
a suitable adjuvant, (FM%), wherein said adjuvant is an oil-in-water

emulsion carrier comprising squalene, alpha tocopherol and Tween 80

() F=FEBIR

UERFRF O U 7 F AL AS03 & LT B AL A B Al (ad juvant) KOV 7 v
P UANADHRZEZL D TH D, —J5. 2008 T AS03 KA » T oA )L
AANDYVT XA T ThDHHNL OFREETeA 7)Y T 7 F 2 Prepandrix HEZE
SRRFERF A 2520, 2011 4E 8 A 18 HIZ GSK |39 [E AR T 2 Jsiiir & L, LitowF
Al A RAL & U C SPC A HIGE L7z, ZAuCxE U CoERFFT X, #iBhAIIL Regulation EC
469/2009 D5 1 55 (b) DA E 4720 &Il L, SPC HIFE & i L 7=,

GSK I JE [ERFFTIT DR E 2 AR & U CorEmEERRIc ek U, fBANIRE A &%
Wl TABRDREZALTEY, ZUlXoTHIEOZRELZM LIED 2 b A%)
Wy ThHDHEEERELE, ZOFMICEEL T, RESEERIT TRONET % ECJ [ZE 5
L7,

(=) flk

RS

ZHBRIZIREDRILR VD, V7 F o ThHR EMAGD S > TRFEDIREZ M EX
5B ANE Regulation EC 469/2009 %5 1 & (b) DAL T & D D> E 9 H R
B,

RS A IS

ECJ 1%, Regulation EC 469/2009 (ZIZA BRI 2D EFH 2RI BRI 13—
PREMR TR L7221 72 537, C-431/04 O AR 2 & Hmiz e BRI
BRI T UL 7o | IRERNR D2V EE 1T EC 469/2009 DF 1 55 (b) D
ARG Eden LR LT,

1Ts an adjuvant which has no therapeutic effect on its own, but which enhances the
therapeutic effect of an antigen when combined with that antigen in a vaccine, an “active
ingredient” within the meaning of Article 1(b) of Regulation (EC) No 469/2009?

144



B2 %

FIZER 1 FOEZDN Tz | Th D56, Ui & MBF O E D % Regulation
EC 469/2009 %5 1 & (b) D EMRANIZE T 2 A2y OflAGHEE L TRRT LN TE
2 OGRS,

2 TITKT B HE
ECJ 1%, fEhANTZFNBIRICIBEENEN 2 W0, DI F A AZEENTWTH AR
DB DN B2 Sk L 7=,

() F& R L ORI S5
T F A AZBWNT HABA (ad juvant) 1% SPC OB, (product) 1272 W 159, FHHEKIZ
TBIEN TN 8 DBy D BB (product) 1238445 LR LT- B CTEWN B 5,

(10) ECJ C-130/11

(1) EFERI SR

Neurim Pharmaceuticals Ltd. (EA'F Neurim] &\ 9) X, AT b= & & TedEA%0
FTE DRI BE 3 2 B ERARERT EP (UK) 55 0518468 5 DRFFFHER Th 1 | ARFRTF O K
HIITRRDO LB TH D,

(v) fRFaHRkHE
FERIA 1.

A process for preparing a pharmaceutical formulation, for use in correcting

a melatonin deficiency or distortion in the plasma melatonin level and
profile in a human subject, which comprises combining melatonin with at
least one pharmaceutical carrier, diluent or coating, such that the

melatonin is present in the formulation in controlled-release form adapted

to release melatonin following administration to a human patient(...)

() TR
—F. AT b EEDAREBRERITH S [Circading (2% LT 2007 46 4 29 AIZ

281f the answer to question 1 is no, can the combination of such an adjuvant with an antigen
nevertheless be regarded as a “combination of active ingredients” within the meaning of
Article 1(b) of Regulation (EC) No 469/2009?
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P 3 G T R T (marketing authorisation) 23& ¥ . Z 41L& W LLRTO 2001 43 H 22 H
(AT b= & @I, F(sheep) DEIEH & F.od M MIEH L TH S [Reguling 125
ERALEE S T A sty

Z D%, Neurim i Circadin OFFA] 2R E U CHEICZ SPC ZHiE Lz, LarL, HEH
HEFEFF IS Regulin OEFE AL T AREFA] 2 ABHLIZ 28T, Neurim @ SPC HIZE7S Regulation EC
469/2009 DF 3 2= (d) DM D 7] DHTEZEN LT\ D Ll L, SPC AFE & L
7=,

Neurim [XIE[EH 7 EHIFT (national court) 2 EFEOEMIREE RRE L CFREZE I L
T-REGER L. SEIEPEICYEER LTz, S ERE A F Rz BE®E L C ECJ 1285 LTz,

(=) Hk

il

[f— DA NS & BRSSO T D J AT AT MELE U, SEAT#F AT 3K 5 A AR 5 0
RAERIPH IR S 72 WRE, Regulation EC 469/2009 25 3 4 (d) 1361 T#F A= FE M & [ — D
BRI % G T DO EIGIT T D %ATHF A2 ISz SPC Oft 5 &2 HERR$ 5 D
E D oW EbE 2,

o, UTFATHF I B RIS O R ERIGE I LT G ST Y . BTN
N RERE S OM OB L TG SN b D TH 56 S SPC DM G2 HRS
2 DG DT,

]
ECT 1%, BAERFFBEICEI S & L TR SN DN TWDHEBIRS O THi 7= 72163
&) B, AR, XX oR%E & (therapeutic application)) R4 %
Bty BRI Lo TIRES N D BEF O AR O Uiz 7 ia Mg & pa3ERICTE
T 2872 R EIESFFANCIE SN T SPC D 55251 5 Z LA FIRET, 2 DK SPC D%
TNIEDRF N ERTIZZR L . HHHE (product) D F 7= 72 FRICHIFR & 115 &R

NS

29T interpreting Article 3 of [the SPC Regulation], when [an MA] (A) has been granted for a
medicinal product comprising an active ingredient, is Article 3(d) to be construed as
precluding the grant of an SPC based on a later [MA] (B) which is for a different medicinal
product comprising the same active ingredient where the limits of the protection conferred
by the basic patent do not extend to placing the product the subject of the earlier MA on
the market within the meaning of Article 479

20Are the answers to the above questions different if the earlier [MA] has been granted for a
veterinary medicinal product for a particular indication and the later [MA] has been granted
for a medicinal product for human use for a different indication?
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L7,

= O, L, (product) # & [HEFIC K - CIRES N B IBKHR L LT Shi)
EHRBOTFTOHM, SPCHIES 3 % (d) TEIKT 2 H 772 i 2 FIAT 5 EHS L LT
MY, (product) | ORAIOBESRMFFAT L R S5 LI L7z,

F 72 BECJ IXEHH X35 SPCIZBIE L, Regulation EC 469/2009 O 3 55 L5 4 5%
. BHER SIS T DT AR T 2 & WO B ZT T A — 84 (product)
OO & 239 5 AN A ERSFFAICE DN T SPC B35 &85 Z L 28R L7 &
R Lz (84 (product) o> & 7)S SPC HIGE D 723D O FEAERr AT O PRERIPHINIC & 555

/E[\)O

(7R) #tiai M ORI

PERD ECJ C-31/03 DHIBIDONLIGAZEE L, [[—84 (product) (2559 5 Jef TIE I ST
AIAEE LT, BITHFA &2 - EERRORAH -2 bOTH Y | 20 ik Kk
BEEFORPICBT 57 5. BITHFAICHE SN SPC 2O TWE, T72bb, BAIOF
W THDHE D DT HONT, B (product) ZHVAKTZ T T, ZOMH@EZE LT
I L7z,

(11) EWCA Civ 646

() EFEMHIE

Daiichi Pharmaceutical Co.,Ltd. (LK [Daiichi] &>9) T8 ERKE EP(UK) 0206283
HFOFRFTFHEE TH Y . ARFFFFHEIIL S () —pyridobenzoxazine (b &W O ENEIZET 25 &

DT, REFHRKHETTROLEY THD,

(7)) fRFGRIH

AR 1
A process for producing an S(-)-pyridobenzoxazine compound represented by

the formula (VI)

[}
Xl / l COOH
— l
R,—N W NN
__/

°\/kR (v1)

wherein X; represents a fluorine atom, R, represents a methyl group, and Rj

147



represents a methyl or an ethyl group, characterized in that(...)

() FHEBR

[Ofloxacin| ZA XS & L TETeEATEIRMFFANZES U SPC SBEICAFAET 24K
LT, Daiichi |IARKFFICH S X, Tofloxacin] OYFHEMATH S llevofloxacin]
EHMEYE L CHETDESRBFFATAARALE LT 1997 45 10 A 23 HIZ SPC % HIFE L7z,

2008 4F1C Generics (UK) Ltd. (BLF lGenerics| &N9) IEAKEHE K O SPC | M)
HIEFER L. SRR MIKTH D levofloxacin 1%, ofloxacin OHIFANIZ & 5 A 2RSS
(active ingredient within ofloxacin) TH D72, EHE L L CORMDIFAIL
ofloxacin ®FFAI TH D & FiR LTz, B —HFEAHPTIIFFFE SPC AR TH D &l
L. ZHUZx LI (Generics) 25483k L7z,

(=) HIk

HEVERFRCAATIE., BRI O HAMR AT KT 2 B E 7R SPCIZFER S 72 as,
levofloxacin (L&A DOIEM., AWFHIRFIAATREME R OB EICES &, IR CESR L
LD THDLHID, SPCHAENTHD LHkE T LI,

() A 3w M ORI

T IWREW EH & L TETATEIRMFTF D2 SPC BFIE L TH N
BRGNS & L CE TR EIR SIS W #7272 SPC 3 5- &g 5 &k %
L

(12) Merck Sharp & Dohme Corp(MSD) v UK IPO [2016] EWHC 1896 (Pat)

() FFERYFEH

Mercke Sharp & Dohme Corp (LA [MSDJ &\ 9) IXBGRFFFF EP (UK) 0720599 & (HFE

H 199449 A 14 B, ##H : 1999 45 A 19 H) OFFFHEE TH Y . AFFFFIE
ezetimibe (L EW) K N ezetimibe & atorvastatin 72 EDKAAG 1 & o 7o 3AF ALY
T2 60T, REHREIITROLBY TH D,
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(o) fhFskE
FERIE 1

1. A compound represented by the formula

R ®
Ar'-X +(C) oY (C)e
m(l)q n(| )'ZK AP
R‘ R (ia)
2N
O a2

or a pharmaceutically acceptable salt thereof, wherein:
Arl and Ar2 are independently selected from the group consisting of aryl and

R4-substituted aryl;

Ar3 is aryl or R5—-substituted aryl; (:-*)

() F32ER

=3 TAtozet) 1E Tezetimibe] KN latorvastatin] ZHZDE L TELa LA
T —/VBE TR TH D, MSD F 2013 42 9 HIT Atozet Ik L, FA > 2REMEE
(reference member state)(Z L C Decentralized Procedure (DCP) &\ 9 [ 3K A i IRFTF AT
ZHEE LT2, E 72 MSD IIARFF A IR 230 7972 HORTH TH 2 2014 £ 9 H 12 H
o CHEERFFFT SRR 2 LRI L, Atozet FFATZBEHIZ LT SPC Z HIFE L 7=,

BEENZ SPC & FIFE L7224 g, MSD IZREMBETH D KA Y DEHSIT (Medicines
Agency) 7 & ERRSETTAREF AT 232 17 T DCP T & 8K T L= & W 5 @ %0 (Bnd of
Procedure Communication of Approval Notice, LAF [EoP)] &\ 9) ZZif7-2%, J2F
TIEDCP Fhe S K DFFATH BN ETERMEAKR SN TORWIRI TH o7z, ZHITxKt
L. MSD i RA YV EHESTHH D EoP ZARHL & LT SPC & HIFE L7z, MSD I EoP 73
Atozet |Zxf L CIEHKMHIRZFAIZ L2 b DT, ZHITEEZEA, £ TOMBEICH
NdhHEERLE,

Lo LEERFFFITOFAE X, F72 DCP T & M EE THAGR I TV ez, SPC H
SENA R EIR RISV O TIZ AW E W D | Regulation EC 469/2009 25 3 £&
(b) i & H 2 SPC HIEE A fEH L7,

TAUTH Ly MSD IR HEAEIR E IS Soeh U Coe [E i S iale i iRk L7, @ SEERE IR, EoP

BENTIERIZN I 3 72728 MSD @ SPC HEFIZ A N RS TTIFrl 72 < B Lzb o &
720 . Regulation EC 469/2009 %5 3 55 (b) ZEX L TWA LR LT,
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MSD DD [E % TH SPC HgEa H5 & AV M ANV KA Y = —F » CldglE & [F/l—o
HECHEEIN, Trv—7, FU Y KOOI BT AT TIESPC B3 E Sz, Z
NAZ T TR Bl o 7= 012 . ERFFECHIFTIT LREOHR & 135E T R oW
% ECT #HIPTICE R L72A® 2017 4F 12 HBIE, EC] THEHFICH D,

B 1%

e 3R 5458 (Medicinal Products Directive) M5 28 5k (4) TH TiE D IR EFEHF THIT
A7~ EoP j#%N78 Regulation EC 469/2009 & 3 4% (b) DEIE S HIREF AT & Wl — CTh 5700 &
2 MRV E DR

2 &

RUCERM 1 FBIxT 2EEDR Wiz ) THHYE, SPC % HIEE L7 S 3G K
FFAIAAE Tod D &) I, EFG TG A A3 KEE S 4172 5 BIREIC Regulation EC
469/2009 55 10 555 3 THD SPC HEEDRHIEEZIT ) Z & TR TEHFHETH L1 E I
VA 7=2,

(13) ECJ C-392/97

(1) EFHHFHE

Farmitalia Carlo Erba Sr1(LAF [Farmitalia] &W9)idA # LT v
(idarubicin), & O%EK OHIRICEIT 2 #77F DE 5 2525633 754 1975 46 H 9 HAS T
HEEL, 19794F 3 A 1 AP CRERA =T T2, AEFFOREFREITRHRO LB Th
%,

(7)) fRFGRIH

%1Ts an EoP notice issued by the reference member state under Article 28 (4) of the Medicinal
Products Directive equivalent to a granted marketing authorisation for the purposes of
Article 3(b) of the SPC Regulation?

221f the answer to question (1) is no, is the absence an irregularity which can be cured under
Article 10 (3) of the SPC Regulation once the marketing authorisation has been granted?
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FHRIH 1.

1. a~rAnomere von 4-Desmethoxy-daunomycin der
Formel

() EFBIR

AEEZEOZRIEI TR AT L DORENRRNA XA E L L ORIHINTEHY . B
FEOERMPNZNTA F Ve AFREOAFLHE S Tz, Farmitalia (3 KA Y TA 20
B R 2 ARy & L CE T AR IRIGHRAI TH % Zavedos bmg & 10mg 2k
T D A TG A & 52T T

AFFFF RO LR OFF AN I3 & | Farmitalia 14 1993 4F 5 H 24 HIZ SPC HEEXIR %
lidarubicin and salt thereof including idarubicin hydrochloride] & 9 % SPC %
HIFE L722d, RA Y RFFTIZ 1993486 4 9 HAFTxf5%% Tthe medicament Zavedos
containing as its active ingredient idarubicin hydrochloride] (Z#&E/IsN L SPC %
5 LT,

Zhuzxt L, Farmitalia i% lidarubicin and salt thereof including idarubicin
hydrochloride]. XI% lidarubicin and idarubicin hydrochloride] 7% SPC Dx}4T
b5 EEELT RAVRFFECHIFTICEESR L7225, RA YRR > o k5l 512
DWTOFFREZFEA LT,

RA VR ECHIFTE, Farmitalia 23589 2 “ o OXGIITGF Al & % - ER A Of
Iy T oA XNy AREREE A RS 2 LFEHIC OV TO D TH S, SPC D
FEAFF AT TN E A FEEE (2001/83, 2001/82) IZHS S WEITHZ2 & O TR ITIUT RS
72N &V 9 Regulation EC 1768/92 55 3 4k (b) IZ3E K LT 5 & fIlT L 7=,

Fio. FAVERFEAIPTIL, Farmitalia OFFFFMIEICIZA A e e X e v
WRRIEO LT EINTNDETD, A XL E Y OETOHEIZR LTSPC 25452 L
EELE (product) NA RN e BEEEFFIC L » TSR R TIER B 20 E 0 D
Regulation EC 1768/92 % 3 5&(a) I T 5 & HIWr L 7=,
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ZHUCKF L C Farmitalia 23 B85 U, NA @8R EEHIFTIE FReo Xk 912 ECT 1ITE 5
L7

(=) R

B 1%

Regulation EC 1768/92 % 3 5k (b) C SPC M HIFEX G CTdH % Bt (product) 3FF Al S 47
[EH 5 (medicinal product) DA RIS (active constituent) & [Fl—TRITHIEZR 672
WONE S DEWE DT, RIZE 5 ThALE, SPC O HFER R 2Ry O HEREE

B NI OWEIZHOWTOH DT, FFAlERMO G ITH— DR ERERETH 25
B H 3% 0D) ZMTF LRV LT DDA,

S AP

ECT I3 8L 5 12565 Regulation EC 1610/96 O FF3CH5 13 TH CHEMERFFICA LKL
3. TOENGOE KR ORT AT AR TE EIUE, SPCIEIh L RS R#EEL T D
ERBUELTHY .. L Regulation EC OF3CH 17 THTIE Regulation EC 1610/96 O FF
SCEEI2TEARVLES 4TEH, TLTHEIRD2, HAk, H8LE 1H() LU 1T K
2THZYEM L C(mutatis mutandis) Regulation EC 1768/92 M 3 5c, 45, B85
BT () KO 1T B 2 AN T 2 L HES N TV D720, 20D X9 72 Regulation
EC 1610/96 (CF2 &, ERE TR 7] 252 B E DA RIS 120 Tl FEiFrIC
Ko TIRESND VDR DL N AT Ve 8t SPC OHGERSRE 2 V1D Lk E T
L7z,

R 2 %

SERENS RF DRI AT IS OUHERIED BASTER ST Y | FMHIC b BB 0
HAgRROATH I TN TYH, A0 0ETOEE ST SPCE#HiET 55458, &6
34 (a) > LA (product) IZFEREEEFFIC L > TIRES LR ITNIZ R B2V Lo HE
BT ONE 5 PEEDR,

23 Does Article 3(b) presuppose that the product in respect of which the grant of a protection
certificate is sought is described as an “active constituent” in the authorisation for
marketing as a medicinal product?

Is, then, Article 3(b) not complied with where a single individual salt of an active
ingredient is stated in the notice of authorisation to be an “active constituent”, but the
issue of a protection certificate is sought for the free base and/or for other salts of the
active ingredient?

21 1f the questions at 1.are answered in the negative:

According to which criteria is it to be determined whether the product, as referred to in
Article 3(a), is protected by a basic patent where the issue of a protection certificate is
sought for the free base of an active ingredient including any of its salts, but the basic
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2 FITH S B EE

ECJ 18L& (product) SN 72 FEERFFFIC & o> TIRE S LW R e B EBLET
DX SPCEH 2 HNDT-ODEMO—D>TH Y, SPC O HFERGUIIEMERFFT O LR
FAZBZ D2 21X TE RN 2D BRNIEERRIZ R HE O FT (Community
harmonisation) 2372V VIRBE CRUBERFFFIC K » THRE S L A BT (product) &Ik 5 D

X, £ OREMERFF 2 A5 LT (ERIERO) BRI E | W L2R2dud e b & of)
wE T LT,

(7)) i iy M OV A
ICEMORFEDIEREEZ ARy & L THELERMTTIRGF I 2510 T, BRI X
o> TR SN D Z DILEW OFFHNFFE TR O, XX AT AR BT LTS
SPC WG ENGD LHR LR TERE® 5,

(14) ECJ C-442/11

() EFEHHIHE

Novartis AG(LLTF TNovartis] &U9H)IE 1991 4F 8 H 28 HIZHIFE X 41, 1996 42 H 28
HIZ B Gk S 7R BP (UK) 45 0443983 B ORFFHER TH Y . AKFFFIT valsartan & &1

WERF CREREREITITRO LB TH D,

(m) fAFGRIH

AERIE 1

A compound of formula

R,—X,—I'\I—X3 6 @ R, O,

X7R,
() FIEER

Novartis (% valsartan ZFRIES & L CETEIRN (5 ¢ A0 ) 1Tk 257 %

patent in its patent claims mentions only the free base of that ingredient and, moreover,
mentions in an embodiment a single salt of this free base? Is the wording of the claim for
the basic patent or the latter’ s scope of protection the determining criterion?
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ZAF T te, KRR OT 4 AN OFFA[ICH-S &, 1997 4 4 A 11 BIZZEEEETND
valsartan ZX[2\Z L7- SPC #5217 7-,

Z D%, Norvatis Id valsartan(A) &I ERE THERHBFRAITHD e Fe e 7
KRB EANRGETDHERE (a7 0 AN IZOWTEFAI 25T TIRIE L7223,
ZAUTFESNT SPC DA EIEZ T 2o T2,

2010 4F 11 H 30 HAF T Actavis I valsartan (A) \Z%9 2 %5#F EP (UK) 2 0443983 = DA
KOG T %, SPCHIRING TR, 27 4 A" (AMB) DY =R U v 7 IR DA
FEM ONRGEZ FHE L, 2%t LT Novartis |& valsartan (A) DHF#FO SPCIZH-ST
MReER IR 2GR L7z,

PEEH T EHIFTIE Actavis DIRFEAZRBO TR L ZmA L, ZHUTxt LT Actavis 23
PEFF L C. REESIEPET ECT B LT,

(=)

YE[E = % 1ABEIE. Regulation EC 469/2009 (Z7E 3§ S V7= A %05y % b (product) (2 L
T SPC ™M G- &N 784, SPC DY H#EPHIZEI 3% Regulation EC 469/2009 D 4 5=}
OB 5 OBLRND TRRo (a) XL (b) 23, {5 Shviz SPC DIRERPAAZ R ET 500 E
I DVEEE LT,

(a) SPC @ valsartan & [Al—OHK %, — DL EOMOERIy (KFEFlOE Ka 2y
nuFyYR) LHAEDETERET HERM,
(b) SPC @ valsartan DA aME—DH RIS & L TadeE 3520,

ZHUZHRE LT ECT 1%, SPCIZ XML (product) (2%t L CHBERFRF T 5- Sz L Al — D
MRS B SN D72, 1) ARG (A) 25 A 2 8- DS EAERFFIC L - TR S h,

1) FraFER S SRR IC B S W C— 2 LU E DA RISy (B) BN CTE A 2 EHE S D i
TN AR CH - TG E . R 145 A S 7z SPCIZ DWW T, JEfiERs
FEHIR L7t B=FDA Ry 2 GA T 2 ERMLZRTE T 21T/ I VW TRELE

2% ‘Where a supplementary protection certificate has been granted for a product as defined by

Regulation -+ No 469/2009 for an active ingredient, are the rights conferred by that
certificate pursuant to Article 5 of the Regulation in respect of the subject matter as
defined in Article 4 of the Regulation infringed:

(a) by a medicinal product that contains that active ingredient (in this case valsartan) in
combination with one or more other active ingredients (in this case hydrochlorothiazide) ;or
(b) only by a medicinal product that contains that active ingredient (in this case
valsartan) as the sole active ingredient?’
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RTDHIENTEDHEHRLT

(7)) i 7w M OV A

SPC DOLRFEFPHIZIL S (product) 1%t U CEBEREF OMRERIPA & Rl — Th D72, Hefkr
FFORGEFIPAN T, SPC DHLT (product) (LD ARy Z A& DR T EHERITH LT
t SPC D13 K 5 &M L T2 RICER DR & 5,

(15) ECJ C-207/03 B TRECT C-252/03

(1) EEEREF1E

NOVARTIS AG I & ERHFFTF EP 45 0449769 5 M ONEP 45 0500823 B DEFFHELE TH 1 |
Millenium Pharmaceuticals Inc. IZE&R4FFF EP 5 0477295 5 OEFFHHES TH D, AF

THICBHET D RFRFORKFHRIFI TRO L BY TH D,

(2) AR KIH

FERIE 1 (EP 28 0449769 &)

A CD25 binding molecule which comprises at least one antigen binding site
comprising at least one domain which comprises in sequence, the
hypervariable regions CDR1, CDR2 and CDR3;said CDR1 having the amino acid
sequence Arg-Tyr-Trp—Met-His, said CDR2 having the amino acid sequence Ala-
Ile-Tyr-Pro—Gly—-Asn—-Ser—Asp—Thr—-Ser-Tyr—Asn—-Gln-Lys—Phe—-Glu—Gly, and said
CDR3 having the amino acid sequence Asp-Tyr—-Gly-Tyr-Tyr—-Phe—Asp—Phe;or

direct equivalents thereof

AR 1 (EP 25 0500823 5-)

1. A process for the preparation of an orally administrable pharmaceutical
composition suitable for synergistic action of the active components against
malaria which comprises combining a synergistically effective amount of a

compound of the formula:

CH(OH)CH;NBu;,

with a synergistically effective amount of at least one compound of the
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formula:

FoRIE 1 (EP 26 0477295 5)

A platelet aggregation inhibitor (PAI) polypeptide or a modified and/or
truncated form thereof capable of inhibiting binding of fibrinogen (Fg) or
von Willebrand Factor (vWF) to GP IIb-IIla more than binding of vitronectin
to vitronectin receptor or fibronectin to fibronectin receptor, wherein
either the percentage inhibition is at least twofold greater for inhibition
of binding of fibrinogen (Fg) or von Willebrand Factor (vWF) to GP IIb-IIla
than for inhibition of binding of vitronectin to vitronectin receptor or
fibronectin to fibronectin receptor at a given concentration of PAI or the
concentration of PAI that causes 50% inhibition is at least twofold less for

Fg or vWF/GP IIb-IIla binding inhibition than for binding inhibition of

vitronectin to vitronectin receptor or fibronectin to fibronectin receptor.

() TR

(C-207/03)

NOVARTIS o EP %5 0449769 S/ #FI% CD25 [i%35 & kA L CHE il R0 & 5
Mbasiliximab] IZBE9" 5 H DT, 1991 4F 10 H 2 BICHIFES LT 1993 4F 12 A 15 A
BERRE SNT=HDOTH Y, BP 5 0500823 S45F % lartemether| KON
Mumefantrin] ZAZES & LTEDLH~T U 7AHNCET 2 DT 199249 J 2 HIZ
HIRE X 407C 1996 4F 3 A 13 HIZEERIRE S iz,

EP %5 0449769 5 basiliximab Z ZTeEH (T 1998 42 4 7 7 AT EUMNHE TiE/2 A
A A TEEMSTIRFF I 25T, 1998 4F 10 H 9 HIZERM IL[F{AZ B 4> (Commission of
the European Communities) CEHMTTIKGF &%) 72, & D% Novartis I3 1999 4F 4
H 7 BIZ SR ERFFFITIC SPC & HIGE L7,

EP %5 0500823 550t~ 7 U T AlI3 1999 4 1 A 22 RIZAA A TEER 1G4 %24 |
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1999 4 11 A 30 HIZHEE CEIEGTTIRFF ] #3521 7=, & D% Novartis I% 2000 46 A
14 BICHEERFFFTIZ SPC 2 HEE L7z,

2003 4 2 H 12 AT CoRERFFT I RRR O R T M OB IS i IREF A2 B-50yC SPC &£
H.U7225, SPCHREMRIOIMER A2 A A AOHFRIHTHD EHW LTz, i LT
NOVARTIS IF A A A Tid7 < HE K OBRM AL RIR T B OFF % HHE L LT SPC i & &
E LTI B E TR L, RERFFFECHTICHEER LT,

(C-252/03)

Millennium Pharmaceuticals (LLF [Millennium] & 9)IXEFK S Eptifibatide (Z%F
L. AA ATIE 1997 4 2 A 27 BICIHF AT 210, BRMIERIAZ B (Commission of the
European Communities) Ci% 1999 45 7 H 1 BICEHKATHIKZ 2% -, ZD%
Millennium ¢Z 1999 4E 12 H 15 HIZ/V 7 & 77 FBIFTAMETIZ SPC Z i L=, /L
7> 7V ST HEFT I 2000 4E 2 A 15 HIZ SPC 475 L7278, SPC {34117 o> 4
HERINAA ZAOFFA] A0 D &Il L7z,

ZAuzxt L, Millennium i SPC £/ OB E O FHE B IIEN L [FAA TR B & O [E 37T
A HMATRITNERSRWETERL, Vv T A IITBEIFTICESER LT, Vo'
T ITEEHIFNIZ OFRZZ T AN, V7B 77 HNFTE T OTEZ Y 14
L7,

VT TV A ME T RITV 7 o TV S S TR FE L. S
B L CLr v 77 @ TEECHIFT S ECT I FTREONEBE OB e % LTz,

(=)

FERFRFECHIET &V D B TV T EEATBECHIFTIL ECT 12, A A ADBEHE AR X
VbeTrvad Ay EUMBE OEFICESEABNIC) ET v ad A TRO LI
BHM, AA AOHIRFFAT B 1% Regulation EC 1768/92 %5 13 SRICHARE S 4172 SPC {744
MOFEHER & 72 DA OFF A B IZRZ ST 2 OG22,

ECJ 1%, BRINFRFFEIK (European Economic Area, EEA) ## (agreement) {5 J& 3 (annex) 2
\IZ& B L., Directive 65/65 TE MK S7-EH L (medicinal product) (IZBEL, Vb T

2615 the date of the granting of a marketing authorisation in Switzerland, which is
automatically recognised in Liechtenstein, to be considered as the first authorisation to
place a medicinal product on the market, for the purpose of calculating the duration of a
supplementary protection certificate as provided in Article 13 of Regulation No 1768/92, (as
amended by the EEA Agreement)?
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Y a B A NTAA AL DOHBGES N LHEK LI AL ADOHIREM OEEEZ Y v T v
Va4 UHBICEATA ENTE S EFPE L,

THUCHAD X, BCJIEAA ADEELTIRHFNIZY b T o XA OEIEGTTIRFFA]
LRZEN, VeT oy aZ A I EUMEETH DD, RN A AL ADERKS T
BEF A H 1T SPC IR #EHIM B E DFEYER L R AR AIOF A H & RS by
LR LT,

() i M USRI A,

EU AN [ TR 5L i R rl 22 1 72356 T b BEA B985 M < C EU I E <&
WEAET D5 FMBEEOFF A H 2 SPC AREHIMSEEDILER & 72 5 B OFF I A I
AR S| Oy

(16) EFTA E-16/14

() EFEHHIHE

Pharmaq AS 1%/ /L7 = — BRI 333242 B OTFER TH D . REFFIZ Y2 H o™
ANAT ITF BT EH5H DT, Y707 A L AR E (viral pancreatic

disease) ICFEHESND LD TH D, RFFHRKEIXITROLEBY TH D,

(m) fAFGRIH

A oRIA 1.

A composition comprising inactivated salmonid alphavirus(SAV) at a titre of
at least 7.5 x 108 TCID50/ml and one or more components selected from the
group consisting of:

a) a killed/inactivated bacterium,

b) an inactivated virus other than a salmonid alpha virus,

¢) a fungus,

d) a parasite; and

e) an antigenic and/or immunogenic material derived from said bacterium in
a),

from said virus in b), from said fungus in c¢) or from said parasite in d).

() FEBR
/v = —(3 EU DR E T 722 WO 23 BN #8375 iE I8k (European Economic Area, EEA) N [E
TH V., EEA H#II% SPC HEEE T,

158



—7Ji. Intervet International BV(ELF [Mntervet) &\W5)IEV 7 REHOT V7 7
7 A LA 1(Salmonid Alpha Virus—1, SAV-D IS L7=7 A /b5 o RO 475 538 L
T2 RIEPE D A L 2 (V94090731) 2RI LTV 7 F o 2 M L, 35 L /LY = —CHFF
k%772, Intervet | 2005 4FICHEE TE DY 7 F KT 5 AL TR AT
(marketing authorisation) Z51F, / /L' =—"CSPC & i L C 2014 4RI 5 AE DB
TREHIM 2580 BTz (SPC i T IREH 1L 2020 4,

Pharmaq (&) 28 Intervet (#45) ZF0 FITHRE L2 RFEFRRA T /L 7 = —BHIFT I
Intervet ORFFFOMRERIHZ 7 A )V AFIIZBIR D72\ 7 D 0 A )b APERERRER BT
THU T F 7 LM L, Pharmaq DU 7 F A8 Intervet RriF ORERFHIZCE EN D &
Il 7=, Pharmaq 233880 L7=H 4 O w7 A )V AR BICKT T 5D 7 F o 0d, 20w
= =D RO T VT 7 7 A LA (Salmonid Alpha Virus, SAV) D 6 DD
(strain) ® 55 3 > H OEKK (SAV-3) ZFIH L7= 2 LIZE M B 5,

Z AUk L T Pharmaq 1%, Pharmaq @V 7 F 1% Intervet 235 2 H A7~ SPC O R FEHLFH
WZEERWnWEEEL, A FEFT (0slo Tingrett) IZFFAZIEE L7z, ZHUZ
st L. A A v MGEHPTEERIN B B 584 (EFTA) #HFTic g 5 Lz,

(=)

F A HGEAFNE, EELBRTANVAY 7 F 2 ThH%E O SPC OREFRFIL, i
T L PRI EIRAICE ENTREOERTZ T T BERFTFICOAEENTE Y FFAT
EHEBIITEZENTORWVMBOEKRICE TRSOE . ZhE T 5124725 TED
O BERA EI S E FATZ U A L ABR E IR P R RIRR R AR OO0, #
D &5 e DO EE A G T EIRMICK L TR MR OE MG R A5 L2 T e b7
WRIEDFF A DO MBEMEIZ DWW TERE LRTIUT R b ennd 5 VEE LT,

ZHUTxI U, EFTA #RHIFTIXES N1 AR (product) (2B 5 Farmitalia S8 2 fR 4L &
L T. Regulation EC 469/2009 0D 4 40> SPC DR:FE# P 218 8 12k < IR 5 DI
SPCIC Ko THR#ESN DB NREFNICFESE ) EIRMOTIGEAZTET 20
T, SPCRUEDHINIKT 5 Z L6 IRRFMIZFESE R/ 43 X T — (biosimilars)
IR HERL Y, (reference product) (2% 2% SPC OE#ERHICE £ D L IR LT,

() b am M ORI
INA FEFMITIBN T, SPC O ILBERFFF OLRERIPICE £ 525, FFal R3S & HR
BRARALFIT—DT 7 F UEIREN G SPC DOIRHEGPTICE T 5 & W L7 s TE bk

159



N5,

(17) ECJ C-11/13

(1) FFbRyFmH

Bayer CropScience AG(LLT [Bayer| &U»9)IdBERFFT EP 55 0719261 5 OFFFFHEH T
BV AKFFFIL isoxazolines (LEMITEET 2 b DT, isoxadifen iy &G 7, REKiH
KREWIXTROEBY TH D,

(v) fReFaHRHE
FEORIE 1.

Compounds of formula (I) and salts thereof,

R?2 R
R Y (1)
R* 0o~

Wherein R1 is carboxy, formyl or another acyl group or a derivative of

latter 3 groups(---)

() F32ER

2003 4= 3 H 21 AZ Bayer 1% K >/ T foramsul furon, iodosulfuron M (N isoxadifen %
B UBREHTH DAY IRER L MaisTer ICKT 2FF A 25217 72, Isoxadifen [ZFREAIT
FEEBA (a safener) DEEIZ L7279 LD Th o7, Bayer I% 200347 H 10 HIZ Fi
DRFFTF K OFFANZHADNT RA YV RFFTICGEHIPH % [isoxadifen and the salts and
esters thereof) | & LT SPC & MG L7-A, fHEMEE Sz, Bayer (TEMEIE % Rk
& LT A iR ECHI AT (SRR U, R R EcHI AT 13 ECT (B BE LT,

(=) Ik

RA > B RFFECAIPTIX ECT 12, FEW PR SLE  SPC % BLiE L 7= Regulation EC
1610/96 % 3 555 1 THKL OV 1 5555 S OB (product) & 55 1 45 3 HOIEMWE
(active substance) |[ZIEIFEANN G END LR TEX 00 E I VER LR,

%TAre the terms “product” in Article 3(1) and Article 1.8 and “active substances” in
Article 1.3
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Regulation EC 1610/96 #f 3 %6 1 T (b) ITHEWME-ZERLEL O SPC (X Directive 91/414 @
FBAFRICEDENRHFAINGFET D Z & aE T 5,

ECJ I Directive 91/414 OfFEE 1 (Annex 1) IIFEEEBAINTEEHE L L TEEN
TV E LTh, FEFEREHENC ST 2 K57 P08, MR RS O FF rT LLRTIZ P 2ERY
R TERDP ST EITIALNTH D LRI LT-, £72 Directive 91/414 D 4 5
TE & S AT R R TG R OO Tl X (AR RS D0 R K O3 2 VLR
2 1= O EEIH 2 & Tl E A (co-formulants) ICBH T 2 & B2 Ui L2 i Ui 6
RN ERE L TWA T, FREEGAI A Regulation EC 1610/96 DL (product) , X
TEEWBEICEEND O LR L 2T b L HkE T L,

() i M ORI L

ECT I3AE R ML 5y D FF AT I FE S\ 7= SPC D HIEEIZ Y 7- - T, IRIEAIC Y S b3k
IR 2 & ToRE R LS O FF AN I H S W T b SPC M B & NS5 LIl L 7=,
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A FENORFFFHETTRCH R DR Ml

1. ST S5 FF

A. FFFEHAOER

52N D AFRGE 101 ] D JIE 28R Gkifll BE V3. W0 B 8 WARF AT S OSBRI R L2 %) L T e ]
FIER ZFFA T 2, HBNC X D & REFEI L ORI 3 2 FrdF i3 frme A &
DXL TR,

Ffge ] O JE R B E% AMT AL 5 T2 D IR RIBYIC — S LU LD EHME (pharmaceutical
substance) BZALH K (per se) TREHHIEFIZAR SN TWRITZZR LT, WEITH
AEOFEREPAICE FRTWRITIUEZ B 7200, DNA DA X HIFIBE 3 2 Sk ol
SN WEOEA . DNA DRz e — 2Ll EOERYE S 2 ARIHMEICAR S
TWRITUER 6T, MEIIIMEOFE REMHICE Eh TORITIUTR 5 R0,

v, FEREIHR RO

VIR AR O IE R B EEAT O TV G EIE, BRBEE XTS5 Z LT TSR0
W, LTy o T ORFFFHEIC R LIFe I OIER (T 1 B DO ZATRETH 5,

[F]— D FF AN BT 5 D RFFF OAFR I e R 2 25195 2 & Z2BRIICRE L7 iES
AL L RN T2 8D 6 — DFF AN BN T2 I O K7 O 47000 191 D JIE R B Gk 3 7P A &
noseErshs,

. BEES

(1) AbbVie Biotechnology Ltd v Commissioner of Patents([2016] AATA 682)
- WE DT 72 BRIk DI BNIIE R O3t G & 70 & 7a s EHIET L 7= <545

AbbVie Biotechnology Ltd(LLF [AbbVie] & U9 ) IXSEIN4FFF AU 45 2012261708 =& D4

238

239

240

24

242

[2006] FCA 305. FCA [F52INHEFEHIFT (Federal Court of Australia) ZEWEd 5,
[2003] FCAFC 77. FCAFC % Federal Court of Australia — Full Court & B+ %,
ZEINRFFHESS 70 42 (2) (a)

ZEINRFFHESS 70 5(2) (b)

SEINRFRFILES 70 52 (4)
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FHHEE CTH D . KREEFFIL Tadalimumab] OEEM: KIS (ulcerative colitis) DR
BRIZEHTALOTH D, REFFITAMOYME CTH D ladalimumab] D7z 72180 HRIC

ONTOHEDT, FFFAMEDFREIIETHEFRA (XA R - X4 T« 7 L—2L) &
LRt s T,

2013 47 A 23 HIZ adalimumab Z A%k & LT de HUMIRA 35 AN TEBME K2 D
TEEAGE U TEMNEIMD AR AT, Abbive 1T 2 AT EEASU THREFEFHE O 1757 B R 4
ER&HFOHREE LT,

SEINRFFE T IR N EEYE TR WVHARICHET 2O TH D72, RiFiEsE 70 &
(2) MIZEEY L& B CHEHEVE Lz, ZHICx L, AbbVie I3#HIFTICPETR L
7.

AbbVie (ZHFFFFES 70 5 (2) (b)) OMUEZ BET D L. WEFEMI TRV AERIEN (Swiss
type claim) TH->Th, [DNA X HITICEE+ 2 WIEIETAE] ShHDThHh
I, FRHIM OER S AIRETH 5 & ER LT,

FHIPNXREHESS 70 £2(2) (D)1 Tper se) EITREH STV, FFFFIES 70 54
(2) (a) OIS L FRRICARIR L, Tper sel MEEN TS LR UIZ, U, R
TEES T0 25 (2) 13 H WIS/ % 5K T 3 DNA M % B THLE S 7= ic i+ 5 55K
HORHZ KRG L, o7 i@ BRITx3 2 55K I DNA AL # 2 Befir oL CAE S 1L
TEWVEIZREY LTz RREFESE 70 5 Q) O ER S 2 LIl L7z, £z, #F
TEDRIYE IR L DM+ D5 RE L L TRl L7254 T 5 DNA M % Befffic & v #d
SN WEIZOWTHERT 5 2 & DSEHE & R D BB ORFHEIER OXI R L 72 D
R U7z, LTod o TEHPNIME DO ABIZONWTHERLIZAAS A - XA T« 7 L—
DITFFFFIES 70 2 (2) (W) ITFEY L B L, AbbVie OFEFRAZFEAIL 72,

2. JER DAEBEL TR OFFA]
A. FFHORER
WER DML 72 DFFANCIREIR IS T DFF A NGE Y T D, IS H T D FF I 23 KGR
S, BEEWEZE A TO L0 XTZE OWE DG 7 5 85 ANFEIN 0 B R 8

(Australian Register of Therapeutic Goods, LLF TARTG] L \V9) T AT AITEES
h5243

29 SN EERFESE 70 4 (3) (a)
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FREDEESICK T DI, ERWEICBE T D pre-TCA KR Z BER T 5, E
SEWEIZBE T 5 pre-TGA IRFEAR L1, UiWE., XYW E LA TR ZFINT
B CRTET DD OERY, LOYEWE IS E 2 SO/ O—fk~—rT 1~
7 (marketing) D72 HIZZEMITHAT 2 72D DG 2 EHT 5,

v, REOOHEFATHINE 5> »n

FEFFH DO W E O B OBIHIAFE H (regulatory approval date) £ CTOHIMA 5 4F
U ETHLGEICORERERGFEZTFRL TRV, BYOBGIARE & 134
L CLARMIZ pre-TGA fRIEAEKGRE Z (T2 Z & Wi Wiha . ZOMEZE A TS M XIEZ
DYVE & 72 D EFEGE DY ARTG IZHRANIBRER S NI HEZER L, YEWEIZE LT pre-
TGA IRIE KGR & 52 T CW G B IR OAEGR H 2 5% 2%, $70bb, TCA lR7eKR
DM E KT DERMOAR TR TH, TAUTES WA OIER 23 FTRE Th
Al

/N, BEEER]

(1) The Regents of the University of California & Regeneron, Inc., [2016] APO 33
- FEEF RO REHIZE#H SN2 TOERD % & TeEE L) TCA [T I TV
TR T AU TR I R DI R B Gk 23 T & 7o &oH|Wr L 7= 541

The Regents of the University of California & Regeneron, Inc. (L [Regeneron]
& D) IR S T2 SEINRERE AU 55 2004261165 5 ORFFHES TH Y . AKFFFIL VEGF 40
fil#l (aflibercept Z&Te) ., HUEIEA (anti-proliferative agent), MOMHIKZEZT A
RRFRARIC BT 2 b DO Th D, AFFFFORFFFHEE Regeneron 1

laflibercept (VEGF #IHIA]) | A %oy & L CHTER S ZALTRAP 1253 2 TGA #F AT
ZARIL & U TRAFFHE O Arc IR IE R B D il 2 L7,

SMEFFFFITIX. ARTG ¥ A7 ARGk ST RIS ZALTRAP [ ZRFFF 78 W O 55 SR i P | 2 Ff
INTZFEZOME 2 E A TWIRNWTZD, FFFIESF 70 2 Q) ™ITEK LTV D & ) HH

2 BN E IR E R BT (Therapeutic Goods Administration)

M5 ZEMRFFFIESS 70 45 (6) (a)

M0 ZENMRFFFIESS 70 45 (6) (b)

M ZINRFRFIESS 70 £ (3) (b)

M8 ZEMRFRFIESS 70 45 (5)

29 Both of the following conditions must be satisfied in relation to at least one of those
pharmaceutical substances:
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P DIE R BRI A FEAE L. 2 AUk U CRREFMER D3RR LT,

FOPIFTIL, EZES ZALTRAP | X aflibercept M OESEHNCFFA Al RE/RHLR (carrier) 135
To— 7 THUHEGEA] (anti—proliferative agent) 1T & ERWVDOTE0 . AREFFFRIH Ok
P I HTEIEAI AN GEH S TV D 7 ARRFFFIEA O 56 KL I BR S 7= B2 E
ZE TR (goods) 28 ARTG IZHEER STV ST L, ¥R 2 FEHI L 72,

(2) Alphapharm Pty Ltd v. H Lundbeck A/S (2008) 76 IPR 618, [2008] FCA 559
- TR IMEEMITH T D ATH R D 56, IO RMERIC T 2 BATRFAICHESD
W TR IE R B S 5B D 70 S

Lundbeck #1388k S 7= S M EFEE AU 45 623144 5 DR FHEG Th 0 . KEFZFITHL 5 %)
RBAEEo#ua 7T A(citalopram) & = A Z 1175 5 (escitalopram) (245 DT
b, VAT TAEI, TAVEIOTTAEZOEREEPMES 277 IR LEMTH
ZDO

VT INEEHRIRSY - v F n T T N RAVKEREE, 1997 4RI ARTG %k, KUY 1998
FIZFINTH) KOV 7 7 a g (B « TAYZ a7 T Ay 2 Vs, 2003 41
ARTG %%k, S OVTiHR) (5T 2 BEFE AT AT NMFEAE T DRI T ARERT ORFFTFHES
Lundbeck fHIZT AL Z v 7T LAE GRS & L TETERRITS T DFF IOV THE
RBEOHEZ L, ERBERDIRE ST,

INEZTT, YoV v 7 EELORE A —F—Th % Alphapharm f1:1% Lundbeck £l
DITALHZ 1T T BOFF RN FEAD W RFFFMHE DA I O IE R B GkIZ 5t L TREA H L
NClz, TAVH T T AIBEIZ ARTG IZB G SINTZV 7T INEEICEEND 2D, TF
TR D IE RS ER AL > 7 7 I VEEDY ARTG I RN ER S NIz B 225 6 4 A LINIC
ARECH DDIT, ZHUTER LIIERBGEFEETH D LW D 2T b, ERBEHRNRD
LR TIIWITF v v S Bl THEELS 2 Fik LT,

HHIFT IS M ERESE 10 Q) 2B, =R X uF T a5k ETer X a7 T Aowd
HEFEMLF AN AL 20T KMIKTHRVIOFTAI THDHT-H, = AV F a7 T A
KA EF AN EE SN SN AU 55 623144 B 2%t T A I BRI IS CTd 5 &I L
776

(a) goods containing, or consisting of, the substance must be included in the Australian
Register of Therapeutic Goods;

(b) the period beginning on the date of the patent and ending on the first regulatory
approval date for the substance must be at least 5 years.
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3IER SN R FFHED RN )

FERFIT R DMER B2 IRE L CTIERBGR L Ro72mE . R SNHIM O, $riried o
MR FEIAHIIR SN D, FER SIUTCHERMNTSEE RIS E ORFFFORRAMIE 2 BR
SH, TOWMEFORRRKE, ILFEREOHPAMNIZ H 5 W E L B R 2R U D
HAYTIM S 21781213 %IT7R, F 72 DNA M 2 HIFIC K » TRIE S n - B EME 0%
B FEMICRFFORRIMEFICPAR S, £ OPMIEOFRE, SULFHRHEDHIANIC
& % EFME P 2 iR LS 0 B THNE T D 1T 2 1213 ST 7200,

4. JIE 5215 HH I 0D Fifge &

RO IAE I IE R B ek 2 M L & 9 & 32813, RO BIMTTH O | ; D FF
R E SN H, DFRFEE 0 R Q)ICHESNIZEBY | EEWEREEN TN D0
XALEEDE DD 72 5 EFE A ARTC RN BER I NI H, 3) ZIN TOREEFHE D 1
BIAE E B ERHE ORATH D 9 B, HBEBWHFDOH NS 6 7 H LIPICHE E B bk HFE E A 12 H
L2 T AU 7 672203,

K RFHE D TEGEI I AE BB Gk B E AR S-S, FFT RIER B ENS HE S iz F
Tl HENPAEFEESNIBBKINTND LW D FEEZFE L2 AHERIT Ll
B, TEREHIR O E RS HEEE SR SN2 % T BT IR T RICER T
W5 LT, IERBEOHFEAZIRY FIF 2 2 ENTE L5, 2O, FFFTRIZEDY
T OFEFEZNRITHEE LR TR 57207

FEFFIT R 454 HRED RFE S 70 S e OV 71 S D B %4 72 32591 (on the balance

of probabilities) 2338 BV D & HIlr L7z 5B 133 HIRRE 2 B L 72 1 Ui & 975,
D HALRWGE T T A TR L2 T U e 67220, ZHUSHEV . FEFIT R A MESE
R 0D S0 R Bk ik MR 2 52 BRI TAEAE L 72356, RriPT RTINS B 52 2 350 i CUl

250

25

252

2563

254

255

256

257

258

259

FINFFFIES 78 & (a) (1)
SINFFRFIES 78 2 (a) (i1)
FINRFFHESS 78 5 (a)
FINFEFIES 71 42 (2)
public inspection
SINRFFFIEES 72 55
FINFEFIES 73 4 (1)
FNRFFHESS 73 55 (2)
FNRFFHESE 74 52 (1)
FINFEFIES 74 42 (3)
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L. AICZHERICOWVTRIRE LR T IER S 2200,

Frafmhe, SUFFET S IERBER RN 70 RO 71 ROZEAP, —DLl EAdiic &
BRONEWOHHTRELZHF LI TDIENTED, REH L THHLHE. Mt TRITH
TENHEVRIEZ T S 20 UT e 59720 RIEZ T AN IER B Gk R S OGRS
B 2R % 52T e, BEEH L TS 2IREN T e Ba, TR
BB M OSBRI Iz Ak E U CEAEHIFTICHER T2 Z L3 TE 5%,

FraPT R, ARt OIE RG2S H L TR R o 1o G SUTRGEH S TR
b T NERDNFED DNRT TR B0 EIRTE LT E . (eI O IE R Gk 2 775 L
RITITZR S, ZORE | FrFT RIS O IE K8k D 9 A A K R SRR
(CEETEM L, T2 NEICHEE LT hiER ban,

Rt i DIE R B GRDPMT O SE . Rt TR TH 2 = E M OWFFERTE I HE
SNTCBUN RSO & HAUZOW T OMEEE, ERBHREBA L GERNILE .,
M OBUN R 2 E LB ORA, A RIT > T EFRSITE T 52 TORK &K O
IRl 2 &6, BB O FEBR R IIH Y S AV BN Rk S AV 7l a5 4 SN O LR Ik
A E'E (the Secretary,Health and Family Services) I[Z#H U722 1T 30iL 72 & 2026,

b. EREAM DR EFtE

¥¥7F H (the date of the patent) 2> L i A OHIHIZAFE B £ TOWIF> 26 5 4F 2 Fr < HIH
853, AT IR OIER D FRECTH D, ZORF, LR AIRERHIMIIRE b FE4lix 5 2 &I
TERN,

FREOFRFFFR &3 ZMEFFHETRIET 285872 A T, FriFE Lo 2o I e ek
FFHME ORI A UIHEIC LV o BBRFHICED b TV D 5EIIRE TED
H &Y 5,

260

26

262

263

264

265

266

267

268

269

270

ZEMEFTHES 14 5 (2) (4)
M RFRFES 75 45 (2)
M RFRFESS 75 4 (3)
SEMNRFRRES 75 5 (4)
M RFRFESS 76 5 (1)
SEMNRFFES 76 5 (2)
SEMRFFES T6A 55
ZMFFHES 77 5 (D (a)
SEMNRFRES 77 42 (1) (b)
SEMNRFRESS 175 (2)
SEINRFRFIESS 65 &=
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LRROBRAOFEGIAGH &3, SEWEICEE L CTLRIIZ pre-TGA IRGEAREZ 1T 722 &
MIRWEE., TOWME ZE L TWDE N XIIEDOWEN S 72 HEIKNL ARTG ITBEF ST
HZEWT 5, YEWEIZBEE L, pre-TGA IiF7e AR Z 5T 2B 1T R A OAGR B 2 Bk
KIS

6. /A 2= 3 i BEE D51

(1) Novartis Vaccines and Diagnostics S.r. 1. ([2015] APO 2)
- REFFIEES 70 22 (2) (b) @ DNA FE#L 2 Hik B IRIZREFIIMEICTREH I L T+ Th
D, T EEREICEHM I N TV DRI &R L 7241

Novartis Vaccines and Diagnostics S.r.1. (BAF INovartis] &UW9)i, BEEIN-5
JHAFFF AU 55 2002330681 5 DFFFFHEHR Th 0 . ARFFFIIBEEEZEE (N, meningitidis) DL
Ji, TAI=0 LR ATF V0 2 Eteflait GERIE 20) K OME GERIE 1D IZBT 5
HDTH D,

—J7. Novartis (I OB RIS RICHIER EMERBICHE T2V 7 FUERMRTH D
[Bexsero] ([ZOWTOFFAZHGE L TRFAI 23T, ZHUCHES S ARRFFFICH L CRATHE
DAFREHIRIIE R 8% D HEZ LTz,

SEINRFFIT R, GRS RO #E S 72 B 5 A5 DNA FEHE 2 H R BI9 2 & o ClidZa iz
W, EREREHREASRFFFES 70 4:2(2) (b) 272 S 720 &Il LU CHEREEZ T L.
Novartis (% Z Azt L CHERR L 7=,

AIE B GR R C, IER 55 RIE 20 OIZHME LT L 2 =7 24 (aluminium
hydroxide), B AF VU M OMIEAFEIRE 2 &e b D THo7-, LROPUFITMI 2 T4
PESNT= B X EHROIRAEW TH D05, BHIPTIXFFFFIAAEE L DNA fﬁ?ﬁ&z&fﬁfﬁﬁ
PURZEET D HENBR STV D Il LT,

T BHIFTIE Y LRERT O R IE 20 (ZFE# S VML, ARy D O BHUE N
DNAJEMR Z IC X S CAEFES LA Z &5 DNA JHHA 2 FEIITIC & » TS S -3 m'E

The date of a patent is:

(a) the date of filing of the relevant complete specification;or

(b) where the regulations provide for the determination of a different date as the date of a
patent —the date determined under the regulations.

S NAFFFIESS 70 25 (5)
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A3EERAEIPHIZE L. DNA ML X BARTIC & o THUR & £ pE S % FIEASREREIDHIC IR S h
TORWHRFFFFMEICRR SN TN D LD b D120, FFFHER 70 5 (2) (b) Z 72
L. FRFHE DAL DIER 3 ATRETZ & HR LT,
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[ B 521 ]

(1) AbbVie Biotechnology Ltd v Commissioner of Patents([2016] AATA 682)

(1) EFEREIH

AbbVie Biotechnology Ltd(LLF TAbbVie] &W»9) ik, ZEMEFFF AU 55 2012261708 = D4F
FHEFE TH Y . AFrFFIE Tadalimumab) OIEFMERMGH (ulcerative colitis) DA HIE
BT 2D Th D, AFFFORKFHERBEILTRLOLIBY TH D,

(7)) AREGHRIH

AHORIE 1.

Use of an isolated human antibody, or antigen—-binding portion thereof, that
dissociates from human TNFa with a Kd of 1x108M or less and a Koff rate constant
of 1X10-3s—1 or less, both determined by surface plasmon resonance, and
neutralises human TNFa cytotoxicity in a standard in vivo L929 assay with an
IC50 of 1 x 107 M or less, in the manufacture of a medicament for the treatment
of Crohn’ s disease, wherein the human antibody or antigen—binding portion thereof

is produced by a process that involves the use of recombinant DNA technology

() FEBIR

AKEFFFIIAFOME TH % ladalimumab)] OF 727 HIRICET 2 DT, FrariiE
OFERBIIETHBERERARA R « X AT« 7 L—2h) & LTREESN TV, 201347
A 23 HIZ adalimumab Z A Ik & L CHE TeE 3L L HUMIRA 23RS ME R IGR OIRE Hid &
L CEINEIU DGR A 1T, Abbive (X ZAUCTEE-SUNT 2014 4F 10 H 3 HIZHRFFFHE D 176t
WIR e B G O HiRE 2 LT=,

SR IT IR DN EEYE TR WHARICET AL O TH H 720, RFiFiESE 70 4
2) MIZEY LW E W) Bl SLHEHIELE T Lz, T3k LT AbbVie 13EHIFTIZ
PERR LT=,

AbbVie X, HFFHES 70 5 (2) (a) 1% TEZEWE % B K (pharmaceutical substance per
se) | DFERHEPAICEHEETND Z L HEIEE LTWDA, FFFFIES 70 52 (2) (b) 1% DNA ## %
FATIZ B 5 8L CRIE ST E DY E . TEHEYE (pharmaceutical substance) |
DREREHICEEND Z L2 LT 5720, WEIH TIlI72WHIRIEH (Swiss type
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claim) TH-> T [DNA FH# 2 HATIC B #3285 Hikic L » CTAE] Shd e biE, 17
B ORI TCHAH EEELT,

(=) Rk

FHIFTI RS 70 52 (2) (D) 12T Tper se) DS TWVZR WA, BFFESE 70 &
(2) (a) DT L FRRIZAFIR L. Tper se] NEENTWD MR LT, BHPNL, Kk
570 5 (2) 13 DT RET 2 EERIE, XU DNA FH# 2 BT THLYE St % EskE
DI R U, BT 72 & B RIS KT 2 56 KR IE DNA AR 2 Hflf o ik CAFES W
BT LT FEEFIESS 70 55 (2) O A HEBR & 4120 Ll L7z, F72, FFE 0
EHEC L DWIHT D5 RE L U CRed L7254 T H DNA fL#f x Fifffic X v filg s iz
WEIZHOWTEERT 2 Z AR L R DG B OB IFIRIER DR L 72 5 LRI L
7o LI2ido TEHFNIME O HBIZOWTEER LIZ AL R« XA T« 7 L — NTIFRFFHE
H70 55 (2) () ITREY L LT L. AbbVie OPEFZFEAIL 7=,

() i K ORI A,

SN DRI R BRI ORI G & 70 2 RpFFR I, RS 33 DNA R X HARF I L 0
FOE SN EEMEICIRO NS 72, DNA AR Z B2 B4 2 WG Sk CAESNI-Y
B OREIZRT 2FTIER DR RITR B 720,

(2) The Regents of the University of California & Regeneron, Inc., [2016] APO 33

() FFERYFEH

The Regents of the University of California & Regeneron, Inc. (LT [Regeneron] &
WD) I 2009 412 A 10 B IS B ER S T2 SEMIRRRT AU 55 2004261165 % OFFFFHER TH

D . AREFFFIL VEGF IIA] (aflibercept Z&1e) . HUHEFEA (anti-proliferative agent) M
OHEZ BT T ARSI T2 b D Th 5, REFFOREGHREILTRROLBY
Th o,

(7)) fRFGRIH

A oRIH 9.
A pharmaceutical composition comprising a vascular endothelial cell growth
factor (VEGF) antagonist,an anti-proliferative agent,and a pharmaceutically

acceptable carrier, wherein the VEGF antagonist is VEGFRIR2-Fc ACl(a).
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() FHEBR

AREFFFORFFFHER Regeneron X, Taflibercept (VEGF #IIA) | 2 ARy & L THETeER
fn ZALTRAP {[Z%F3°% 2013424 H 2 HD TGA FFrl ZAR#L L LT 2013 429 H 30 HIZKFiTHE
DI I IR R B ek o HfE A LTz,

ZZINEFEEF IS, 2014 4E 5 H 6 HIT ARTG 3 AT AMIBEE S 77 EFE 5L ZALTRAP 1355 BA
DFERFPCTH SN HEIME 2 & 7202, BFHES 710 £ Q) IERK LTV D
WD) B CRER B G A M L. Zuaxt U CREFFHERR SRR LT,

(=)

FeHIPFTE, EFK S ZALTRAP 1 aflibercept M ORZEAICFFR ATHEZR IR (carrier) I3 & Te
— 7 THUEAEA (anti-proliferative agent) & £V D7Z3 ARrFFFE I OFE K HLPHIZ
THUHEAEAI AT S LTV D720 ARFFR I OFERE IR SN A BE LG T
3K (goods) 28 ARTG (2B Gk ST e &Il L, PEIRAZEAIL -,

() i K ORI A,

5570 2 (3) DILE ZHIIRANICAFIR L. FFRFIEMA OFEREH ISR S e 2 TORDMD &
B TeEIR LAY ARTG (28 S MR T AT OIE R BRI TE RV LR LI AT
WRid 5,

(3) Alphapharm Pty Ltd v. H Lundbeck A/S (2008) 76 IPR 618, [2008] FCA 559

() EEEA A

Lundbeck #HIZ 883 S 72 SN 5 AU 45 623144 B-ORTHESR Th Y . AEFFITH D SBE
BRFOY X175 A(citalopram) & T AL X 175 A(escitalopram) (ICBT 5D Th
Bo VHRTTAFTAYERT T AL EORERPRE 572 T LKA TH D, A
FFOREFERIETI TROLBY Th 5,

22 Both of the following conditions must be satisfied in relation to at least one of those
pharmaceutical substances:
(a) goods containing, or consisting of, the substance must be included in the Australian
Register of Therapeutic Goods;
(b) the period beginning on the date of the patent and ending on the first regulatory
approval date for the substance must be at least 5 years
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(7)) fRFAERH

Al RIH 1
(+)-1-(3-dimethylaminopropyl) -1- (4’ —fluorophenyl) -1, 3-dihydroisobenzofuran—5-

carbonitrile and non-toxic acid addition salts thereof

A RIH 3.
A pharmaceutical composition in unit dosage form comprising as an active
ingredient, a compound as defined in claim 1, together with a pharmaceutically

acceptance carrier or excipient.

() FFEBIR

V7T INVEE (RS - v F e T T ARALKSEREIE, 1997 AEIZ ARTG Bk, KON 1998 4
ZEN TR LNV 7 7 abE (B : =AY Z a7 T Ay = Vg, 2003 42
ARTG %8k e OV HR) (2% 2 EEIE L FF AT FTE T DRI T AT ORFFHESR Th D
Lundbeck I A % 0 77 K& HMS & L TETDERSITT 27N E SV TR
BERDHRRZ L, 2 X o TUORFHED ARG T H 2% 2009 4725 2014 A H
I,

IhEZT, YV v EREOE R — B —ThH D Alphapharm £:23 Lundbeck D=
AL Z 0T T WOFF AN SN T RFFFHEE eI O JE R B Gk e L TR 2 I LI T,
TATH 0T T AIBEIZ ARTG IZB GRS NT- > 77 RIS E TN D20, (i Ok
FBSRHREIL S 7T JVEED ARTC IZHRAMNZBERS NI AN D 6 7 HUNIZFRETH 5D
2. ZHUCER LIIERBSHE TS 5 Z 0 h | EEREDFEO LN TIWIT v & n
O B TSN A EAR LT,

(=) Hik

BRI SINFFFES 10 2 Q) 2T = AL F T T AE Gy 4 n 7T MIHT HE
HAGFAIB TR Z 0T T DT DRAOFF A TH DD, AL I RT T MRS
FFANZEE DU T SENRFRT AU 5 623144 512X T D ER BTN ThH 5 LIl L7,

EOT

WL, AT AOEBEMETHLLIT AL Za T ANTEIF(LEMTHHIZ R
TFIRCEENDNE I DPREETHST-ZOFLICBNTEATT. 7% IMMEEawT
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W, BEBRREEAE G LB L, =X Zn 7T NIRT D RATIF AN D W I KRR
DIER IR E B ORI T,

(4) Novartis Vaccines and Diagnostics S.r.1. ([2015] APO 2)

(1) EFER SR

Novartis Vaccines and Diagnostics S.r.1. (LL'F [Novartis] &W9)IE&GERIL7-5M
REFF AU 28 2002330681 5 ORFTFHER Th 0 . ARRFFFIIHERAE (N. meningitidis) OHL
Ji, T =0 LR e 2T U0 gty GERIE 20) k0L GERE DICBT 5
bOTHD, ARFFOREFFHRKEITROLEBY TH D,

(7)) AREGHRIH

A oRIH L

A process for producing a composition comprising an antigen, an aluminium salt
and histidine, the process comprising the steps of:

(i) admixing the aluminium salt and histidine to give a histidine/aluminium salt
admixture;and

(ii) admixing the histidine/aluminium salt admixture and the antigen.

aHRIH 20.

A composition comprising an antigen, an aluminium salt and histidine obtained by
a process according to any one of claims 1 to 19, wherein the antigen is a
bacterial antigen selected from the group consisting of:

— a protein antigen from N. meningitidis;

- an outer—membrane vesicle (OMV) preparation from N. meningitidis;

— a saccharide antigen from N. meningitidis

() F=FEBIR

ARHFFFFIZ 2002 4 7 A 26 ICHFAES AL, 2008 4F 9 A 8 HIZEERILE S 417z, 201442 A 13

HIZ Novartis (T2 o0 A it EHE G RIS BB R B MR BT T2 U 7 FUERL TH S
[Bexsero) {ZXF L CRFA[ZHGHE L CRFAl &% \T. ZAUCED AR L CREETFHED

{ifot WAL BB gk D A 2 LT,

SENNRFF T R ALFE R RO S 72 BE 7 1570% DNA A 2 BN ICBE S 2 & O Tz
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W, FERBGRHRENRETFESE 70 52(2) (b) 27 S 720 E W L CHEMLELE T L,
Novartis 1% Z FLiZ% L CHEFR L 7=,

(=) Rk

AIE B GRIFE ., SRR 5ERIE 20 OIRZHE LT L 2 =7 28 (aluminium
hydroxide), & AF VU R UOHEERHOHUR 2 G b D Th o7z, LithtfiTfik 2 T4
PESNT=Z X EOHIRToH 205, HHPTEFFFHTEIZ DNA A 2 512 L - T ke
PURZAFET B BRI R STV D LIl L7z,

Fheb b, BHIPTIL Y LA ORI 20 IZFEHk S W7o/ BIE, MRSy D 5 BHURD
DNA $A#a 2 |2 K-> TEFES LD Z &7, DNA MR 2 Bifific & - Tl S /- 3 e
D3GEESREEPH B L. DNA #AHE X HEAiTIC o THUR Z AT 2 FIEMGE R ICIZHFE SN
TOVZRWARFFFIHIEICEH SN TWD RO BN DT, RraFiEE 70 5(2) (b) &7z
L. FraFE DRI ORE R 23 FTRETE &R LTz,

() i K ORI A,

RFFFIEES 70 25 (2) (b) @ DNAfHHR X 715 BIKIE, FRFAIEICRESh T +0Th
V. BLTEEREHICEEHE STV METRNE WS Z 2R LR TERYEH 5,
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BoE T F OBINRERE A E I E

L. ENERFERE A & O E BT
A. FFFEHAOER

T B DRFFFHEAFEYIR] O IE K Bkl B 13, 2017 42 9 H 21 RICHFER L7 F4 -+ EU ]
@ CETA (Comprehensive Economic and Trade Agreement. WISHIRBEE S HE)IZT LD,
BINPRGEREN] = (CSP, Certificate of Supplementary Protection) il & LT ) #
FHEICEA ST, SRl ITI3 CSP O ZEHERFFF R B ORI DWW TIARE L TV 2 AL
BUEDRFAERET, CSP il AN S IS £ 72AF(E LR\ 72D, CSP D JERERFRTF Ol
FWHETIXAR Y, T2 D CSPHIEEDORMIR & 72 - 72BN O SPC il 5 L ha —I2F 5 D
ThiUE, WERFF, RIERFF, AR L TERA TR TH D LTS 2,

v, HFEEER RO

B FEFERHEITEECAT 5 ST CSP O EEENEK LS TH D b DI 20T, BIio
CSP M H-ENARWTLHEL TW D,

F 7z, CSP A HGE T 28Tk L C—2Ll LD NTFET 5 & & T L
720155 2T ORFFBE—ORFFFHER B 258 3R R DMEE LTc— D D RrifHE
[ZHEESNT DI, HRERFFZ 722 0 15 2 EE O FraF S84 ORFFAHEL 1T L TR Y Rt
M DM AMAE PN T 2 B a3 R OB EZ 8 L THRIE ST e — D DR
IZHSNT DI, CSP O ERARETH 5,

—ODDRFEFF AR U TEE D BRERFFMFAE L ZH D CSP HEEEN RN E N TV DS
A TD D BESENEN A R b RO — D D FEERFFFICEE SV T DA CSP BEFAE S 41577
BEICRR E Bk D, ULIRGERT AT LARTIC 3R E B 8k S I D T E DRFFFHEIC B 7z CSP
FEE I, & OGEENE— O NEN &2 R, IRGEFFAlREARAT SN B, T
ZNLARNZ B BB Sk S AV T R RTFHE I JE D\ 72 CSP HIGEE I Y34 A LI ISR ER Sk S vz
FRaTHEIC S S IEE TR L TR T7 2%, IRGERT ATLAE (SRR E BBk S NV 7o R A L2

O T S RERRER 106 25 (1) (e)
#M CETA 5 20. 27 4:5 4 T8

A S RERRER 108 S (1)

O I S RERER 108 5% (2)
AT S IRRRESS 108 2R (3)
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Bk H 2L L TIRES L

DUNTz CSP HGEEDBINANI X, FERERFRT O FFFTHERY
BIEBERD 72 SN T A TS NENT

B, BERIKA S ROIE SESRIESE . FA
B Th B,

2.CSP DE:AE L 72 AT

1.

=

A OFESE

2 38 i M O PRGBS (2569~ 2 IRGERT T & SPC HIGEDARHL L L THIE L TV D RN &
BN TS D CSP TR R OB T = 38 A 2569~ 2 ARGERT ] D A % & DR AL &
T5, EIES LI, B, BEE AL AIRELRGERORE, X3 0EROBW. ih
e, REA, AL UTTFHL AT B AOAROBEE IO SR, BIE, FL<IE
bz A E LTHRESh O WE, JUIWEDIREW & B% T 57,

BARMIZIE, AR E LTI 22 0 2 ESRMICE £ 5 EHpk Sy CUTEIER S OFE
HEPE) &, B E L THAEZTRERLCEENDIEREESIE, HEILL-T
HUWNZE 72 HEH Sy & LTS,

iU, WA &S T NI SB35 TR D A 57
LYa. HEFEBOIIFE —DEENS L L THRbAL™ 2, £, ARASUIEA &
L CHF A 22T T BRI E 15 EEERR Sy DAL DR D3Ry B O LR D 7 52
RO E TR — & LTl 5% %,

. RAIDFFFRHE S H

—ODEIKRS . UTEFKBS O AE DRI U CEBOBRGEHF AN T 254, &
SEADOIRFEFFAIZHESNWT DA CSP & HiET D Z LR TE 5%,

3.CSP OFhA

278

279

280

28

282

283

284

285

T B RFEFES 108 & (4)

T BREETESE 104 &

T HRFEFES 105 5&(2)

T HRFEFES 105 & (3)

T3 FRFFESS 105 4k (4)

T B RFEFES 105 & (5)

T3 ZREFIES 105 45 (6)

CETA 55 20. 27 2555 2 TH e OV F ZRFFFIE SR 106 25 (1) (d)
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CSP #4714, REHIEIISGEN 2R Y | Z OPrFRE & keE OIERIRES (legal
representatives) (Z%f L CH MM OMA R TH 5%,

CSP I FREA TS LR & N7 SRR T O AR DRt I Ol 7 B L& 2h 354 %, -
72 USSR R M ERe I i 1 B AlTE TIZEDNIC R B R WA ICOBT N TH 5™,

CSP AT I N7 E . AEAEOFTR A K OVEMRERE (TAEAEHM oM, FEEIZFEHE
ENTEIERSY, UTEER S OMAS DR, LI hEMoERESRS & EFT
D EEGORE, WA, A SUTIRTBITIRY | JERERERT & Rl — OMERI A2 R0, L

L, Aotz B UCEERSy ., UIEFRENR S OMAE 02, G, Ak,
. SUFARTET D88 =FI2IE CSP DRI NEKIL 720,

4,CSP HEEDFr &

CSP HIGHEHICIE, FraP TS S NIRRT &, B, SUTESERS O A DA,
RFEFF RIS, MEIC RN DOIRIEFT A2 H5E L2 E . OO IREAGRHGFE SRR, &
EHEZ., ZOMBUE SNZEREZLE L2 TR o220, 2oz b RETEE
(the Minister of Health)ld, ME7ZLFO LN LBEMEROEMAZERTH LN TE
5%,

CSP HIFHTIRIE, FFRPHERLE RS 0 S VTV 2 2aIREERT TR AR PHERLE B /2 SV
B3 OIRFEFFAI A | IRIEHT A B (S RFFFHER E BRI DS 70 SV B 1T MR A B
Hb . BUE S HIBIICER I L2 S 72 & 722,

PRt STz CSP HIGEE D RFFFES 106 RO B Z 72 L TV W ERBO b D5GE, il
HEEIXCSP AT 2 2L TE D, ZOHAG. REIMEMEFEERCZORIE @
HLZRT R B 7, BRECHIATIE, f2H S 47z CSP HEEEN MO REEH R LT
HIGEE & [E— OFF N 2 6 — ORI 2 Ffo7e & FEFESR 106 KZOMEICKT S
Ba. YHHEENEE TR, NIEGTHIHIZLEESTHI LN TE DY, LR

286

287

288

289

290

291

292

293

294

71 F ZRFFESR 116 52 (1)
B F FRFRHEHS 116 % (2)
7 F ZRFFESR 115 42 (1)
B F FRFRHEHS 116 % (2)
B F FRFRHEHR 106 2% (5)
71 F ZRFFESR 107 52 (1)
B F FRFRHEHR 106 2% (3)
B F FRFRHEHR 107 % (2)
71 F ZRFFEHR 110 (1)
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HE Pl S TR EEMEIE A R ICERBA LB D, HE S IR AN g7
SINRTNER RN, TN ERIRE L THRAOEERAE 2 9 LT 5FIE, fFa kD
PERRFft & OFRA L& TICHE L2 TOEDOERZHHFTIRE LI ERICRE ICR
U722 Auid e & 7e 2,

CSP A SN HE. REIHIEOREMI 2o L BFHHEORTIE S, WiEIci#sh
2RSSy, USRI OMAG DY, B ES A TH 208 A TH 255
DNTORR, HEHFEICRRR S ROTRT A7, AEUTR OPRAA B X ONl T H 22
WCREHR L7ZREB & 2 ST LR I HE7e B 70,

5.CSP #iM DB EFH ik

@E%Fﬁﬁ ﬁi%ﬁ%ﬁ%@ ﬁjﬁﬁ H pip EEEEE%&:%E%?‘ é ﬂf:ﬁ}iﬁ—ﬁqﬁﬁ]‘ H 35 T@,ﬁ;qﬁﬁﬁﬁ> % 5 ﬁzé”lﬁ‘:
WTIRESND D, MR 2ERBMZ D LR TE ARV,

7277 LAEEICH R SN R A 22 T - AR Th v . I DR EERIC
LV IRFEFINENTZHNB DO OND5E6. BEBEIFE OS2 0 EAEOZ I %
HfET D2 LM TE B,

W I ARERHERS 110 %2 (2)
0 Ty FRFRHESS 110 2 (3)
WU T ARERHESS 114 %%

W8I ARERHESS 116 2k (3)
W Ty FRFRHED 116 % (4)
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WAE T — M RE

B1E 77— MRAEEEOBER R

BUTORFHEDAFE I OIER R IO\ T, ISR ORRIE A — 7 — OF A FE K
BRZRCZME L THEREZ S M~ JERSHR C2dRICT v r— Mz T -
Teo T — Fill&ZE LT, EORFFHEOFH M O IER MBI T 36T 2 HER B FR D %f
B ERBEROEMEL T DFF T O, IERBGR S AV FEFHEO R HIPR, ER M O E
JiikTe EIZoNWT, BUTOIEREZHMERFT 2 MERH 500, WEFHELOKER B H DO
MR E BECERR EOBRAOREEZRY £ L7,

W E RN A Ay WRE S o —OVESEPE W2 (KRPIA) K OREEM IR#E S 0= B
WELEZRIIT 7 — FREZITV, FF300 4R ORED S L 14t bRIE LR, B
AL, WEBEALS AHEORBEE 1L, BE n— VEEEEHEORBEE
fe SEEDRERZORBAEIHRIBIML, 209 b 2 fhid, wERE S F iRk O
WE S 0 — OVESREER S OW G OREAECTER L TV D, MESERI L, VX
Vv 7 EFMOLENEOEEENORIES L SHE3EOLER RV 7 — LB
DEZEPZDINTZVFER L o7,

Trr— MIEELZ 1440 95, 11 #HIXEE G2 3 L3R E L RS R OIRET 514
KT, 2095 12 tHIfFHIFIE R BSEOMEZ L7 Z L3 b o7, 14t 9 43S T
A SUTEIEORE, BOER EOFFR], IAREZ T2 Ln3dHY ., 205 Hd 6 i
Mo TR IM OIER B E L2 L b o T2,
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B2 T — MRAEDORERSH
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EEREEDR S

AT, WEE O FE IR O RE F R Gk B (TSR A R R ORI RUR I 69 £ 7 Al 5512 2k
D&, FFFHEOFERE IR OIERBERNATETH 203, LRt o EIES, R K ORI
ORGSR DFF A, UTAGRIT F T ] 00 3T F B kil B & HECE 4 2 b B
LMEVIEMIZONWT, ZEOEEND LB LEE 2R, TDO b, EFREHRLD
P G ICE CHIEZBEN L0 X b 20w i BERR L <. KEDO X
DN BTN K ORI b IE R G 20 L e brnen ) BRE
HoTl,

R HE D TRt I OIE BB ER O X G & 72 DRFFFRAOEIC OV TIE, < OEENH
ITHIED X o W2wE. R, 5k, 5B, oA E CREEREOSE LTRDA
T B n SR LT,

BUERA DA, FFATNAE & B2 2 BUERFFIC R U CH F M O Ik 523 Al e 72 BLA T
BTG ThH L0 E VI ERICH L, Z2HOBENBATHIE ZHERE L 2T E e b0
Bz, SALIFEF A O & R—ORERIICRE U UHERERGFKEZRO R ITIE R 60 e
[F& L7,

[Fl—DEEMN, UIREOFFAIFICHESE | EREORFFHIRT 2 LR BRERD ATRER BT
FIEIXHEO CTH L E WO BERICR L, 2 ORERBEYTH D E& 2, LHHIZKELD
BRI D & 51— D DRFFFICOWN T D BIER RGN ATREZR K O IZHIR L2 T T b 7an &
B L7z,

HERBRGRDEEBE L 72 DFF A OHiBH

FROAZNRIIIZONTIE, T TICFF 22T RERL R H Y | Zh & Ezm3iETE
#53 DAL ZEREIE VX R — T 2 23 ER oy OB 570 2 B foe R 5 O FF AN AL D < JE & Bk
Z, EOFMAE TRORITIVIRO R0 E WS BRI L, b H IR G E I 37 v
DESRL OGRSy & B2 DM, XTI AT NV E TSI E LTEHEATWDLSEA L TIERR
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EORB] R PICF /] S22 TOBSIEICR T 2 LRI E TEDRITIER S
BRNEWIER Do, WIETDIMENRRNEWVWIBERO I B LR SRR
ALE D DRI ARE D & DA MFRFTFOS G L O E M A S RY | FFrlEEML &
RS2 DB S ORFFFHED NI R S LRI L, BT R M ORI AR E 3 & 5 Rt
DG EITFF AT ER G S E TR —ORGICE DO R IS LR LT TR b0 e
IBERbH T,

FTIER SN RFHE DN IR A Rl 21 d T2 o T, SEOSHENTFRI 22T 2=
B D FN 2 TR E MRS o3 2 JEYE & U TR )il 2 Il (1) 203, 7 TR S D TR 53 23
VU T 2 T NVBE T D6 B A RTIEER S THD Y T =T &
FHEL LCTHIL, YU 7=V UBEARIEICE TR RS L Ried) Lt s
RN ERIZE L, 3T ER 2 REUEL L CHIB GFIERBOER SN YV 7 =F v T~
NMBHETHDGE. V) 7 =TV BEARREICE TIE I8 KT e w) Ll iz 672
WERIE LTz, Eio, FFalBEHES OB M ROV, Yk, 2R, HIERERED
FFRTEIEICIEV Y, FFEDBEIEMICDOBN DRI T UTR B0 W R E . FFAT
DEHKGEFR—DmBE E L THRLONLTEY ., =20 2%l b d X ICHESNE
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EERHM OB E ik
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LW ERbH T,

KESUIRRIN D L 51z TFFRI A 2 KU L U BT DR R i L iR W A 88 L
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XL, < O2AFBUTHIE D X O IRFFTAHEY Ladhide b v L RIE L,

183



5.

FEE ROEDOMDEIER

FEFPHE D AR I RN TR0 6 o H IR ITAER B ek O HFED R ATRE 2R BUATHIEE 2 575 5 &4
EWRBHDHNEVIEMICH L, < ORFITKE O L 5 ICHFF TRT 15 B £ CHFITEE
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30137 C.F.R. §1.720(h) No other patent term has been extended for the same regulatory review

period for the product, 35 U.S.C. §156(c) (4)
02 37 C.F.R. §1.785(b)
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KIE T EFE D Photocure DB K 55T, IWIDOFFR N E D Al D58,
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304

305

306

307

308

35.U.8.C. §156¢(a) (5)

35.U.S.C. §156(F) (2)

Glaxo Operations UK Ltd. v. Quigg, 894 F.2d 392 (Fed.Cir. 1990)

PhotoCure ASA v. Kappos No. 09-1393 (Fed.Cir.May 10, 2010)

Ortho—McNeil Pharmaceutical Inc. v. Lupin Pharmaceuticals Inc., 603 F3d 1377, 95 USPQ2d1246
(Fed. Cir. 2010)

39 <https://www. fda. gov/Drugs/DevelopmentApproval Process/SmallBusinessAssistance/ucm069959. htm

SOV A N eBH
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RN Regulation EC 469/2009 M 1 5 TIEEL (product) &%, ARIHXITEMHE
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NTREY., 83 L TIEREIZOWT SPC #521F 5 72 DITIFIRIL & 72 2 E I OFF Al 23 e 4]
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BEOETHLINE I NEIEREL LTSPCHHEOMGEIET D EHEL TV D,
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RO L REDAREHOHE, T RBAW TRV RIERZ AR & LT
AR KT S TR T2, RAIOFE T 2 L HII L,

HAOHE, HE, KER OB & Bz 0 | —DORFFHH LT 1 BIEL Lo (Ee
RAFRETHHET TR, HTERRMOADRAPHWEIZHES LT AU bR &
WOHER RN, IERATG L TR TV BRI OREA & Y R,

EMOBE, BAIOFF IR > TOHERBED THETH D L1 5 FIIFIE LA
78, BP0 0 M E O RAIOBBIER B £ COMMMRE TS 5 AL ETH 5
BICOMERBRERDTOEM, £, 7€ IFLAWIC OV TORITF T2 B 55
B, ZRORIERICO N T ORITIF IS T S FFHEER Bk & R 2 1 I8
%,

HFEOEE . —ODEERS . XITFOHEMIZRE L CEEOIRFEZRIN T 0 7215
G mADIRFEFF AN IS N T DL, FEHERFTFO CSP FHEENARETH 53,

BRI, A AT )VTIEER . g, Wi HER SO0 TORTFCR L CiER
RO RN ATRECTH DAY, ARIMTEIR L OGRSy UXZE D, = A7 /v, K

EWCA Civ 646

SEMNEFRFESS 70 42 (3) (b)

%2 Alphapharm Pty Ltd v. H Lundbeck A/S (2008) 76 IPR 618, [2008] FCA 559
¥ CETA 55 20. 27 8% 2 T UM - 2 H§FES 106 2% (1) (d)
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60

KIE O FDA I, TEMEH S (active moiety) Z/EBR PR, UTIKBR LR 2R IGME & R340 1,
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FIRT b > THRFFHED IR R IER B D 12 0D D HANOFF A0 E 5 9 5 BRI A2
%5y (active ingredient) ZBYEICT 2LV H Z L ABHEIC L TW D, CKIED FDA &3 — 24

~—7 IFrequently Asked Questions on the Patent Term Restoration Program| Z[#)

ZAUTxE U CHEEE I, RREFIERATRE T R THWE 2 (3 E2 R [TEERS] ofk
ST ERERL TV DI ARG (active ingredient) KV & iEMEHS
57 (active moiety) ZJFEHEL U CHIME N E 5 22l L2l T2 6720 S IR T &
Do, &9 THIUE, KEX Y HIEE RGN X0 PROHEIP CHBT S, FFalE OF R O

W4 25 T LR §64(A)
W 2T VR §64(D)
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TICEHES S BRI 232 B & FEWICE—TH D BREIELTF A 2521 2 LEE)
IRWEREL 2 EIZH M S ERRSRITNIER LRV SR LT,

L7eoT, [V T72F v RONEDE ] i REFHICE RN Ta iy )
ZxFvr) RS E L TCEDERELTFICESW TR I OER B ERE X T -
Wi, (7<) 7=Fv v XL TV ) 7= Uil 28090 LTED
TR LA L, IER SIVIZRFRFHED RN D J T SR LT, EEA R & D%
P - HRMEFREICET 2B, Bl hEER G20 L LTEA LIz EEMTL RN -
BNMEDOFEENR ThH L ERHEHEIRMLICZ YT 2MAF AL THL LHESNTE
0. ZHIHTREE AR E LCER LZERES, B SEEADR S E LTER
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WeE . XITHT- 2RI R A S 5 E R b D,
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FEFME DRI NTIER Bk DB & 72 5 T2 3F Al O R BT 2 Rear 0 Fekia, +72b

195



HIEEE HEFA] 2320 D72 O LB RiEM: « ettt/ FoRBREEmLT7- 41291
B AREY I OFERMIIZOBRKSTZD, FE=EHD [FARXAPALZ D VFEFIL] &
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. a5 U.S.C. §156)

(a) The term of a patent which claims a product, a method of using a product, or a
method of manufacturing a product shall be extended in accordance with this section
from the original expiration date of the patent, which shall include any patent term
adjustment granted under section 154 (b), if—

(1) the term of the patent has not expired before an application is submitted under
subsection (d) (1) for its extension;

(2) the term of the patent has never been extended under subsection (e) (1) of this
section;

(3) an application for extension is submitted by the owner of record of the patent or
its agent and in accordance with the requirements of paragraphs (1) through (4) of
subsection (d);

(4) the product has been subject to a regulatory review period before its commercial
marketing or use;

(5)

(A) except as provided in subparagraph (B) or (C), the permission for the commercial
marketing or use of the product after such regulatory review period is the first
permitted commercial marketing or use of the product under the provision of law under
which such regulatory review period occurred;

(B) in the case of a patent which claims a method of manufacturing the product which
primarily uses recombinant DNA technology in the manufacture of the product, the
permission for the commercial marketing or use of the product after such regulatory
review period is the first permitted commercial marketing or use of a product
manufactured under the process claimed in the patent; or

(C) for purposes of subparagraph (A), in the case of a patent which-—

(i) claims a new animal drug or a veterinary biological product which (I) is not
covered by the claims in any other patent which has been extended, and (II) has received
permission for the commercial marketing or use in non - food - producing animals and in
food - producing animals, and

(ii) was not extended on the basis of the regulatory review period for use in non -
food - producing animals,

the permission for the commercial marketing or use of the drug or product after the

regulatory review period for use in food - producing animals is the first permitted
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commercial marketing or use of the drug or product for administration to a food -
producing animal.
The product referred to in paragraphs (4) and (5) is hereinafter in this section

referred to as the [approved product]

(b) Except as provided in subsection (d) (5) (F), the rights derived from any patent the
term of which is extended under this section shall during the period during which the
term of the patent is extended—

(1) in the case of a patent which claims a product, be limited to any use approved for
the product—

(A) before the expiration of the term of the patent—

(i) under the provision of law under which the applicable regulatory review occurred

or

(ii) under the provision of law under which any regulatory review described in paragraph
(1), (4), or (5) of subsection (g) occurred, and

(B) on or after the expiration of the regulatory review period upon which the extension
of the patent was based;

(2) in the case of a patent which claims a method of using a product, be limited to
any use claimed by the patent and approved for the product—

(A) before the expiration of the term of the patent—

(i) under any provision of law under which an applicable regulatory review occurred,
and

(ii) under the provision of law under which any regulatory review described in paragraph
(1), (4), or (5) of subsection (g) occurred, and

(B) on or after the expiration of the regulatory review period upon which the extension
of the patent was based; and

(3) in the case of a patent which claims a method of manufacturing a product, be
limited to the method of manufacturing as used to make—

(A) the approved product, or

(B) the product if it has been subject to a regulatory review period described in
paragraph (1), (4), or (5) of subsection (g).

As used in this subsection, the term [Iproduct] includes an approved product

(c) The term of a patent eligible for extension under subsection (a) shall be extended
by the time equal to the regulatory review period for the approved product which period

occurs after the date the patent is issued, except that—
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(1) each period of the regulatory review period shall be reduced by any period
determined under subsection (d)(2) (B) during which the applicant for the patent
extension did not act with due diligence during such period of the regulatory review
period;

(2) after any reduction required by paragraph (1), the period of extension shall
include only one - half of the time remaining in the periods described in paragraphs
(1 ®) (1), @) ®)H), B3)®) GH), 4 B H), and (5) (B) (i) of subsection (g);

(3) if the period remaining in the term of a patent after the date of the approval of
the approved product under the provision of law under which such regulatory review
occurred when added to the regulatory review period as revised under paragraphs (1)
and (2) exceeds fourteen years, the period of extension shall be reduced so that the
total of both such periods does not exceed fourteen years; and

(4) in no event shall more than one patent be extended under subsection (e) (1) for the

same regulatory review period for any product

(d)

(1) To obtain an extension of the term of a patent under this section, the owner of
record of the patent or its agent shall submit an application to the Director. Except
as provided in paragraph (5), such an application may only be submitted within the
sixty - day period beginning on the date the product received permission under the
provision of law under which the applicable regulatory review period occurred for
commercial marketing or use, or in the case of a drug product described in subsection
(i), within the sixty - day period beginning on the covered date (as defined in
subsection (i)). The application shall contain—

(A) the identity of the approved product and the Federal statute under which regulatory
review occurred;

(B) the identity of the patent for which an extension is being sought and the identity
of each claim of such patent which claims the approved product or a method of using or
manufacturing the approved product;

(C) information to enable the Director to determine under subsections (a) and (b) the
eligibility of a patent for extension and the rights that will be derived from the
extension and information to enable the Director and the Secretary of Health and Human
Services or the Secretary of Agriculture to determine the period of the extension under
subsection (g);

(D) a brief description of the activities undertaken by the applicant during the

applicable regulatory review period with respect to the approved product and the
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significant dates applicable to such activities; and

(E) such patent or other information as the Director may require

For purposes of determining the date on which a product receives permission under the
second sentence of this paragraph, if such permission is transmitted after 4:30 P.M.,

Eastern Time, on a business day, or is transmitted on a day that is not a business day

the product shall be deemed to receive such permission on the next business day. For
purposes of the preceding sentence, the term [business day] means any Monday, Tuesday

Wednesday, Thursday, or Friday, excluding any legal holiday under section 6103 of title
5

()

(A) Within 60 days of the submittal of an application for extension of the term of a
patent under paragraph (1), the Director shall notify-—

(i) the Secretary of Agriculture if the patent claims a drug product or a method of
using or manufacturing a drug product and the drug product is subject to the Virus -
Serum - Toxin Act, and

(ii) the Secretary of Health and Human Services if the patent claims any other drug
product, a medical device, or a food additive or color additive or a method of using
or manufacturing such a product, device, or additive and if the product, device, and
additive are subject to the Federal Food, Drug, and Cosmetic Act

of the extension application and shall submit to the Secretary who is so notified a
copy of the application. Not later than 30 days after the receipt of an application
from the Director, the Secretary receiving the application shall review the dates
contained in the application pursuant to paragraph (1) (C) and determine the applicable
regulatory review period, shall notify the Director of the determination, and shall
publish in the Federal Register a notice of such determination.

(B)

(i) If a petition is submitted to the Secretary making the determination under
subparagraph (A), not later than 180 days after the publication of the determination
under subparagraph (A), upon which it may reasonably be determined that the applicant
did not act with due diligence during the applicable regulatory review period, the
Secretary making the determination shall, in accordance with regulations promulgated
by such Secretary, determine if the applicant acted with due diligence during the
applicable regulatory review period. The Secretary making the determination shall make
such determination not later than 90 days after the receipt of such a petition. For a
drug product, device, or additive subject to the Federal Food, Drug, and Cosmetic Act

or the Public Health Service Act, the Secretary may not delegate the authority to make
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the determination prescribed by this clause to an office below the Office of the
Director [1] of Food and Drugs. For a product subject to the Virus - Serum - Toxin Act,
the Secretary of Agriculture may not delegate the authority to make the determination
prescribed by this clause to an office below the Office of the Assistant Secretary for
Marketing and Inspection Services

(ii) The Secretary making a determination under clause (i) shall notify the Director
of the determination and shall publish in the Federal Register a notice of such
determination together with the factual and legal basis for such determination. Any
interested person may request, within the 60 - day period beginning on the publication
of a determination, the Secretary making the determination to hold an informal hearing
on the determination. If such a request is made within such period, such Secretary
shall hold such hearing not later than 30 days after the date of the request, or at
the request of the person making the request, not later than 60 days after such date.
The Secretary who is holding the hearing shall provide notice of the hearing to the
owner of the patent involved and to any interested person and provide the owner and
any interested person an opportunity to participate in the hearing. Within 30 days
after the completion of the hearing, such Secretary shall affirm or revise the
determination which was the subject of the hearing and shall notify the Director of
any revision of the determination and shall publish any such revision in the Federal
Register.

(3) For the purposes of paragraph (2) (B), the term [due diligence] means that degree
of attention, continuous directed effort, and timeliness as may reasonably be expected
from, and are ordinarily exercised by, a person during a regulatory review period.

(4) An application for the extension of the term of a patent is subject to the
disclosure requirements prescribed by the Director.

(5)

(A) If the owner of record of the patent or its agent reasonably expects that the
applicable regulatory review period described in paragraph (1) (B) (ii), (2) (B) (ii),
3) B) (ii), ) B) (ii), or (5) (B) (ii) of subsection (g) that began for a product that
is the subject of such patent may extend beyond the expiration of the patent term in
effect, the owner or its agent may submit an application to the Director for an interim
extension during the period beginning 6 months, and ending 15 days, before such term
is due to expire. The application shall contain—

(i) the identity of the product subject to regulatory review and the Federal statute
under which such review is occurring;

(ii) the identity of the patent for which interim extension is being sought and the
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identity of each claim of such patent which claims the product under regulatory review
or a method of using or manufacturing the product;

(iii) information to enable the Director to determine under subsection (a) (1), (2),
and (3) the eligibility of a patent for extension;

(iv) a brief description of the activities undertaken by the applicant during the
applicable regulatory review period to date with respect to the product under review
and the significant dates applicable to such activities; and

(v) such patent or other information as the Director may require

(B) If the Director determines that, except for permission to market or use the product
commercially, the patent would be eligible for an extension of the patent term under
this section, the Director shall publish in the Federal Register a notice of such
determination, including the identity of the product under regulatory review, and shall
issue to the applicant a certificate of interim extension for a period of not more
than 1 year.

(C) The owner of record of a patent, or its agent, for which an interim extension has
been granted under subparagraph (B), may apply for not more than 4 subsequent interim
extensions under this paragraph, except that, in the case of a patent subject to
subsection (g) (6) (C), the owner of record of the patent, or its agent, may apply for
only 1 subsequent interim extension under this paragraph. Each such subsequent
application shall be made during the period beginning 60 days before, and ending 30
days before, the expiration of the preceding interim extension.

(D) Each certificate of interim extension under this paragraph shall be recorded in
the official file of the patent and shall be considered part of the original patent
(E) Any interim extension granted under this paragraph shall terminate at the end of
the 60 - day period beginning on the date on which the product involved receives
permission for commercial marketing or use, except that, if within that 60 - day period
the applicant notifies the Director of such permission and submits any additional
information under paragraph (1) of this subsection not previously contained in the
application for interim extension, the patent shall be further extended, in accordance
with the provisions of this section—

(i) for not to exceed 5 years from the date of expiration of the original patent term;
or

(ii) if the patent is subject to subsection (g) (6) (C), from the date on which the
product involved receives approval for commercial marketing or use

(F) The rights derived from any patent the term of which is extended under this

paragraph shall, during the period of interim extension—
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(i) in the case of a patent which claims a product, be limited to any use then under
regulatory review;

(ii) in the case of a patent which claims a method of using a product, be limited to
any use claimed by the patent then under regulatory review; and

(iii) in the case of a patent which claims a method of manufacturing a product, be
limited to the method of manufacturing as used to make the product then under regulatory

review.

(e)

(1) A determination that a patent is eligible for extension may be made by the Director
solely on the basis of the representations contained in the application for the
extension. If the Director determines that a patent is eligible for extension under
subsection (a) and that the requirements of paragraphs (1) through (4) of subsection
(d) have been complied with, the Director shall issue to the applicant for the extension
of the term of the patent a certificate of extension, under seal, for the period
prescribed by subsection (c). Such certificate shall be recorded in the official file
of the patent and shall be considered as part of the original patent

(2) If the term of a patent for which an application has been submitted under subsection
(d) (1) would expire before a certificate of extension is issued or denied under
paragraph (1) respecting the application, the Director shall extend, until such
determination is made, the term of the patent for periods of up to one year if he

determines that the patent is eligible for extension

(f) For purposes of this section:

(1) The term [product] means:

(A) A drug product

(B) Any medical device, food additive, or color additive subject to regulation under
the Federal Food, Drug, and Cosmetic Act

(2) The term [drug product] means the active ingredient of-

(A) a new drug, antibiotic drug, or human biological product (as those terms are used
in the Federal Food, Drug, and Cosmetic Act and the Public Health Service Act), or
(B) a new animal drug or veterinary biological product (as those terms are used in the
Federal Food, Drug, and Cosmetic Act and the Virus - Serum - Toxin Act) which is not
primarily manufactured using recombinant DNA, recombinant RNA, hybridoma technology,
or other processes involving site specific genetic manipulation techniques,

including any salt or ester of the active ingredient, as a single entity or in
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combination with another active ingredient.

(3) The term [major health or environmental effects test] means a test which is
reasonably related to the evaluation of the health or environmental effects of a
product, which requires at least six months to conduct, and the data from which is
submitted to receive permission for commercial marketing or use. Periods of analysis
or evaluation of test results are not to be included in determining if the conduct of
a test required at least six months

(4)

(A) Any reference to section 351 is a reference to section 351 of the Public Health
Service Act.

(B) Any reference to section 503, 505, 512, or 515 is a reference to section 503, 505,
512, or 515 of the Federal Food, Drug, and Cosmetic Act

(C) Any reference to the Virus - Serum - Toxin Act is a reference to the Act of March 4,
1913 (21 U.S.C. 151-158)

(5) The term T[informal hearing| has the meaning prescribed for such term by section
201(y) [2] of the Federal Food, Drug, and Cosmetic Act

(6) The term [patent]| means a patent issued by the United States Patent and Trademark
Office.

(7) The term [date of enactment| as used in this section means September 24, 1984,
for a human drug product, a medical device, food additive, or color additive

(8) The term [date of enactment] as used in this section means the date of enactment
of the Generic Animal Drug and Patent Term Restoration Act for an animal drug or a

veterinary biological product

(g) For purposes of this section, the term [regulatory review period] has the following
meanings:

(1)

(A) In the case of a product which is a new drug, antibiotic drug, or human biological
product, the term means the period described in subparagraph (B) to which the limitation
described in paragraph (6) applies

(B) The regulatory review period for a new drug, antibiotic drug, or human biological
product is the sum of—

(i) the period beginning on the date an exemption under subsection (i) of section 505
or subsection (d) of section 507 2 became effective for the approved product and ending
on the date an application was initially submitted for such drug product under section

351, 505, or 507,2 and
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(ii) the period beginning on the date the application was initially submitted for the
approved product under section 351, subsection (b) of section 505, or section 507 2 and
ending on the date such application was approved under such section

(2)

(A) In the case of a product which is a food additive or color additive, the term means
the period described in subparagraph (B) to which the limitation described in paragraph
(6) applies.

(B) The regulatory review period for a food or color additive is the sum of—

(i) the period beginning on the date a major health or environmental effects test on
the additive was initiated and ending on the date a petition was initially submitted
with respect to the product under the Federal Food, Drug, and Cosmetic Act requesting
the issuance of a regulation for use of the product, and

(ii) the period beginning on the date a petition was initially submitted with respect
to the product under the Federal Food, Drug, and Cosmetic Act requesting the issuance
of a regulation for use of the product, and ending on the date such regulation became
effective or, if objections were filed to such regulation, ending on the date such
objections were resolved and commercial marketing was permitted or, if commercial
marketing was permitted and later revoked pending further proceedings as a result of
such objections, ending on the date such proceedings were finally resolved and
commercial marketing was permitted

(3)

(A) In the case of a product which is a medical device, the term means the period
described in subparagraph (B) to which the limitation described in paragraph (6)
applies.

(B) The regulatory review period for a medical device is the sum of-—

(i) the period beginning on the date a clinical investigation on humans involving the
device was begun and ending on the date an application was initially submitted with
respect to the device under section 515, and

(ii) the period beginning on the date an application was initially submitted with
respect to the device under section 515 and ending on the date such application was
approved under such Act or the period beginning on the date a notice of completion of
a product development protocol was initially submitted under section 515(f) (5) and
ending on the date the protocol was declared completed under section 515(f) (6).

(4)

(A) In the case of a product which is a new animal drug, the term means the period

described in subparagraph (B) to which the limitation described in paragraph (6)
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applies.

(B) The regulatory review period for a new animal drug product is the sum of-—

(i) the period beginning on the earlier of the date a major health or environmental
effects test on the drug was initiated or the date an exemption under subsection (j)
of section 512 became effective for the approved new animal drug product and ending on
the date an application was initially submitted for such animal drug product under
section 512, and

(ii) the period beginning on the date the application was initially submitted for the
approved animal drug product under subsection (b) of section 512 and ending on the
date such application was approved under such section.

(5)

(A) In the case of a product which is a veterinary biological product, the term means
the period described in subparagraph (B) to which the limitation described in paragraph
(6) applies.

(B) The regulatory period for a veterinary biological product is the sum of-—

(i) the period beginning on the date the authority to prepare an experimental biological
product under the Virus - Serum - Toxin Act became effective and ending on the date an
application for a license was submitted under the Virus - Serum - Toxin Act, and

(ii) the period beginning on the date an application for a license was initially
submitted for approval under the Virus - Serum - Toxin Act and ending on the date such
license was issued

(6) A period determined under any of the preceding paragraphs is subject to the
following limitations:

(A) If the patent involved was issued after the date of the enactment of this section,
the period of extension determined on the basis of the regulatory review period
determined under any such paragraph may not exceed five years

(B) If the patent involved was issued before the date of the enactment of this section
and—

(i) no request for an exemption described in paragraph (1) (B) or (4) (B) was submitted
and no request for the authority described in paragraph (5) (B) was submitted,

(ii) no major health or environmental effects test described in paragraph (2) (B) or
(4) B) was initiated and no petition for a regulation or application for registration
described in such paragraph was submitted, or

(iii) no clinical investigation described in paragraph (3) was begun or product
development protocol described in such paragraph was submitted,

before such date for the approved product the period of extension determined on the
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basis of the regulatory review period determined under any such paragraph may not
exceed five years

(C) If the patent involved was issued before the date of the enactment of this section
and if an action described in subparagraph (B) was taken before the date of the
enactment of this section with respect to the approved product and the commercial
marketing or use of the product has not been approved before such date, the period of
extension determined on the basis of the regulatory review period determined under
such paragraph may not exceed two years or in the case of an approved product which is
a new animal drug or veterinary biological product (as those terms are used in the

Federal Food, Drug, and Cosmetic Act or the Virus - Serum - Toxin Act), three years.

(h) The Director may establish such fees as the Director determines appropriate to
cover the costs to the Office of receiving and acting upon applications under this

section.

(i)

(1) For purposes of this section, if the Secretary of Health and Human Services provides
notice to the sponsor of an application or request for approval, conditional approval,
or indexing of a drug product for which the Secretary intends to recommend controls
under the Controlled Substances Act, beginning on the covered date, the drug product
shall be considered to—

(A) have been approved or indexed under the relevant provision of the Public Health
Service Act or Federal Food, Drug, and Cosmetic Act; and

(B) have permission for commercial marketing or use

(2) In this subsection, the term [covered date| means the later of—

(A) the date an application is approved—

(i) under section 351(a) (2) (C) of the Public Health Service Act; or

(ii) under section 505(b) or 512(c) of the Federal Food, Drug, and Cosmetic Act;

(B) the date an application is conditionally approved under section 571(b) of the
Federal Food, Drug, and Cosmetic Act;

(C) the date a request for indexing is granted under section 572(d) of the Federal
Food, Drug, and Cosmetic Act; or

(D) the date of issuance of the interim final rule controlling the drug under section

201(j) of the Controlled Substances Act
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2. 37 C.F.R (Code of Federal Regulation, XEEFHELHE) §1.710 - §1.791

(Extension of Patent Term Due to Regulatory Review)

Extension of Patent Term Due to Regulatory Review

§1.710 Patents subject to extension of the patent term.

(a) A patent is eligible for extension of the patent term if the patent claims a
product as defined in paragraph (b) of this section, either alone or in combination
with other ingredients that read on a composition that received permission for
commercial marketing or use, or a method of using such a product, or a method of
manufacturing such a product, and meets all other conditions and requirements of this

subpart.

(b) The term product referred to in paragraph (a) of this section means—

(1) The active ingredient of a new human drug, antibiotic drug, or human biological
product (as those terms are used in the Federal Food, Drug, and Cosmetic Act and the
Public Health Service Act) including any salt or ester of the active ingredient, as a

single entity or in combination with another active ingredient; or

(2) The active ingredient of a new animal drug or veterinary biological product (as
those terms are used in the Federal Food, Drug, and Cosmetic Act and the Virus - Serum -
Toxin Act) that is not primarily manufactured using recombinant DNA, recombinant RNA,
hybridoma technology, or other processes including site specific genetic manipulation
techniques, including any salt or ester of the active ingredient, as a single entity

or in combination with another active ingredient; or

(3) Any medical device, food additive, or color additive subject to regulation under

the Federal Food, Drug, and Cosmetic Act

[64 FR 30379, July 20, 1989]

§1.720 Conditions for extension of patent term.
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The term of a patent may be extended if:

(a) The patent claims a product or a method of using or manufacturing a product as

defined in §1.710;

(b) The term of the patent has never been previously extended, except for extensions

issued pursuant to § §1.701, 1.760, or §1.790;

(¢) An application for extension is submitted in compliance with §1.740;

(d) The product has been subject to a regulatory review period as defined in 35 U.S. C.

156 (g) before its commercial marketing or use;

(e) The product has received permission for commercial marketing or use and—

(1) The permission for the commercial marketing or use of the product is the first
received permission for commercial marketing or use under the provision of law under

which the applicable regulatory review occurred, or

(2) In the case of a patent other than one directed to subject matter within §
1.710(b) (2) claiming a method of manufacturing the product that primarily uses
recombinant DNA technology in the manufacture of the product, the permission for the
commercial marketing or use is the first received permission for the commercial

marketing or use of a product manufactured under the process claimed in the patent, or

(3) In the case of a patent claiming a new animal drug or a veterinary biological
product that is not covered by the claims in any other patent that has been extended,
and has received permission for the commercial marketing or use in non - food - producing
animals and in food - producing animals, and was not extended on the basis of the
regulatory review period for use in non - food - producing animals, the permission for
the commercial marketing or use of the drug or product after the regulatory review
period for use in food - producing animals is the first permitted commercial marketing

or use of the drug or product for administration to a food - producing animal.

(f) The application is submitted within the sixty - day period beginning on the date

the product first received permission for commercial marketing or use under the
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provisions of law under which the applicable regulatory review period occurred; or in
the case of a patent claiming a method of manufacturing the product which primarily
uses recombinant DNA technology in the manufacture of the product, the application for
extension is submitted within the sixty - day period beginning on the date of the first
permitted commercial marketing or use of a product manufactured under the process
claimed in the patent; or in the case of a patent that claims a new animal drug or a
veterinary biological product that is not covered by the claims in any other patent
that has been extended, and said drug or product has received permission for the
commercial marketing or use in non - food - producing animals, the application for
extension is submitted within the sixty - day period beginning on the date of the first
permitted commercial marketing or use of the drug or product for administration to a

food - producing animal;
(g) The term of the patent, including any interim extension issued pursuant to §1.790,
has not expired before the submission of an application in compliance with §1.741;

and

(h) No other patent term has been extended for the same regulatory review period for

the product.

[62 FR 9394, Mar. 24, 1987, as amended at 54 FR 30380, July 20, 1989; 65 FR 54679,
Sept. 8, 2000]

§ 1. 730 Applicant for extension of patent term; signature requirements

(a) Any application for extension of a patent term must be submitted by the owner of

record of the patent or its agent and must comply with the requirements of §1.740

(b) If the application is submitted by the patent owner, the application must be signed
either by:

(1) The patent owner in compliance with §3.73(c) of this chapter; or

(2) A registered practitioner on behalf of the patent owner.

(c) If the application is submitted on behalf of the patent owner by an agent of the
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patent owner (e.g., a licensee of the patent owner), the application must be signed by
a registered practitioner on behalf of the agent. The Office may require proof that

the agent is authorized to act on behalf of the patent owner.

(d) If the application is signed by a registered practitioner, the Office may require
proof that the practitioner is authorized to act on behalf of the patent owner or agent

of the patent owner.

[65 FR 54679, Sept. 8, 2000, as amended at 77 FR 48825, Aug. 14, 2012]

§1.740 Formal requirements for application for extension of patent term; correction

of informalities

(a) An application for extension of patent term must be made in writing to the Director.

A formal application for the extension of patent term must include:

(1) A complete identification of the approved product as by appropriate chemical and

generic name, physical structure or characteristics;

(2) A complete identification of the Federal statute including the applicable provision

of law under which the regulatory review occurred;

(3) An identification of the date on which the product received permission for
commercial marketing or use under the provision of law under which the applicable

regulatory review period occurred;

(4) In the case of a drug product, an identification of each active ingredient in the
product and as to each active ingredient, a statement that it has not been previously
approved for commercial marketing or use under the Federal Food, Drug, and Cosmetic
Act, the Public Health Service Act, or the Virus - Serum - Toxin Act, or a statement of
when the active ingredient was approved for commercial marketing or use (either alone
or in combination with other active ingredients, the use for which it was approved,

and the provision of law under which it was approved

(5) A statement that the application is being submitted within the sixty day period

permitted for submission pursuant to §1.720(f) and an identification of the date of
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the last day on which the application could be submitted;

(6) A complete identification of the patent for which an extension is being sought by
the name of the inventor, the patent number, the date of issue, and the date of

expiration;

(7) A copy of the patent for which an extension is being sought, including the entire

specification (including claims) and drawings;

(8) A copy of any disclaimer, certificate of correction, receipt of maintenance fee

payment, or reexamination certificate issued in the patent;

(9) A statement that the patent claims the approved product, or a method of using or
manufacturing the approved product, and a showing which lists each applicable patent

claim and demonstrates the manner in which at least one such patent claim reads on:

(i) The approved product, if the listed claims include any claim to the approved

product;

(ii) The method of using the approved product, if the listed claims include any claim

to the method of using the approved product; and

(iii) The method of manufacturing the approved product, if the listed claims include

any claim to the method of manufacturing the approved product;

(10) A statement beginning on a new page of the relevant dates and information pursuant
to 35 U.S.C. 156(g) in order to enable the Secretary of Health and Human Services or
the Secretary of Agriculture, as appropriate, to determine the applicable regulatory

review period as follows:

(i) For a patent claiming a human drug, antibiotic, or human biological product:

(A) The effective date of the investigational new drug (IND) application and the IND

number ;

(B) The date on which a new drug application (NDA) or a Product License Application
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(PLA) was initially submitted and the NDA or PLA number; and

(C) The date on which the NDA was approved or the Product License issued;

(ii) For a patent claiming a new animal drug:

(A) The date a major health or environmental effects test on the drug was initiated,
and any available substantiation of that date, or the date of an exemption under
subsection (j) of Section 512 of the Federal Food, Drug, and Cosmetic Act became

effective for such animal drug;

(B) The date on which a new animal drug application (NADA) was initially submitted and
the NADA number; and

(C) The date on which the NADA was approved;

(iii) For a patent claiming a veterinary biological product:

(A) The date the authority to prepare an experimental biological product under the

Virus - Serum - Toxin Act became effective;

(B) The date an application for a license was submitted under the Virus - Serum - Toxin

Act; and

(C) The date the license issued;

(iv) For a patent claiming a food or color additive:

(A) The date a major health or environmental effects test on the additive was initiated

and any available substantiation of that date;

(B) The date on which a petition for product approval under the Federal Food, Drug and

Cosmetic Act was initially submitted and the petition number; and

(C) The date on which the FDA published a Federal Register notice listing the additive

for use;
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(v) For a patent claiming a medical device:

(A) The effective date of the investigational device exemption (IDE) and the IDE number,
if applicable, or the date on which the applicant began the first clinical investigation
involving the device, if no IDE was submitted, and any available substantiation of

that date;

(B) The date on which the application for product approval or notice of completion of
a product development protocol under Section 515 of the Federal Food, Drug and Cosmetic

Act was initially submitted and the number of the application; and

(C) The date on which the application was approved or the protocol declared to be

completed;

(11) A brief description beginning on a new page of the significant activities
undertaken by the marketing applicant during the applicable regulatory review period
with respect to the approved product and the significant dates applicable to such

activities;

(12) A statement beginning on a new page that in the opinion of the applicant the
patent is eligible for the extension and a statement as to the length of extension

claimed, including how the length of extension was determined;

(13) A statement that applicant acknowledges a duty to disclose to the Director of the
United States Patent and Trademark Office and the Secretary of Health and Human Services
or the Secretary of Agriculture any information which is material to the determination

of entitlement to the extension sought (see §1.765);

(14) The prescribed fee for receiving and acting upon the application for extension

(see §1.20(j)); and

(15) The name, address, and telephone number of the person to whom inquiries and

correspondence relating to the application for patent term extension are to be directed

(b) The application under this section must be accompanied by two additional copies of
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such application (for a total of three copies).

(¢) If an application for extension of patent term is informal under this section, the
Office will so notify the applicant. The applicant has two months from the mail date
of the notice, or such time as is set in the notice, within which to correct the
informality. Unless the notice indicates otherwise, this time period may be extended

under the provisions of §1.136

[54 FR 9394, Mar. 24, 1987, as amended at 54 FR 30380, July 20, 1989; 56 FR 65155, Dec
13, 1991; 65 FR 54679, Sept. 8, 2000; 68 FR 14337, Mar. 25, 2003]

§1.741 Complete application given a filing date; petition procedure

(a) The filing date of an application for extension of a patent term is the date on

which a complete application is received in the Office or filed pursuant to the

procedures set forth in §1.8 or §1.10. A complete application must include:

(1) An identification of the approved product;

(2) An identification of each Federal statute under which regulatory review occurred;

(3) An identification of the patent for which an extension is being sought;

(4) An identification of each claim of the patent which claims the approved product or

a method of using or manufacturing the approved product;

(5) Sufficient information to enable the Director to determine under subsections (a)
and (b) of 35 U.S.C. 156 the eligibility of a patent for extension, and the rights
that will be derived from the extension, and information to enable the Director and
the Secretary of Health and Human Services or the Secretary of Agriculture to determine

the length of the regulatory review period; and
(6) A brief description of the activities undertaken by the marketing applicant during

the applicable regulatory review period with respect to the approved product and the

significant dates applicable to such activities
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(b) If an application for extension of patent term is incomplete under this section,
the Office will so notify the applicant. If applicant requests review of a notice that
an application is incomplete, or review of the filing date accorded an application
under this section, applicant must file a petition pursuant to this paragraph
accompanied by the fee set forth in §1.17(f) within two months of the mail date of
the notice that the application is incomplete, or the notice according the filing date
complained of. Unless the notice indicates otherwise, this time period may be extended

under the provisions of §1.136

[52 FR 9394, Mar. 24, 1987, as amended at 59 FR 54503, Oct. 22, 1993; 61 FR 64028, Dec
3, 1996; 65 FR 54680, Sept. 8, 2000; 69 FR 56546, Sept. 21, 2004]

§ 1. 750 Determination of eligibility for extension of patent term.

A determination as to whether a patent is eligible for extension may be made by the
Director solely on the basis of the representations contained in the application for
extension filed in compliance with §1.740 or §1.790. This determination may be
delegated to appropriate Patent and Trademark Office officials and may be made at any
time before the certificate of extension is issued. The Director or other appropriate
officials may require from applicant further information or make such independent
inquiries as desired before a final determination is made on whether a patent is
eligible for extension. In an application for extension filed in compliance with §
1.740, a notice will be mailed to applicant containing the determination as to the
eligibility of the patent for extension and the period of time of the extension, if
any. This notice shall constitute the final determination as to the eligibility and
any period of extension of the patent. A single request for reconsideration of a final
determination may be made if filed by the applicant within such time as may be set in
the notice of final determination or, if no time is set, within one month from the
date of the final determination. The time periods set forth herein are subject to the

provisions of §1.136.

[60 FR 25618, May 12, 1995]

§1.760 Interim extension of patent term under 35 U.S.C. 156(e) (2).

An applicant who has filed a formal application for extension in compliance with §
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1. 740 may request one or more interim extensions for periods of up to one year each
pending a final determination on the application pursuant to §1.750. Any such request
should be filed at least three months prior to the expiration date of the patent. The
Director may issue interim extensions, without a request by the applicant, for periods
of up to one year each until a final determination is made. The patent owner or agent
will be notified when an interim extension is granted and notice of the extension will
be published in the Official Gazette of the United States Patent and Trademark Office
The notice will be recorded in the official file of the patent and will be considered
as part of the original patent. In no event will the interim extensions granted under
this section be longer than the maximum period for extension to which the applicant

would be eligible.

[65 FR 54680, Sept. 8, 2000]

§ 1. 765 Duty of disclosure in patent term extension proceedings

(a) A duty of candor and good faith toward the Patent and Trademark Office and the
Secretary of Health and Human Services or the Secretary of Agriculture rests on the
patent owner or its agent, on each attorney or agent who represents the patent owner
and on every other individual who is substantively involved on behalf of the patent
owner in a patent term extension proceeding. All such individuals who are aware, or
become aware, of material information adverse to a determination of entitlement to the
extension sought, which has not been previously made of record in the patent term
extension proceeding must bring such information to the attention of the Office or the
Secretary, as appropriate, in accordance with paragraph (b) of this section, as soon
as it is practical to do so after the individual becomes aware of the information.
Information is material where there is a substantial likelihood that the Office or the
Secretary would consider it important in determinations to be made in the patent term

extension proceeding.

(b) Disclosures pursuant to this section must be accompanied by a copy of each written
document which is being disclosed. The disclosure must be made to the Office or the
Secretary, as appropriate, unless the disclosure is material to determinations to be
made by both the Office and the Secretary, in which case duplicate copies, certified
as such, must be filed in the Office and with the Secretary. Disclosures pursuant to

this section may be made to the Office or the Secretary, as appropriate, through an
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attorney or agent having responsibility on behalf of the patent owner or its agent for
the patent term extension proceeding or through a patent owner acting on his or her
own behalf. Disclosure to such an attorney, agent or patent owner shall satisfy the
duty of any other individual. Such an attorney, agent or patent owner has no duty to
transmit information which is not material to the determination of entitlement to the

extension sought

(c) No patent will be determined eligible for extension and no extension will be issued
if it is determined that fraud on the Office or the Secretary was practiced or attempted
or the duty of disclosure was violated through bad faith or gross negligence in
connection with the patent term extension proceeding. If it is established by clear
and convincing evidence that any fraud was practiced or attempted on the Office or the
Secretary in connection with the patent term extension proceeding or that there was
any violation of the duty of disclosure through bad faith or gross negligence in
connection with the patent term extension proceeding, a final determination will be

made pursuant to §1.750 that the patent is not eligible for extension

(d) The duty of disclosure pursuant to this section rests on the individuals identified
in paragraph (a) of this section and no submission on behalf of third parties, in the
form of protests or otherwise, will be considered by the Office. Any such submissions
by third parties to the Office will be returned to the party making the submission, or

otherwise disposed of, without consideration by the Office

[24 FR 10332, Dec. 22, 1959, as amended at 54 FR 30381, July 20, 1989; 60 FR 25618,
May 12, 1995]

§ 1. 770 Express withdrawal of application for extension of patent term.

An application for extension of patent term may be expressly withdrawn before a
determination is made pursuant to §1.750 by filing in the Office, in duplicate, a
written declaration of withdrawal signed by the owner of record of the patent or its
agent. An application may not be expressly withdrawn after the date permitted for reply
to the final determination on the application. An express withdrawal pursuant to this
section is effective when acknowledged in writing by the Office. The filing of an
express withdrawal pursuant to this section and its acceptance by the Office does not

entitle applicant to a refund of the filing fee (81.20(j)) or any portion thereof
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[62 FR 53201, Oct. 10, 1997]

§1.775 Calculation of patent term extension for a human drug, antibiotic drug or human

biological product

(a) If a determination is made pursuant to §1.750 that a patent for a human drug,
antibiotic drug or human biological product is eligible for extension, the term shall
be extended by the time as calculated in days in the manner indicated by this section.
The patent term extension will run from the original expiration date of the patent or

any earlier date set by terminal disclaimer (§1.321).

(b) The term of the patent for a human drug, antibiotic drug or human biological
product will be extended by the length of the regulatory review period for the product
as determined by the Secretary of Health and Human Services, reduced as appropriate

pursuant to paragraphs (d) (1) through (d) (6) of this section.

(¢) The length of the regulatory review period for a human drug, antibiotic drug or
human biological product will be determined by the Secretary of Health and Human

Services. Under 35 U.S.C. 156(g) (1) (B), it is the sum of-

(1) The number of days in the period beginning on the date an exemption under subsection
(i) of section 505 or subsection (d) of section 507 of the Federal Food, Drug, and
Cosmetic Act became effective for the approved product and ending on the date the
application was initially submitted for such product under those sections or under

section 351 of the Public Health Service Act; and

(2) The number of days in the period beginning on the date the application was initially
submitted for the approved product under section 351 of the Public Health Service Act,
subsection (b) of section 505 or section 507 of the Federal Food, Drug, and Cosmetic

Act and ending on the date such application was approved under such section.

(d) The term of the patent as extended for a human drug, antibiotic drug or human

biological product will be determined by—

(1) Subtracting from the number of days determined by the Secretary of Health and Human
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Services to be in the regulatory review period:

(i) The number of days in the periods of paragraphs (c) (1) and (c) (2) of this section

which were on and before the date on which the patent issued;

(ii) The number of days in the periods of paragraphs (c) (1) and (c¢) (2) of this section
during which it is determined under 35 U.S.C. 156(d) (2) (B) by the Secretary of Health

and Human Services that applicant did not act with due diligence;

(iii) One - half the number of days remaining in the period defined by paragraph (c) (1)
of this section after that period is reduced in accordance with paragraphs (d) (1) (i)

and (ii) of this section; half days will be ignored for purposes of subtraction;

(2) By adding the number of days determined in paragraph (d) (1) of this section to the

original term of the patent as shortened by any terminal disclaimer;
(3) By adding 14 years to the date of approval of the application under section 351 of
the Public Health Service Act, or subsection (b) of section 505 or section 507 of the

Federal Food, Drug, and Cosmetic Act;

(4) By comparing the dates for the ends of the periods obtained pursuant to paragraphs

(d) (2) and (d) (3) of this section with each other and selecting the earlier date;

(5) If the original patent was issued after September 24, 1984,

(i) By adding 5 years to the original expiration date of the patent or any earlier

date set by terminal disclaimer; and

(ii) By comparing the dates obtained pursuant to paragraphs (d) (4) and (d) (5) (i) of

this section with each other and selecting the earlier date;

(6) If the original patent was issued before September 24, 1984, and

(i) If no request was submitted for an exemption under subsection (i) of section 505
or subsection (d) of section 507 of the Federal Food, Drug, and Cosmetic Act before

September 24, 1984, by—
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(A) Adding 5 years to the original expiration date of the patent or earlier date set

by terminal disclaimer; and

(B) By comparing the dates obtained pursuant to paragraphs (d) (4) and (d) (6) (i) (A) of

this section with each other and selecting the earlier date; or

(ii) If a request was submitted for an exemption under subsection (i) of section 505
or subsection (d) of section 507 of the Federal Food, Drug, or Cosmetic Act before
September 24, 1984 and the commercial marketing or use of the product was not approved

before September 24, 1984, by—

(A) Adding 2 years to the original expiration date of the patent or earlier date set

by terminal disclaimer, and

(B) By comparing the dates obtained pursuant to paragraphs (d) (4) and (d) (6) (ii) (A) of

this section with each other and selecting the earlier date

[62 FR 9394, Mar. 24, 1987, as amended at 54 FR 30381, July 20, 1989]

§1.776 Calculation of patent term extension for a food additive or color additive

(a) If a determination is made pursuant to §1.750 that a patent for a food additive
or color additive is eligible for extension, the term shall be extended by the time as
calculated in days in the manner indicated by this section. The patent term extension
will run from the original expiration date of the patent or earlier date set by terminal

disclaimer (§1.321).

(b) The term of the patent for a food additive or color additive will be extended by
the length of the regulatory review period for the product as determined by the
Secretary of Health and Human Services, reduced as appropriate pursuant to paragraphs

(d) (1) through (d) (6) of this section.

(c) The length of the regulatory review period for a food additive or color additive
will be determined by the Secretary of Health and Human Services. Under 35 U.S.C.
156 (g) (2) B), it is the sum of—
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(1) The number of days in the period beginning on the date a major health or
environmental effects test on the additive was initiated and ending on the date a
petition was initially submitted with respect to the approved product under the Federal
Food, Drug, and Cosmetic Act requesting the issuance of a regulation for use of the

product; and

(2) The number of days in the period beginning on the date a petition was initially
submitted with respect to the approved product under the Federal Food, Drug, and
Cosmetic Act requesting the issuance of a regulation for use of the product, and ending
on the date such regulation became effective or, if objections were filed to such
regulation, ending on the date such objections were resolved and commercial marketing
was permitted or, if commercial marketing was permitted and later revoked pending
further proceedings as a result of such objections, ending on the date such proceedings

were finally resolved and commercial marketing was permitted.

(d) The term of the patent as extended for a food additive or color additive will be

determined by

(1) Subtracting from the number of days determined by the Secretary of Health and Human

Services to be in the regulatory review period:

(i) The number of days in the periods of paragraphs (c) (1) and (c) (2) of this section

which were on and before the date on which the patent issued;

(ii) The number of days in the periods of paragraphs (c) (1) and (c) (2) of this section
during which it is determined under 35 U.S.C. 156(d) (2) (B) by the Secretary of Health

and Human Services that applicant did not act with due diligence;

(iii) The number of days equal to one - half the number of days remaining in the period
defined by paragraph (c) (1) of this section after that period is reduced in accordance
with paragraphs (d) (1) (i) and (ii) of this section; half days will be ignored for

purposes of subtraction;

(2) By adding the number of days determined in paragraph (d) (1) of this section to the

original term of the patent as shortened by any terminal disclaimer;

254



(3) By adding 14 years to the date a regulation for use of the product became effective
or, if objections were filed to such regulation, to the date such objections were
resolved and commercial marketing was permitted or, if commercial marketing was
permitted and later revoked pending further proceedings as a result of such objections,
to the date such proceedings were finally resolved and commercial marketing was

permitted;

(4) By comparing the dates for the ends of the periods obtained pursuant to paragraphs

(d) (2) and (d) (3) of this section with each other and selecting the earlier date;

(5) If the original patent was issued after September 24, 1984,

(i) By adding 5 years to the original expiration date of the patent or earlier date

set by terminal disclaimer; and

(ii) By comparing the dates obtained pursuant to paragraphs (d) (4) and (d) (5) (i) of

this section with each other and selecting the earlier date;

(6) If the original patent was issued before September 24, 1984, and

(i) If no major health or environmental effects test was initiated and no petition for
a regulation or application for registration was submitted before September 24, 1984,

by—

(A) Adding 5 years to the original expiration date of the patent or earlier date set

by terminal disclaimer, and

(B) By comparing the dates obtained pursuant to paragraphs (d) (4) and (d) (6) (i) (A) of

this section with each other and selecting the earlier date; or

(ii) If a major health or environmental effects test was initiated or a petition for
a regulation or application for registration was submitted by September 24, 1984, and
the commercial marketing or use of the product was not approved before September 24,

1984, by-
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(A) Adding 2 years to the original expiration date of the patent or earlier date set

by terminal disclaimer, and

(B) By comparing the dates obtained pursuant to paragraphs (d) (4) and (d) (6) (ii) (A) of

this section with each other and selecting the earlier date

§1.777 Calculation of patent term extension for a medical device

(a) If a determination is made pursuant to §1.750 that a patent for a medical device
is eligible for extension, the term shall be extended by the time as calculated in
days in the manner indicated by this section. The patent term extension will run from
the original expiration date of the patent or earlier date as set by terminal disclaimer

(§1.321).

(b) The term of the patent for a medical device will be extended by the length of the
regulatory review period for the product as determined by the Secretary of Health and
Human Services, reduced as appropriate pursuant to paragraphs (d) (1) through (d) (6) of

this section.

(¢) The length of the regulatory review period for a medical device will be determined
by the Secretary of Health and Human Services. Under 35 U.S.C. 156(g) (3) (B), it is the

sum of

(1) The number of days in the period beginning on the date a clinical investigation on
humans involving the device was begun and ending on the date an application was
initially submitted with respect to the device under section 515 of the Federal Food

Drug, and Cosmetic Act; and

(2) The number of days in the period beginning on the date the application was initially
submitted with respect to the device under section 515 of the Federal Food, Drug, and
Cosmetic Act, and ending on the date such application was approved under such Act or
the period beginning on the date a notice of completion of a product development
protocol was initially submitted under section 515(f) (5) of the Act and ending on the

date the protocol was declared completed under section 515(f) (6) of the Act

(d) The term of the patent as extended for a medical device will be determined by—
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(1) Substracting from the number of days determined by the Secretary of Health and
Human Services to be in the regulatory review period pursuant to paragraph (c) of this

section:

(i) The number of days in the periods of paragraphs (c) (1) and (c) (2) of this section

which were on and before the date on which the patent issued;

(ii) The number of days in the periods of paragraphs (c) (1) and (c) (2) of this section
during which it is determined under 35 U.S.C. 156(d) (2) (B) by the Secretary of Health
and Human Services that applicant did not act with due diligence;

(iii) One - half the number of days remaining in the period defined by paragraph (c) (1)
of this section after that period is reduced in accordance with paragraphs (d) (1) (i)

and (ii) of this section; half days will be ignored for purposes of subtraction;

(2) By adding the number of days determined in paragraph (d) (1) of this section to the

original term of the patent as shortened by any terminal disclaimer;
(3) By adding 14 years to the date of approval of the application under section 515 of
the Federal Food, Drug, and Cosmetic Act or the date a product development protocol

was declared completed under section 515(f) (6) of the Act;

(4) By comparing the dates for the ends of the periods obtained pursuant to paragraphs

(d) (2) and (d) (3) of this section with each other and selecting the earlier date;

(5) If the original patent was issued after September 24, 1984,

(i) By adding 5 years to the original expiration date of the patent or earlier date

set by terminal disclaimer; and

(ii) By comparing the dates obtained pursuant to paragraphs (d) (4) and (d) (5) (i) of

this section with each other and selecting the earlier date;

(6) If the original patent was issued before September 24, 1984, and
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(i) If no clinical investigation on humans involving the device was begun or no product
development protocol was submitted under section 515(f) (5) of the Federal Food, Drug

and Cosmetic Act before September 24, 1984, by—

(A) Adding 5 years to the original expiration date of the patent or earlier date set

by terminal disclaimer and

(B) By comparing the dates obtained pursuant to paragraphs (d) (4) and (d) (6) (i) (A) of

this section with each other and selecting the earlier date; or

(ii) If a clinical investigation on humans involving the device was begun or a product
development protocol was submitted under section 515(f) (5) of the Federal Food, Drug
and Cosmetic Act before September 24, 1984 and the commercial marketing or use of the

product was not approved before September 24, 1984, by

(A) Adding 2 years to the original expiration date of the patent or earlier date set

by terminal disclaimer, and

(B) By comparing the dates obtained pursuant to paragraphs (d) (4) and (d) (6) (ii) (A) of

this section with each other and selecting the earlier date

§1.778 Calculation of patent term extension for an animal drug product

(a) If a determination is made pursuant to 8§ 1.750 that a patent for an animal drug is
eligible for extension, the term shall be extended by the time as calculated in days
in the manner indicated by this section. The patent term extension will run from the
original expiration date of the patent or any earlier date set by terminal disclaimer

(§1.321).

(b) The term of the patent for an animal drug will be extended by the length of the
regulatory review period for the drug as determined by the Secretary of Health and
Human Services, reduced as appropriate pursuant to paragraphs (d) (1) through (d) (6) of

this section.

(c) The length of the regulatory review period for an animal drug will be determined

by the Secretary of Health and Human Services. Under 35 U.S.C. 156(g) (4) (B), it is the
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sum of—

(1) The number of days in the period beginning on the earlier of the date a major
health or environmental effects test on the drug was initiated or the date an exemption
under subsection (j) of section 512 of the Federal Food, Drug, and Cosmetic Act became
effective for the approved animal drug and ending on the date an application was
initially submitted for such animal drug under section 512 of the Federal Food, Drug

and Cosmetic Act; and

(2) The number of days in the period beginning on the date the application was initially
submitted for the approved animal drug under subsection (b) of section 512 of the
Federal Food, Drug, and Cosmetic Act and ending on the date such application was

approved under such section.

(d) The term of the patent as extended for an animal drug will be determined by—

(1) Subtracting from the number of days determined by the Secretary of Health and Human

Services to be in the regulatory review period:

(i) The number of days in the periods of paragraphs (c) (1) and (c) (2) of this section

that were on and before the date on which the patent issued;

(ii) The number of days in the periods of paragraphs (c) (1) and (c) (2) of this section
during which it is determined under 35 U.S.C. 156(d) (2) (B) by the Secretary of Health

and Human Services that applicant did not act with due diligence;
(iii) One - half the number of days remaining in the period defined by paragraph (c) (1)
of this section after that period is reduced in accordance with paragraphs (d) (1) (i)

and (ii) of this section; half days will be ignored for purposes of subtraction;

(2) By adding the number of days determined in paragraph (d) (1) of this section to the

original term of the patent as shortened by any terminal disclaimer;

(3) By adding 14 years to the date of approval of the application under section 512 of

the Federal Food, Drug, and Cosmetic Act;
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(4) By comparing the dates for the ends of the periods obtained pursuant to paragraphs

(d) (2) and (d) (3) of this section with each other and selecting the earlier date;

(5) If the original patent was issued after November 16, 1988, by—

(i) Adding 5 years to the original expiration date of the patent or any earlier date

set by terminal disclaimer; and

(ii) Comparing the dates obtained pursuant to paragraphs (d) (4) and (d) (5) (i) of this

section with each other and selecting the earlier date;

(6) If the original patent was issued before November 16, 1988, and

(i) If no major health or environmental effects test on the drug was initiated and no
request was submitted for an exemption under subsection (j) of section 512 of the

Federal Food, Drug, and Cosmetic Act before November 16, 1988, by—

(A) Adding 5 years to the original expiration date of the patent or earlier date set

by terminal disclaimer; and

(B) Comparing the dates obtained pursuant to paragraphs (d) (4) and (d) (6) (i) (A) of

this section with each other and selecting the earlier date; or

(ii) If a major health or environmental effects test was initiated or a request for an
exemption under subsection (j) of section 512 of the Federal Food, Drug, and Cosmetic
Act was submitted before November 16, 1988, and the application for commercial marketing

or use of the animal drug was not approved before November 16, 1988, by—

(A) Adding 3 vears to the original expiration date of the patent or earlier date set

by terminal disclaimer, and

(B) Comparing the dates obtained pursuant to paragraphs (d) (4) and (d) (6) (ii) (A) of

this section with each other and selecting the earlier date

[64 FR 30381, July 20, 1989]
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§1.779 Calculation of patent term extension for a veterinary biological product

(a) If a determination is made pursuant to §1.750 that a patent for a veterinary
biological product is eligible for extension, the term shall be extended by the time
as calculated in days in the manner indicated by this section. The patent term extension
will run from the original expiration date of the patent or any earlier date set by

terminal disclaimer (§1.321).

(b) The term of the patent for a veterinary biological product will be extended by the
length of the regulatory review period for the product as determined by the Secretary
of Agriculture, reduced as appropriate pursuant to paragraphs (d) (1) through (d) (6) of

this section.

(¢) The length of the regulatory review period for a veterinary biological product
will be determined by the Secretary of Agriculture. Under 35 U.S.C. 156(g) (5) (B), it

is the sum of—

(1) The number of days in the period beginning on the date the authority to prepare an
experimental biological product under the Virus - Serum - Toxin Act became effective and
ending on the date an application for a license was submitted under the Virus - Serum -

Toxin Act; and

(2) The number of days in the period beginning on the date an application for a license
was initially submitted for approval under the Virus - Serum - Toxin Act and ending on

the date such license was issued

(d) The term of the patent as extended for a veterinary biological product will be

determined by—

(1) Subtracting from the number of days determined by the Secretary of Agriculture to

be in the regulatory review period:

(i) The number of days in the periods of paragraphs (c) (1) and (c) (2) of this section

that were on and before the date on which the patent issued;

(ii) The number of days in the periods of paragraphs (c) (1) and (c) (2) of this section
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during which it is determined under 35 U.S.C. 156(d) (2) (B) by the Secretary of

Agriculture that applicant did not act with due diligence;
(iii) One - half the number of days remaining in the period defined by paragraph (c) (1)
of this section after that period is reduced in accordance with paragraphs (d) (1) (i)

and (ii) of this section; half days will be ignored for purposes of subtraction;

(2) By adding the number of days determined in paragraph (d) (1) of this section to the

original term of the patent as shortened by any terminal disclaimer;

(3) By adding 14 years to the date of the issuance of a license under the Virus -

Serum - Toxin Act;

(4) By comparing the dates for the ends of the periods obtained pursuant to paragraphs

(d) (2) and (d) (3) of this section with each other and selecting the earlier date;

(5) If the original patent was issued after November 16, 1988, by-—

(i) Adding 5 years to the original expiration date of the patent or any earlier date

set by terminal disclaimer; and

(ii) Comparing the dates obtained pursuant to paragraphs (d) (4) and (d) (5) (i) of this

section with each other and selecting the earlier date;

(6) If the original patent was issued before November 16, 1988, and

(i) If no request for the authority to prepare an experimental biological product under

the Virus - Serum - Toxin Act was submitted before November 16, 1988, by—

(A) Adding 5 vears to the original expiration date of the patent or earlier date set

by terminal disclaimer; and

(B) Comparing the dates obtained pursuant to paragraphs (d) (4) and (d) (6) (i) (A) of

this section with each other and selecting the earlier date; or

(ii) If a request for the authority to prepare an experimental biological product under
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the Virus - Serum - Toxin Act was submitted before November 16, 1988, and the commercial

marketing or use of the product was not approved before November 16, 1988, by-—

(A) Adding 3 years to the original expiration date of the patent or earlier date set

by terminal disclaimer; and

(B) Comparing the dates obtained pursuant to paragraphs (d) (4) and (d) (6) (ii) (A) of

this section with each other and selecting the earlier date

[62 FR 9394, Mar. 24, 1987, as amended at 54 FR 30382, July 20, 1989]

§1.780 Certificate or order of extension of patent term.

If a determination is made pursuant to §1.750 that a patent is eligible for extension
and that the term of the patent is to be extended, a certificate of extension, under
seal, or an order granting interim extension under 35 U.S.C. 156(d) (5), will be issued
to the applicant for the extension of the patent term. Such certificate or order will
be recorded in the official file of the patent and will be considered as part of the
original patent. Notification of the issuance of the certificate or order of extension
will be published in the Official Gazette of the United States Patent and Trademark
Office. Notification of the issuance of the order granting an interim extension under
35 U.S.C. 156(d) (5), including the identity of the product currently under regulatory
review, will be published in the Official Gazette of the United States Patent and
Trademark Office and in the Federal Register. No certificate of, or order granting, an
extension will be issued if the term of the patent cannot be extended, even though the
patent is otherwise determined to be eligible for extension. In such situations, the
final determination made pursuant to §1.750 will indicate that no certificate or order

will issue

[65 FR 54680, Sept. 8, 2000]

§1.785 Multiple applications for extension of term of the same patent or of different

patents for the same regulatory review period for a product

(a) Only one patent may be extended for a regulatory review period for any product (8§

1.720(h)). If more than one application for extension of the same patent is filed, the
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certificate of extension of patent term, if appropriate, will be issued based upon the

first filed application for extension

(b) If more than one application for extension is filed by a single applicant which
seeks the extension of the term of two or more patents based upon the same regulatory
review period, and the patents are otherwise eligible for extension pursuant to the
requirements of this subpart, in the absence of an election by the applicant, the
certificate of extension of patent term, if appropriate, will be issued upon the
application for extension of the patent term having the earliest date of issuance of

those patents for which extension is sought

(¢) If an application for extension is filed which seeks the extension of the term of
a patent based upon the same regulatory review period as that relied upon in one or
more applications for extension pursuant to the requirements of this subpart, the
certificate of extension of patent term will be issued on the application only if the
patent owner or its agent is the holder of the regulatory approval granted with respect

to the regulatory review period

(d) An application for extension shall be considered complete and formal regardless of
whether it contains the identification of the holder of the regulatory approval granted
with respect to the regulatory review period. When an application contains such
information, or is amended to contain such information, it will be considered in
determining whether an application is eligible for an extension under this section. A
request may be made of any applicant to supply such information within a non - extendable
period of not less than one month whenever multiple applications for extension of more
than one patent are received and rely upon the same regulatory review period. Failure
to provide such information within the period for reply set shall be regarded as
conclusively establishing that the applicant is not the holder of the regulatory

approval.
(e) Determinations made under this section shall be included in the notice of final
determination of eligibility for extension of the patent term pursuant to §1.750 and

shall be regarded as part of that determination.

[60 FR 25618, May 12, 1995, as amended at 62 FR 53201, Oct. 10, 1997]
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§1.790 Interim extension of patent term under 35 U.S.C. 156(d) (5).

(a) An owner of record of a patent or its agent who reasonably expects that the
applicable regulatory review period described in paragraph (1) (B) (ii), (2) (B) (ii),
(3) B) (i), ) B) (ii), or (5) (B) (ii) of subsection (g) that began for a product that
is the subject of such patent may extend beyond the expiration of the patent term in
effect may submit one or more applications for interim extensions for periods of up to
one year each. The initial application for interim extension must be filed during the
period beginning 6 months and ending 15 days before the patent term is due to expire
Each subsequent application for interim extension must be filed during the period
beginning 60 days before and ending 30 days before the expiration of the preceding
interim extension. In no event will the interim extensions granted under this section
be longer than the maximum period of extension to which the applicant would be entitled

under 35 U.S.C. 156(c)

(b) A complete application for interim extension under this section shall include all
of the information required for a formal application under §1.740 and a complete
application under §1.741. Sections (a) (1), (a)(2), (a) (4), and (a) (6) - (a) (17) of §
1.740 and §1.741 shall be read in the context of a product currently undergoing
regulatory review. Sections (a)(3) and (a) (5) of §1.740 are not applicable to an

application for interim extension under this section

(c) The content of each subsequent interim extension application may be limited to a
request for a subsequent interim extension along with a statement that the regulatory
review period has not been completed along with any materials or information required
under § §1.740 and 1.741 that are not present in the preceding interim extension

application.

[60 FR 25619, May 12, 1995]

§1.791 Termination of interim extension granted prior to regulatory approval of a

product for commercial marketing or use

Any interim extension granted under 35 U.S.C. 156(d) (5) terminates at the end of the
60 - day period beginning on the date on which the product involved receives permission

for commercial marketing or use. If within that 60 - day period the patent owner or its
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agent files an application for extension under § §1.740 and 1.741 including any
additional information required under 35 U.S.C. 156(d) (1) not contained in the
application for interim extension, the patent shall be further extended in accordance

with the provisions of 35 U.S.C. 156.

[60 FR 25619, May 12, 1995]

N, FREHNE (MPEP, 9th Edition, Revision 2015.7., Last Revised 2015.11.) Chapter

2750 - 2764

2750 Patent Term Extension for Delays at other Agencies under 35 U.S.C. 156 [R - 11.2013]
The right to a patent term extension based upon regulatory review is the result of the
Drug Price Competition and Patent Term Restoration Act of 1984, Public Law 98 - 417, 98
Stat. 1585 (codified at 21 U.S.C. 355(b), (j), (1); 35 U.S.C. 156, 271, 282) (Hatch -
Waxman Act). The act sought to eliminate two distortions to the normal [patent term
produced by the requirement that certain products must receive premarket regulatory
approval. | Eli Lilly & Co. v. Medtronic Inc., 496 U.S. 661, 669, 15 USPQ2d 1121, 1126
(1990). The first distortion was that the patent owner loses patent term during the
early years of the patent because the product cannot be commercially marketed without
approval from a regulatory agency. The second distortion occurred after the end of the
patent term because competitors could not immediately enter the market upon expiration
of the patent because they were not allowed to begin testing and other activities

necessary to receive FDA approval before patent expiration.

The part of the act codified as 35 U.S.C. 156 was designed to create new incentives
for research and development of certain products subject to premarket government
approval by a regulatory agency. The statute enables the owners of patents on certain
human drugs, food or color additives, medical devices, animal drugs, and veterinary
biological products to restore to the terms of those patents some of the time lost
while awaiting premarket government approval from a regulatory agency. The rights
derived from extension of the patent term under 35 U.S.C. 156(a) are defined in 35
U.S.C. 156(b), but are not limited to a claim - by - claim basis. Rather, subsection/(a)
of 156 indicates that [[t]he term of a patent which claims a product, a method of
using a product, or a method of manufacturing a product shall be extended.] See
Genetics Institute LLC v. Novartis Vaccines and Diagnostics Inc., 655 F.3d 1291, 99
USPQ2d 1713 (Fed.Cir.2011). However, pursuant to 35 U.S.C. 156(b) , if the patent
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claims other products in addition to the approved product, the exclusive patent rights

to the additional products expire with the original expiration date of the patent

In exchange for extension of the term of the patent, Congress legislatively overruled
Roche Products v. Bolar Pharmaceuticals, 733 F.2d 858, 221 USPQ 937 (Fed.Cir.1984) as
to products covered by 35 U.S.C. 271(e) and provided that it shall not be an act of
infringement, for example, to make and test a patented drug solely for the purpose of
developing and submitting information for an Abbreviated New Drug Application (ANDA)
35 U.S.C. 271(e) (1). See Donald 0. Beers et al., Generic and Innovator Drugs: A Guide
to FDA Approval Requirements, Eighth Edition, Wolters Kluwer Law & Business, 2013,
4. 05 for a discussion of the Hatch - Waxman Act and infringement litigation. Furthermore,
Congress provided that an ANDA that the FDA will grant to the marketing applicant a
period of 5 years of data exclusivity for any active ingredient or salt or ester of
the active ingredient which had not been previously approved under section 505(b) of
the Federal Food, Drug and Cosmetic Act. 21 U.S.C. 355(j) (4) (D) (ii). See also Lourie
Patent Term Restoration: History, Summary, and Appraisal, 40 Food, Drug and Cosmetic
L. J. 351, 353-60 (1985). See also Lourie, Patent Term Restoration, 66 J. Pat. Off
Soc’ y 526 (1984)

On November 16, 1988, 35 U.S.C. 156 was amended by Public Law 100 - 670, essentially to
add animal drugs and veterinary biologics to the list of products that can form the
basis of patent term extension. Animal drug products which are primarily manufactured

through biotechnology are excluded from the provisions of patent term extension.

On December 3, 1993, 35 U.S.C. 156 was further amended to provide for interim extension
of a patent where a product claimed by the patent was expected to be approved, but not
until after the original expiration date of the patent. Public Law 103 - 179, Section
5

An application for the extension of the term of a patent under 35 U.S.C. 156 must be
submitted by the owner of record of the patent or its agent within the sixty - day
period beginning on the date the product received permission for commercial marketing
or use under the provision of law under which the applicable regulatory review period
occurred for commercial marketing or use. See 35 U.S.C. 156(d) (1). This language
regarding the sixty - day period has been clarified by the America Invents Act where

the Act provides that, [[flor purposes of determining the date on which a product
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receives permission under the second sentence of this paragraph, if such permission is
transmitted after 4:30 P.M., Eastern Time, on a business day, or is transmitted on a
day that is not a business day, the product shall be deemed to receive such permission
on the next business day. For purposes of the preceding sentence, the term ’business
day’ means any Monday, Tuesday, Wednesday, Thursday, or Friday, excluding any legal
holiday under section 6103 of title 5.1 See Section 37 of the AIA and 35 U.S.C. 156
The USPTO initially determines whether the application is formally complete and whether
the patent is eligible for extension. The statute requires the Director of the United
States Patent and Trademark Office to notify the Secretary of Agriculture or the
Secretary of Health and Human Services of the submission of an application for extension
of patent term which complies with 35 U.S.C. 156 within sixty days and to submit to
the Secretary a copy of the application. Not later than thirty days after receipt of
the application from the Director, the Secretary will determine the length of the
applicable regulatory review period and notify the Director of the determination. If
the Director determines that the patent is eligible for extension, the Director
calculates the length of extension for which the patent is eligible under the

appropriate statutory provision and issues an appropriate Certificate of Extension

Patent term extensions provided by private relief legislation, public laws other than

as enacted by 35 U.S.C. 156, such as 35 U.S.C. 155 and 155A, are not addressed herein.

2751 Eligibility Requirements [R - 11.2013]

35 U.S.C. 156 Extension of patent term

(a) The term of a patent which claims a product, a method of using a product, or a
method of manufacturing a product shall be extended in accordance with this section
from the original expiration date of the patent, which shall include any patent term
adjustment granted under section 154(b) if —

(1) the term of the patent has not expired before an application is submitted under
subsection (d) (1) for its extension;

(2) the term of the patent has never been extended under subsection (e) (1) of this
section;

(3) an application for extension is submitted by the owner of record of the patent or
its agent and in accordance with the requirements of paragraphs (1) through (4) of
subsection (d);

(4) the product has been subject to a regulatory review period before its commercial

marketing or use;
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(5)

(A) except as provided in subparagraph (B) or (C), the permission for the commercial
marketing or use of the product after such regulatory review period is the first
permitted commercial marketing or use of the product under the provision of law under
which such regulatory review period occurred;

(B) in the case of a patent which claims a method of manufacturing the product which
primarily uses recombinant DNA technology in the manufacture of the product, the
permission for the commercial marketing or use of the product after such regulatory
period is the first permitted commercial marketing or use of a product manufactured
under the process claimed in the patent; or

(C) for purposes of subparagraph (A), in the case of a patent which —

(i) claims a new animal drug or a veterinary biological product which (I) is not
covered by the claims in any other patent which has been extended, and (II) has received
permission for the commercial marketing or use in non - food - producing animals and in
food - producing animals, and

(ii) was not extended on the basis of the regulatory review period for use in non -
food - producing animals,

the permission for the commercial marketing or use of the drug or product after the
regulatory review period for use in food - producing animals is the first permitted
commercial marketing or use of the drug or product for administration to a food -
producing animal.

The product referred to in paragraphs (4) and (5) is hereinafter in this section
referred to as the [approved product. ]

kkokskek

(f) For purposes of this section:

(1) The term [product] means:

(A) A drug product

(B) Any medical device, food additive, or color additive subject to regulation under
the Federal Food, Drug, and Cosmetic Act

(2) The term [drug product] means the active ingredient of-

(A) a new drug, antibiotic drug, or human biological product (as those terms are used
in the Federal Food, Drug, and Cosmetic Act and the Public Health Service Act) or

(B) a new animal drug or veterinary biological product (as those terms are used in the
Federal Food, Drug, and Cosmetic Act and the Virus - Serum - Toxin Act) which is not

primarily manufactured using recombinant DNA, recombinant RNA, hybridoma technology,
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or other processes involving site specific genetic manipulation techniques, including
any salt or ester of the active ingredient, as a single entity or in combination with
another active ingredient

(3) The term [major health or environmental effects test] means a test which is
reasonably related to the evaluation of the health or environmental effects of a
product, which requires at least six months to conduct, and the data from which is
submitted to receive permission for commercial marketing or use. Periods of analysis
or evaluation of test results are not to be included in determining if the conduct of
a test required at least six months

(4)

(A) Any reference to section 351 is a reference to section 351 of the Public Health
Service Act.

(B) Any reference to section 503, 505, 512, or 515 is a reference to section 503, 505
512, or 515 of the Federal Food, Drug and Cosmetic Act

(C) Any reference to the Virus - Serum - Toxin Act is a reference to the Act of March 4,
1913 (21 U.S.C. 151 - 158).

(5) The term T[informal hearing| has the meaning prescribed for such term by section
201 (y) of the Federal Food, Drug and Cosmetic Act

(6) The term [patent]| means a patent issued by the United States Patent and Trademark
Office.

(7) The term [date of enactment] as used in this section means September 24, 1984,
for human drug product, a medical device, food additive, or color additive

(8) The term [date of enactment] as used in this section means the date of enactment
of the Generic Animal Drug and Patent Term Restoration Act for an animal drug or a
veterinary biological product

kkokskek

37 CFR 1.710 Patents subject to extension of the patent term

(a) A patent is eligible for extension of the patent term if the patent claims a
product as defined in paragraph (b) of this section, either alone or in combination
with other ingredients that read on a composition that received permission for
commercial marketing or use, or a method of using such a product, or a method of
manufacturing such a product, and meets all other conditions and requirements of this
subpart.

(b) The term product referred to in paragraph (a) of this section means —

(1) The active ingredient of a new human drug, antibiotic drug, or human biological
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product (as those terms are used in the Federal Food, Drug, and Cosmetic Act and the
Public Health Service Act) including any salt or ester of the active ingredient, as a
single entity or in combination with another active ingredient; or

(2) The active ingredient of a new animal drug or veterinary biological product (as
those terms are used in the Federal Food, Drug, and Cosmetic Act and the Virus - Serum -
Toxin Act) that is not primarily manufactured using recombinant DNA, recombinant RNA,
hybridoma technology, or other processes including site specific genetic manipulation
techniques, including any salt or ester of the active ingredient, as a single entity
or in combination with another active ingredient; or

(3) Any medical device, food additive, or color additive subject to regulation under
the Federal Food, Drug, and Cosmetic Act

37 CFR 1.720 Conditions for extension of patent term

The term of a patent may be extended if:

(a) The patent claims a product or a method of using or manufacturing a product as
defined in § 1.710;

(b) The term of the patent has never been previously extended, except for extensions
issued pursuant to § § 1.701, 1.760, or 1.790;

(¢) An application for extension is submitted in compliance with § 1.740;

(d) The product has been subject to a regulatory review period as defined in 35 U.S.C.
156 (g) before its commercial marketing or use;

(e) The product has received permission for commercial marketing or use and —

(1) The permission for the commercial marketing or use of the product is the first
received permission for commercial marketing or use under the provision of law under
which the applicable regulatory review occurred, or

(2) In the case of a patent other than one directed to subject matter within §
1.710(b) (2) claiming a method of manufacturing the product that primarily uses
recombinant DNA technology in the manufacture of the product, the permission for the
commercial marketing or use is the first received permission for the commercial
marketing or use of a product manufactured under the process claimed in the patent, or
(3) In the case of a patent claiming a new animal drug or a veterinary biological
product that is not covered by the claims in any other patent that has been extended,
and has received permission for the commercial marketing or use in non - food - producing
animals and in food - producing animals, and was not extended on the basis of the
regulatory review period for use in non - food - producing animals, the permission for

the commercial marketing or use of the drug or product after the regulatory review
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period for use in food - producing animals is the first permitted commercial marketing
or use of the drug or product for administration to a food - producing animal.

(f) The application is submitted within the sixty - day period beginning on the date
the product first received permission for commercial marketing or use under the
provisions of law under which the applicable regulatory review period occurred; or in
the case of a patent claiming a method of manufacturing the product which primarily
uses recombinant DNA technology in the manufacture of the product, the application for
extension is submitted within the sixty - day period beginning on the date of the first
permitted commercial marketing or use of a product manufactured under the process
claimed in the patent; or in the case of a patent that claims a new animal drug or a
veterinary biological product that is not covered by the claims in any other patent
that has been extended, and said drug or product has received permission for the
commercial marketing or wuse in non - food - producing animals, the application for
extension is submitted within the sixty - day period beginning on the date of the first
permitted commercial marketing or use of the drug or product for administration to a
food - producing animal;

(g) The term of the patent, including any interim extension issued pursuant to §
1.790, has not expired before the submission of an application in compliance with §
1.741; and

(h) No other patent term has been extended for the same regulatory review period for
the product.

35 U.S.C. 156(a) sets forth what patents can be extended and the conditions under which
they may be extended. 37 CFR 1.710 also addresses the patents that may be extended,
and 37 CFR 1.720 describes the conditions under which a patent may be extended. As set
forth in 35 U.S.C. 156 and 37 CFR 1.710, a patent which claims a human drug product,
medical device, food or color additive first approved for marketing or use after
September 24, 1984, or an animal drug or veterinary biological product (which was not
primarily manufactured through biotechnology) first approved for marketing or use after
November 16, 1988, may qualify for patent term extension. Furthermore, 35 U.S.C.
156 (a) (1) - (5) require that the applicant establish that:

(1) the patent has not expired before an application under 35 U.S.C. 156(d) was filed
(this may be an application for patent term extension under subsection (d) (1) or an
application for interim extension under subsection (d) (5));

(2) the patent has never been extended under 35 U.S.C. 156(e) (1);

(3) the application for extension is submitted by the owner of record of the patent or
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its agent to the Office within 60 days of regulatory agency approval of the commercial
marketing application and the application includes details relating to the patent, the
approved product, and the regulatory review time spent in securing regulatory agency
approval ;

(4) the product has been subject to a regulatory review period within the meaning of
35 U.S.C. 156(g) before its commercial marketing or use;

(5) the approval is the first permitted commercial marketing or use of the product (35
U.S.C. 156(a) (5) (A)), except in the case of human drug products manufactured using
recombinant DNA technology where the provisions of 35 U.S.C. 156(a) (5) (B) apply, or in
the case of a new animal drug or a veterinary biological product where the provisions
of 35 U.S.C. 156(a) (5) (C) apply.

35 U.S.C. 156(c) (4) also requires that no other patent term has been extended for the

same regulatory review period for the product. See MPEP § 2761.

I. TERMINALLY DISCLAIMED PATENTS ARE ELIGIBLE

A patent may be extended under 35 U.S.C. 156, even though it has been terminally
disclaimed. A patent term extension under 35 U.S.C. 156 is a limited extension of the
patent rights associated with the approved product that is attached onto the original
term of the patent. See 35 U.S.C. 156(b). Only one patent may be extended for a
regulatory review period for any product, and 35 U.S.C. 156 sets the expiration date
of a patent term extension. Although 35 U.S.C. 154(b) (2) (June 8, 1995) precludes a
patent from being extended under 35 U.S.C. 154(b) if the patent has been terminally
disclaimed due to an obviousness - type double patenting rejection (see MPEP § 2720),
there is no such exclusion in 35 U.S.C. 156. Additionally, 35 U.S.C. 154(b) (2) (B))
(May 29, 2000) provides that a patent cannot be adjusted beyond the date set by the
disclaimer (see MPEP § 2730), but there is no similar provision in 35 U.S.C. 156.
Thus patents may receive a patent term extension under 35 U.S.C. 156 beyond an
expiration date set by a terminal disclaimer. See Merck & Co., Inc. v. Hi - Tech

Pharmacal, Co., Inc., 482 F3d 1317, 82 USPQ2d 1203 (Fed. Cir.2007).

TI. MEANING OF TPRODUCT) AS DEFINED IN 35 U.S.C. 156(f)
As required by 35 U.S.C. 156(a), patents eligible for extension of patent term are
those which:

(A) claim a [product] as defined in 35 U.S.C. 156(f) (1), either alone or in combination

with other ingredients, wherein the product reads on a composition (product) that
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received permission for commercial marketing or use, or a method of using such a
product, or a method of manufacturing such a product, and

(B) meet all other conditions and requirements of the statute

The term [claims a product] is not synonymous with [infringed by a product.] A
patent which claims a metabolite of an approved drug does not claim the approved drug

Hoechst - Roussel Pharmaceuticals Inc. v. Lehman, 109 F.3d 756, 759, 42 USPQ2d 1220,
1223 (Fed. Cir. 1997).

The term [product] means:

(A) The active ingredient of a new human drug, antibiotic drug, or human biological
product (as those terms are used in the Federal Food, Drug, and Cosmetic Act and the
Public Health Service Act) including any salt or ester of the active ingredient, as a
single entity or in combination with another active ingredient; or

(B) The active ingredient of a new animal drug or veterinary biological product (as
those terms are used in the Federal Food, Drug, and Cosmetic Act and the Virus - Serum -
Toxin Act) that is not primarily manufactured using recombinant DNA, recombinant RNA,
hybridoma technology, or other processes including site specific genetic manipulation
techniques, including any salt or ester of the active ingredient, as a single entity
or in combination with another active ingredient; or

(C) Any medical device, food additive, or color additive subject to regulation under
the Federal Food, Drug, and Cosmetic Act

See 21 CFR 60.3(b) for definitions of terms such as active ingredient, color additive,

food additive, human drug product, and medical device.

Essentially, a [product] is a [drug product, ] medical device, food additive, or
color additive requiring Food and Drug Administration or Department of Agriculture
(Plant and Animal Inspection Service) approval of an order or regulation prior to
commercial marketing or use. [Drug product] is the active ingredient of a human drug,
animal drug (excluding those primarily manufactured using recombinant DNA, recombinant
RNA, hybridoma technology, or other processes including site specific genetic
manipulation techniques), or biological product (as defined by the Federal Food, Drug
and Cosmetics Act and the Public Health Service Act) including any salt or ester of
the active ingredient, as a single entity or in combination with another active
ingredient. Animal biological products are approved by the Plant and Animal Inspection

Service of the Department of Agriculture
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A Tdrug product] means the active ingredient found in the final dosage form prior to
administration of the product to the patient, not the resultant form the drug may take
after administration. See Hoechst - Roussel, 109 F.3d at 759 n.3 ( [For purposes of
patent term extension, this active ingredient must be present in the drug product when
administered. ] ). In addition, a patent to a drug product having one form of an active
ingredient may qualify for an extension even though another form of the underlying
chemical moiety was previously approved and commercially marketed or used. For example,
a drug product having the ester form of a particular chemical moiety is a different
drug product from the same chemical moiety in a salt form, even though both the salt
and the ester are used to treat the same disease condition. See PhotoCure v. Kappos,
603 F.3d 1372, 95 USPQ2d 1250 (Fed.Cir.2010); see also Glaxo Operations UK Ltd. v.
Quigg, 894 F.2d 392, 13 USPQ2d 1628 (Fed.Cir.1990) (holding that a patent which claimed
an ester of the acid cefuroxime was eligible for extension regardless of previous
approvals of two salts of cefuroxime). Thus, eligibility for patent term extension for
a patent which claims a product subject to regulatory review as set forth in 35 U.S.C.
156 (b) turns on the question of whether the product, i.e., the active ingredient of
the drug product, present in the final dosage form was previously approved by FDA. If
neither it, nor any salt or ester of that active ingredient has been previously approved

by FDA, then the patent should be eligible for patent term extension.

Furthermore, a [drug product] is the active ingredient of a particular new drug,
rather than the entire composition of the drug product approved by the Food and Drug
Administration. See Fisons plc v. Quigg, 1988 U.S. Dist. LEXIS 10935; 8 USPQ2d 1491,
1495 (D.D.C. 1988); aff’ d., 876 F2d 99, 110; 10 USPQ2d 1869, 1870 (Fed.Cir.1989).

A patent is considered to claim the product at least in those situations where the
patent claims the active ingredient per se, or claims a composition or formulation
which contains the active ingredients and reads on the composition or formulation

approved for commercial marketing or use

TTT. NO PREVIOUS EXTENSIONS (WITH LIMITED EXCEPTIONS)

37 CFR 1.720(b) explains that patent term extension pursuant to 35 U.S.C. 156 is
available only if the term of the patent has never been previously extended, except
for extensions issued pursuant to 37 CFR 1.701, 1.760, or 1.790. An extension issued

pursuant to 37 CFR 1.701 is an extension of the patent due to administrative delay
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within the Office. Note that the term of a patent is [adjusted, ] not extended,
pursuant to 37 CFR 1.702 - 1.705. An extension issued pursuant to 37 CFR 1.760 is an
interim extension under 35 U.S.C. 156(e) (2). An extension issued pursuant to 37 CFR

1.790 is an interim extension under 35 U.S.C. 156(d) (5).

1V. REGULATORY REVIEW PERIOD

37 CFR 1.720(d) restates the statutory requirement set forth in 35 U.S.C. 156(a) (4)
The regulatory review period must have been a regulatory review period defined by the
statute. A regulatory review period under section 510(k) of the Federal Food, Drug and
Cosmetic Act is not a regulatory review period which gives rise to eligibility for
patent term extension under 35 U.S.C. 156. In re Nitinol Medical Technologies Inc., 17
USPQ2d 1492, 1492 - 1493 (Comm’ r Pat. & Tm. 1990). See also Baxter Diagnostics v. AVL
Scientific Corp., 798 F. Supp. 612, 619-620; 25 USPQ2d 1428,1434 (CD Cal.
1992) (Congress intended only Class 111 medical devices to be eligible for patent term

extension).

If the product is alleged to be a medical device, then regulatory review must have
occurred under section 515, and not section 505, of the Federal Food, Drug and Cosmetic

Act. Drug products are not reviewed under section 515

If more than one application for patent term extension is filed based upon a single
regulatory review period, election will be required of a single patent. See MPEP §

2761.

V. FIRST PERMITTED MARKETING OR USE

37 CFR 1.720(e) follows 35 U.S.C. 156(a) (5), and sets forth that the approval under
the relevant provision of law must have been the first permitted marketing or use of
the product under the provision of law, unless the product is for use in food producing
animals as explained below. See In re Patent Term Extension Application, U.S. Patent
No. 3,849,549, 226 USPQ 283, 284 (Pat. & Tm. Office 1985). If the product is a human
drug product, then the approval of the active ingredient must be the first permitted
commercial marketing or use of the active ingredient as a single entity or in
combination with another active ingredient under the provision of law under which

regulatory review occurred

Where a product contains multiple active ingredients, if any one active ingredient has
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not been previously approved, it can form the basis of an extension of patent term
provided the patent claims that ingredient. See In re Alcon Laboratories Inc., 13
USPQ2d 1115, 1121 (Comm’ r Pat. & Tm. 1989) for examples of products having different
combinations of active ingredients. A different ratio of hormones is not a different
active ingredient for purposes of 35 U.S.C. 156. Furthermore, an approved product
having two active ingredients will not be considered to have a single active ingredient
made of the two active ingredients. See Arnold Partnership v. Dudas, 362 F.3d 1338, 70
USPQ2d 1311 (Fed.Cir.2004). In considering whether a patent claiming an enantiomer,
where the enantiomer was subject to pre - market regulatory review, is barred from
receiving patent term extension in light of the previous approval of the racemate of
the drug product, the court indicated that an enantiomer was a separate drug product
from the racemate and each could support a patent term extension. See Ortho - McNeil
Pharmaceutical Inc. v. Lupin Pharmaceuticals Inc., 603 F3d 1377, 95 USPQ2d 1246
(Fed. Cir. 2010).

As to 35 U.S.C. 156(a) (5) (C), which is addressed in 37 CFR 1.720(e) (3), the term of a
patent directed to a new animal drug or veterinary biological product may be extended
based on a second or subsequent approval of the active ingredient provided all the

following conditions exist:

(A) the patent claims the drug or product;

(B) the drug or product is not covered by the claims in any other patent that has been
extended;

(C) the patent term was not extended on the basis of the regulatory review period for
use in non - food producing animals; and

(D) the second or subsequent approval was the first permitted commercial marketing or
use of the drug or product for administration to a food - producing animal. In this
case, the application must be filed within sixty days of the first approval for
administration to a food - producing animal.

For animal drugs or products, prior approval for use in a non - food producing animal
will not make a patent ineligible for patent term extension based upon a later approval
of the drug or product for use in food producing animals, if the later approval is the

first approval of the drug or product for use in food producing animals

2752 Patent Term Extension Applicant [R - 07.2015]
35 U.S.C. 156 Extension of patent term
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(d)

(1) To obtain an extension of the term of a patent under this section, the owner of
record of the patent or its agent shall submit an application to the Director. Except
as provided in paragraph (5), such an application may only be submitted within the
sixty - day period beginning on the date the product received permission under the
provision of law under which the applicable regulatory review period occurred for
commercial marketing or use. The application shall contain—

(A) the identity of the approved product and the Federal statute under which regulatory
review occurred;

(B) the identity of the patent for which an extension is being sought and the identity
of each claim of such patent which claims the approved product or a method of using or
manufacturing the approved product;

(C) information to enable the Director to determine under subsections (a) and (b) the
eligibility of a patent for extension and the rights that will be derived from the
extension and information to enable the Director and the Secretary of Health and Human
Services or the Secretary of Agriculture to determine the period of the extension under
subsection (g);

(D) a brief description of the activities undertaken by the applicant during the
applicable regulatory review period with respect to the approved product and the
significant dates applicable to such activities; and

(E) such patent or other information as the Director may require

For purposes of determining the date on which a product receives permission under the
second sentence of 35 U.S.C. 156(d) (1), if such permission is transmitted after 4:30
P.M., Eastern Time, on a business day, or is transmitted on a day that is not a business
day, the product shall be deemed to receive such permission on the next business day
For purposes of the preceding sentence, the term [business day| means any Monday,
Tuesday, Wednesday, Thursday, or Friday, excluding any legal holiday under section

6103 of title b

skkskskek

37 CFR 1.730 Applicant for extension of patent term; signature requirements
(a) Any application for extension of a patent term must be submitted by the owner of

record of the patent or its agent and must comply with the requirements of § 1.740.
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(b) If the application is submitted by the patent owner, the application must be signed
either by:

(1) The patent owner in compliance with § 3.73(b) of this chapter; or

(2) A registered practitioner on behalf of the patent owner.

(c) If the application is submitted on behalf of the patent owner by an agent of the
patent owner (e.g., a licensee of the patent owner), the application must be signed by
a registered practitioner on behalf of the agent. The Office may require proof that
the agent is authorized to act on behalf of the patent owner.

(d) If the application is signed by a registered practitioner, the Office may require
proof that the practitioner is authorized to act on behalf of the patent owner or agent
of the patent owner.

35 U.S.C. 156(d) (1) requires that the application for extension of the patent term
must be submitted by the owner of record of the patent or its agent. If the application
is filed by an assignee, the application papers should refer to the reel and frame
number of the recorded assignment. A power of attorney from the patent owner to any
patent attorney or agent submitting the patent term extension application papers should
be filed, if the attorney or agent is not already of record in the patent (see 37 CFR
1.34(b)).

If the applicant for patent term extension was not the marketing applicant before the
regulatory agency, then there must be an agency relationship between the patent owner
and the marketing applicant during the regulatory review period. To show that such an
applicant is authorized to rely upon the activities of the marketing applicant before
the Food and Drug Administration or the Department of Agriculture, it is advisable for
the applicant for patent term extension to obtain a letter from the marketing applicant

specifically authorizing such reliance

2753 Application Contents [R - 11.2013]

37 CFR 1.740 Formal requirements for application for extension of patent term;
correction of informalities

(a) An application for extension of patent term must be made in writing to the Director.
A formal application for the extension of patent term must include:

(1) A complete identification of the approved product as by appropriate chemical and
generic name, physical structure or characteristics;

(2) A complete identification of the Federal statute including the applicable provision

of law under which the regulatory review occurred;

279



(3) An identification of the date on which the product received permission for
commercial marketing or use under the provision of law under which the applicable
regulatory review period occurred;

(4) In the case of a drug product, an identification of each active ingredient in the
product and as to each active ingredient, a statement that it has not been previously
approved for commercial marketing or use under the Federal Food, Drug, and Cosmetic
Act, the Public Health Service Act, or the Virus - Serum - Toxin Act, or a statement of
when the active ingredient was approved for commercial marketing or use (either alone
or in combination with other active ingredients, the use for which it was approved,
and the provision of law under which it was approved

(5) A statement that the application is being submitted within the sixty day period
permitted for submission pursuant to § 1.720(f) and an identification of the date of
the last day on which the application could be submitted;

(6) A complete identification of the patent for which an extension is being sought by
the name of the inventor, the patent number, the date of issue, and the date of
expiration;

(7) A copy of the patent for which an extension is being sought, including the entire
specification (including claims) and drawings;

(8) A copy of any disclaimer, certificate of correction, receipt of maintenance fee
payment, or reexamination certificate issued in the patent;

(9) A statement that the patent claims the approved product, or a method of using or
manufacturing the approved product, and a showing which lists each applicable patent
claim and demonstrates the manner in which at least one such patent claim reads on:
(i) The approved product, if the listed claims include any claim to the approved
product;

(ii) The method of using the approved product, if the listed claims include any claim
to the method of using the approved product; and

(iii) The method of manufacturing the approved product, if the listed claims include
any claim to the method of manufacturing the approved product;

(10) A statement beginning on a new page of the relevant dates and information pursuant
to 35 U.S.C. 156(g) in order to enable the Secretary of Health and Human Services or
the Secretary of Agriculture, as appropriate, to determine the applicable regulatory
review period as follows:

(i) For a patent claiming a human drug, antibiotic, or human biological product:

(A) The effective date of the investigational new drug (IND) application and the IND

number ;
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(B) The date on which a new drug application (NDA) or a Product License Application
(PLA) was initially submitted and the NDA or PLA number; and

(C) The date on which the NDA was approved or the Product License issued;

(ii) For a patent claiming a new animal drug:

(A) The date a major health or environmental effects test on the drug was initiated
and any available substantiation of that date, or the date of an exemption under
subsection (j) of Section 512 of the Federal Food, Drug, and Cosmetic Act became
effective for such animal drug;

(B) The date on which a new animal drug application (NADA) was initially submitted and
the NADA number; and

(C) The date on which the NADA was approved;

(iii) For a patent claiming a veterinary biological product:

(A) The date the authority to prepare an experimental biological product under the
Virus - Serum - Toxin Act became effective;

(B) The date an application for a license was submitted under the Virus - Serum - Toxin
Act; and

(C) The date the license issued;

(iv) For a patent claiming a food or color additive:

(A) The date a major health or environmental effects test on the additive was initiated
and any available substantiation of that date;

(B) The date on which a petition for product approval under the Federal Food, Drug and
Cosmetic Act was initially submitted and the petition number; and

(C) The date on which the FDA published a Federal Register notice listing the additive
for use;

(v) For a patent claiming a medical device:

(A) The effective date of the investigational device exemption (IDE) and the IDE number,
if applicable, or the date on which the applicant began the first clinical investigation
involving the device, if no IDE was submitted, and any available substantiation of
that date;

(B) The date on which the application for product approval or notice of completion of
a product development protocol under Section 515 of the Federal Food, Drug and Cosmetic
Act was initially submitted and the number of the application; and

(C) The date on which the application was approved or the protocol declared to be
completed;

(11) A brief description beginning on a new page of the significant activities

undertaken by the marketing applicant during the applicable regulatory review period
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with respect to the approved product and the significant dates applicable to such
activities;

(12) A statement beginning on a new page that in the opinion of the applicant the
patent is eligible for the extension and a statement as to the length of extension
claimed, including how the length of extension was determined;

(13) A statement that applicant acknowledges a duty to disclose to the Director of the
United States Patent and Trademark Office and the Secretary of Health and Human Services
or the Secretary of Agriculture any information which is material to the determination
of entitlement to the extension sought (see § 1.765);

(14) The prescribed fee for receiving and acting upon the application for extension
(see § 1.20(j)); and

(15) The name, address, and telephone number of the person to whom inquiries and
correspondence relating to the application for patent term extension are to be directed
(b) The application under this section must be accompanied by two additional copies of
such application (for a total of three copies).

(¢) If an application for extension of patent term is informal under this section, the
Office will so notify the applicant. The applicant has two months from the mail date
of the notice, or such time as is set in the notice, within which to correct the
informality. Unless the notice indicates otherwise, this time period may be extended
under the provisions of § 1.136.

37 CFR 1.740 sets forth the requirements for a formal application for extension of
patent term. See MPEP § 2752 for a discussion of who may apply for a patent term
extension. See 37 CFR 1.741 and MPEP § 2754 for a description of the information that
must be submitted in the patent term extension application in order to be accorded a

filing date

37 CFR 1.740(a) (1) requires a complete identification of the approved product as by
appropriate chemical and generic name, physical structure or characteristics so as to
enable the Director to make a determination of whether the patent claims the approved

product, or a method of using or manufacturing the approved product.

37 CFR 1.740(a) (2) requires a complete identification of the federal statute including
the applicable provision of law under which the regulatory review occurred. When the
regulatory review of the product took place under more than one federal statute, each
appropriate statute should be listed. This could apply to a situation where a human

biological product is tested under an investigational new drug (IND) application
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pursuant to the Federal Food, Drug, and Cosmetic Act, but is approved under the Public
Health Service Act; or to a situation where approval is sought for use of a particular
medical device with a specific drug product which may require approval under more than
a single provision of law. The product that forms the basis of an application for
patent term extension must be either a medical device or a drug product; any extension
will be granted based upon the review of the product as either a medical device or a
drug product, it cannot be a combination of those separate products. See the file

history of U.S. Patent No. 4,428, 744 for an example of the application of this principle

The date that a product receives permission for commercial marketing or use (which
must be identified pursuant to 37 CFR 1.740(a) (3)) is generally the mailing date of
the letter from the regulatory agency indicating regulatory approval. For a food
additive, the approval date is generally the effective date stated in the regulation

and the date the regulation is published

37 CFR 1.740(a) (4) provides that for drug products, each active ingredient must be
identified and there must be an indication of the use for which the product was approved
For each active ingredient, a statement must be made that either the active ingredient
was not previously approved for commercial marketing or use under the Federal Food,
Drug and Cosmetic Act, or that the active ingredient was approved for commercial
marketing or use (either alone or in combination with other active ingredients and the
provision of law under which it was approved. The information is especially necessary
for a determination of eligibility where, for example, the application is based on a
second or subsequent approval of an active ingredient, but the first approval for

administration to a food - producing animal.

In accordance with 37 CFR 1.740(a) (5), the application must be submitted within the
sixty day period permitted for submission pursuant to 37 CFR 1.720(f). If the sixty
day period ends on a Saturday, Sunday or federal holiday, then the last day on which
the application could be submitted will be considered to be the next business day
following the Saturday, Sunday or federal holiday. See 37 CFR 1.7. The starting date
of the sixty - day period as recited in 35 U.S.C. 156(d) (1) has been clarified by the
America Invents Act where the Act provides that, [[f]Jor purposes of determining the
date on which a product receives permission under the second sentence of this paragraph,
if such permission is transmitted after 4:30 P.M., Eastern Time, on a business day, or

is transmitted on a day that is not a business day, the product shall be deemed to
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receive such permission on the next business day. For purposes of the preceding sentence,
the term ’business day means any Monday, Tuesday, Wednesday, Thursday, or Friday,
excluding any legal holiday under section 6103 of title 5. ] See Section 37 of the
American Invents Act and 35 U.S.C. 156. However, applicants are cautioned to avoid
filing an application for patent term extension on the last day for filing to avoid

the application being denied because the filing deadline was inadvertently missed

The expiration date of the patent for which an extension is sought as identified
pursuant to 37 CFR 1.740(a) (6) should be the expiration date according to the law (35
U.S.C. 154) at the time of filing of the application for patent term extension, and

should include any patent term adjustment under 35 U.S.C. 154(b)

Pursuant to 37 CFR 1.740(a) (9), the application for patent term extension need only
explain how one product claim of the patent claims the approved product, if there is
a claim to the product. In addition, the application need only explain how one method
of use claim of the patent claims the method of use of the approved product, if there
is a claim to the method of use of the product. Lastly, the application need only
explain how one claim of the patent claims the method of manufacturing the approved
product, if there is a claim to the method of manufacturing the approved product. At
most, a showing explaining three claims is required. However, each claim that claims
the approved product, the method of use of the approved product, or the method of
manufacturing the approved product must be listed. See 35 U.S.C. 156(d) (1) (B).

The showing should clearly explain how each listed claim reads on the approved product

For example, where a generic chemical structure is used in the claim to define the
claimed invention, a listing of variables and substituents which correspond to the
approved product is appropriate. Where a claim uses the [means for| language permitted
by 35 U.S.C. 112, paragraph 6, or 35 U.S.C. 112(f) for patents granted on AIA
applications, reference to the column and line number of the patent text and any
drawing reference numbers, as well as a description of any relevant equivalents, is

also appropriate

Pursuant to 37 CFR 1.740(a) (10), the patent term extension applicant must provide a
statement to enable the Secretary of Health and Human Services or the Secretary of
Agriculture, as appropriate, to determine the applicable regulatory period. In cases

where there is no regulatory event to reflect the commencement of the testing or
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approval phase of the regulatory review period, applicants should include in the
application the dates that they claim initiate either the approval or the testing
phases and an explanation of their reasonable bases for why they conclude that these
dates are the relevant dates. For instance, when the clinical trials are conducted
outside of the United States, the testing phase for a medical device begins on the
date the clinical investigation involving the device began. An applicant should include
an explanation as to why the date claimed is the date on which such clinical
investigations had commenced. If the applicant has any means of substantiating that

date, that information should be included in the application.

37 CFR 1.740(a) (11) requires a brief description of the activities of the marketing
applicant before the regulatory agency. This description should include an
identification of significant communications of substance with the regulatory agency
and the dates related to such communications. For example, these activities would
include the dates of the submissions of new data to the FDA, communications between
FDA and the applicant with respect to the appropriate protocols for testing the product

and communications between FDA and the applicant that are attempts to define the
particular requirements for premarketing approval for this particular product. The
applicant is not required to establish the existence of due diligence during the

regulatory review period in order to have a complete application.

As stated above, the marketing applicant must have been an agent of the patent owner,
if not the same entity as the patent owner. Accordingly, the Office will not assist
the patent owner in obtaining information required in an application for patent term
extension from the marketing applicant. It is sufficient that the description of the
activities briefly identify those significant activities undertaken by the marketing
applicant directed toward regulatory approval, and a submission of insignificant

details or identification of non - substantive communications is not required

37 CFR 1.740(a) (12) requires that the extension applicant state the length of extension
claimed and show how the length of extension was calculated, including whether the
14 - year limit of 35 U.S.C. 156(c) (3) or the five - year limit of 35 U.S.C. 156(g) (6) (A)

applies.

37 CFR 1.740(a) (15) requires the patent term extension applicant to provide a

correspondence address. A fax number should also be provided. Normally, only
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communications regarding the application for patent term extension will be sent to the
address specified in the patent term extension application. If the address is changed
after filing the application for patent term extension, the change of address should
be sent to Mail Stop Hatch - Waxman PTE, since changing the address for the patent file

will not cause the address for the patent term extension application to also be changed

In order to change the address of all correspondence, including maintenance fee
reminders, a change of address should also be filed. A change of address must be signed
by the patent applicant, the assignee of the entire interest, or an attorney or agent
of record. 37 CFR 1.33(a). Accordingly, if the patent term extension application is
signed by the marketing applicant, as an agent of the patent owner, a power of attorney
from the patent owner to any attorney for the marketing applicant would be necessary
for the attorney for the marketing applicant to be able to sign a change of address

for the patent file

Pursuant to 37 CFR 1.740(b), two additional copies of the application for patent term
extension must be filed with the application. The original copy, along with the patent
file (if not already scanned into the Image File Wrapper system), is scanned into the
Image File Wrapper system so that all patent prosecution and patent term extension
documents are available in PUBLIC PAIR. One copy of the application is forwarded to
the regulatory agency and the second copy is used by the Legal Advisor in the Office

of Patent Legal Administration.

2754 Filing Date [R - 11.2013]

37 CFR 1.741 Complete application given a filing date; petition procedure

(a) The filing date of an application for extension of a patent term is the date on
which a complete application is received in the Office or filed pursuant to the
procedures set forth in § 1.8 or § 1.10. A complete application must include:

(1) An identification of the approved product;

(2) An identification of each Federal statute under which regulatory review occurred;
(3) An identification of the patent for which an extension is being sought;

(4) An identification of each claim of the patent which claims the approved product or
a method of using or manufacturing the approved product;

(5) Sufficient information to enable the Director to determine under subsections (a)
and (b) of 35 U.S.C. 156 the eligibility of a patent for extension, and the rights

that will be derived from the extension, and information to enable the Director and
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the Secretary of Health and Human Services or the Secretary of Agriculture to determine
the length of the regulatory review period; and

(6) A brief description of the activities undertaken by the marketing applicant during
the applicable regulatory review period with respect to the approved product and the
significant dates applicable to such activities

(b) If an application for extension of patent term is incomplete under this section,
the Office will so notify the applicant. If applicant requests review of a notice that
an application is incomplete, or review of the filing date accorded an application
under this section, applicant must file a petition pursuant to this paragraph
accompanied by the fee set forth in § 1.17(h) within two months of the mail date of
the notice that the application is incomplete, or the notice according the filing date
complained of. Unless the notice indicates otherwise, this time period may be extended
under the provisions of § 1.136.

I. FILING DATE ACCORDED

An application for patent term extension under 35 U.S.C. 156 may be filed by mail
addressed to Mail Stop Hatch - Waxman PTE, Commissioner for Patents, P.0. Box 1450,
Alexandria, Virginia 22313 - 1450 or may be hand carried to the Office of Patent Legal
Administration. Applicants are encouraged to use the post card receipt practice

described in MPEP § 502

As set forth in 37 CFR 1.741(a), the filing date of an application for patent term
extension is the date on which a complete application is received in the USPTO or filed
pursuant to the certificate of mailing provisions of 37 CFR 1.8 (see MPEP § 512 for
suggested formats for a certificate of mailing) or the Priority Mail Express® provisions
of 37 CFR 1.10. Patent term extension applications must not be filed by facsimile or
the Office’ s electronic filing system (EFS - Web). However correspondence setting forth
a change of address and other papers relating to a patent term extension may be sent

by facsimile to the Office of Patent Legal Administration or via EFS - Web.

I1. COMPLETE APPLICATION

The term [complete application] is defined in 37 CFR 1.741(a) and is an application
meeting the requirements set forth in 35 U.S.C. 156(d) (1). For the establishment of a
filing date, the distinction between the requirements of 37 CFR 1.740 and the
requirements of 37 CFR 1.741 are important. While the requirements of 37 CFR 1.740 may
be satisfied outside the 60 - day filing period, the requirements of 37 CFR 1.741 are
mandated by 35 U.S.C. 156 and must be satisfied within the 60 - day filing period for
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the establishment of the filing date. The Office will consider each of these statutory
requirements to be satisfied in an application which provides sufficient information,
directed to each requirement, to act on the application, even though further information
may be desired by the USPTO or the regulatory agency before a final determination of

eligibility and length of patent term extension is made

ITI. INFORMAL APPLICATION
37 CFR 1.740 Formal requirements for application for extension of patent term;
correction of informalities

kekokskk

(¢) If an application for extension of patent term is informal under this section, the
Office will so notify the applicant. The applicant has two months from the mail date
of the notice, or such time as is set in the notice, within which to correct the
informality. Unless the notice indicates otherwise, this time period may be extended
under the provisions of § 1.136.

If the application does not meet all the formal requirements of 37 CFR 1.740(a) (see
MPEP § 2753), the applicant will be notified of the informalities and may seek to
have that holding reviewed under 37 CFR 1.740(c) or to correct the informality. The
time periods set forth therein are subject to the provisions of 37 CFR 1.136, unless

otherwise stated in the notice

Note that if the application satisfies the requirements of 37 CFR 1. 741, the application
filing date will have been established even if the application is held to be informal

under 37 CFR 1. 740.

2754. 01 Deadline for Filing an Application Under 35 U.S.C. 156(d) (1) [R - 11.2013]

An application for patent term extension under 35 U.S.C. 156(d) (1) may only be filed
within the sixty - day period beginning on the date the product received permission
under the provision of law under which the applicable regulatory review period occurred
for commercial marketing or use. The statutory time period is not extendable and cannot
be waived or excused. See U.S. Patent No. 4,486,425 (application for patent term
extension filed after the end of the 60 - day period and was therefore denied). For
purposes of determining the date the product received permission under the provision
of law under which the applicable regulatory review period occurred for commercial

marketing or use, if such permission is transmitted after 4:30 P.M., Eastern Time, on
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a business day, or is transmitted on a day that is not a business day, the product
shall be deemed to have received such permission on the next business day. The term
[business day] in this context means any Monday, Tuesday, Wednesday, Thursday, or

Friday, excluding any legal holiday under 5 U.S.C. 6103

The statute takes into account only the regulatory review carried out by the Food and
Drug Administration or the Department of Agriculture and no other government obstacles
to marketing or use. See Unimed, Inc. v. Quigg, 888 F2d 826, 828; 12 USPQ2d 1644, 1646
(Fed. Cir. 1989). For drug products the approval date is the date of a letter by the
Food and Drug Administration indicating that the application has been approved, even
if the letter requires further action before the drug can be marketed. Mead Johnson
Pharmaceutical Group v. Bowen, 838 F2d 1332, 1336; 6 USPQ2d 1565, 1568 (D.C. Cir

1988). For food or color additives, the relevant date is the effective date of the
regulation or order, which is set forth in the regulation or order, and generally is
the date that the regulation or order is published, e.g., in the Federal Register. See
21 U.S.C. 348(e). This date will generally be later than the date the approval is

communicated to the marketing applicant

2754.02 Filing Window for an Application Under 35 U.S.C. 156(d) (5) [R - 8.2012]

A first application for interim extension under 35 U.S.C. 156(d) (5) (to extend the
patent term before product approval) must be filed within the period beginning six
months and ending fifteen days before the patent is due to expire. Each subsequent
application for interim extension must be filed during the period beginning sixty days
before and ending thirty days before the expiration of the preceding interim extension.
35 U.S.C. 156(d) (5) (C). An interim extension granted under 35 U.S.C. 156(d) (5)
terminates sixty days after permission for commercial marketing or use of the product
is granted, except, if within the sixty - day period any additional information needed
for an application for patent term extension under 35 U.S.C. 156(d) (1) is submitted,
the patent may be further extended. 35 U.S.C. 156(d) (5) (E). The additional information
required to be submitted includes the fee for an application for patent term extension
under 35 U.S.C. 156(d) (1), identification of the date the product received permission
for commercial marketing or use, a statement that the application is being submitted
within sixty days of such date, and identification of the last date that the application
could be submitted. See 37 CFR 1.740(a) (3) and (5). However, if the product is not
approved within the period of interim extension, a new request for interim extension

must be filed and another interim extension granted to keep the patent in force. An
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applicant is generally limited to four one - year interim extensions

See MPEP § 2755.02 for additional information pertaining to the interim extension of

patent term under 35 U.S.C. 156(d) (5)

2754.03 Filing of a Request for an Extension Under 35 U.S.C. 156(e) (2) [R - 8.2012]

A request for an interim extension under 35 U.S.C. 156(e) (2) (to extend the patent
term during the processing of the patent term extension application) should be made at
least three months before the patent is due to expire. See MPEP § 2755.01 for

information pertaining to the interim extension of patent term under 35 U.S.C. 156(e) (2)

2755 Eligibility Determination [R - 8.2012]

37 CFR 1.750 Determination of eligibility for extension of patent term

A determination as to whether a patent is eligible for extension may be made by the
Director solely on the basis of the representations contained in the application for
extension filed in compliance with § 1.740 or § 1.790. This determination may be
delegated to appropriate Patent and Trademark Office officials and may be made at any
time before the certificate of extension is issued. The Director or other appropriate
officials may require from applicant further information or make such independent
inquiries as desired before a final determination is made on whether a patent is
eligible for extension. In an application for extension filed in compliance with §
1.740, a notice will be mailed to applicant containing the determination as to the
eligibility of the patent for extension and the period of time of the extension, if
any. This notice shall constitute the final determination as to the eligibility and
any period of extension of the patent. A single request for reconsideration of a final
determination may be made if filed by the applicant within such time as may be set in
the notice of final determination or, if no time is set, within one month from the
date of the final determination. The time periods set forth herein are subject to the

provisions of § 1.136.

The determination as to whether a patent is eligible for an extension will normally be
made solely from the representations contained in the application for patent term
extension. However, further information may be required or inquiry made of applicant
before a final determination is made on whether a patent is eligible for extension. In
circumstances where further information is required by the Office, the applicant will

be given a time period within which to respond. The failure to provide a response
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within the time period provided may result in a final determination adverse to the
granting of an extension of patent term unless the response period is extended. An
extension of time to respond may be requested under the provisions of 37 CFR 1.136
Under appropriate circumstances, e.g., if time is of the essence for a particular
reason, a request for information may contain a statement that the provisions of 37
CFR 1.136(a) are not available. The intentional failure to provide the information

requested may result in an adverse final determination.

A final determination may be made at any time after an application is filed. A single
request for reconsideration of a final determination may be filed within one month or
within such other time period set in the final determination. A notice will be mailed
to applicant containing the determination as to eligibility of the patent for extension
and the period of time of the extension of the term, if any. This notice shall
constitute the final determination as to eligibility and any period of extension of
the patent term. If no request for reconsideration is filed within the time period set
in the notice of final determination, the certificate of patent term extension will be

issued in due course. See MPEP § 2758.

2755.01 Interim Extension of Patent Term During the Processing of the Application [R -
11.2013]
35 U.S.C. 156 Extension of patent term.

kkokskek

(e)

(2) If the term of a patent for which an application has been submitted under subsection
(d) (1) would expire before a certificate of extension is issued or denied under
paragraph (1) respecting the application, the Director shall extend, until such
determination is made, the term of the patent for periods of up to one year if he
determines that the patent is eligible for extension.

kkokskk

37 CFR 1.760 Interim extension of patent term under 35 U.S.C. 156(e) (2).

An applicant who has filed a formal application for extension in compliance with §
1. 740 may request one or more interim extensions for periods of up to one year each
pending a final determination on the application pursuant to § 1.750. Any such request

should be filed at least three months prior to the expiration date of the patent. The
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Director may issue interim extensions, without a request by the applicant, for periods
of up to one year each until a final determination is made. The patent owner or agent
will be notified when an interim extension is granted and notice of the extension will
be published in the Official Gazette of the United States Patent and Trademark Office.
The notice will be recorded in the official file of the patent and will be considered
as part of the original patent. In no event will the interim extensions granted under
this section be longer than the maximum period for extension to which the applicant

would be eligible.

If the original term of the patent for which extension is sought will expire before a
final decision to issue a certificate of extension can be made, and a determination is
made that the patent is eligible for extension, 35 U.S.C. 156 provides that the Director
may issue an interim extension of the patent term for up to one year pending a final
decision on the application for extension. Should additional time be necessary,
additional interim extensions of up to one year may be granted by the Director. The
length of any interim extension is discretionary with the Director so long as it is
for one year or less. Its length should be set to provide time for completion of any
outstanding requirements. See In re Reckitt & Colman Products Ltd., 230 USPQ 369, 372
(Comm’ r Pat. & Tm. 1986). The Director may issue an interim extension under 35 U.S.C.

156 (e) (2) with or without a request from the applicant

Where a determination is made that the patent is not eligible for patent term extension,
an interim extension of the patent term is not warranted under 35 U.S.C. 156(e) (2).

See In re Alcon Laboratories Inc., 13 USPQ2d 1115, 1123 (Comm’ r. Pat.& Tm. 1989).

Where an interim extension has been granted and it is subsequently determined that the
patent is not eligible for patent term extension, the interim extension may be vacated

ab initio as ineligible under 35 U.S.C. 156(e) (2). See In re Reckitt, 230 USPQ at 370

While 37 CFR 1.760 provides that a request for an interim extension by the applicant

[should] be filed three months prior to the expiration of the patent, this time frame
is not mandatory. Any request filed within a shorter period of time will be considered,
upon a proper showing, where it is not possible to make an earlier request. However,
for an interim extension to be granted, the application for extension, in compliance
with 37 CFR 1.741, must have been filed prior to the expiration date of the patent. In

no event will an interim extension be granted for a period of patent term extension
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longer than the period of extension to which the patent would be eligible

A notice of each interim extension granted will be issued to the applicant for patent
term extension. The notice will be recorded in the official file of the patent and

will be considered as part of the original patent

2755.02 Interim Extension of Patent Term Before Product Approval [R - 11.2013]
35 U.S.C. 156 Extension of patent term.

kkskekek

(d)

(5)

(A) If the owner of record of the patent or its agent reasonably expects that the
applicable regulatory review period described in paragraphs (1) B) (ii), (2) (B) (ii),
(3) (B) (ii), ) B) (ii), or (5) (B) (ii) of subsection (g) that began for a product that
is the subject of such patent may extend beyond the expiration of the patent term in
effect, the owner or its agent may submit an application to the Director for an interim
extension during the period beginning 6 months, and ending 15 days before such term is
due to expire. The application shall contain—

(i) the identity of the product subject to regulating review and the Federal statute
under which such review is occurring;

(ii) the identity of the patent for which interim extension is being sought and the
identity of each claim of such patent which claims the product under regulatory review
or a method of using or manufacturing the product;

(iii) information to enable the Director to determine under subsection (a) (1), (2),
and (3) the eligibility of a patent for extension;

(iv) a brief description of the activities undertaken by the applicant during the
applicable regulatory review period to date with respect to the product under review
and the significant dates applicable to such activities; and

(v) such patent or other information as the Director may require

(B) If the Director determines that, except for permission to market or use the product
commercially, the patent would be eligible for an extension of the patent term under
this section, the Director shall publish in the Federal Register a notice of such
determination, including the identity of the product under regulatory review, and shall
issue to the applicant a certificate of interim extension for a period of not more

than 1 year.
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(C) The owner of record of a patent, or its agent, for which an interim extension has
been granted under subparagraph (B), may apply for not more than 4 subsequent interim
extensions under this paragraph, except that, in the case of a patent subject to
subsection (g) (6) (C), the owner of record of the patent, or its agent, may apply for
only 1 subsequent interim extension under this paragraph. Each such subsequent
application shall be made during the period beginning 60 days before, and ending 30
days before, the expiration of the preceding interim extension.

(D) Each certificate of interim extension under this paragraph shall be recorded in
the official file of the patent and shall be considered part of the original patent
(E) Any interim extension granted under this paragraph shall terminate at the end of
the 60 - day period beginning on the day on which the product involved receives
permission for commercial marketing or use, except that, if within that 60 - day period,
the applicant notifies the Director of such permission and submits any additional
information under paragraph (1) of this subsection not previously contained in the
application for interim extension, the patent shall be further extended, in accordance
with the provisions of this section—

(i) for not to exceed 5 years from the date of expiration of the original patent term;
or

(ii) if the patent is subject to subsection (g) (6) (C), from the date on which the
product involved receives approval for commercial marketing or use

(F) The rights derived from any patent the term of which is extended under this
paragraph shall, during the period of interim extension—

(i) in the case of a patent which claims a product, be limited to any use then under
regulatory review;

(ii) in the case of a patent which claims a method of using a product, be limited to
any use claimed by the patent then under regulatory review; and

(iii) in the case of a patent which claims a method of manufacturing a product, be
limited to the method of manufacturing as used to make the product then under regulatory
review.

kkokskk

37 CFR 1.790 Interim extension of patent term under 35 U.S.C. 156(d) (5).

(a) An owner of record of a patent or its agent who reasonably expects that the
applicable regulatory review period described in paragraph (1) (B) (ii), (2) (B) (ii),
3) B) (ii), (4) B) (ii), or (5) (B) (ii) of subsection (g) that began for a product that

is the subject of such patent may extend beyond the expiration of the patent term in
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effect may submit one or more applications for interim extensions for periods of up to
one year each. The initial application for interim extension must be filed during the
period beginning 6 months and ending 15 days before the patent term is due to expire
Each subsequent application for interim extension must be filed during the period
beginning 60 days before and ending 30 days before the expiration of the preceding
interim extension. In no event will the interim extensions granted under this section
be longer than the maximum period of extension to which the applicant would be entitled
under 35 U.S.C. 156(c)

(b) A complete application for interim extension under this section shall include all
of the information required for a formal application under § 1.740 and a complete
application under § 1.741. Sections (a) (1), (a)(2), (a) (4), and (a)(6) - (a)(17) of
§ 1.740 and § 1.741 shall be read in the context of a product currently undergoing
regulatory review. Sections (a) (3) and (a) (5) of § 1.740 are not applicable to an
application for interim extension under this section

(¢) The content of each subsequent interim extension application may be limited to a
request for a subsequent interim extension along with a statement that the regulatory
review period has not been completed along with any materials or information required
under § § 1.740 and 1.741 that are not present in the preceding interim extension
application.

37 CFR 1.791 Termination of interim extension granted prior to regulatory approval of
a product for commercial marketing or use.

Any interim extension granted under 35 U.S.C. 156(d) (5) terminates at the end of the
60 - day period beginning on the date on which the product involved receives permission
for commercial marketing or use. If within that 60 - day period the patent owner or its
agent files an application for extension under 8§ § 1.740 and 1.741 including any
additional information required under 35 U.S.C. 156(d) (1) not contained in the
application for interim extension, the patent shall be further extended in accordance

with the provisions of 35 U.S.C. 156.

If a patent that claims a product which is undergoing the approval phase of regulatory
review as defined by 35 U.S.C. 156(g) (1) (B) (ii), (2) B) (ii), (3) B) (i), ) (B) (ii),
and (5) (B) (ii) is expected to expire before approval is granted, interim patent term
extension is available under 35 U.S.C. 156(d) (5). The application for patent term
extension that must be submitted is generally the same as would be filed had the
product been approved, except that the approval date is not required to be set forth.

Once the product is approved, the application must be converted to an application for
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patent term extension under 35 U.S.C. 156(d) (1) to obtain patent term extension under

that subsection.

Processing of an application for interim patent term extension under 35 U.S.C. 156(d) (5)
is performed in the Office of Patent Legal Administration and is similar to other
applications for patent term extension, except that the Office is not required to seek
the advice of the relevant regulatory agency. The relevant agency, however, is normally
consulted before an interim extension is granted or before the application is denied

The fee for an application for patent term extension under 35 U.S.C. 156(d) (5) is set
forth in 37 CFR 1.20(j) (2), and the fee for a subsequent application is set forth in
37 CFR 1.20(j) (3). Copies of an application for interim extension are maintained in
the same manner as applications for patent term extension. As required by 35 U.S.C.
156(d) (5) (B), a determination that a patent is eligible for extension under 35 U.S.C.
156, but for regulatory approval, is published in the Federal Register. A sample order

granting a second interim extension follows:

UNITED STATES PATENT AND TRADEMARK OFFICE

In re

Request for Patent Term Extension ORDER GRANTING U.S. Patent No.__ INTERIM EXTENSION

On __, patent owner __, filed an application under 35 U.S.C. 156(d) (5) for interim
extension of the term of U.S. Patent No. __. The patent claims the F&EAE (active
ingredient) __ in the human drug product [___ .| The application indicates that the
product 1is currently undergoing a regulatory review before the Food and Drug
Administration for permission to market or use the product commercially. The original
term of the patent expired on __ On __, the patent was granted an first interim

extension under 35 U.S.C. 156(d) (5) for a period of one year.

Review of the application indicates that except for receipt of permission to market or
use the product commercially, the subject patent would be eligible for an extension of
the patent term under 35 U.S.C. 156. Since it is apparent that the regulatory review
period may extend beyond the date of expiration of the patent, as extended by the first
interim extension, a second interim extension of the patent term under 35 U.S.C.

156 (d) (5) is appropriate

296



An interim extension under 35 U.S.C. 156(d) (5) of the term of U.S. Patent No. __ is

granted for a period of one year from the extended expiration date of the patent

As seen from the example given, a series of one - year interim extensions may be granted
if requested in a timely manner (in the window of time between thirty and sixty days

before the extended expiration date).

An interim extension granted under 35 U.S.C. 156(d) (5) terminates sixty days after
permission for commercial marketing or use of the product is granted, except, if within
the sixty day period any additional information needed for an application for patent
term extension under 35 U.S.C. 156(d) (1) is submitted, the patent may be further
extended. 35 U.S.C. 156(d) (5) (E).

2756 Correspondence Between the USPTO and the Regulatory Agency [R - 11.2013]

Tt is the Director’ s responsibility to decide whether an applicant has satisfied the
requirements of the statute and whether the patent qualifies for patent term extension

The regulatory agency possesses expertise and records regarding some of the statutory
requirements and has certain direct responsibilities wunder 35 U.S.C. 156 for
determining the length of the regulatory review period. Consequently, to facilitate
eligibility decisions and permit the regulatory agency and the Office to carry out
their responsibilities under 35 U.S.C. 156, both the Food and Drug Administration and
the Department of Agriculture have entered into an [lagreement| of cooperation with
the Office. Memorandum of Understanding Between the Patent and Trademark Office and
the Food and Drug Administration, 52 FR 17830 (May 12, 1987); Memorandum of
Understanding Between the Patent and Trademark Office and the Animal and Plant Health
Inspection Service, 54 FR 26399 (June 23, 1989); 1104 0G 18 (July 11, 1989). The
agreements establish the procedures whereby the regulatory agency assists the Office
in determining a patent’ s eligibility for patent term extension under 35 U.S.C. 156.
It also establishes procedures for exchanging information between the regulatory agency
and the Office regarding regulatory review period determinations, due diligence
petitions and informal regulatory agency hearings under the law. The patent term
extension applicant receives a copy of all correspondence between the Office and the

regulatory agency

The Animal and Health Inspection Service of the Department of Agriculture is responsible

for assisting the Office in determining the eligibility of patent claiming a veterinary
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biological product that has been subject to the Virus - Serum- Toxin Act (21 U.S.C.
151 - 59) and for determining the regulatory review period of the veterinary biological
product. The Secretary of Health and Human Services of the Food and Drug Administration
is responsible for assisting the Office in determining the eligibility of patents
claiming any other product for which regulatory review gives rise to eligibility for

patent term extension. 21 CFR 60. 10.

1. INFORMATION REGARDING ELIGIBILITY FOR EXTENSION

If the Office has no clear reason to deny eligibility for patent term extension (even
if there are questions concerning eligibility), or if the applicant has been notified
of any informalities and it is anticipated that the informalities will be corrected or
explained, a first letter is sent to the regulatory agency to request information
regarding eligibility. The letter is accompanied by a copy of the patent term extension
application. This letter does not request the determination of the applicable

regulatory review period

The regulatory agency reply is usually in the form of a written response:

(A) verifying whether the product has undergone a regulatory review period within the
meaning of 35 U.S.C. 156(g) prior to commercial marketing or use;

(B) stating whether the marketing permission was for the first permitted commercial
marketing or use of that product, or, in the case of recombinant DNA technology,
whether such commercial marketing or use was the first permitted under the process
claimed in the patent;

(C) informing the Office whether the patent term extension application was submitted
within sixty days after the product was approved for marketing or use; and

(D) providing the Office with any other information relevant to the Office determination
of whether a patent related to a product is eligible for patent term extension.

While the Office has primary responsibility for the eligibility determination, the
regulatory agency often possesses information which is not readily available to the
Office. The assistance on the part of the regulatory agency enables both the Office

and the agency to process applications efficiently and to conserve resources

II. PRELIMINARY ELIGIBILITY DECISION
Upon receipt of a reply from the regulatory agency to the first letter from the Office

requesting assistance on determining eligibility, a preliminary eligibility decision
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(not the final decision) is made as to whether the patent is eligible for an extension
of its term. As noted above, the reply from the regulatory agency will usually inform
the Office as to whether the permission for commercial marketing and use of the product
on which the application for patent term extension is based is the first such approval
for that product. Furthermore, the regulatory agency usually provides information
regarding the date of product approval to permit a determination as to whether the
application was filed within the sixty - day statutory period. The information provided
by the regulatory agency is then compared with the related information from the
application. If no major discrepancies are found and the patent is determined to be
eligible for patent term extension, a second letter requesting a determination of the
length of the regulatory review period of the product is mailed to the regulatory
agency not later than sixty (60) days after the Office receipt date of the reply from
the regulatory agency. In the interest of efficiency, if the patent is determined to
be ineligible for patent term extension, the Office will dismiss the application rather
than request a determination of the regulatory review period. In re Allen & Hansbury,
Ltd., 227 USPQ 955, 960 n. 9 (Comm’ r Pat. & Tm. 1985). The second letter states that,
subject to final review, the patent is considered eligible for patent term extension

and requests a determination of the applicable regulatory review period.

2757 Regulatory Agency Determination of the Length of the Regulatory Review Period
[R - 11.2013]

Under 35 U.S.C. 156, the regulatory agency is responsible for the determination of the
length of the regulatory review period for the approved product on which the application
for patent term extension is based. The determination by the regulatory agency is made
based on the application as well as the official regulatory agency records for the
approved product. See, e.g., 21 CFR Ch. 1, Subpart C. The determination of the length
of the regulatory review period is solely the responsibility of the regulatory agency

Aktiebolaget Astra v. Lehman, 71 F.3d 1578, 1580 -81, 37 USPQ2d 1212, 1214 - 15
(Fed. Cir. 1995) (regarding U.S. Patent No. 4,215,113). To determine the regulatory
review period for an animal drug where the New Animal Drug Application (NADA) components
were submitted to FDA in a phased review, the approval phase, as defined by 35 U.S.C.
156 (g) (4) B) (ii), begins on the date of the submission of the administrative NADA. See
Wyeth Holdings Corp. v. Sebelius, 603 F.3d 1291, 1299 - 1300, 95 USPQ2d 1233, 1240
(Fed. Cir. 2010).

Once the determination has been made, the regulatory agency publishes the information
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in the Federal Register and forwards a letter to the Office with the same information

Included in both the Federal Register Notice and the letter to the Office are the total
length of the regulatory review period and the relevant dates on which the determination
is based. Both the letter to the Office and the Federal Register Notice separate the
total regulatory period into the initial or testing phase and the final approval phase

This provides the Office with the information necessary to determine the actual length
of extension for which the patent may be eligible. The Federal Register Notice also
sets a date, 180 days after publication of the notice, as a deadline for filing written
comments concerning any of the information set forth in the notice or a petition for
a determination regarding whether the marketing applicant has acted with due diligence
during the regulatory review period. The letter to the Office makes clear that the
determination does not take into account the issue date of the patent nor does it

exclude one - half of the testing phase.

The regulatory review period determination is not final until due diligence petitions
and informal hearings, if any, have been resolved. A certificate for extension of the
term of a patent may not issue from the Office until the regulatory review period
determination is final unless an interim extension appears warranted under 35 U.S.C.

156 (d) (5) and (e) (2) .

2757.01 Due Diligence Determination [R - 11.2013]
If a due diligence petition is filed during the 180 - day period following publication
of the regulatory agency determination of the regulatory review period, the regulatory
agency (e.g., FDA) makes the determination under 35 U.S.C. 156(d) (2) (B) whether the
applicant for patent term extension acted with due diligence during the regulatory
review proceedings. The term [due diligence] 1is defined in 35 U.S.C. 156(d) (3) as
[ that degree of attention, continuous directed effort, and timeliness as may
reasonably be expected from, and are ordinarily exercised by, a person during a
regulatory review period. | After affirming or revising the determination of the
regulatory review period, the regulatory agency notifies the Office and publishes the
results in the Federal Register. If no comment or petition is filed in the time period
provided, the regulatory agency notifies the Office that the period for filing a due
diligence petition pursuant to the notice has expired and that the regulatory agency
therefore considers its determination of the regulatory review period for the product
to be final. Following notification from the regulatory agency, the Office will proceed

with the final eligibility determination. See 21 CFR Ch. 1, Subparts D and E.
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2758 Notice of Final Determination - Calculation of Patent Term Extension [R - 11.2013]
35 U.S.C. 156 Extension of patent term.

kkokekek

(¢) The term of a patent eligible for extension under subsection (a) shall be extended
by the time equal to the regulatory review period for the approved product which period
occurs after the date the patent is issued, except that—

(1) each period of the regulatory review period shall be reduced by any period
determined under subsection (d)(2) (B) during which the applicant for the patent
extension did not act with due diligence during such period of the regulatory review
period;

(2) after any reduction required by paragraph (1), the period of extension shall
include only one - half of the time remaining in the periods described in paragraphs
(1) ®) (), ) ®) GH), B3)® @H), @) B @{), and (5) (B) (i) of subsection (g);

(3) if the period remaining in the term of a patent after the date of the approval of
the approved product under the provision of law under which such regulatory review
occurred when added to the regulatory review period as revised under paragraphs (1)
and (2) exceeds fourteen years, the period of extension shall be reduced so that the
total of both such periods does not exceed fourteen years, and

(4) in no event shall more than one patent be extended under subsection (e) (i) for the
same regulatory review period for any product

sofoketok

(g) For purposes of this section, the term [regulatory review period] has the following
meanings:

sofoketok

(6) A period determined under any of the preceding paragraphs is subject to the
following limitations:

(A) If the patent involved was issued after the date of the enactment of this section,
the period of extension determined on the basis of the regulatory review period
determined under any such paragraph may not exceed five years

(B) If the patent involved was issued before the date of the enactment of this section
and —

(i) no request for an exemption described in paragraph (1) (B) or (4) (B) was submitted
and no request for the authority described in paragraph (5) (B) was submitted,

(ii) no major health or environment effects test described in paragraph (2) (B) or
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(4) (B) was initiated and no petition for a regulation or application for registration
described in such paragraph was submitted, or

(iii) no clinical investigation described in paragraph (3) was begun or product
development protocol described in such paragraph was submitted, before such date for
the approved product the period of extension determined on the basis of the regulatory
review period determined under any such paragraph may not exceed five years

(C) If the patent involved was issued before the date of the enactment of this section
and if an action described in subparagraph (B) was taken before the date of enactment
of this section with respect to the approved product and the commercial marketing or
use of the product has not been approved before such date, the period of extension
determined on the basis of the regulatory review period determined under such paragraph
may not exceed two years or in the case of an approved product which is a new animal
drug or veterinary biological product (as those terms are used in the Federal Food
Drug, and Cosmetic Act or the Virus - Serum - Toxin Act), three years.

kkokskek

After reviewing the information provided by the regulatory agency, if the Office
determines the patent to be eligible for extension, the Office then calculates the
length of extension for which the patent is eligible under the appropriate statutory
provisions (35 U.S.C. 156(c); 37 CFR 1.750). The length of extension is subject to the
limitations of 35 U.S.C. 156(c)(3) and 35 U.S.C. 156(g) (6). A Notice of Final
Determination is mailed to applicant which states the length of extension for which
the application has been determined to be eligible and the calculations used to
determine the length of extension. Recently mailed Notices of Final Determination are
posted in the Freedom of Information (FOIA) section of the USPTO website (www.uspto. gov)
with other Decisions of the Director. The notice provides a period, usually one month,
in which the applicant can request reconsideration of any aspect of the Office
determination as to eligibility or the length of extension for which the application

has been found eligible

If the application has been determined to be ineligible for patent term extension, an
appropriate Notice of Final Determination is mailed to applicant which dismisses the
application and sets forth the basis for the dismissal. The applicant is given a period,

usually one month, in which to seek reconsideration of the determination.

If the patent is found to be eligible for extension, the Notice of Final Determination
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may include text similar to the following:

A determination has been made that U.S. Patent No. __ , which claims the human drug
__, is eligible for patent term extension under 35 U.S.C. 156. The period of extension

has been determined to be __

A single request for reconsideration of this final determination as to the length of
extension of the term of the patent may be made if filed within one month of the date
of this notice. Extensions of time under 37 CFR 1.136(a) are not applicable to this
time period. In the absence of such request for reconsideration, the Director will

issue a certificate of extension, under seal, for a period of days

The period of extension has been calculated using the FDA determination of the length
of the regulatory review period published in the Federal Register of __ . Under 35
U.S.C. 156(c)

Period of Extension = RRP - PGRRP - DD - % (TP - PGTP)1

1Consistent with 35 U.S.C. 156(c), TRRP] is the total number of days in the regulatory
review period, [PGRRP] is the number of days of the RRP which were on and before the
date on which the patent issued, [DD] is the number of days of the RRP that the
applicant did not act with due diligence, [TP] is the testing phase period described
in paragraphs (1) (B) (i), (2) (B) (i), (3) (B) (i), (4) (B) (i), and (5) (B) (i) of subsection
(g) of 35 U.S.C. 156, and [PGTP] 1is the number of days of the TP which were on and
before the date on which the patent issued, wherein half days are ignored for purposes

of the subtraction of % (TP - PGTP).

Since the regulatory review period began _ , before the patent issued __, only that
portion of the regulatory review period occurring after the date the patent issued has
been considered in the above determination of the length of the extension period 35
U.S.C. 156(c). (From __ to ___ is___ days; this period is subtracted for the number of
days occurring in the testing phase according to the FDA determination of the length
of the regulatory review period.) No determination of a lack of due diligence under 35

U.S.C. 156(c) (1) was made.

The 14 year exception of 35 U.S.C. 156(c) (3) operates to limit the term of the extension
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in the present situation because it provides that the period remaining in the term of

the patent measured from the date of approval of the approved product (__) when added

to the period of extension calculated above (___ days) cannot exceed fourteen years
The period of extension is thus limited to ___, by operation of 35 U.S.C. 156(c) (3).
Since the patent term (35 U.S.C. 154) would expire on __, the period of extension is

the number of days to extend the term of the patent from its expiration date to and

including , or days

The limitations of 35 U.S.C. 156(g) (6) do not operate to further reduce the period of

extension determined above

See MPEP § 2759 for further information pertaining to the issuance of a certificate

of extension.

A patent term extension generally extends the patent from its [loriginal expiration
date, | as defined by 35 U.S.C. 154 to include extension under former 35 U.S.C. 154(b)
(for applications filed between June 8, 1995 and May 28, 2000) and patent term
adjustment under 35 U.S.C. 154(b) (for applications filed on or after May 29, 2000)

No certificate or extension will be issued if the term of a patent cannot be extended
even though the patent is otherwise determined to be eligible for extension. In such
situations the final determination would issue indicating that no certificate will

issue.

I. CALCULATION OF PATENT TERM EXTENSION

The procedure for calculating the length of the patent term extension is set forth for
human drugs, antibiotic drugs, and human biological products in 37 CFR 1.775; for food
or color additives in 37 CFR 1.776; for medical devices in 37 CFR 1.777; for animal
drug products in 37 CFR 1.778; and for veterinary biological products in 37 CFR 1. 779
The length of patent term extension is the length of the regulatory review period as
determined by the Secretary of Health and Human Services or the Secretary of Agriculture,
but reduced, where appropriate, by the time periods provided in 37 CFR 1.775 - 1.779
The Office will rely on the Secretary’ s determination of the length of the regulatory
review period when calculating the length of the extension period under 37 CFR 1.775
- 1.779.
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Any part of the regulatory review period which occurs before the patent was granted
will not be counted toward patent term extension. Any period in which the marketing
applicant failed to exercise due diligence, thereby unnecessarily adding to the length
of the regulatory review period after the patent issued, will not be considered in
determining the length of the extension period. In making the calculation of the
extension period, half days will be ignored and thus will not be subtracted from the

regulatory review period

For products other than animal drug or veterinary biological products, the calculated
extension period cannot exceed any of the following statutory maximum periods of

extension:

(A) If the period remaining in the term of the patent after the date of approval of
the approved product when added to the calculated regulatory review period exceeds
fourteen years, the period of extension shall be reduced so that the total of both
such periods does not exceed fourteen years;

(B) If the patent involved was issued after September 24, 1984, (the date of enactment
of the statute), the calculated period of extension may not exceed five years;

(C) If the patent involved was issued before September 24, 1984, (the date of enactment
of the statute), and the regulatory review period proceeding started after this date,
the calculated period of extension may not exceed five years; and

(D) If the patent involved was issued before September 24, 1984, (the date of enactment
of the statute), and the regulatory review period proceeding started before this date

and the commercial marketing or use of the product has been approved after such date

the calculated period of extension may not exceed two years

For animal drug or veterinary biological products, the calculated extension period

cannot exceed any of the following statutory maximum periods of extension:

(A) If the period remaining in the term of the patent after the date of approval of
the approved product when added to the calculated regulatory review period exceeds
fourteen years, the period of extension shall be reduced so that the total of both
such periods does not exceed fourteen years;

(B) If the patent involved was issued after November 16, 1988, the calculated period
of extension may not exceed five years;

(C) If the patent involved was issued before November 16, 1988, and the regulatory

review period proceeding started after this date, the calculated period of extension
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may not exceed five years; and

(D) If the patent involved was issued before November 16, 1988, and the regulatory
review period proceeding started before this date, and the commercial marketing or use
of the product has been approved after such date, the calculated period of extension
may not exceed three years.

The patent term extension of a patent that issued before September 24, 1984, where the
regulatory review period began and ended before September 24, 1984, would only be a
function of the regulatory review period and the fourteen - year limit, and may be
extended for more than five years. Hoechst Aktiengesellschaft v. Quigg, 917 F2d 522,
525, 16 USPQ2d 1549, 1551 (Fed.Cir.1990).

2759 Certificate of Extension of Patent Term [R - 11.2013]

36 U.S.C. 156 Extension of patent term.

kkokskek

(e)

(1) A determination that a patent is eligible for extension may be made by the Director
solely on the basis of the representations contained in the application for the
extension. If the Director determines that a patent is eligible for extension under
subsection (a) and that the requirements of paragraphs (1) through (4) of subsection
(d) have been complied with, the Director shall issue to the applicant for the extension
of the term of the patent a certificate of extension, under seal, for the period
prescribed by subsection (c). Such certificate shall be recorded in the official file
of the patent and shall be considered as part of the original patent

kkokskek

37 CFR 1.780 Certificate or order of extension of patent term.

If a determination is made pursuant to § 1.750 that a patent is eligible for extension
and that the term of the patent is to be extended, a certificate of extension, under
seal, or an order granting interim extension under 35 U.S.C. 156(d) (5), will be issued
to the applicant for the extension of the patent term. Such certificate or order will
be recorded in the official file of the patent and will be considered as part of the
original patent. Notification of the issuance of the certificate or order of extension
will be published in the Official Gazette of the United States Patent and Trademark
Office. Notification of the issuance of the order granting an interim extension under

35 U.S.C. 156(d) (5), including the identity of the product currently under regulatory
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review, will be published in the Official Gazette of the United States Patent and
TrademarkOffice and in the Federal Register. No certificate of, or order granting, an
extension will be issued if the term of the patent cannot be extended, even though the
patent is otherwise determined to be eligible for extension. In such situations, the
final determination made pursuant to § 1.750 will indicate that no certificate or

order will issue

Once a determination is made pursuant to 37 CFR 1.750 that a patent is eligible for
extension of its term, a certificate of extension, under seal, will be issued to the
patent owner at the correspondence address specified in the application for patent
term extension. Following the one - month period provided in the Notice of Final
Determination, and where an extension is appropriate, the Certificate of Extension is
signed by the Director. The original certificate is mailed or delivered to the applicant
and a copy is sent to the regulatory agency. A copy of the certificate is placed in
the two files (official file/patent file and public file) maintained for the patent

term extension application.

Upon issuance of the certificate of extension, a notice is published in the Official

Gazette. A sample Official Gazette Notice Follows:

PATENT TERM EXTENDED UNDER 35 U.S.C. 156

A Certificate extending the term of the following patent was issued on _

U.S. Patent No.: __ Granted: __; Applicant: __; Owner of Record: __; Title: ___;
Classification: __ Product Trade Name: __; Original Expiration Date: __; Term Extended:

; Extended Expiration Date: __

All original papers from the application for patent term extension in the official
file are transferred to the official patent file of the subject patent and become a
part of the permanent record. A copy of the certificate of extension of patent term is
added to the patent electronic database as part of the patent record in the same manner
as 1s a certificate of correction or a terminal disclaimer. The patent is also added
to the list of patents extended under 35 U.S.C. 156, a copy of which is posted on the
USPTO website (www.uspto.gov) and which is also available in the “Patent Term Extension
(Restoration)” section of the electronic FOIA Reading Room of USPTO’ s website at

www. uspto. gov/ip/boards/foia_rr/ resources/patents/pte. jsp.
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2760 Trade Secret, Confidential, and Protective Order Material [R - 8.2012]

There is no provision in the statute or the rules for withholding from the public any
information that is submitted to the Office or the regulatory agency relating to an
application for patent term extension. While one submitting such materials to the
Office in relation to a pending application for patent term extension must generally
assume that such materials will be made of record in the file and be made public, the
Office is not unmindful of the difficulties this sometimes imposes. Proprietary or
trade secret information should be submitted generally in accordance with the
procedures set forth in MPEP § 724.02. Identification of the propriety or trade secret
material should be made by page, line, and word, as necessary. The Office will not in
the first instance undertake the task of determining the precise material in the
application which is proprietary or trade secret information. Only the applicant is in
a position to make this determination. See In re Schering - Plough Corp., 1 USPQ2d 1926,
1926 (Comm’ r Pat. & Tm. 1986)

The information will not be made public as part of the patent file before a certificate
of patent extension is issued. Should the Office receive a Freedom of Information Act
(FOTA) request for the material, the applicant will be provided notice and an
opportunity to substantiate its claim that the material is proprietary before the
Office determines whether disclosure of the material is required under the FOIA. If
such information was material to a determination of eligibility or any other Office
responsibility under 35 U.S.C. 156, it will be made public at the time the certificate
of extension is issued. Otherwise, if a suitable petition to expunge is filed before
the issuance of the certificate, the trade secret or confidential information will be
expunged from the file and returned to the patent term extension applicant. If a
petition to expunge is not filed prior to the issuance of the certificate, all of the

information will be open to public inspection.

2761 Multiple Applications for Extension of Term of the Same Patent or of Different
Patents for the Same Regulatory Review Period for a Product [R - 08.2012]
35 U.S.C. 156 Extension of patent term.

skkskskek

(c) (4) in no event shall more than one patent be extended under subsection (e) (i) for

the same regulatory review period for any product
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37 CFR 1.785 Multiple applications for extension of term of the same patent or of
different patents for the same regulatory review period for a product

(a) Only one patent may be extended for a regulatory review period for any product §
1.720(h). If more than one application for extension of the same patent is filed, the
certificate of extension of patent term, if appropriate, will be issued based upon the
first filed application for extension

(b) If more than one application for extension is filed by a single applicant which
seeks the extension of the term of two or more patents based upon the same regulatory
review period, and the patents are otherwise eligible for extension pursuant to the
requirements of this subpart, in the absence of an election by the applicant, the
certificate of extension of patent term, if appropriate, will be issued upon the
application for extension of the patent term having the earliest date of issuance of
those patents for which extension is sought

(¢) If an application for extension is filed which seeks the extension of the term of
a patent based upon the same regulatory review period as that relied upon in one or
more applications for extension pursuant to the requirements of this subpart, the
certificate of extension of patent term will be issued on the application only if the
patent owner or its agent is the holder of the regulatory approval granted with respect
to the regulatory review period

(d) An application for extension shall be considered complete and formal regardless of
whether it contains the identification of the holder of the regulatory approval granted
with respect to the regulatory review period. When an application contains such
information, or is amended to contain such information, it will be considered in
determining whether an application is eligible for an extension under this section. A
request may be made of any applicant to supply such information within a non - extendable
period of not less than one month whenever multiple applications for extension of more
than one patent are received and rely upon the same regulatory review period. Failure
to provide such information within the period for reply set shall be regarded as
conclusively establishing that the applicant is not the holder of the regulatory
approval.

(e) Determinations made under this section shall be included in the notice of final
determination of eligibility for extension of the patent term pursuant to § 1.750 and
shall be regarded as part of that determination.

Only one patent may be extended for a regulatory review period for any product. If
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more than one application for extension is filed for a single patent by different
applicants, the certificate of extension of the term of the patent, if appropriate,
would be issued based upon the first filed application for extension of patent term.
If a single applicant files more than one application for patent term extension for a
single patent based upon the regulatory review period of different products, then the
final determination under 37 CFR 1.750 will provide a period of time (usually one
month) for the patent owner to elect the product for which extension is desired. An
express withdrawal of the applications for extension of the nonelected products should
accompany the election. The final determination will indicate that if the patent owner
fails to elect a single product within the set time period, the Office will issue a

certificate of extension for the patent for a specified one of the products.

If more than one application for extension is filed by a single applicant for the
extension of the terms of different patents based upon the same regulatory review
period for a product, the certificate of extension will be issued on the application
for extension of the patent having the earliest date of issuance of those for which
extension 1is sought unless all but one application for extension is voluntarily
withdrawn by the applicant. When plural patents are found to be eligible for patent
term extension based on the same regulatory review of a product, the final determination
under 37 CFR 1.750 will provide a period of time (usually one month) for the patent
owner to elect the patent for which extension is desired. An express withdrawal of the
application(s) for extension of the nonelected patent(s) should accompany the election.
A failure to elect within the set time period will result in issuance of a certificate

of extension for the patent having the earliest date of issue

If applications for extension are filed by different applicants for the extension of
the terms of different patents based upon the same regulatory review period of a
product, the certificate of extension will be issued on the application of the holder
of the regulatory approval (marketing applicant). If the marketing applicant is not an
applicant for extension, the certificate of extension will issue to the applicant for
extension which holds an express authorization from the marketing applicant to rely
upon the regulatory review period as the basis for the application for extension. See

also 37 CFR 1.785(d).

2762 Duty of Disclosure in Patent Term Extension Proceedings [R - 08.2012]

37 CFR 1.765 Duty of disclosure in patent term extension proceedings.
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(a) A duty of candor and good faith toward the Patent and Trademark Office and the
Secretary of Health and Human Services or the Secretary of Agriculture rests on the
patent owner or its agent, on each attorney or agent who represents the patent owner
and on every other individual who is substantively involved on behalf of the patent
owner in a patent term extension proceeding. All such individuals who are aware, or
become aware, of material information adverse to a determination of entitlement to the
extension sought, which has not been previously made of record in the patent term
extension proceeding must bring such information to the attention of the Office or the
Secretary, as appropriate, in accordance with paragraph (b) of this section, as soon
as it is practical to do so after the individual becomes aware of the information.
Information is material where there is a substantial likelihood that the Office or the
Secretary would consider it important in determinations to be made in the patent term
extension proceeding.

(b) Disclosures pursuant to this section must be accompanied by a copy of each written
document which is being disclosed. The disclosure must be made to the Office or the
Secretary, as appropriate, unless the disclosure is material to determinations to be
made by both the Office and the Secretary, in which case duplicate copies, certified
as such, must be filed in the Office and with the Secretary. Disclosures pursuant to
this section may be made to the Office or the Secretary, as appropriate, through an
attorney or agent having responsibility on behalf of the patent owner or its agent for
the patent term extension proceeding or through a patent owner acting on his or her
own behalf. Disclosure to such an attorney, agent or patent owner shall satisfy the
duty of any other individual. Such an attorney, agent or patent owner has no duty to
transmit information which is not material to the determination of entitlement to the
extension sought

(c) No patent will be determined eligible for extension and no extension will be issued
if it is determined that fraud on the Office or the Secretary was practiced or attempted
or the duty of disclosure was violated through bad faith or gross negligence in
connection with the patent term extension proceeding. If it is established by clear
and convincing evidence that any fraud was practiced or attempted on the Office or the
Secretary in connection with the patent term extension proceeding or that there was
any violation of the duty of disclosure through bad faith or gross negligence in
connection with the patent term extension proceeding, a final determination will be
made pursuant to § 1.750 that the patent is not eligible for extension.

kkskskk
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A duty of candor and good faith toward the USPTO, the Secretary of Health and Human
Services, and the Secretary of Agriculture rests on the patent owner or its agent, on
each attorney or agent who represents the patent owner, and on every other individual
who is substantively involved on behalf of the patent owner in a patent term extension
proceeding. All such individuals who are aware, or become aware, of material information
adverse to a determination of entitlement to the extension sought, which has not been
previously made of record in the patent term extension proceeding, must bring such
information to the attention of the Office or the Secretary, as appropriate, as soon
as it is practicable to do so after the individual becomes aware of the information.
Information is [material] when there is a substantial likelihood that the Office or
the Secretary would consider it important in determinations to be made in the patent
term extension proceeding. Any such material information should be submitted to the
Director of the United States Patent and Trademark Office, the Secretary of Health and
Human Services, or the Secretary of Agriculture, as appropriate, accompanied by a copy
of each written document being disclosed. The information may be submitted through a

patent attorney or agent

A determination of eligibility for an extension or the issuance of a certificate will
not be made if clear and convincing evidence of fraud or attempted fraud on the Office
or a Secretary is determined to be present, or the duty of disclosure is determined to
have been violated through bad faith or gross negligence in connection with the patent
term extension proceeding. Since the determination as to whether a patent is eligible
for extension may be made solely on the basis of the representations made in the
application for extension, a final determination to refuse a patent term extension
because of fraud or a violation of the duty of disclosure is expected to be rare. See

MPEP § 2010.

2763 Limitation of Third Party Participation [R - 08.2012]
37 CFR 1.765 Duty of disclosure in patent term extension proceedings

kkokskk

(d) The duty of disclosure pursuant to this section rests on the individuals identified
in paragraph (a) of this section and no submission on behalf of third parties, in the
form of protests or otherwise, will be considered by the Office. Any such submissions
by third parties to the Office will be returned to the party making the submission, or

otherwise disposed of, without consideration by the Office
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Although the statute specifically provides for public input into the determination of
the regulatory review period, i.e., the filing of a due diligence petition before the
regulatory agency, no such provision was made for proceedings before the Office. Since
applicant already has a duty of disclosure to both the Office and the regulatory agency,
and Congress expected that it would be an administratively simple proceeding, no input
from third parties is permitted. Absent an invitation from the Director, any such
submission would be inappropriate. Accordingly, 37 CFR 1.765(d) precludes submissions
to the Office by or on behalf of third parties, thereby making patent term extension
proceedings in the Office an ex parte matter between the patent owner or its agent and
the Office. Submissions by third parties not requested by the Office will be returned,
or otherwise disposed of, without consideration. See In re Dubno, 12 USPQ2d 1153, 1154
(Comm” r Pat. & Tm. 1989).

2764 Express Withdrawal of Application for Extension of Patent Term [R - 08.2012]

37 CFR 1.770 Express withdrawal of application for extension of patent term.

An application for extension of patent term may be expressly withdrawn before a
determination is made pursuant to § 1.750 by filing in the Office, in duplicate, a
written declaration of withdrawal signed by the owner of record of the patent or its
agent. An application may not be expressly withdrawn after the date permitted for reply
to the final determination on the application. An express withdrawal pursuant to this
section is effective when acknowledged in writing by the Office. The filing of an
express withdrawal pursuant to this section and its acceptance by the Office does not

entitle applicant to a refund of the filing fee (8 1.20(j)) or any portion thereof

Any request for withdrawal of an application for extension of patent term after a
determination has been made pursuant to 37 CFR 1.750 must be submitted on or before
the date permitted for reply to the final determination, and be accompanied by a

petition under 37 CFR 1.182 with the appropriate petition filing fee
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4. PRIN DFFEREHA MR D 5 B BRI 3 S ¥54 (20174R 128 1 B A CHBRIER)

4. Regulation EC 469/2009

REGULATION (EC) No 469/2009

THE EUROPEAN PARLTAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty establishing the European Community, and in particular
Article 95 thereof, Having regard to the proposal from the Commission, Having regard
to the opinion of the European Economic and Social Committee, Acting in accordance
with the procedure laid down in Article 251 of the Treaty,

(1) Council Regulation (EEC) No 1768/92 of 18 June 1992 concerning the creation of a
supplementary protection certificate for medicinal products has been substantially
amended several times. In the interests of clarity and rationality the said Regulation
should be codified

(2) Pharmaceutical research plays a decisive role in the continuing improvement in
public health.

(3) Medicinal products, especially those that are the result of long, costly research
will not continue to be developed in the Community and in Europe unless they are
covered by favourable rules that provide for sufficient protection to encourage such
research.

(4) At the moment, the period that elapses between the filing of an application for a
patent for a new medicinal product and authorisation to place the medicinal product on
the market makes the period of effective protection under the patent insufficient to
cover the investment put into the research.

(5) This situation leads to a lack of protection which penalises pharmaceutical research.
(6) There exists a risk of research centres situated in the Member States relocating
to countries that offer greater protection.

(7) A uniform solution at Community level should be provided for, thereby preventing
the heterogeneous development of national laws leading to further disparities which
would be likely to create obstacles to the free movement of medicinal products within
the Community and thus directly affect the functioning of the internal market

(8) Therefore, the provision of a supplementary protection certificate granted, under
the same conditions, by each of the Member States at the request of the holder of a
national or European patent relating to a medicinal product for which marketing
authorisation has been granted is necessary. A regulation is therefore the most

appropriate legal instrument
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(9) The duration of the protection granted by the certificate should be such as to
provide adequate effective protection. For this purpose, the holder of both a patent
and a certificate should be able to enjoy an overall maximum of 15 years of exclusivity
from the time the medicinal product in question first obtains authorization to be
placed on the market in the Community

(10) All the interests at stake, including those of public health, in a sector as
complex and sensitive as the pharmaceutical sector should nevertheless be taken into
account.

For this purpose, the certificate cannot be granted for a period exceeding five years.
The protection granted should furthermore be strictly confined to the product which
obtained authorisation to be placed on the market as a medicinal product

(11) Provision should be made for appropriate limitation of the duration of the
certificate in the special case where a patent term has already been extended under a

specific national law,

HAVE ADOPTED THIS REGULATION:

Article 1 Definitions

For the purposes of this Regulation, the following definitions shall apply:

(a) ‘medicinal product’ means any substance or combination of substances presented
for treating or preventing disease in human beings or animals and any substance or
combination of substances which may be administered to human beings or animals with a
view to making a medical diagnosis or to restoring, correcting or modifying
physiological functions in humans or in animals;

(b) ‘product’ means the active ingredient or combination of active ingredients of a
medicinal product;

(c) ‘basic patent’ means a patent which protects a product as such, a process to
obtain a product or an application of a product, and which is designated by its holder
for the purpose of the procedure for grant of a certificate;

(d) ‘certificate’ means the supplementary protection certificate;

(e) ‘application for an extension of the duration’ means an application for an
extension of the duration of the certificate pursuant to Article 13 (3) of this
Regulation and Article 36 of Regulation (EC) No 1901/2006 of the European Parliament

and of the Council of 12 December 2006 on medicinal products for paediatric use
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Article 2 Scope

Any product protected by a patent in the territory of a Member State and subject, prior
to being placed on the market as a medicinal product, to an administrative authorization
procedure as laid down in Directive 2001/83/EC of the European Parliament and of the
Council of 6 November 2001 on the Community code relating to medicinal products for
human use or Directive 2001/82/EC of the European Parliament and of the Council of 6
November 2001 on the Community code relating to veterinary medicinal products it may,
under the terms and conditions provided for in this Regulation, be the subject of a

certificate

Article 3 Conditions for obtaining a certificate

A certificate shall be granted if, in the Member State in which the application referred
to in Article 7 is submitted and at the date of that application:

(a) the product is protected by a basic patent in force;

(b) a valid authorisation to place the product on the market as a medicinal product
has been granted in accordance with Directive 2001/83/EC or Directive 2001/82/EC, as
appropriate;

(c) the product has not already been the subject of a certificate;

(d) the authorisation referred to in point (b) is the first authorization to place the

product on the market as a medicinal product

Article 4 Subject matter of protection

Within the limits of the protection conferred by the basic patent, the protection
conferred by a certificate shall extend only to the product covered by the authorization
to place the corresponding medicinal product on the market and for any use of the
product as a medicinal product that has been authorized before the expiry of the

certificate

Article 5 Effects of the certificate
Subject to the provisions of Article 4, the certificate shall confer the same rights
as conferred by the basic patent and shall be subject to the same limitations and the

same obligations

Article 6 Entitlement to the certificate
The certificate shall be granted to the holder of the basic patent or his successor in

title.
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Article 7 Application for a certificate

1. The application for a certificate shall be lodged within six months of the date on
which the authorization referred to in Article 3(b) to place the product on the market
as a medicinal product was granted

2. Notwithstanding paragraph 1, where the authorization to place the product on the
market is granted before the basic patent is granted, the application for a certificate
shall be lodged within six months of the date on which the patent is granted

3. The application for an extension of the duration may be made when lodging the
application for a certificate or when the application for the certificate is pending
and the appropriate requirements of Article 8(1) (d) or Article 8(2), respectively, are
fulfilled.

4. The application for an extension of the duration of a certificate already granted
shall be lodged not later than two years before the expiry of the certificate.

5. Notwithstanding paragraph 4, for five years following the entry into force of
Regulation (EC) No 1901/2006, the application for an extension of the duration of a
certificate already granted shall be lodged not later than six months before the expiry

of the certificate

Article 8 Content of the application for a certificate

1. The application for a certificate shall contain:

(a) a request for the grant of a certificate, stating in particular:

(i) the name and address of the applicant;

(ii) if he has appointed a representative, the name and address of the representative;
(iii) the number of the basic patent and the title of the invention;

(iv) the number and date of the first authorization to place the product on the market,
as referred to in Article 3(b) and, if this authorization is not the first authorization
for placing the product on the market in the Community, the number and date of that

authorization;

(b) a copy of the authorization to place the product on the market, as referred to in
Article 3(b), in which the product is identified, containing in particular the number
and date of the authorization and the summary of the product characteristics listed in

Article 11 of Directive 2001/83/EC or Article 14 of Directive 2001/82/EC;

(c) if the authorization referred to in point (b) is not the first authorization for
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placing the product on the market as a medicinal product in the Community, information
regarding the identity of the product thus authorized and the legal provision under
which the authorization procedure took place, together with a copy of the notice

publishing the authorization in the appropriate official publication;

(d) where the application for a certificate includes a request for an extension of the
duration:

(i) a copy of the statement indicating compliance with an agreed completed pediatric
investigation plan as referred to in Article 36(1) of Regulation (EC) No 1901/2006;
(ii) where necessary, in addition to the copy of the authorization to place the product
on the market as referred to in point (b),

proof of possession of authorizations to place the product on the market of all other

Member States, as referred to in Article 36(3) of Regulation (EC) No 1901/2006.

2. Where an application for a certificate is pending, an application for an extended
duration in accordance with Article 7(3) shall include the particulars referred to in
paragraph 1(d) of this Article and a reference to the application for a certificate

already filed.

3. The application for an extension of the duration of a certificate already granted
shall contain the particulars referred to in paragraph 1(d) and a copy of the

certificate already granted

4. Member States may provide that a fee is to be payable upon application for a

certificate and upon application for the extension of the duration of a certificate

Article 9 Lodging of an application for a certificate

1. The application for a certificate shall be lodged with the competent industrial
property office of the Member State which granted the basic patent or on whose behalf
it was granted and in which the authorization referred to in Article 3(b) to place the
product on the market was obtained, unless the Member State designates another authority
for the purpose. The application for an extension of the duration of a certificate

shall be lodged with the competent authority of the Member State concerned

2. Notification of the application for a certificate shall be published by the authority

referred to in paragraph 1. The notification shall contain at least the following
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information:

(a) the name and address of the applicant;

(b) the number of the basic patent;

(c) the title of the invention;

(d) the number and date of the authorization to place the product on the market,
referred to in Article 3(b), and the product identified in that authorization;

(e) where relevant, the number and date of the first authorization to place the product
on the market in the Community;

(f) where applicable, an indication that the application includes an application for

an extension of the duration.

3. Paragraph 2 shall apply to the notification of the application for an extension of
the duration of a certificate already granted or where an application for a certificate
is pending. The notification shall additionally contain an indication of the

application for an extended duration of the certificate

Article 10 Grant of the certificate or rejection of the application for a certificate
1. Where the application for a certificate and the product to which it relates meet
the conditions laid down in this Regulation, the authority referred to in Article 9(1)

shall grant the certificate

2. The authority referred to in Article 9(1) shall, subject to paragraph 3, reject the
application for a certificate if the application or the product to which it relates

does not meet the conditions laid down in this Regulation.

3. Where the application for a certificate does not meet the conditions laid down in
Article 8, the authority referred to in Article 9(1) shall ask the applicant to rectify

the irregularity, or to settle the fee, within a stated time.

4. If the irregularity is not rectified or the fee is not settled under paragraph 3

within the stated time, the authority shall reject the application.
5. Member States may provide that the authority referred to in Article 9(1) is to grant

certificates without verifying that the conditions laid down in Article 3(c) and (d)

are met.
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6. Paragraphs 1 to 4 shall apply mutatis mutandis to the application for an extension

of the duration.

Article 11 Publication

1. Notification of the fact that a certificate has been granted shall be published by
the authority referred to in Article 9(1). The notification shall contain at least the
following information:

(a) the name and address of the holder of the certificate;

(b) the number of the basic patent;

(c) the title of the invention;

(d) the number and date of the authorization to place the product on the market referred
to in Article 3(b) and the product identified in that authorization;

(e) where relevant, the number and date of the first authorization to place the product
on the market in the Community;

(f) the duration of the certificate

2. Notification of the fact that the application for a certificate has been rejected
shall be published by the authority referred to in Article 9(1). The notification shall

contain at least the information listed in Article 9(2)

3. Paragraphs 1 and 2 shall apply to the notification of the fact that an extension of
the duration of a certificate has been granted or of the fact that the application for

an extension has been rejected

Article 12 Annual fees
Member States may require that the certificate be subject to the payment of annual

fees.

Article 13 Duration of the certificate

1. The certificate shall take effect at the end of the lawful term of the basic patent
for a period equal to the period which elapsed between the date on which the application
for a basic patent was lodged and the date of the first authorization to place the

product on the market in the Community, reduced by a period of five years

2. notwithstanding paragraph 1, the duration of the certificate may not exceed five

years from the date on which it takes effect
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3. The periods laid down in paragraphs 1 and 2 shall be extended by six months in the
case where Article 36 of Regulation (EC) No 1901/2006 applies. In that case, the
duration of the period laid down in paragraph 1 of this Article may be extended only

once.

4. Where a certificate is granted for a product protected by a patent which, before 2
January 1993, had its term extended or for which such extension was applied for, under
national law, the term of protection to be afforded under this certificate shall be

reduced by the number of years by which the term of the patent exceeds 20 years

Article 14 Expiry of the certificate

The certificate shall lapse:

(a) at the end of the period provided for in Article 13;

(b) if the certificate holder surrenders it;

(c) if the annual fee laid down in accordance with Article 12 is not paid in time;

(d) if and as long as the product covered by the certificate may no longer be placed
on the market following the withdrawal of the appropriate authorization or
authorizations to place on the market in accordance with Directive 2001/83/EC or

Directive 2001/82/EC.

Article 15 Invalidity of the certificate

1. The certificate shall be invalid if:

(a) it was granted contrary to the provisions of Article 3;

(b) the basic patent has lapsed before its lawful term expires;

(c) the basic patent is revoked or limited to the extent that the product for which
the certificate was granted would no longer be protected by the claims of the basic
patent or, after the basic patent has expired, grounds for revocation exist which would

have justified such revocation or limitation.

2. Any person may submit an application or bring an action for a declaration of
invalidity of the certificate before the body responsible under national law for the

revocation of the corresponding basic patent

Article 16 Revocation of an extension of the duration

1. The extension of the duration may be revoked if it was granted contrary to the
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provisions of Article 36 of Regulation (EC) No 1901/2006.

2. Any person may submit an application for revocation of the extension of the duration
to the body responsible under national law for the revocation of the corresponding

basic patent

Article 17 Notification of lapse or invalidity

1. If the certificate lapses in accordance with point (b), (c) or (d) of Article 14,
or is invalid in accordance with Article 15, notification thereof shall be published
by the authority referred to in Article 9(1).

2. If the extension of the duration is revoked in accordance with Article 16,

notification thereof shall be published by the authority referred to in Article 9(1)

Article 18 Appeals

The decisions of the authority referred to in Article 9(1) or of the bodies referred
to in Articles 15(2) and 16(2) taken under this Regulation shall be open to the same
appeals as those provided for in national law against similar decisions taken in

respect of national patents

Article 19 Procedure

1. In the absence of procedural provisions in this Regulation, the procedural provisions
applicable under national law to the corresponding basic patent shall apply to the
certificate, unless the national law lays down special procedural provisions for

certificates

2. Notwithstanding paragraph 1, the procedure for opposition to the granting of a

certificate shall be excluded

Article 20 Additional provisions relating to the enlargement of the Community
Without prejudice to the other provisions of this Regulation, the following provisions

shall apply:

(a) any medicinal product protected by a valid basic patent and for which the first
authorization to place it on the market as a medicinal product was obtained after 1
January 2000 may be granted a certificate in Bulgaria, provided that the application

for a certificate was lodged within six months from 1 January 2007;
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(b) any medicinal product protected by a valid basic patent in the Czech Republic and
for which the first authorization to place it on the market as a medicinal product was
obtained:

(i) in the Czech Republic after 10 November 1999 may be granted a certificate, provided
that the application for a certificate was lodged within six months of the date on
which the first market authorization was obtained;

(ii) in the Community not earlier than six months prior to 1 May 2004 may be granted
a certificate, provided that the application for a certificate was lodged within six

months of the date on which the first market authorization was obtained;

(¢) any medicinal product protected by a valid basic patent and for which the first
authorization to place it on the market as a medicinal product was obtained in Estonia
prior to 1 May 2004 may be granted a certificate, provided that the application for a
certificate was lodged within six months of the date on which the first market
authorization was obtained or, in the case of those patents granted prior to 1 January

2000, within the six months provided for in the Patents Act of October 1999;

(d) any medicinal product protected by a valid basic patent and for which the first
authorization to place it on the market as a medicinal product was obtained in Cyprus
prior to 1 May 2004 may be granted a certificate, provided that the application for a
certificate was lodged within six months of the date on which the first market
authorization was obtained;

notwithstanding the above, where the market authorization was obtained before the grant
of the basic patent, the application for a certificate must be lodged within six months

of the date on which the patent was granted;

(e) any medicinal product protected by a valid basic patent and for which the first
authorization to place it on the market as a medicinal product was obtained in Latvia
prior to 1 May 2004 may be granted a certificate. In cases where the period provided
for in Article 7(1) has expired, the possibility of applying for a certificate shall

be open for a period of six months starting no later than 1 May 2004;

(f) any medicinal product protected by a valid basic patent applied for after 1 February
1994 and for which the first authorization to place it on the market as a medicinal

product was obtained in Lithuania prior to 1 May 2004 may be granted a certificate,
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provided that the application for a certificate was lodged within six months from 1

May 2004;

(g) any medicinal product protected by a valid basic patent and for which the first
authorization to place it on the market as a medicinal product was obtained after 1
January 2000 may be granted a certificate in Hungary, provided that the application

for a certificate was lodged within six months from 1 May 2004,

(h) any medicinal product protected by a valid basic patent and for which the first
authorization to place it on the market as a medicinal product was obtained in Malta
prior to 1 May 2004 may be granted a certificate. In cases where the period provided
for in Article 7(1) has expired, the possibility of applying for a certificate shall

be open for a period of six months starting no later than 1 May 2004,

(i) any medicinal product protected by a valid basic patent and for which the first
authorization to place it on the market as a medicinal product was obtained after 1
January 2000 may be granted a certificate in Poland, provided that the application for

a certificate was lodged within six months starting no later than 1 May 2004;

(j) any medicinal product protected by a valid basic patent and for which the first
authorization to place it on the market as a medicinal product was obtained after 1
January 2000 may be granted a certificate in Romania. In cases where the period provided
for in Article 7(1) has expired, the possibility of applying for a certificate shall

be open for a period of six months starting no later than 1 January 2007;

(k) any medicinal product protected by a valid basic patent and for which the first
authorization to place it on the market as a medicinal product was obtained in Slovenia
prior to 1 May 2004 may be granted a certificate, provided that the application for a
certificate was lodged within six months from 1 May 2004, including in cases where the

period provided for in Article 7(1) has expired;

(1) any medicinal product protected by a valid basic patent and for which the first
authorization to place it on the market as a medicinal product was obtained in Slovakia
after 1 January 2000 may be granted a certificate, provided that the application for
a certificate was lodged within six months of the date on which the first market

authorization was obtained or within six months of 1 July 2002 if the market
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authorization was obtained before that date

Article 21 Transitional provisions

1. This Regulation shall not apply to certificates granted in accordance with the
national legislation of a Member State before 2 January 1993 or to applications for a
certificate filed in accordance with that legislation before 2 July 1992. With regard
to Austria, Finland and Sweden, this Regulation shall not apply to certificates granted

in accordance with their national legislation before 1 January 1995

2. This Regulation shall apply to supplementary protection certificates granted in
accordance with the national legislation of the Czech Republic, Estonia, Cyprus, Latvia
Lithuania, Malta, Poland, Slovenia and Slovakia prior to 1 May 2004 and the national

legislation of Romania prior to 1 January 2007

Article 22 Repeal
Regulation (EEC) No 1768/92, as amended by the acts listed in Annex I, is repealed
References to the repealed Regulation shall be construed as references to this

Regulation and shall be read in accordance with the correlation table in Annex II.

Article 23 Entry into force
This Regulation shall enter into force on the 20th day following its publication in t

he Official Journal of the European Union.

v, FEEOBEEY Mopp. Manual of Patent Practice)
https://www. gov. uk/guidance/manual - of - patent - practice - mopp
- Supplementary Protection Certificates for Medicinal and Plant Protection Products
- Regulation (EC) No 1610/96 of the European Parliament and of the council (Plant

Protection Products)

N, R4 Y DOFEAEYE (Exanination Guidelines for Supplementary Protection Certificates)

https://www. dpma. de/english/services/forms/patents/index. html

- Examination Guidelines for Supplementary Protection Certificates
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- HFriE (Patents Act)

Part 3—-Extension of term of standard patents relating to pharmaceutical substances

70 Applications for extension of patent

(1) The patentee of a standard patent may apply to the Commissioner for an
extension of the term of the patent if the requirements set out in subsections (2),
(3) and (4) are satisfied.

(2) Either or both of the following conditions must be satisfied:

(a) one or more pharmaceutical substances per se must in substance be disclosed in the
complete specification of the patent and in substance fall within the scope of the
claim or claims of that specification;

(b) one or more pharmaceutical substances when produced by a process that involves the
use of recombinant DNA technology, must in substance be disclosed in the complete
specification of the patent and in substance fall within the scope of the claim or
claims of that specification.

(3) Both of the following conditions must be satisfied in relation to at least one of
those pharmaceutical substances:

(a) goods containing, or consisting of, the substance must be included in the Australian
Register of Therapeutic Goods;

(b) the period beginning on the date of the patent and ending on the first regulatory
approval date for the substance must be at least 5 years

Note: Section 65 sets out the date of a patent

(4) The term of the patent must not have been previously extended under this Part

(5) For the purposes of this section, the first regulatory approval date, in relation
to a pharmaceutical substance, is:

(a) if no pre - TGA marketing approval was given in relation to the substance—the date
of commencement of the first inclusion in the Australian Register of Therapeutic Goods
of goods that contain, or consist of, the substance; or

(b) if pre - TGA marketing approval was given in relation to the substance—the date of
the first approval.

(6)For the purposes of this section, pre - TGA marketing approval, in relation to a
pharmaceutical substance, is an approval (however described) by a Minister, or a
Secretary of a Department, to:

(a) market the substance, or a product containing the substance, in Australia;or
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(b) import into Australia, for general marketing, the substance or a product containing

the substance

71 Form and timing of an application

Form of application

(1) An application for an extension of the term of a standard patent must:

(a) be in the approved form; and

(b) be accompanied by such documents (if any) as are ascertained in accordance with
the regulations; and

(¢) be accompanied by such information (if any) as is ascertained in accordance with
the regulations

For this purpose, document includes a copy of a document

Timing of application

(2) An application for an extension of the term of a standard patent must be made
during the term of the patent and within 6 months after the latest of the following
dates:

(a) the date the patent was granted;

(b) the date of commencement of the first inclusion in the Australian Register of
Therapeutic Goods of goods that contain, or consist of, any of the pharmaceutical
substances referred to in subsection 70(3);

(c) the date of commencement of this section.

72 Notification and public inspection of application
If a patentee makes an application for an extension of the term of a standard patent,
the Commissioner must publish in the Official Journal a notice that the application

has been made and is open to public inspection

73 Withdrawal of application

(1) A patentee who has applied for an extension of the term of a standard patent may
by notice in writing to the Commissioner, withdraw the application.

(2) If an application for an extension of the term of a standard patent is withdrawn,
the Commissioner must publish in the Official Journal a notice stating that the

application has been withdrawn.

74 Acceptance or refusal of application

Acceptance
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(1) If a patentee of a standard patent makes an application for an extension of the
term of the patent, the Commissioner must accept the application if the Commissioner
is satisfied, on the balance of probabilities, that the requirements of sections 70
and 71 are satisfied in relation to the application.

(2) If the Commissioner accepts the application, the Commissioner must:

(a) notify the applicant in writing of the acceptance; and

(b) publish a notice of the acceptance in the Official Journal

Refusal

(3) The Commissioner must refuse to accept the application if the Commissioner is not
satisfied, on the balance of probabilities, that the requirements of sections 70 and
71 are satisfied in relation to the application.

(4) If the Commissioner refuses to accept the application, the Commissioner must:

(a) notify the applicant in writing of the reasons for the refusal; and

(b) publish a notice of the refusal in the Official Journal.

75 Opposition to grant of extension

(1) The Minister or any other person may, in accordance with the regulations, oppose
the grant of an extension of the term of a standard patent on the ground that one or
more of the requirements of sections 70 and 71 are not satisfied in relation to the
application for the extension. The Minister or other person may not oppose the grant
of the extension on any other ground

(2) If the grant of an extension of the term of a standard patent is opposed, the
Commissioner must decide the case in accordance with the regulations

(3) The Commissioner must give the applicant and the opponent a reasonable opportunity
to be heard before deciding a case

(4) The applicant, and any opponent, may appeal to the Federal Court against a decision

of the Commissioner under this section.

76 Grant of extension

(1) The Commissioner must grant an extension of the term of a standard patent if:

(a) there is no opposition to the grant; or

(b) in spite of opposition, the Commissioner’ s decision, or the decision on appeal,
is that the extension should be granted

(2) If the Commissioner grants an extension, the Commissioner must notify the applicant

in writing of the grant and publish a notice of the grant in the Official Journal.
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76A Notification of extension to the Secretary, Health and Family Services

In respect of each application for an extension approved by the Commissioner under
section 76 in a financial year, the patent holder must lodge with the Secretary of the
Department, before the end of the following financial year, a return setting out the
following information:

(a) details of the amount and origin of any Commonwealth funds spent in the research
and development of the drug which was the subject of the application; and

(b) the name of any body:

(i) with which the applicant has a contractual agreement; and

(ii) which is in receipt of Commonwealth funds; and

(¢) the total amount spent on each type of research and development, including pre -
clinical research and clinical trials, in respect of the drug which was the subject of

the application.

77 Calculation of term of extension

(1) If the Commissioner grants an extension of the term of a standard patent, the term
of the extension is equal to:

(a) the period beginning on the date of the patent and ending on the earliest first
regulatory approval date (as defined by section 70) in relation to any of the
pharmaceutical substances referred to in subsection 70(2);

reduced (but not below zero) by:

(b) 5 years

Note: Section 65 sets out the date of a patent

(2) However, the term of the extension cannot be longer than 5 years

78 Exclusive rights of patentee are limited if extension granted

If the Commissioner grants an extension of the term of a standard patent, the exclusive
rights of the patentee during the term of the extension are not infringed:

(a) by a person exploiting:

(i) a pharmaceutical substance per se that is in substance disclosed in the complete
specification of the patent and in substance falls within the scope of the claim or
claims of that specification; or

(ii) a pharmaceutical substance when produced by a process that involves the use of
recombinant DNA technology, that is in substance disclosed in the complete
specification of the patent and in substance falls within the scope of the claim or

claims of that specification;
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for a purpose other than therapeutic use; or

(b) by a person exploiting any form of the invention other than:

(i) a pharmaceutical substance per se that is in substance disclosed in the complete
specification of the patent and in substance falls within the scope of the claim or
claims of that specification; or

(ii) a pharmaceutical substance when produced by a process that involves the use of
recombinant DNA technology, that 1is 1in substance disclosed in the complete
specification of the patent and in substance falls within the scope of the claim or

claims of that specification.

79 Rights of patentee if extension granted after patent expires

If:

(a) a patentee applies for an extension of the term of a standard patent; and

(b) the term of the patent expires before the application is determined; and

(c) the extension is granted;

the patentee has, after the extension is granted, the same rights to start proceedings
in respect of the doing of an act during the period:

(d) commencing on the expiration of the term of the patent; and

(e) ending on the day on which the extension was granted;

as if the extension had been granted at the time when the act was done

79A Commissioner not to make decision if court proceedings pending

If:

(a) a patentee of a standard patent applies for an extension of the term of the patent;
and

(b) relevant proceedings in relation to the patent are pending;

the Commissioner must not make any decision under this Part in relation to the patent

without the leave of the court
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KrErEE (Patents Act)

Supplementary Protection for Inventions — Medicinal Ingredients

Interpretation

Definitions

104 The following definitions apply in this section and in sections 105 to 134.
authorization for sale has the meaning assigned by regulations. (autorisation de mise
en marché)

drug means a substance or a mixture of substances manufactured, sold or represented
for use in

(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or
abnormal physical state, or its symptoms, in human beings or animals; or

(b) restoring, correcting or modifying organic functions in human beings or animals
(drogue)

Minister means the Minister of Health. (ministre)

Interpretation

105 (1) For the purposes of this section and sections 106 to 134, if a patent is
reissued under section 47, it is deemed to have been granted on the day on which the
original patent was granted and its application filing date is deemed to be the day on
which the application for the original patent was filed

Human and veterinary uses

(2) For the purposes of this section and sections 106 to 134, a medicinal ingredient
or combination of medicinal ingredients contained in a drug authorized for human use
and a medicinal ingredient or combination of medicinal ingredients contained in a drug
authorized for veterinary use are to be treated as different medicinal ingredients or
different combinations of medicinal ingredients, as the case may be

Same medicinal ingredient — human use

(3) If medicinal ingredients contained in drugs authorized for human use differ from
each other only with respect to a prescribed variation, they are to be treated as the
same medicinal ingredient for the purposes of this section and sections 106 to 134
Same medicinal ingredient — veterinary use

(4) If medicinal ingredients contained in drugs authorized for veterinary use differ

from each other only with respect to a prescribed variation, they are to be treated as
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the same medicinal ingredient for the purposes of this section and sections 106 to 134

Same combination — human use

(5) If combinations of medicinal ingredients contained in drugs authorized for human
use differ from each other only with respect to a variation in the ratio between those
ingredients, they are to be treated as the same combination of medicinal ingredients
for the purposes of this section and sections 106 to 134.

Same combination — veterinary use

(6) If combinations of medicinal ingredients contained in drugs authorized for
veterinary use differ from each other only with respect to a variation in the ratio
between those ingredients, they are to be treated as the same combination of medicinal

ingredients for the purposes of this section and sections 106 to 134.

Application for Certificate of Supplementary Protection

Application

106 (1) On the payment of the prescribed fee, a patentee may apply to the Minister for
a certificate of supplementary protection for a patented invention if all of the
following conditions are met:

(a) the patent is not void and it meets any prescribed requirements;

(b) the filing date for the application for the patent is on or after October 1, 1989;
(¢) the patent pertains in the prescribed manner to a medicinal ingredient, or
combination of medicinal ingredients, contained in a drug for which an authorization
for sale of the prescribed kind was issued on or after the day on which this section
comes into force;

(d) the authorization for sale is the first authorization for sale that has been issued
with respect to the medicinal ingredient or the combination of medicinal ingredients,
as the case may be;

(e) no other certificate of supplementary protection has been issued with respect to
the medicinal ingredient or the combination of medicinal ingredients, as the case may
be;

(f) if an application for a marketing approval, equivalent to an authorization for
sale, was submitted in a prescribed country with respect to the medicinal ingredient
or combination of medicinal ingredients, as the case may be, before the application
for the authorization for sale was filed with the Minister, the application for the
authorization for sale was filed before the end of the prescribed period that begins
on the day on which the first such application for a marketing approval was submitted

Issuance — paragraph (1) (e)
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(2) Another certificate of supplementary protection is considered to have been issued
for the purposes of paragraph (1) (e) even if that other certificate is subsequently
held to be invalid or void or it never takes effect or ceases to have effect

When application to be filed

(3) An application for a certificate of supplementary protection shall be filed with
the Minister before the end of the prescribed period that begins on

(a) the day on which the authorization for sale is issued, if the patent is granted on
or before that day; or

(b) the day on which the patent is granted, if the patent is granted after the day on
which the authorization for sale is issued.

Exception

(4) Despite subsection (3), no application shall be filed within the prescribed period
preceding the expiry of the term of the patent under section 44 without taking into
account section 46.

Contents of application

(5) An application for a certificate of supplementary protection shall

(a) set out the number, as recorded in the Patent Office, of the patent — as well as
the medicinal ingredient or combination of medicinal ingredients and the number of the
authorization for sale — in relation to which the certificate is sought;

(b) if paragraph (1) (f) applies with respect to the application, specify the day on
which the first application for a marketing approval that is equivalent to an
authorization for sale was made and the country in which that application was made;
and

(c) set out any prescribed information.

One patent per application

(6) Each application is permitted to set out only one patent

Information to be provided

107 (1) An applicant shall provide the Minister with any additional information that
the Minister considers necessary

Refusal

(2) Whenever the Minister is satisfied that any of the requirements set out in section
106 are not met with respect to an application for a certificate of supplementary
protection, the Minister may refuse the application. The Minister shall notify the

applicant of a refusal and of the grounds for it
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Order of priority — same authorization for sale

108 (1) Subsections (2) to (4) apply in determining the priority of applications for
a certificate of supplementary protection that set out the same authorization for sale.
Patents granted on or before authorization for sale

(2) An application setting out a patent that was granted on or before the day on which
the authorization for sale was issued has the same priority as every other such
application.

Priority over patents granted after authorization for sale

(3) An application setting out a patent that was granted on or before the day on which
the authorization for sale was issued has priority over an application setting out a
patent that is granted after that date

Patents granted after authorization for sale — priority

(4) Priority among applications setting out patents that were granted after the day on
which the authorization for sale was issued is established according to the date on
which the patent was granted, with an earlier date having priority over a later date

and patents granted on the same date having the same priority

Applications with same authorization for sale and priority

109 If two or more pending applications set out the same authorization for sale and
have the same priority, the Minister shall provide each applicant with a written notice
setting out the name and contact information of all the applicants, as well as the

number, as recorded in the Patent Office, of the patent set out in each application.

Declaration of non - compliance

110 (1) A pending application for a certificate of supplementary protection may be
declared invalid or void by the Federal Court for non - compliance with section 106 at
the instance of another applicant whose application for a certificate sets out the
same authorization for sale and the same priority.

Limitation

(2) A proceeding to obtain a declaration under subsection (1) shall be commenced before
the end of the prescribed period that begins on the day that is specified by the
Minister in the written notice sent under section 109.

Copy to Minister

(3) Anyone who commences such a proceeding, or an appeal or application for leave to
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appeal with respect to such a proceeding, shall provide the Minister with a copy of
(a) any document that commences the proceeding, appeal or application, immediately
after the document is filed with the court; and

(b) any document that marks the end of the proceeding, appeal or application,

immediately after the document is issued by or filed with the court

Expiry of pending applications

111 (1) If two or more applications that set out the same authorization for sale and
have the same priority are still pending at the end of the prescribed period that
begins on the day specified in the written notice sent under section 109, all of those
applications expire at that end of that period. However, if any proceedings are brought
under section 110 with respect to any of those applications, all of those applications
— if two or more are still pending — expire at the end of the prescribed period that
begins on the day on which the last of any of the proceedings to be completed is
finally disposed of

Expiry of application with lower priority

(2) A pending application that sets out the same authorization for sale as another
application of higher priority expires on the day on which the Minister issues a

certificate of supplementary protection in respect of that other application.

Withdrawal
112 An applicant for a certificate of supplementary protection may withdraw their

application in accordance with the regulations.

Certificate of Supplementary Protection

Issue of certificate

113 The Minister shall issue, to the patentee, a certificate of supplementary protection
for the patented invention set out in the patentee’ s application if, on the day of
issuance,

(a) the Minister is satisfied that all requirements set out in section 106 are met;
(b) the applicable period referred to in subsection 106(3) for filing the application
has ended;

(c) there is no other pending application that sets out the same authorization for
sale and that has priority over, or the same priority as, the application; and

(d) any court proceedings, brought under section 110 with respect to the application

or to another pending application that sets out the same authorization for sale and
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that has priority over, or the same priority as, the application, have been finally

disposed of

Contents of certificate

114 A certificate of supplementary protection shall set out

(a) the number, as recorded in the Patent Office, of the patent set out in the
application;

(b) the medicinal ingredient or combination of medicinal ingredients set out in the
application;

(¢) a statement as to whether the certificate relates to use in humans or to veterinary
use,

(d) the number of the authorization for sale set out in the application; and

(e) the day on which the certificate’ s term begins and the day on which the term ends,

as determined under section 116

Scope of supplementary protection

115 (1) The issuance of a certificate of supplementary protection grants the certificate’
s holder and their legal representatives, during the certificate’ s term, the same
rights, privileges and liberties that are granted by the patent set out in the
certificate, but only with respect to the making, constructing, using and selling of
any drug that contains the medicinal ingredient, or combination of medicinal
ingredients, set out in the certificate, by itself or in addition to any other medicinal

ingredient

No infringement — export

(2) Despite subsection (1), it is not an infringement of the certificate of
supplementary protection for any person to make, construct, use or sell the medicinal
ingredient or combination of medicinal ingredients for the purpose of export from

Canada.

Validity

116 (1) After the certificate is issued, it shall, in the absence of any evidence to
the contrary, be valid and avail the holder and the holder’ s legal representatives
for its term.

Taking effect
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(2) A certificate of supplementary protection takes effect on the expiry of the term
under section 44, without taking into account section 46, of the patent set out in the
certificate, but the certificate takes effect only if the patent remains valid until,
and not void before, the expiry of that term.

Calculation of term

(3) The certificate’ s term is calculated by subtracting five years from the period
beginning on the filing date of the application for the patent and ending on the day
on which the authorization for sale set out in the certificate is issued, but in any
event is for a maximum of two years

Reduction in period

(4) Despite subsection (3), if the person to whom the authorization for sale set out
in the certificate is issued is also the patentee, the Minister may, if he or she is
of the opinion that that person’ s failure to act resulted in a period of unjustified
delay in the process of obtaining the authorization for sale, reduce the term of the
certificate when issuing it by the amount of that period.

Never takes effect

(5) A certificate of supplementary protection that has been issued never takes effect
if the calculation of its term, including any reduction under subsection (3), produces

a result of zero or a negative value.

Revocation of certificate
117 The Minister shall revoke a certificate of supplementary protection in the

prescribed circumstances

Transfer

Transfer of patent

118 (1) A certificate of supplementary protection, or an application for one, is not
transferable other than by the transfer of the patent, or part of the patent, that is
set out in the certificate or application.

Whole of patent

(2) If the whole of the patent is transferred, the certificate or application is
transferred accordingly.

Part of patent

(3) If part of the patent is transferred, any part of the certificate or application
— including, as the case may be, the whole of it — that corresponds to the transferred

part of the patent is transferred accordingly.
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For greater certainty
(4) For greater certainty, the transfer of part of an application for a certificate of

supplementary protection does not result in its division into more than one application.

Administrative Matters
Applications, fees and documents
119 Applications, fees and documents relating to certificates of supplementary

protection shall be submitted to the Minister.

Inspection by public

120 (1) The Minister shall ensure that the prescribed contents of all certificates of
supplementary protection and applications for a certificate are made available for
public inspection under the conditions that may be prescribed

Non - application

(2) Subsection (1) does not apply with respect to the contents of applications for a

certificate that are refused, declared invalid or void, expired or withdrawn.
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