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N3z 92 S5|H EX7(zte] HEANE

A1d m=e 534 E57|%e dFAE

1 A3HY 53
CEL L ERE S

v =E3 (35 US.CholAdE AlF(product), AF2] AFEHH (method of using a
product) 2 AF9 A)ZWH (method of manufacturing a product)el] W3k E3] &=

A487 e A9 £4707k0] 94 4 vk s ek

rr

ol

S gz
= v 1

o] 7)ol A A& (product) o] &+ ofg o] on & Zhe= Ao|t},

3. AES o)

TEH7IT AT FY dAdol He 5o AduHe “AlF(product)”ol gk= 8019
Aeolel #Aste], 35 U.S.C. §156(F)(1)2 Al (product)S “9] °F3#(drug product); 2
Ak A2 ojokx Hl 3FFEWM(Federal Food, Drug, and Cosmetic Act, ©|3}
"FDCA“T} 3ttho] 93t FAS w= o8 7] 7] (medical device), 2% #H 715 (food
additive), 24 H7}&(color additive)”S 9 w]gttiar 48t ot &3k 35 US.C.

§156(H)(2)0 wW=w  “9¢kE(drug product)e] @ AL = EEQ aoko)
& E(active ingredient) =X 1 FEAES o e dxvHlEs e,
GAdA E(single entity) v ©E FaAE3e Z3H(combination with another
fr &/ & (active ingredient))S Z3sl= 7ol kil Aeolstar Q.

718 9 okE(drug  product) & SR} A Tyl HY HF | & (final

44) 35 U.S.C. §156(a)
45) m|=AAF7]E(Manual of Patent Examining Procedure, ©]3} “MPEP”#} 3%t} 9th Edition,
Revision 2015. 7., Last Revised 2015. 11.) chapter 2751
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FAHe=z 37 CFRM=ALFA4F, Code of Federal Regulations)
§1.710(b)oll A= (1) (FDCA; ¥ FFHx 7 A1~ (Public Health Service Act, ©]3}
‘PHSA”2F  gthoellA  ARgd miel 22 &ol2A) A%(new  drug),
A Al (antibiotic drug) FE UAE AMESH A F(human biological product) ]
FEAW (0]9 9 e d2HE] ddAdR e e FEATH X3 X,
2) (A 23, o oFF e shd s 2L upole ~-d 7 -
A5 A Y (Virus-Serum-Toxin  Act)ollA]  Al&¥ mle} e goj2A) AxF

DNA, Az=3 RNA, 3to]B g %=rt(hybridoma) 7| 2= 7|8 §9 5ol

ol

AR %A 7)< (site specific genetic manipulation techniques)¥} 78 HHH S
Abgate] A ZEA e FEE A%%(new animal drug) £ 934 Y ETH
A= (veterinary biological product)®] F&AE (0]e] & TE= o 2HZo GdUdAR
e 02 AR 23 £3); == (3) FDCAQ 488 W= o577, 2%

A HIMER A E(product) 2] FoE A AL JATEAT

=

H7He Ee

1

1=

() A, AxA 59 F(agricultural chemicals)e F£4£717F AFS5E9]

9
o] B= 5o AFEE “AlF (product)” o] W Fol &abA] ¥t

w3 MPEPo| wh=w AFel gk

A

519 W5l

rr

FEAR 3 AAER oz

O fEARES TEste A E(composition) Ei= A A (formulation) S A 8=
58% ¥3Erhs)

46) 21 CF.R. §60.3(b)(2)

47) (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.

48) MPEP chapter 2751.
A patent i1s 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.
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o #dE AL

(1) Hoechst-Roussel, 109 F.3d at 759 n.3 (Fed. Cir. 1997)
- FDA &7}t A& (product) 2] tAHE (metabolite) 2] A 715 o F-

Warner-LambertAli=, 3 A/F9°] tacrine hydrochloride] &2sloln X & A
Cognexell th3] 1993. 9. 9.4 FDA 37}= ukgkrl. 33 Hoechst-Roussel
Pharmaceuticals Inc.(]3} “HoechstA}’#F 3tch)=, 318E  1-hydroxy-tacrine %

1-hydroxy-tacrines ©]&3sle] 7|98 sl HQa3k sxE X 7sts W s
sl 53l dial] 1986. 12. 23.9 3 A(M =53] A4,631,286%)S F-of &k}
HoechstA}el 4 A sk J= 3}t &2l 1-hydroxy-tacrine-, tacrine

hydrochloride S O kel A= A= =9 ShU2 A, tacrine
hydrochloride®} & 3}82] o 2 Abo] 3t &}3t&E o]t}

1993. 9. 30.At= HoechstAl= Warner-LambertAlS A2 286 539 A=
olfFE 2%S AVIsIAT olo]l Warner-LambertAli= AFAFS] dzxsloln] X 5 A

Cognex”} 286 53819 dF H4&S Halsta &S AldsA T

HANF EHRN L

oy

=39, HoechstAle 286 E3o dis] Cognex?

TAAEZF] 7|28t w5 53313 (0]gF “USPTO g ghth)ol] 53 &% 7]t

NS sk ool USPTOCAM =, A3 286 53]o14+= FDA &7H=

W8 A (product)?] tacrine hydrochloride® & 73lal A grom stz ow

H7RQL o] o] thAbE B oo Ko thalAM Rt A tskal Atk ol =, HoechstAle]

E3E5717F A4S E5ASA Y. HoechstAHE USPTOC AAd E&5Fx
o

Al USPTO2] AA ol 52|35 th

o]o HoechstAl+ CAFC(the Court of Appeals for the Federal Circuit)ol] &43}H,
FDAdl ozl &7bEe Al #F(product)e] ko] 53E et xALe] 5E3]7t
FDA®l ef&f] 872 AlF(product)S st Ae oz FFstefof grfal

F e,

A CAFCOlAE, E8H T (claim)e /193 E38 A 3 (infringement) <]

N
e
oL
rlo
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Folate] 35 US.C. §156(a)ol Al AL 5384 7 (claim)©] L rEAH 1
ous E3 Ao AukAel on|9} Ao|sria FA S, HoechstAle] 286 E3) &=
FDA <9& e FREAE T o9 &xo ds&f A st A Foer=

42, A0 BAS xS

ofo
of
i)
£l
a2/
rir
oo
2

Jm
a9
i
I
N
o
rO
o
)
ox
o
i,
N
§2
rir
o
rir
AN

(2) Merck & Co. v. Teva Pharms. USA, Inc., 347 F.3d 1367 (Fed. Cir. 2003)
- 53 A7l fg Aol 7IAEY gla, FDA 37F8 AlF (product)oll = 1]

dol EFH] S W EHVT AF A oAF

o]% AWZAFR]  Teva’t Mercke] 53 HTFol= dUA=FAES] ol

v el g Aol gkt olf 2 £57094 TEIDS T

i A, ‘077 559 T A 18 7] 2
‘4 - amino - 1 - hydroxybutane - 1,1 - biphosphonic acid® 19 8 A @ JEF4A
FHE 5 ol Aow dAst EEHNAFS A= Aol FasitaL
FAYa, Teva= ol EEste] Faxsgloy, CAFCRE Al a4

Folselnt.

2. 4% 71zt e 37t

7. & 8
B899 ££/79 AFERS AR S8t T AFel 4UH w)

e Abgo] GA A A E 7] Hregulatory review period) S A X ofdtE thilo] ook

shedl 49 72 AFEE AEEHE fAAEZIY 9wl 35 US.C. §156(g)el

49) 35. U.S.C. §156(a)(4)
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gelslo] glom o% FAs: WAL ofdsh 2

5 7HA & 57 M &

Al ok (new drug)
3+ Al (antibiotic drug)
A& AESH AF

of o3& =
(human biological product)

PHSA & FDCA

dru
drug o8 aer

product) . FDCA
(new animal drug)

ol g AESZE A E | AloldA-aH-SA42 A

(veterinary biological product) | (Virus-Serum-Toxin Act)

95 7]7]
= H7ME FDCA

A7

=

A
o

b |

>

H
AN

U AFE ALA A == AL S A% Hx9 3}

ojefol dAFE v 5ol e FEdd 2FHA @5 A, (i) 587170

“AZ:S AAakslx] ¢kE FE(non—food producing animals)” ol €]
TAHEZ|ZNS 722 AFHA %S A, 2 4 A2 == 1

2% AASlE 5 E(food producing animals)” Fo]8 2o oF3of

=l WE

o8 4YE Wt AgolAS Al A% 1 A F9 60U el Estelof

L2 oo 7t AT steetE 1
AAEE B8 (food producing animals)”(2 4, ZAWAZX F)d o3k

517k glew ofe 7]xste] L3 AT EHE We 7 AT

50) 35 U.S.C. §156(a)(5)
51) 37 C.F.R. §1.720(e), 35 U.S.C.§156(a)(5)
52) olai <, =53 Al4¥, 2012. 4, 8819
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EE7I AHASTEEL V7 HE dUF YA ] B2 ARgd dis
“FHzol 3|7}o slgElEAl ofF+= 35 USC. §156(H)9] <of<F
oG A sdst=Ad wet FaEa JdE=d, o9

Fol'
r-{n:
&
o
[l
<
D
5
0
g
@
o
(@]
)
S
ﬂ!

(1) PhotoCure ASA v Kappos No. 09—1393 (Fed. Cir. 2010)
- Y4 fFUIAke A(salt)ell disll FDA A& &7k Addd H

shet= o Ad7be AR

o
2
by
u
2
)

PhotoCure: 1=E3  A603426752 S3@dAoln 267 E3]=  methyl
aminolevulinate hydrochloride (MAL $4tsd) 3stE 2 olE F3lehx| 59
A&t el dig Aolth. PhotoCure= 267 53¢ MAL <AAidS

fadEoer I3 FAZ3E(actinic keratosis) X B A Metvixiad] o 3

3H  Metvixia®] 37} o]lde, ALA <At (aminolevulinic hydrochloride)<
FrEARoR ¥ FHZsE 2 E8AQU  Levulano] I Ay 377}

EAA =, 267 539 MALE Levulan®] &40 ALAS HEd~H =

PhotoCure®] &%7]7 A4 3e] diste] USPTOx:, 35 USC. §156(£)(2)9
“f a2 A H(active ingredient)”2 FDA 3|7} W& A F 9] “@AHE(FAH E (active
moiety))5¥"&  oulet= o A Eojok s, o] ALA 94dd MAL
Aol AR, Metvixia 17k Hze]  s|7kel  sFEkA ok

jaled

PhotoCure= USPTO9 ZAAdl EXHg, o]o diste] AdHdS ALA 94

e MAL  gAkdel 7Rl ¥k F8xA(chemical — composition),

53) °f= TolA ofelsty IS zta ‘Rl—t— %X}‘Jr 01%. "#%% ol =H 2y de FejE ws7] 4
) 2 Z
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E 3] A (patentability) = MAL 949 S ¥33t= x858A47F d%9 FDA 37F=
o HSo y#Ed ) MAL 9AMd9S £ dslE= Metvixiad] tak 37t ££7)7F

AaHe WA ade BF FZab Acdn Bustd USPTOS A4L

(#Fa) FAF AbEl(Glaxo Operations UK Ltd. v. Quigg, 894 F.2d 392 (Fed. Cir.
1990))

~ CAFCE AHIFE2(cefuroxime)?] @& FaAgdo=m X33} |5 Al g
A3y 77 QY EtE, AlFEZE4 olA 8l (cefuroxime axetil, A|FEZA 9 o AEHE
shbE)e] #{7tel Txe E57|F AFAC s Flel vhed Ao

FSA Tt

(

fr

feu

44

e
011

(2) Purdue Pharma L.P. (USPTO, 2017. 3. 2.)
- 4 sgtEe didl FDA A8 3717k AE B el 97 e ddvks

1%

Purdue Pharmat  "l=53 RE415713% 9 E& ARy, ‘571 EIF+=
-3¢ = 29 (buprenorphine) 3t%&S 52 A&l AREsh= Wl dig Aol
Purduex® 571 &3¢9 BEZg w23 97)(base)E SRz I3t ZEA

Butransell ti& s7HE 722 &7 A4 E S AT

@¥ Butrans®] 3|7} o|de], AAPZ-ENe FAAFOT TS AEA|
Buprenexol] w3 H& 77t =4

Buprenex®] &4 &< 9ty ==299 FEl g7l didsts Aol

Purdue?] £%7|7F AFAAe ddte] USPTOE, @itz =238 X3sts
Buprenexol w3l &7}7F 35 U.S.C. §156(H) 2] Ao]o) H-gtsh
Hzxo A4 Hul == AR Ok drielng Fxge=3 d7|E Xt

Butrans 37}l 7]1%3 £5717F AN 502 & Qg 2GR

() fel Ardleks wtdlz A& s7b AlE(drug)ol frEl AF Ee Y
shehzolal, ole MEE A Ex JdAHE dt=s Edste AsBATE sUtE

He Aeddle 589 571 A4 A4 (eligibility)o] 9488 4 lom s o] 9}



fFrAbeHAl dd 317 AlFE(drug)el @ Ev d~HE sigtEolil, oo NEE 9

EE oaHE GERS XS ARA H4E B FRE Sid 25713
A4 4440 AW ATk

(3) Ortho-McNeil Pharmaceutical Inc. v. Lupin Pharmaceuticals Inc., 603 F3d
1377, 95 USPQ2d1246 (Fed. Cir. 2010)
- gpAm A sl FDA A3 37k AW A ol 54 AL oA

v S2E3F A5053,4075 % Daiichi SankyoZ} ZAf3f Ortho-McNeil©]
£

Il
ANFAE e AoR, dEESA B FeAlRAe] Skel tigh ZoH,

>

Daiichi Sankyot #HEFAE fFaAdEoz X3l duk (Levaquin) & 7}l
7lz38ke] 407 53519 AGAAHS SR, oo tistel USPTOv AdsUS
=

A At H7 oldel, eESANS FEYREOR TPt FTAC U@
M st 2SR, 407 559 dRTEAe Al o FEA

54 A& ol dEA sl siget= Aol

A g Al Luping  Ortho-McNeil#te]  HsjiaLolA, ASA oAZAAE 1
ghAlE A o] Ak sEEtr] wiEed R EIEAS 7] F7tE LEHAR
Al A o] FEAAES AololA, ke rke AFANAHY Vx7E d F e
35 US.C. §156(a)(5)(A)S] Hzxe] 37h7F ot FAstdi ot Awyd o
CAFC ©1& & 3star USPTOS ZA4& A A3l

o)
o
>
Lo
Z,
(@}
=
o
=
0
o
=
(@}
=
@
<
1
R
S
g
@
S
g
0
o
o
=
o,
-
j}
=z
>
rir
g
o
>
rir
b
fd

Aol A HAvAE 2 ALY ol dEA S} = v
olAAE FAMA B uE AL odEA} THEE dd FEAES

AT HTEH" 1 A% g o, CAFCE o2 vy dudte] ASA oA A A

54) https://www.fda.gov/Drugs/DevelopmentApprovalProcess/SmallBusinessAssistance/ucm069959.htm

55) N. Nicole Stakleff and Kyle A. Dolinsky, “Patent Term Extension for Drugs Not Limited to
New Chemical Entities”, 2017. 5. 2., Pepper Hamilton LLP.

56) 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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ofs

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

- 3y ol FEAES ¥E8= 5§ A E (combination product)e] 37l H-

o
o
Iy
!
K
it
T

|E} 2 E ¥ o] E (hydrocodone bitartrate) 2} o] Z &3S

[e)
-
xS A Vicoprofenol wiste] s7E W & olE V| xR EHV|T

sHA  Vicoprofen?] 37} o]z, 3dfo]=
ol~yd 3¢ HItAr Frp @e nwp gz, olRIZZdH AA] gEo

FEYLOE HE M we vk gslnh

K
i
=
o
It
Im
I

Ex opa o,

Arnold®] £%7|7F Ao diste] USPTO+, slo]=23E HEFZEY o E 4
ojFZm & on F7F WS wirp lom =2 Vicoprofenol WE § 7t
35 U.S.C. S§156(a)(B)(A)e]  Hx  37PF oldee  olf2  dAFdNHS
18} tt

%2

0%
Olt

=]
545 O

Armold= USPTO® ZAAe| E&HFPor}t ofd diste] A d %3 USPTOS

ArnoldE= WEA 9 2kE(drug product)S &34l AAZ Holop 3Hx ZF AES
7o g2 sto] dusiA s oF "Jvn TS Aoy, CAFCE AW
A4l Ffgrh

Ol

57) 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.
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o) &717}
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s

R
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ool Al Aol Aokl 7}
- 36 -

Oseni®(

ol
=

A % (product),

i)

Nesina®(
period for the product, 35 U.S.C.§156(c)(4)

59) 37 CF.R. §1.720(h) No other patent term has been extended for the same regulatory review
60) 37 C.F.R. §1.785(b)

58) 37 C.F.R. §1.785(a)
61) 35. U.S.C. §156(a)(5)



slol® Zoltk. 21 A3, Nesina®9] 3|7t 7|8t w=53] #18173,663&% 262
Kazano®9] 3]7}e] 7]ste] w53 A8283539%5+ 101¥, Oseni®2 3|7}l
7138ke] m= 58] A416,329,404%5. = 5] Ag7]ie] Fo w6

3. 9474 534 59

7k &8l M= HY
35 USC. §156xMb)el #48 nel m2d ddd Ssde aHwels, 1)
Al & (product) S A 38k= 5319 A9 2 AlE(product)ell thste] 37t &%, 2)

A 3#Eo] A& (method of using a product) S T8t £39 A 1 E3 A

A8 93 1 A= (product)ll

of manufacturing a product)E

R
R

product)S A|Z38k= dl o
w2 AAIAG 7]
TA7E e HE

A Eol skl 37

k3
we}

=13

KR
=

o

5717

)

517

62) N. Nicole Stakleff,
2017. 5., Pepper Hamilton LLP.
63) 35 U.S.C.§156

ARG = A=Y

A 21).63) o] ), Al

A AHEZE
EAA R A E =
7]—0]
ol ~H 2)9]
}]_ /\hﬁx%

st 37tE &%, 3)
ATeteE 5399

P ol

O
745

ol

A o] Az

31 7}El A% (approved

S FETH35 U.S.C. §156(d)(5B)(F)9
tjste] 317kE

Q=

& T

TAAES]
A3A7F 1

o] -,

& 7}l
9Al 35 US.C.

“How to Obtain Multiple Patent Term Extensions for a Single 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 — ()

(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 — (% &F

)

(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 — (%

2h)

64) A&E, S5l 57t A Hel o dFE Sside] A, 2016. 12, 1159
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§156(H)oll Al o]eFE(drug product) ¥  FEA F(active
A et=Adl whep dekE =], olek I Fa deEe

. #E AL

(1) Pfizer Inc. v. Dr.
Inc., 359 F.3d 1361, 69 USPQ2d 2016 (Fed. Cir. 2004)

Reddy’s Laboratories, LTD. and Dr.

o157

ingredient) 2

olee} 2},

Reddy’s Laboratories,

- 54 949 87tel 7xste] 58 EL7|1e] AFe] slo® AHelA tE
T d FFES Axdts Zlo] AFH 53US HAdfste AAA AR
Plizers %% W553 A45729095 2 S dAteln, ‘909 5S3e g=vid
st 9 gt em 8= ANUbdel g Aejrh. Pfizerss  FDAOI
otz ool Aol 2 Do o] E Y (maleate)d] 3t AFAIE  dHlolHE
Azstod, + 7HA 9 5 G2 wddelEde] AR Azt A e
ol o]E ¥stslE 2]9FE Norvascoll Wiste] 3712 whlt}. Pfizer= o]l
71Z8te] EE7IF AFAAH S stlen, 1,2529 9 77| Tte]l 1 H AT
Dr. Reddy® Pfizer7t FDAC| A& Ams 7x=, d=2ud ddoEds
Fragdror ¥gsts o fFol Wik Paper NDASE A3t a1, Pfizers o]l
&l &l 2%S A7tk Dr. Reddyw Pfizerd] 53w &7 9 oki9
FTEAE] g2y wddgelEddd disjMrt 57|30l AFE Aelmw Dr
Reddy®] ¢]efE2 A€ Ssldel distol Hali7b opetar 43k
AR e, 35 USC. §156(a)B)(A)dl wh=m A3 dn e ARES 913 Hx
&7} Al (approved product)d -l olel Wi 53 &7l AFEH=
Aolal, 37h ojefEe dEuA HdHolEE fFRAESR s W, dFd
5899 e drdyd geoolEd XA Fevha ddst i)
Pfizer:= o]o] &3&n 35 US.C. §156(F)oll A ¢ o+ (drug product)S HFaAdE %
I 93 oagEsA %EddEE Aow  AYFEz  dLe  TEooER
65) ‘Paper NDA 417" BE= dEAES A4 AAskA & dF dAANAARE v <8 =3
o AEr 25T 5 dvks HddA AHo]l dEAES EF AFH AAsoF sk AloFs 7HA
d(NDA)F} Zpol7b lvk. & ook s{7MlA did stdh=9 F84, g A58 25 A=
dlof ghrh= Aol A FAA R H(ANDA) = -
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CAFCE:, 3 - vH(Hatch-Waxman)H ¢ W F#HZAx, 3B USC. §156(1H<Y
9] ¢kE (drug product)e] A9, Abbott Laboratories ZHdl S5 7= X Hy o]

(Fa) 539 E571% A% A4 #wd Ade 531 E5717 A%

= 3§77 3718 AlE(approved product)e] A A #n & 93k

&710% oR= Fokslop sla, dAFE 5P &y ¥y #Ad

A F(product)®] 37ke &% W9E A oF =, 2. ok ¥ 3. 1.9
AHE B8 mlayYelAE ESA E5710 A% AAA ad A9

535d9 &= W9 9 Al AF(product)?] WFE HE2A Hiu IS
AT},

4 9% 28 % A3ARe AR

7h 4% 83

(1) =717 A7 AFA7F AEE7] ool g 5sjde] ££7]3ko] R

T A

okojof star, (2) dlY EHY EH7ITEe] 1 o] AGE Hol glojof b,
(3 A% AHA7E 5 S AA = ol digl(agent)dl Jdte] A|ZEE ofof
sk, (4) AFol A v = AREOl EA Al E 7] {Hregulatory review

period)S A oFst= djidolojor g, (5) 5 A E&5717F AR 7 x7F He=

7t AlFe A dv e AFES fgh Hxo Frboof wir) o
DNA 715 o]&3e Al&F(product) S Alx3te WHES HF3te 53319

2718 s7ke g 58 olA AFgets Aol o9& AlzE Al (product)ell o g
Hzeo] F7HE ofujettee sk (6) A MM e e SR RE 60Y
ool AlEEolof st A% AAHAMe= S8l I AFAR, sIHAE L

&7kl a8 7IkF Fol ZIAE ok dkH, (7) slF Al (product)ell et LT

O

66) 35 U.S.C. §156(a)(1)—(5)
67) 35 U.S.C. §156(d)(1)
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FAAEA el e the S8 do] Agw Ao glojop Fries
. ABAFAY AS

35 US.C. §156(d) (1)l 4% vlol] wp2™, E47|7F Ao = o3 22
AR} EgkE ofof sho)
1) FAHAES o] | AF 2 FAHEZIF 2AY & HE;

(2) 9Fds T = 539 sivkd AlE e srbE AEe ARESAY

wpol  ole] v 5547

=]
571 Aol 444 2 2570 Aol s wAHE Aol B

f
L
A
ale
)
Lo

Hdask AR, 35 US.C. §156(g)oll g% ufoll o]&te] w|ar B E-X] - (Department
of Health and Human Services) ¥ T+ B A5 (Department of Agriculture)
o] AF7IS AAs=Y 3 FH;

4) TAHEZIZE Foll d{7td AFel diste] SsdAATE £33 Fso] wd
3

3) FADE/IY] BAF W T AR AFol YA W) wE AL

oE fagRa 2@se]) 7k M, AE HhE §E L 7k WYl 23

Bl 60 el 713 el AEH Ak s

a
2
o
R
N
)
ol
N
)
m&
—{E

o
@ AA WA BT 8 TP 2 = Tste] AU 559 A

(8 E3o & SE" AgE2 A [Disclaimer), A5 WA (Certificate  of

68) 35 U.S.C. §156(c)(4)
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Correction), 53] FAE d394%(Receipt of Maintenance Fee Payment), %+
A A 59 A (Reexamination Certificate) 52 AF&;

9) 537} 87td AFE, 37t AFS AME e Alxste WY
e @ AFH s 2 F739 #A;

(10) BAZA R

o

g5t ook

i

H
rr

F9H F B (Secretary of Health and Human Services
or the Secretary of Agriculture)e] 3T FAHEZIZFSE AT & JAEFH 3§17
9k 35 US.C. §156(g)ell m2 st 9 ARQIGAE Add, s7hadd, 7

Az 2 s B

(14) A& 213l digk A" 45 (37 CFR. §1.20(j) #x), %

(15) 53] £5717F A1 g3 dd3 2o 2 Ais B Aol AH, F4 3

o9 E£& AFAHAE BB A6l we SR we BERE 60Y
ool AlZEolok sul® oldle] A Y Al Aol A

Zo) At

o @™ A

(1) Unimed, Inc. v. Quigg, 888 F.2d 826 (Fed. Cir. 1989)
- 35 US.C. §156(d(Dell A 1+ s 6092 714H4

ey

Unimed+= ] = 55 13,668,224 . 2] Es@dApolH, 994 ==
ol

}
delta-9-tetrahydrocannabinol®] o] AAE A|Z3F= HHo gk Aol 224

69) 35 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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E£3]9] delta-9-tetrahydrocannabinol= v}l 3t} A &2 dFo]n, UnimedE ©l=
fFEAdFEog ¥gsl= 9 2FF Marinolol tsle] 1985, 5. 31. FDA & 71E wkkt),
aHY A FEAdES mpek @& (Drug Enforcement Administration, DEA)< A

dhef el GtAlsh welE A3 w24el @Ry A7 FWHom Bujw

DEA+ 1986, 5. 13. Axz4S 839 Marinolel A% Fvj7t 7534
HAa, o]Z2HEH 149 ¥ Unimede %77 AZdAHE sloy, o= FDA

of ok 7Y EFH 19 ool At Ak

Marinol ] ¢fE9] 7S 7|22 3 £5710 AFA A tste], USPTOE FDA

olo] Unimede E%3t3al, AWHAL Unimed® F&ol solste] A%l

el slefoF Fhrhar detsiait.

v USPTO2] gk 0 o 3l CAFC+, 35 Uu.s.C. §156(d)(1) 9]
T A7 E 7] 7Hregulatory review period)2 35 U.S.C. §156(g)(1)(B)2] 2lo ulz}
Al 2% ookE 2 EgE Wl 93 FDAS TFAIHEZIFS ouEd ® DEAS]

ARzAgel Bare] AFeL A b frks 5 ol fE, Unimedel 9% L
L AgAR ) AR
(1) AAHa
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ojekE, om7I7], AF HUME, MA Ve £ 1Y AlEs AR e
A zst= Wl et AY wol+= X AEXF(Department of Health and Human
Services) @Al A AlAHA ] AMES FHES Y FHS AHAAME F
gk g2 RE 309 oW, 35 US.C. §156(d)(1)(C) el wet Al Aol 714

Esta, A&HE AHE Vs AAst 53 Al

A5, oty st ZAAe &S AWFAH (Fedaral Register)ol Al#]s}e]of

=
oft
)
=~
tlo

(2) AA3F =8 2L F|(due diligence) 2]F $ukel th3l o]2]al A

71 Aol Aol AAE 5 1809 oluidl, Fou ARANAAe] FAHEYIRE
F9](due diligence)™E t}alA] Yt o]
g ded, olaH e HEREH 90 olvlel 72 g AgAIHle] HAgh
=g g FoE dadEA oFE AAsler dth A4S e Fue

S AANA AAE TRk, 28F Ao AMEA 2 2 WA 279 3

I
M

aejs 2ol 7] 71 el o] Folxl 3%
2 249 9o wit 60d el FEIE 4
B 58AA % ol @A A P AHE BRI 5] LI
oA 713= stefob gt} AW 9w ¥
il

2017 12 FAZA & 4739 o]l o] S, 1 F 37 (AT the Sapien
Transcatheter Heart Valve(2012), Mifeprex(2002), Nexium(2001))S £33 @ #}2}2]
ro] S oz Qlsle] oloalHe] sk AAo] WA A &k Lopressor OROS
A 7kel 71 A g olgAH S 191d AH AR HAJ AT
ol oAl Aol A, o] 2] Al A 21 (Ciba—Geigy Corp.)<, £<47]13F d73Al A <l (Aktiebolaget
Hassle)o] o]oF%o] sl7bdatel ##dste] ojwfdt AgE: Fojwbe np glom=z,

70) 35 U.S.C.§156(d)(2)(A)

71) “due diligence”= 35 U.S.C.§156(d)(3)°ll 237 o] AoHo] gtl “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.”

72) 35 U.S.C.§156(d)(2)(B)
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X= AAA 87 7HA A8 Al ek(Investigational New Drug, IND) A1 % & 48D 2 KL E

ew
Dl= 4421871 & AR

=
By
@
>
o
ft
N,
r:i
J?z

Drug Application, NDA)7}#] 2] 7]%F)

AAow AAH 7|3

371 A A LA(NDA)ZFE AekAlZ 371 (FDA Approval) 7+

D2= FDA HEZIZF & AR Aoz xAd 7|7k

Al (product) & F&2lofE R FofdE A=A AFS AT Aok, FAA,

QA=A AE, 8717, AF FA7bs 2 AL Hrke e Adgels, 7l w4t

539 gtz 247100 Hagg o, AARRY 4dE 2
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79) 35 U.5.C.§156(d)(5)(F)

80) 55149 AM3E 587 £471%ke] QAR A7, 559 £571700] AGAE APAT na

A1, 2003. 9., 90
81) IND 213 %E‘”% H49 IND Al
o2 FDAY IND AHA 7t A54

gl Wd FDAS] AE 7]3te] A dxol] e Fsiv, 5744
R 30do] At Ee ondth 21 US.C. §35531)
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= Aot} 5ot HER o okEd tiste] Agrt Ry = vy @y, FHS Ao
T4 (Paediatric Regulation, EC No0.1901/2006) #3604, 7]&2] SPC(SPC) 7]|7tel

7tz 6713k Rer|te 952 ¢ =S grAsta itk

6. A=A AF 7ol 712¥ 53dY 57|13 dF

PHSA §351(G)9ll+= AE3+4 A3 (biological product)e] “1zte] A3 = HE]

A2 Em= AR5 s A8 s viole s, ARE I

i
2
o

galgR wE 2 FRA, 2U24 AF, evdEEde s 4 FUNEEE A
ot FAb AlE E ol2amuUsl ol syl fEACEE Jlg 37 §7174 ¥
a oms s Ao Aol gtk

82) 37 C.F.R. §1.775-1.777

83) 37 C.F.R. §1.778-1.779

84) 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
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FDCA PHSA
e 2E4 FHAGE AESA SFF
§505(b)(1) § 351(a)

Biological License

New Drug Application (NDA) Application (BLA)
Haashe ook A g 37k A §505() $351(k)
37 A A I SN L D §505(b)(2)

AFAAS 7127 He d7EY i AF 5 AAEH AlF (biological product)¥ ¥
ate], 35 U.S.C. §156(f)i= PHSACIA A& = gojol ute A =34 A% (human
biological product)®] FEAE, I FI8AFS ¢ = J2HEE X3l Aoz A
o3l ©r2 o 2kE(drug product)I mIIIIAE A

=
=
ingredient)®] ¢ & o ~HE7FA xFs= Ao A

Y REY G R ASEE SRR 9 wi aH2'e] 4olE 4B
ol g ot ARSH AF 5
A4E SaRe aPuE AMY W 3B USC §15609 AL 48

2 F7E 1S £ 9= H

Aol

85)
86)

87)

cure of a disease or condition of human beings.

A F o okEtdE 7t Hentol oA EH, H = 5‘5‘@%" oFE WHE siAA, 2015, 12.

PHSA §351()(2)el m=wW qldxor ujgygdel Fie ztol o]l vk ste ke 71 Al
I AFE] ARG AELF R AFY HHA, &% 9‘r a5 AoA TE AFA AEA
zkol 7} gle Ao =Z AHoHh

Eric Steffe, “Biologics and the Right to Exclude During the Patent Term Extension Period”,
2017. 2.

rlo u{u

rE o
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[#&d #4]

(1) Hoechst-Roussel, 109 F.3d at 759 n.3 (Fed. Cir. 1997)
(7h) A A AFE

HoechstAb= 1986, 12. 23.4F 558 w53 1463128659 S3]dAtolw, 286
53] l-hydroxy tacrine 3gt& 3 19 sigh=e FETFS Folste]l x4

(b HEYTH

-3 103.
The compound as defined in claim 85, wherein X is H, which is

9-amino—-1,2,3,4-tetrahydroacridin—-1-ol. (5, 1-hydroxy tacrine).

A8 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.

(th) AR #A
HoechstAlE &#235tolw X834 Cognex? FDA d7FE 7|22 286 E3] 4

°

=
p

R

i

O AFE=AS &L, Cognex:= tacrine hydrochlorideE 8 F =2 &

rl

olt}. EF AT X3 1-hydroxy tacrine 33FEL Cognexe FEAE

S

tacrine hydrochloride”} A3H¥ o]& AUoA] 3tz oz WHItd dratE =
CIRE =

(2h) ¥
oo tisle] USPTO+ 35 US.C. §1568)2] A4S AR 3}o] 1-hydroxy tacrine

el

o

88) 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
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3EE gk 286 5371 37} AlE(product)®! tacrine hydrochloride & L
4% (method of using a product)E HF3tal JA Lo ol F = 1995, 4. 3.4

AFANAHES E593A . HoechstAb= USPTOS] AAo| B3 o]o dsto]

HoechstAl= CAFCel &8, 3 7F8 A& (product)e] £3 ¢ Aol af @stra,

T 53% 37bE AlF(product) S T8k A o2 Holop ghrhal Fs}T)

A RE CAFCOA =, E3H F(claim)e M3 £33 & (infringement)©] 7] &
Folste] 35 US.C. §156(a)dll A AF&3star e 8o 53T (claim)e HHE4<l
ojn| = 533l dnkAQl oujel Aolstrtal ¥HA|SEL, HoechstAh] 286 53+

ot

FDA 1€ W& FEAE Zx o9 &xd g FFsn X gomm
SeES7IE AR el HA et AAE, Al RAS AA ST

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

(7} M A AFE
Merck: 1986, 11. 442 SEH w53 Al4621,07752 E3AA W, 077
S Z AESF A 5o fEE AEStE W] ojgk Ao|t)

077 5319 EATFL obder 2ok

A7 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.

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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7ol o E5/ AFgel AP, 2 A FASER HEFS

SJepES ANFHAE 47 Eae] Faol AP,

H

0 51—6].

=

rr

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

(7}) M AAFEE
PhotoCuret= 2000. 3. 7.Al2 S3FH u|=E53 #6,034,2675.9] 53 HAolH, 267
£3]E= methyl aminolevulinate hydrochloride (MAL <4td) 33&E 2 o=

FatetA gl Aok el ek Aoltt 267 5319 A TF2 ofefek 2

(b HEYTH

A7 1

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

1) administering to the sites of investigation or affected surfaces a composition

comprising a compound of formula I ().

T 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.

AT 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.

(th) AHA #A
PhotoCuret= ‘267 532 MAL 449 S 8 E o2 E%st= 347235 (actinic

keratosis) X 24 Metvixiaol W3+ 2004. 7. 27.A IS VxER EE7|7F
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sk Metvixia®]  37F  o]del, ALA @4 (aminolevulinic  hydrochloride)<
fraditozs xstste FAa7ss AZAQ Levulanol  did A& FH7bot
EAs =, 267 5319 MALS Levulan®] &A%< ALAS vidd~H =
st siFsts Aotk S HAlAel= MALe] #o] ALAMTE I H
o2 2 o FAd 2 32 A (target tissue)oll gk MEldo] wojria

() #4

PhotoCure®] ££717F AAAA  dtste] USPTOE, 35 US.C. §156(H)(2)9
“f 8 A ¥ (active ingredient)”> FDA 3]7}E w2 A& (product)2] “ZHA F-H-(active
moiety)89)”&  ou|st= Ao A ojof &, o] ALA d4td¥ MAL
Aol sdstE®, Metvixia 87k HEO srtel  afdelA] %obA

ofe  tiale] AWHAL, MAL dAbde]l 7HA = #Hxe]  53Fx(chemical
composition), 534 (p 9 de 1dE o, (1)
MAL 942 §156(H12)(A)lA  FDA 317k7F 223 Alok(new drug)<]
FEAR Y, (1) MAL 94Hd AFS 494 dv @ A8 5205 98k
§156(a)(4)¢] Al E7] ZH(regulatory review period)< 7 HoF 3k Zolw, (i)
A HEE MAL 94t Aol diste]l §156(a)G)(A)l A" Hzxe] &4
ol 2 ALSS Uty 91 Aolmg, E577F ARAAe] WA a1s BT

33 Zolha Buse

SD
—
(@}
5
—t
Q
Q.
=
<
M,
i3
b
fo
eS|
)
>
a
N
L
i

w3 AMHYL Glaxo #HE9 = Hoechst Z#H9DE <l-8&3HA k& (drug)ol
Fele g3E AAZE FEAdid sidste®, MAL 943 ALA

HAAE M= bE FaAE ) Aol ddsivh

mlo

89) & FolA oFEEd &S Zta v AU o2 FES dzHEY Ao FHE vEY] ¥

A -2k ‘:“ﬂolur, E3HA, AdolE, X3 FE T THAT YA ZS FEAE A
HHFDA &7, http://www.fda.gov/cder/drugsatfda/glossary.htm).

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

91) 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.”)

_53_



rr

olo ts}e] USPTOE Pfizer Tdl9] d|A2S AR whEsl o CAFCE

Pfizer @dll= £57]3te] A8 d=vd 53519 Halle dWdS S8to] 9

DA 3] 7}full FDA approval)7} €23,

5 EsE AFoR wAY Alx £470%9 Aol Brbssitin

F= .
HYL A8 37Fd ALA GAES st JFFe] EAdx E4skal, MAL
Arrd el A" EX(property), =34 (patentability) ¥ 943 FDA 3|7}7F

dod A ANeE, MAL 9age zash oJoE e Aze Az

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

7hH A A AL
Purdue Pharmat 2010. 8 2442 5353 w553 RE 41571892 53 HAo|H,

571 53l= FrYxEd 3dEs 59 AREECd AREske WHel oid

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

92) Pfizer Inc. v. Dr. Reddy’s Laboratories, Ltd., 359 F.3d 1361 (Fed. Cir. 2004) ¢4=¢j#9] &3
0%:‘41}7} dzod WAdE S FEdEeRE O}L DEPAFEA L] FIFE Wol AFTE L
T, A3AZE dEuE GG S AAsttetE 573 AdE 5@ ago] v,

o,
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of the dosing interval until about 72 hours after the initiation of the dosing

interval; ().

g
g
S
c
D
rlr
-z
[l
&
b
[
i)
uits
~N
i
5]
o
ol
ol
rlr
R
offt
2
vy}
&
=
Q
=]
w0
lo,
ol
N
N
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N
ol
ol
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\]
S
[y
o
L

USPTOE= AR Zy w232 ¥35+= Buprenexel W3+ 3717} 35 USC.
§156(f) 9] Aolo H&&t= Al (product)dll ik Hx9 A4 dn] = AL
gk & 7lo]= 2, Butrans 37}l 7|%3d E57|3 AFAAHL FE£EH F v

A8

Purdue: Photocure Z#|9Z AA sy, x| =27 97)= full FDA reviewd) 7}
dasti, dibpZwmEds} ofEetd 5S4 HERR

3 3Fek= Butrans 37bel 7123 £571308] AAS dA ok dvpa FAE AT

ol USPTO:=, W= Photocure ##elA= “MALALA®] o2HEZ) H4A"S
wA s 7kE “ALA @A wlastel 54, 584 2 HRo AIHETL
oA oFE F7h2 ufste] dFTES dAsAR, 3B USC. §1562
o] k& (drug product)®] Ael4 545 AT s a76kA Fon, Hol Hod
BE A% (new drug)2 B9 3715 ooyt k= Zo|2 2 Photocure 3ol A
=9]% A4 (circumstances)< 35 US.C. §1562] WA a7d H3s1A ¢k Aol

skt

USPTO2] AAol wam I -291S ¥3st= X aA da] Ay 5717}

At Bl FruxEd A7l Tshe ARAG sVl Vx2® E5H73E

93) PhotoCure ASA v. Kappos No. 09—1393 (Fed. Cir. May 10, 2010)
M) JHAEAEE EstE 9 FE F7MIA i sFEY a4, Y #AHE EE AR
s A&
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(5) Ortho-McNeil Pharmaceutical Inc. v. Lupin Pharmaceuticals Inc., 603
F3d 1377, 95 USPQ2d1246 (Fed. Cir. 2010)

(7 A A AL

1991. 10. 1.A=Z 5% 7= 5553 A5053,407%. = Daiichi Sankyo”} A3}l
Ortho-McNeile]  HEHAAEE 7HAE o2, dARIFA 2 FitA 2 A 9
S50 3 Foly, HRZ2ANES S ZEANS (S)-8 A2 oA ZA

et 407 5359 AT ofeet 2ok

A7 1

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

AT 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) (-)

(th A #A

AEEFAN S 2 EZAC HEle] Y53 oFe|ey EAS JEUE Aolglon
AR EFA S X35 b 199610 FDA 375 ittt S ZFARA S #npA
&7} o] ol oju] FDA &7} 2 vl glow, 407 539 dRZEANLS gAm A
SEEQl L EFAAIY ALY o]AAA sFEC sdste Zoldth. Daiichi
Sankyot= dvl# & 7tel] 7]ste] 407 S A ANHS s, ool st
USPTO= 19999l 810¢ 9] 14717k& 17g 3ttt

(zp) 4
A ALl Lupin®  Ortho-McNeil# o] sl iaFoA, A4 oAddA:E

ghAmAle] drbe]  sielr]  wie]l HEESAMIE 7] d7tE L EFARI

o

shAvlAlSl fEAR Rolold, dua SE ke AYEERel xt W 5
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2l 35 USC. §156@B)IA)S] HAzel 317b7} ohetn Fgstgont A
CAFCE ol wWdatw USPTOS] A4S 43k}

o2
L
(o,
WE

Aol A A A 2 A ol EA T EE @Y
o AR FHAWAl R wE AT odEAL THEs @Y FERAIoR
HAwstadv" L =l o, CAFCE ol& 2 ddste] Aed olddA <t

Al A S B8

(vh) A&
Hel Ao mad ALY oAHEA= sAmAS PFREE o o (drug

o 7127 9§ 9 Aol

2

i

o

product)o] i z+z}t #£47]7F
(6) The Arnold Partnership v. Dudas, 362 F.3d 1338 (Fed. Cir. 2004)

(h) HA A

Arnold= 1986. 5. 642 GS5%H W53 A458725259 5 AR, 252
19

4T3 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,(::-).

- 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

_57_




acid addition salt thereof and about 20 to 80 parts by weight of ibuprofen or a

pharmaceutically acceptable salt thereof.

(th) AR A

Arnold= dlo|=ER2FE HEIZEo|ES o|RIAL FEAHEOR Ide
X&A Vicoprofeno] thste] s|7Fs & F, olE V|xE EH7IF AFANHES
skt
(2h) &4
USPTOE, 3lol=2FE HEIZEHOELE ofHEotu| 3l olAdd F34
EdAR ook s7F W vp dar, o]FEZ R A G FRAATOoR ofokE

3 7F wke nmp 9o v R Vicoprofend] W3k 3 7F= 35 US.C. §156(a)(B)(A)e] FH %
PN

7b} ohdehis olfm AgAFS BHsh

Arnold= USPTO®9 ZAel &EEFon, oo oiste] Ayd =3 USPTO

ARl Fosto], F 7HA olFel FEAES TIee= oYFolM FERAES

Amold= E&AI7F 2 AAZ s|7kE wp glemw Hxol §|7tE Holof 3§,

Z(drug product)& EIA HAZ Holof A Z AHESE JFEo=E

e
Mo
0%
o
12

slo] Adafj = oF dvha F43FtH(the statute examines a drug product as a

whole and not on a component-by-component basis).

a2y CAFCE Al e solsty, 35 US.C. §156(f)°l A "including any
salt or ester of the active ingredient, as a single entity or in combination with
another active ingredient“z}il TFAdSE A9 A4 9] 9E(drug  product)
AAZAZL obd 2t ARS Pon FAL A AF5A RE Aol

stRs, AdedS A e Hol= sfhube] fFREAZC] Hx oofE s7te] =4S

_58_




Mol e wEw oA GEARS ETPSs BEAA g@ 539

717 AASE2S W] Yl E, F 7MA FEAE T StuEte oE o R A

(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)

(7} M A ALE
Pfizeri= 1986. 2. 25Al=2 S5% w=53 A|45729095 2 E3#HAFolH, ‘909
2 FgHE AR7Fde tig AHeolth. ‘909

SHt g=on SEE R oo

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

acid addition salt thereof, wherein Y is ()

AT T

A  compound according to «claim 1 wherein R is 2-chlorophenyl or
2,3-dichlorophenyl, R1 is CH3, R2 is C2H5, Y is C(CH2)2C and R3 is H or
CH3.

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

H.(¢F=t3)

(th Ak A
Pfizer'= FDA°l <=tjdel wAdelE] 2 ZEloo]Ed sk AFAIE
dolHE AEsgoy, F 74 o T d=dd wddeEde] AAR Az

Agsld 7] Wil ol XEste= o <FE Norvascol Utighe] 3{7tE okt
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Pfizere= ©ololl 71x3sle] E£57|7F AZAAHES oy, 125299 AA7|7to]

Dr. Reddy+= Pfizer’} FDACl A& ARE 722, ¢=vyd ZedolEdS
fFEaAdRorg e o okEd )3 Paper NDAS A A3, Pfizers o]
s #Hal AFS A7IskAY. Dr. Reddy= Pfizere] 53& 37F 9ok
FEAES dRdd sl Ede disjAnt E&7|3te] A%E Aolm®, Dr.

Reddy®] ook 948 5390 Hate] Wairk ohleba F9steeh

A AL 35 US.C. §156(a)B5)(A)ol waw A dn) = AHES 93 Hx
317} A% (product)d A -5-ol ole] digt 53 E57|7ko] A= AHeola, b
oofEe ARUA HAdHEE #FEAHTOLE §Y]

)
fee grzua BeelolEd wxA grin Bekaiglt.

Pfizer= ©o]o &%&3 35 U.S.C. §156(f)oll A 2 ek (drug product) S FEAE %
I 9 dzd"HEZA X3 Ao AHYgstnz, d&s w

2]
WSk H et E57)3ke] A 5ol Hafel sigdtia FAskAt

Slom, tEuFo] wA o] T UEolEY FHE FAFHIgE FEAES
rzuydoel, 35 US.C. §156(f)9] 2] 2FE(drug product) S=ujsl % Z19] o

aldsitlar Aeakgitt9%) CAFCY, Abbott Laboratories oA = o] 2k (drug

product)e] FEAEY 9 % AHEE I3 A= A3 A9 FDAE

fFaAdEolgtE &o]9f #H3le] ‘active ingredient including any salt or ester of
the active ingredient’o| 4 &4 F(active ingredient)S &4 H E(active moiety)<

om3lE Ao w Hu 9D FAR E(active moiety)S "FE FolA kst A

o

95) 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.

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

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

S.C. §156(b)E dFE E3de a8y E A F(product)e 37
450 3IAHEE Aolgtx A (any use approved for the product)dtir S %

ol¢} & ;A= vl gla, 35 US.C. §156(f)= #|&F(product)e]l & A F(active

ingredient)2] 9 % o|x~HZE xggstrii AHostn=z AFH 5 A g

S7be olobEe] 54 o Fejw AsAte T4 of gl Bt
() A

a
)
=
i
)
o,
|m
o2
tlo

W BAdd mew gEdwd BA5se] SHd47 =
FE Sk Jlzetel £477 AFEE we B
A} ey wAANA S TP lbES AAHE Agn SsAd

Hafo sttt

(8) Unimed, Inc. v. Quigg, 888 F.2d 826 (Fed. Cir. 1989)

(7H A A AL

Unimed= )= 53] 3,668,224 % 2| 53] dzpolH, ‘224 53 +=
delta-9-tetrahydrocannabinol®] o] AAE A Z3F= HHo gk Ao|th. 224

53] QYIS ot 2t

b HEHTY

47 1.

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

98) 21 CF.R. §314.108(a)

_6"_



wherein R1 i1s 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.

(th) Ak A
35 USC. §156(d)(1)e ook 37ls we JdzRE 609 oo +£Z%7]7F
AGNHHE AZFsfoF b FA3FL L)

‘224 5319 delta-9-tetrahydrocannabinoli= vl&]3ty} A E2] dF o)W, Unimeds
olf fradioxr xFst= o/ ¥ Marinolol oishe] 1985. 5 31. FDA 3|7t&
otttk 2Ed slY FEAES mkef dESolA FAEHE #e)d(Controlled
Substances Act)e] 273} vleF AR FA|et AHE AR Aol dr Y

A7 gAoR B F 9 el

DEAtE 1986. 5. 13. Axx4S 53] Marinol?l A4 w7l 7Fs38HA
FHRAa, o]ZHE 149 F Unimed: 57|13 d3AAH S stoy, o] FDA
ook 7R EEH 1d ool A Hit).

(zh @4
Marinol ©]°FEe] 8748 7122 @ 57|37 AgaHel diste], USPTOE FDA

s7tde VlEe® 1de] Ad AFel dFeHAHol HAue olfE S
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EoQle

olof Unimeds, %%l DEAS] Ax x4 ol w7} E7Fs3 i, FDA A
o] 5 A 5o Unimedel €A% & 7% 35 US.C. §156(d) (D)l 1+A- € 60 2]
712b31 L DEASl dap A de] Hojof dvpa FAsn =&, AUHde

Unimed®] 7ol &elsto] AxAldol tsf lslof ghrhar ddaivt

a4y USPTO] A4 o 3) CAFC+, 35 US.C. §156(d)(1)<]
TFA A E 7] ZHregulatory review period)S 35 U.S.C. §156(g)(1)(B)e] #Hojo) ulz}
FDCAe®l <]3 FDAS TAHEZIZFS ond ¥ DEA9 HAxAo| #Hshd
v H7F fle= R Unimede] A3421%42 35 U.S.C. §156(d)(1) fA el

2,
ol
ol
o
o
%)

w8 FDAZ 99FFo] DEAS] a3 24 olde] @7t 271582 Axsm o
Unimedel $X3t9o2=z 35 US.C. §156(d) (1)l 4% 60de
47 4ol Hofof @tk Unimeds] F4ol ulstel, 813 §4+ w4 DEAS
A 24 oldol elbE Wulrt BissthE AL FUAA A
o Woln, DEAGIN FAZAL ok A& FDAGIA ka4 % Fhol

ol SlobES Sttt AR RRHEE

lo
N
e
2l
rlo
)
&)
>
lo

(¢
c
=]
3
D
o,
o
N
ol
o
i
o
il
e,
&

() A
Mo @A mEd FAAE/el Bd e F4d os] s we

2E 609 oluldl £4717 AFEE AFAE AZr drhn FASE B
US.C. §156(d(1)< siAE df, 35 US.C. §156(g)(H(B)l A &2 &
WEol olsto] olokEe BN Wyl Ei Aol Brbs StAvehE, o) 6029

VAR E Aok g vAA Ee

riN
4
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101) 531 A5 A2z

102) 4531282t AA1E(2015. 9. AR AXF 5318 &5713ke A% 3.1.10)

103) "epAMR SO ARE JNAG = WE, o o8 WE WAl TR, oM TelokE, w177
o F4, 34 R A FE Tol #F WHE, ol MAH

104) MR A SRTEBRIERT, DESE5HS R HE D E IR 0 JER SRR K U 2 DI 012 )
B B ARG QA TE ) A A AT, SJFE B B3] £57) ALES

A=t 2 w8 el W A A Hald), 2015. 2, 451
105) &89 Al67x9]3 A1FA LIS
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. #d A
55lde #4707 A9ESEA ddel He SHwdEd TR B Fe

JEE3  A|14440435+ “PYRIDOBENZOXAZINE DERIVATIVE'E @]

]

=
WAoo = EF R, EFAAE ko] g K1 Z=2A (levofloxacin) (1/2H,0) €]
es!

w

o] (S)-(-)9-Fluoro-3-methyl-10-(4-methyl-1-piperazinyl)-7-oxo-2,
dihydro-7H-pyridol[1,2,3-del[1,4]benzoxazine-6-carboxilic acid-1/2H.0%1 &4 &S

wgtale ookEol date oMy All4zAllFe] 249 H& W oF

106) 55174 S FeAALY, 207AE Sloplg s naux, TURe] SN 257133 A%
AE,, 2007. 12, 17-18¥
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ool EHUAE BHs] ARARTEARE 7] Aol U HAALLSS
Ao, AAARLEARL £F SHARAYG FAR oG S5 0R
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(9) AnARLE FAH10d(UTL)A43E R A443

(7h A A AL

UEES A1501778%+= Hre] WAL “Alaf E2FE =(polypeptide) 7, 1 A=
W 2 ZY 9 E S(polypeptide) FE E¢3 ooF HAE 2 I §X"Z FH,
1980. 11. 26.91 =<9=o] 1989. 6. 28, AATEHAGY. EHAA= M=(H > F)
AGeltt,

(b HEYTE

A7} Cipp €4, Cryo Wld 2 T 384 RCO-9] 719l 884 (D9 Z e =

(i) R& F4&, C & (i) RCO-+ (@) T2, NO, =t =2 93|
dojqoz g AF © L- T D- ddded ®rjelal; |, NHy, OH, Ci 3 &
2/ EE Gy @A (b)) -Asn-S Zte HA o opeAt Y] e Y] Eme
Zyzke] opm| ik F7)= S ALY Adolatn ofgelA Aol AERHE AMEEH=
&etE D- oblish, B (o) © HEE 2] (@A Ao ol A F3 (a)
2 (b)) oprwat 7] (@) B (b)) a- ofv=y] E T FEE= H7Y] (09 N Tt

olu|=7]= o2 By - e U -Cig A T4 B AV Crp &2 =5 Crg
=

O

NH,, OH, Ci3 &Z % / Ei= Cig &Zo] & WAl - D= -Lys- Aglxoz
a-N- WE3 5 Aax oz ¢-NC3 &¢Z23}5a, Ex -Thr- =& -C (D) - &+
o-N- vl®s | Fe g e el 4]

(L) - Felolm 717} Aegow
HolA, RIe F2 Ex AudHos #HgH: ASHon 4 Asd
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A3E 7+ FIIRIZFTEA A=

59 #AREFYA Axe A8 2 #A W7

3 E3 Z2%(European Patent Convention, EPC)¢ A63%+= E3HAY E&7|1HS

FAYEYE 20do] HE WA gaka 9ot SAs 47130 Al B
e A WA, SN £4/1709 AYAEE w5 98] EPCE AR stelu

sled=e] w7k Had Aol 1991. 12. 17.0] EPC A63xE 7/f4st= W
%]

ojml  w=my ARoJA EFHA EE7|F AFAETF =dE®H AHAAM, FH O AA
&5 A (European Economic Community, EEC)olAd = EPCE /AR ¢Fa, o] okF
Ul 53149 E&5717k i Z-o 714 < AYE o gk
7} ¥ 52 A (Supplementary Protection Certificate, ©]3F “SPC’#} 3t} A=
=93}, 1993. 1. 2.9] Regulation EEC 1768/927} ¥& =it} SPC A=+ sid E35#A

AA o] EEH7RE AFE F= Aol oy, dF 5 =570 9

feu

e
32 o
A

20do] Aystd whRsE Zew sta, oE bS] olfE AN 4
717k el A= SPCE Holdts= Felol Aot} o] % Regulation EEC 1768/92+
Regulation EC 469/2009% 7] A = 2l t}.

1

w3 A& 18 5% (Plant Protection Product)el = SPC A=E #H&3l7] Ysle] #+9
o3 @ fH8 olA3]E 1996. 7. 23. Regulation EC 1610/96<& =&, o]=
1997 d o ¥aF A}
2. SPCY U4 ¥4 7|z &9
7}. SPC9 g4

SPCe W2 AlF(product)e FAE k. FAH S22 Regulation EC

469/2009¢]  Al1Zxzol A AFE(product) & SIFE TEE ZE8 9 %E(medicinal

product)®] - &AE(active ingredient) &= ©]¢]  Z3H(combination)l &2
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7 el o} 159)

T3l Regulation EC 1610/962] AJ1ZoA A% (product)2 A & X 3 A3 (plant
protection product, & )2 & ¥(active substance) L& ©]9 ZJoRZ

Qo HThI %, SPCY e e E: FEE oo FEAR(EE o9

2%8E) 2 AERIAE] A (EE o9 £2dE)olt

T e =d Ee =de o AodAu o) uwebr o] ok (medicinal
product) FEA®E H FIA, F3A, BEA T FUHY AEES E¥sto

AAZ AvjE = AEE dvsts Aoz By 9 Aot

215X 5 A& (plant protection product)e 3&H719 HAE JMX= A E Z(active

substance) =& st} o]ite] @A EZS Rl A A (preparation) Z A 2] H )

(@) s71el A theddl golHA e @ BE H2E fUIARNE 4% £E A2
AES BEAAY Az F7149 BES dias A,

(b) FLE o9 AE AF Ao JFS v A= Add. AE A 242 (plant
growth regulators)),

() 2elgk Edoly AlFo] B tidh 5 Fof3] = L3 4o AHE&S

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

160)

161)

162)

product

'product’: the active substance as defined in point 3 or combination of active substances of a
plant protection product

Regulation EC 469/2009 #|1%(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
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u. SPC AA 9 7=7t 5= 53

SPC 2139l 71%7} = 7% E3|(basic patent):= A3 (product), A3 (product)?]
A EE AE(product)e] X Ui 5otk 7z 5 H WL
A % (product), A& (product)®] AW &= AE(product)e] &%7F 712 = o] ook

e Ao 3§63

t}. 78 A £ (active ingredient)9 H 9

SPCe  diide]l =& AFproduct)> AZHE EE FEE 2 FF(medicinal
product)®]  F&A ¥ (active ingredient) F+ @ o]¢]  Z3¥H(combination) o =
Ao w =k Regulation EC 469/2009¢] &A% (active ingredient)d] A 2|7}
Snl, ool Wik sxo] EAE =, ECJI6H C-431/04 #dl= SEou Q1zke]
A ZaE vAE EEoldtal #ASHATRIS) wEbA Ay A A o A €

RYA AAE faAR] oYLt

Regulation EC 469/2009° = &2 o7t gl wbH, ofekio 3{7he gt
T+ <l Directive 2001/83/ECE &4 = & (active substance)S thS3 o] A 2lslH,

=)
=
T dd=de Aods FERAEY WY FF

A5 FH(EC] C-202/06 )= 3l
4 g ge).

Directive 2001/83/EC166)¢] A|1ZA|38 o 4] & 2 (substance)©]

sfbEEFHY 7l #ARe BEE =doldtar A YFrhieD

s
rO
~

153

rir

(b)

(c)

(d)
(e)

such organisms, in so far as such substances or preparations are not otherwise defined
below;

influence the life processes of plants, other than as a nutrient (e.g. plant growth
regulators);

preserve plant products, in so far as such substances or products are not subject to
special Council or Commission provisions on preservatives;

destroy undesirable plants; or

destroy parts of plants, check or prevent undesirable growth of plants

163) Regulation EC 469/2009¢] #|1%(c)

164) ECJ¥ European Court of Justice® kA&, FHAPAARALE on| 3t}

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.

166) Directive 2001/83/EC+= A4 5 kel WA HJ e, o 7o M= 201299 =& FaLst

441

o,
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A 28-S w3 elr] 93k A FE(product)e] FEAAFEo|Etm Ao Fr)ies) )
Directive 2001/33/EC A|1ZA3bde = HE A (excipient) S SAE4d = 34

olole) ojokEe] P4 ARl T Hel P19

shufe] eojoksE s{7tell thsfA Ho] S Ho] EAste A 5 AAE Gt
E3HS Adgsle SPCE AlHs|of 3hrh. X3k Regulation EC  469/20092]
A3F ()= SPCE W] sl 7 AE(produchel WaA o He] SPCE w-e
Abdol glojof ghtbar A gk

A9k Regulation EC 1610/962] A3z A1281700] w2 = sjife] o] okE 3|7}
e B Ed@o]l EAjetal, HEe Es|d] deA MR O S PR}
EAsE A, SsdEAR &d o okEy #-dE M- 5 7] xsA
SPCE W< 4 9t} Regulation EC 469/20099 = ol¢k #-& jrAe] glov} ECT
7= Regulation EC 469/20099] ©] 2 #3F 2-&3t}17D)

167) 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.

168) 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.

170) 543 AlF(product)el gt Ho] S HES 7k E5dx= a3 AlF(product)ol a4 =
Fo $HE S F Utk skAT 43 AF(product)ell #HEE L, 2442 E 5 AR B
st A E bgE S5 7]xste] F Ul o]/del SPC AlHeo] A& Folegtd, sl AlF (product)
o 3t SPC+ EFAAE Zo Al walE 4= 3t} (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.)

171) ECJ C-482/07 4]
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MIT(MASSACHUSETTS INSTITUTE OF TECHNOLOGY): %&%53 EP
A0260415%. 9] Es]@Ateli, & 535 = polifeprosan B2 AEA S ELAS

ZAE B3 Zlolth. 53 @Al MITE 2 539 3" oofF
Gliadeldl w3 3712 HSsAth. Gliadeld TFA4E 5 carmustinee 349

Wz 288 FaAdEolxn, tE FA AR polifeprosand B EF 9 Zgn

242 AHPAd HEd NzZaH}E oy}, carmustineS AA WeolA dATE
TEZ M3 HEHEE e oY

E5Hol SPCE AlAsAc=d, 59 53742 (i) polifeprosan®] 8241 (active
ingredient)o] olyztE= ol 2 (i) carmustine2 ©oJu] TE oekE |7}

71Z38te] SPCE Wotthe o= MIT® SPC AH & 7148t

olo] MITE =9 AHESH Y Bundespatentgerich)ol] dAslgoy, S
S Hd> Rt 717 e 9h AL MITE= A =4
Ao Y 9 (Bundesgerichtshof) ol stttk 59 AddiHYdL o] ARy
#Adste]  FHAF A AL (European Court of Justice, ©]3F “ECJ’gF 3o}l
Regulation EC 1768/92 A1z (b)e] ofn] el M oJefd FadLel 2d=& %7

s Maof & Ao el Aok

ECJ+= Regulation EC 1768/929)+= “f &4 #(active ingredient)”ol] ™3t A o] 5+4 o]
slom= 1 golo owe WY
shal, FEo|Y <Iztel Ao &EHE XA olYste o|kFe] S AES

o}
(active ingredient)”ol] T ¥ %] X ZOoF  oofRoloa dutA o T

TR AHEHE dwbE oz Hojof

rr

“GEAR

172) Regulation®.2 ¢35 99 9 A% 895 QAN #Usl Agslolof sz, 75
Belol A golol Aol elFol Ar Aol T W ANS Aa fAARARL £
Ne o@a =, olo] mE FuAMARLY AN AA HAT T 2 P
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wo}

Ll

o] 4] Jdttx FAslgct. E3F Regulation EC 1768/92¢] 4w A& ¢}
1610/969] ¥ #AsE AES ROzkt:E X5 s HHA ZE BEe

=

“fr A E(active ingredient)”ol] FETFEA] %= Aolx, FEAEY X8H s
ZFAA e 4o EpAAl= o okE FaAdEe] Z3E(combination of active

ingredients of a medicinal product)’oll = ¥3§-% A =t FAs A

(2) ECJ C-493/12
- SPCO H3z o] Hi= F& AEo]l Hl=A] Jx 559 ARl

TEA O B

it
e

HUMAN GENOME SCIENCES INC.(¢]3} "HGS"g} 3tthiE 5553 EP(UK)
109398045 9] Es@dAtel, E E3F = Neutrokine-aol ZAgsl:= Ao w3

Ao 2 Neutrokine-aol ZA3sl+= A o]+ belimumab % tabalumabe] ¥3H¥ T}

3l Eli Lilly and Company Ltd.(¢]3} “Lilly”g} 3Ft})i= Neutrokine-aoll 3k &
tabalumab(LY2127399)0] th3a}o] o] ¢}

e AlF 3 7FE 21389 = ), tabalumabe
E359 H+g 13S A& 57F AdAH

e ofy

71 % HGS+ Lilly9] tabalumabell tigh o] kF Al d7tE AR 2 53
3l SPCE 21T AFL sk old Lilye 9= 53 <Y (Chancery
Division, Patents Court)e]l & E3]o] tist & AFS A7IstAu. olef ¥H=
Lilly©= HGS7F el SPCE A1A & 7o tiu]ste], HGS® E3o= sid A7}

7Aoo zu ZAEe] Q& WA LY21273997F FAIF R ZAE IYA
Fowmw  FA LY21273997F HGSS 7% E35|d el ®mIw A o} A7) SPC
A

A 22 Regulation EC 469/2009 A|3Z%(a) $WFS o]

AAbel ghAl LY21273999  dis]l SPC wHdEdase  AVEHT 9=
TSR AL ECJoll Regulation EC 469/2009 A3x(a)e] “AlFE(product)e] &

Zt=(in force) 71% 53lol s Rawa J=A"E AAst= 7ol FoUA

EEERIES
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formula) &= 7] A€ %2 % Regulation EC 469/2009 A|3%(a)v YA A= 39
TRl ek SPCO s|7kE wiAlsHA F=thal A skt

(3) ECJ C-322/10

- ThZ7Hmultivalent) #Alel st 7% 53, 7|x &7F 2 SPC 21HA 7|2 %
kel FA A i) s sk ARl

Medeva BVE 5253 EP A16660573 2 E3@xlola, B E3= wAds) 3

2 Ag-ab &) nlZ 2 E d (filamentous haemagglutinin) &9S E&s= WAl 73
Aoltt, Medeva BV«
HE " (pertactin) H AT drtEFHIY 2 BF EFsiH, F71e] 8 WA
117 &% Skl WAl ook F7fel] 7] %3 o] 5719l SPC(SPC/GB09/015,
SPC/GB09/016, SPC/GB09/017, SPC/GB09/018 ¥ SPC/GB09/019)& AlZstAtt. z+
SPC  AAZAel= HZeEEKD), 3T, Wdsf(Pa), sotrtulIPV),
Heurd(HIB) & Mgl Z3te] uigh DTPa-IPV/HIB #2lo] 7]Aj=]o] A
Bw 5342 olol dis BF AHLAA s

ke

58 xSz sa, uLs 3A

i
o
Fel

FAHe®  SPC/GB09/015, SPC/GB09/016, SPC/GB09/017 2 SPC/GB09/0192]
SPC Al Addes 712 539 A HeldA 7AAE ARd B FaEAE0
WA E) o], Regulation EC 469/2009¢] A|3%(a) $Iwrolgl: o]f& AdErt &3t
SPC/GB09/018°] SPC 21H A= 71z 53] A7l 7148 fFagdintol
7| H o] o F7F we oJokEe HFaAE = HEE(pertactin) ©]2¢ 974
AES 712 539 Al AEA @S Zleolr] widl, f&g 7t

olo] Al Regulation EC 469/20092] A|3%(b) ¢Iwkolgl= o] f = AXA S

Medeva BV 9= 53139 AAZAA EEH3IY o= 315U (the High Court
of England and Wales (Civil Division))ol &% A7 o}, A= 714 =T o]
Medeva BVE 9= 342 HYU(the Court of Appeal (England and Wales))oll
s, g FAP AL o] AR st ECJol thrh AW wialel] tigh 7] x
53], 71x &7F 2 SPC AAA 714 i 3he] dAlel #af d st

ECJ& 7lx 532 HE¥+ AlF(product)’ o] 7dS 712 5315 AF Heste

o ¢k o] & (substances)d oW Z3o| A= ALdtta FAAsGTE o]}
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A
=

o

.
o
o,
-4
ol
XN
=

Z2d3 o E RodltlE  Regulation EC  469/2009¢] ASxE SAE  3)o,
Regulation EC 469/2009¢] #3Z(a)dll tisA] 3|9 =2] 53] % (industrial property
office)e] 71z 53je] HFHL HYAHA e FEAATH #AE SPCE

Bojshs Ag A Es A sk

AEHo R = 53Ho] SPC/GB09/015, SPC/GB09/016, SPC/GB09/017 %
SPC/GB09/019¢] SPC 4% & Regulation EC 469/2009¢] #13%(a) $1Hbs o] F=
ARG AL ehgsn Bestg,

U ECJ&= SPC 2139l 8718 w3
Aol oal BEEE 7 A FEARERE ol e FEA T
E 3= 49, Regulation EC 469/20092] #13zx¢ 4% t& Qo] FHETH,
Regulation EC 469/2009¢] A3x(b)e] AL Y=ol E3dHo] F 714
fFrEdwe] xjel gk SPCE Fodte A Al feva dAlEH, d=

53513 o] SPC/GB09/018¢] SPC 41%<& Regulation EC 469/2009°] |32 (b)

ok
N
Ho
roh
ol
N
)
fo
12
(S
s
N
BN
Jm
ol
o

BN
bl
tlo

[ 4] t7F wxlel gigk 7% 53], 7|x &7F 2 SPC 21 A 714 i 1] 37
(534 L) el ) oot
Nz =3 SPC 7141 A8 3] 7k i o] o3 9] |
FaAE (Regulation EC 469/2009)
SPC 71 A Ab&hel a4
A A B7F 714 %o A gko}
A3Z(a) Yul
A+B A+B A3%(a) ==
A 2 Be %3} 7% 534 FEAE CU)
= -9
A+B+C A+B+C ArE o] AA| ol

(A+B)
A3%(a) £

37k ook o] fEAdFel

A B7l ¥3so] 317 oro}
A*B A3%(b) vl
A+B A3x(b) =
A+B+C A3x(b) =
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(Z3) SAAFEE [20101 EWHC 1733¢] 918

(4) ECJ C-443/12

- 2 FERAE uE ofekE s|rtel yxste] SPCE e AE 4E

A9 (Sanofi) = 5553 EP #104545115 9] &

A5 A4 Fadid olMlAlE(irbesartan)o] et EAEF ot £ 539 A4
L WA 7ell= oluAbgte] @Eo = ZiAiE ol AL, F 2001= ol wiAbe =
ofxAle] EFrzol ZIAHol UJgT "Rt olmAle] F

AP olMAERS el ofZ 2 Wl(Aprovel) o oFEel tiste] Al@ FIME

Wk, o] & SR olHALRS v fFEAR SR ko 3 WA SPC A& st

Jm
ale
)
_>,i
ﬂ

olF Ay olElAteE H olaA|EA FAH =R IFZZE A
(hydrochlorothiazide) 7} X hel o] k&l Folx 2wl (CoAprovel)oll whalA Al
| 7Fe W, ojixtel B SER IR REOLA = x3tEo s 7 WA SPCE

gk o}EbH| ~(Actavis)v FotZ 2ol AU o okES wusty] A, F WA
SPCel disll F& &AFES AVt otEHl s SmRIFRREHOMA =YL V%
E3)o] Aol 71A4Eo] AdA &7 Wi Regulation EC 469/2009 #13%(a)
koo, oAk WiEA A WA SPCE Wkr] Wi Regulation EC
469/2009 A3Z= (N fntelgha F=FEArh. ol F= AeHAd> EC] Wl
71Z E3Fd 9ar] o] A F(product)Eo] HIEHE Arsto|A Regulation EC
469/2009 A3x(c)=  EI AR 7| Ede A HEEHE 779
A= (product)e] s SPCE W= AS 3 gske=Ao disiA Zostatt.

173) the product has not already been the subject of a certificate
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BN
ol

P Q%mel olofE(zobmeal) AR Skl AStel, ¥ WA SPCE

53l 212 Regulation EC 469/2009 Al3Z(c)ell ]3] &7} 3stchal a4 sttt

o

(5) [2017] EWHCI7 987 (Pat)
- Az B89 3T FayRol A FHE A=} Qolx SPC AF
YAl fEARel % Selo o8 wEHE Ao W Asedi BAw

AL

D

D. Searle LLC(°]3} “Searle’# 3tthe= S553 EP A0810209% <]
E8jdxtola, B 53& HER diolg]~ ZRHolA|l AAAd #FF FOEA
Searle= 7]% 53 EP A 0810209%¢ UFuUH]Z(darunaving HFEAATEOZE
xEsheE oo SR H, SPCE FoRdith 7|z 539 AT w4

Gz 7=, e gdFUn a7t FAHos S5 A= dskth

3 SANDOZ LIMITED &+ 53848l Searles Al vz, £ 539 534
AAAARD JANSSEN SCIENCES IRELAND UCE A2 312 3sto], SPC %

A% A7Is,

Ame 7% Sse] Pt SPCY U thFumEsE BAsA grold B
E

SPC7} Regulation EC 469/2009 A|3Z(a)E $Iwkek Folmzg Fgetu F335

FARo Az 53 Ayael wEd duUz AHHAL, Nz 559 S
A GRUE o) FEA A et FA7 BdaA 2va FEE ol

gFUrE7F 72 B $AYRRE 6 o]Fd RuEduty, thFEuUHI EV}
71Z 53 o Haws § gle e ofygta 9tk wEkA gFEYn| 2=
Regulation EC 469/2009 #|3%(a)E wrEdlo], E S

HEDREES

174) EWHC: 9= 15 % 9 (the High Court of Justice of England and Wales)
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(6) ECJ C-484/12

- o AlF(product) S Hzste= sty 712 5317F = G &FolAl, Regulation
EC 469/2009¢] A3x(c)= 7%= 53d duist SdA7 Z2be] REHe=
Al F(product)ell gk SPCE W ZS wiAlsHA evhar kg Abe

Georgetown University: S =53] EP #|0647140% 9] 53 @Afola, ¥ 53+
17t %= wvlol#] ~(Human Papilloma Virus, ©]3d} “HPV”g 3tch) wixlo] 333k
Ao ZA HPV-16 Z/Ev HPV-189 &d9& o]&3t= Aot} Georgetown
HPV-16 ¥ HPV-18¢ ¢ =3FS x&st= W21l Antg 2 (Cervarix) ol Els
ojobE Al 37bE Whokal, o] % HPV-6, HPV-11, HPV-16 % HPV-189 &S
Eotete 7 (Gardasil) o oFF g Alv §7FE Wit

I %, GeorgetownS UHE@#@= 53 o 8719 SPCE 213} o] F 7tepd
e s7ke A= ¥ SPC A & HPV-163% HPV-189 @ ==&
A (product) 0.2 3= SPC AW & 3003159, HPV-6, HPV-11, HPV-16 %
HPV-18¢] Z3H& A& (product) &2 3hi= SPC 214 W S 3003182 2008. 1. 15.4=
SPCE Fowrotrh 18y HPV-16& AlF (product) &2 3h= SPC W& 3003212
SPC W& 300315 % 300318°] o]ju] SPCE Howrolx Regulation EC 469/2009
A3Z(c) Yukolgh e o]F =2 SPC 21 o] AAEAY. Georgetowne ©]o &E&-3}o
glo]1 WY (Rechtbank’s-Gravenhage)oll 343l a, dloj1 HIEL o
A F(product) & HE3h= 712 537F A= A&elA, Regulation EC 469/20092]
A3Z(c)7t N1z 53l tE 5AAIE 7474l BEE = AlFE (product)ell  Hg
SPCE W+ AS wjAS=A dostairh

ECJE ol FaAE(d: A+B+O)S Tste oJekEe Ax 3§72 ol
FEAEN B 1% Ed(el: A, AB)7E EAEE A4S, on B AR}
Regulation EC 469/2009¢] A|3x(a)e] 7% Hslol o Hovs= FRAEE
= A+B)oll dis] SPCE Fodtidts, A3x(c)= S3]AA7F 19k 22

FolA o= k(e Aol dis] 7t
SPCE Fojute= Z1& wiAleHA] ook dhrha FAEHGl T
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(7) ECJ C-631/13

oA, SPCe  tiAtel

—{5}

A48

AN
B

Tor

94

A E o 24 Haemophilus influenzae2}

e

A10594610

EP

“Forsgren” ] 2}

3

Forsgren(©]

Arne

)

A

3

g

A %

tel SPCE

171E 2A=Z 3

S

ki3

Z 28 2 (Synflorix)oll

& (conjugated) = 12,

&REA e Do

RSP

1071¢]

]
<A

?_

5

Astact.

7]

2 SPC Ho=

= ol

G AD7y F-g A2

KN
T

Forsgren

Ea3eR

=

Fich el

SEE

R

)

I~
0

FHx

oA

el
A FH2(Supreme Patent and Trade Mark Adjudication Tribunal)ol

}sit}h. Forsgren

7175

=
Eat=

o

i

£y

-

io)
il

ol

JJ
)
=

o)
~~,

A =

|

—
file)

of
iy
I~

o
T
il

pzel

._ﬁ
o

b

op
B

el

SPC7}

3

o

w4 D)o

W

AR

il

b e,

S

Tor
B
een!

54,

=
Regulation®l]

Aoz o

ol e

GE

3

frE

Regulation EC 469/2009¢]

ECJ+=

=
o

= o

=N
L.

(b)= SPC

A3%(a) 2

=
=

£ Regulation EC 469/20092] #|1z(b)

2]

Azdow W

)

pitd

ko)
il
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(8) ECJ C-482/07
59 AF(produc)e] thate] # SHAATL SPCE FoJwe olFeiE T
551947k e Ssd] vlzale] SPC AHo] AHsada Hud A

AHP Manufacturing BV(e]3} “AHP”g} dtt})= TNF(tumor necrosis factor) 2%
gl Ao #A3 SEZE3F EP  A093912159] E3HAelx, E E3FE= F.
Hoffmann-La Roche AG(¢]d} “Hoffmann”e]g} 3tth7p 5208 3 AHPo A

F=F Aol

St Etanercept(TNFel Agsle dfd F shhHE FEAARLZ X gse
[e3]

FrtElF A 84 B (Enbrel)o]l Al &7}

Immunex Corporation, Hoechst AG % General Hospital= 19943 2 1998 of]

SEZ24" TNF 23 dwdy #Ady Edo gzt EsdaxzA, 47 dBua
S7FE AR 4 71x EFd "ol 200083 20010 €@ =olM SPCE
Hofukokr}

Hoffmann& TNFe| ZAgsl= wld(Etanerceptys= TNFo| AststsE d@uld =
b ik B EF(SEE3F] EP A|09391215)E 7% E3 = slx, A dr="

72 2AZR Ydds EFH SPCE AHsYY. 2 T Hoffmanne AFAl Q)
E3]H S AHPO A ¥=3F3t).

=

HE#Hs 5332 Etanercept2 A% (product) &2 3Fi= SPC7F o]ju] Fo]FH 7]
wZell, ad AF(product)el iAol el SPCE W& Apdo] glojof dhrh+=
Regulation EEC 1768/92(Regulation 469/2009¢] THo] AH&3H)o A|3Zx(c)
Hutol1, 2 EFAAY SPC 4A1Ho] Al Fo] olyztr Regulation EC
1610/96°] A3Z=A2HPE 348 & 5 fivkar dxkste] AHPS SPC A3 &

175) & L3+ A E (product)ell

o T E3ds 7zl E5AAE e Xﬂ%(product)oﬂ A =
?91 WS e = Qv AT TS AF(product)ell FHEE I, 77 o2 5 AR B
Az g2 EsAd 7)xste] F Il o]Ae] SPC AlHo] AL Fo|gbd BH% A3 (product)
% 3 SPCE E3HAE ZHztol A 2= 4 9lth (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

r01
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Adsen.

AHPE o]o] E&3to] ol o] a4sar, sloj WIS SPC A A o
e Al (product)ell a4 oln] v B3| ARt th 5@ 7]x3te] SPC7}
FoAxdH, sid A E(product)d]l w3k T T E 7|z 53] SPC/} HoxE

A& wiAlst=A ECJoll A efatait.

ECJ&= C-181/9%¢ #

4
8o EHAA} B

o

A2 3}, Regulation EEC 1768/92¢] A3z &=
535 7122 SPCE AlHT Age digt FAol

lo

4
o
,L

A8 W S A E #3 Regulation EC 1610/969] A3xA28S 3 28T
T At #AA S wEkA oJokE Vs 27 ® db= SPC Al A
ME TE 20189 712 537F i, AR bE 20149 53dAx7E v aht e
Al (product)ol A= o] SPCE Fold & drkar #AIsH T

T3 H5 55AzY] H4 530 7]xd SPCE HEshe HAE 1yt
Regulation EC 1610/962] A3zA28S A48 w, H49o S53FAAIE H59
=30 7]%5t0] EAlo] SPC AH S st AL olgHolma £ A E(product)dl
iate] thE 580 7]x3 thE 53] SPC AH o] “Al& F7o] ofet oln|
o 713 v& 53dxe SPC AAHol

C
- WA 2AE Tl Fdd @A 2 BEAl(adjuvant)el wHal Al A&

FH7F ¢17) wWEo AE(product) &2 QA H A =viy Bokst Al

Glaxosmithkline Biologicals SA, Glaxosmithkline Biologicals, Niederlassung der
Smithkline Beecham Pharma GmbH & Co. KG(°]3} “GSK’# 3the= S=E3
EP(UK) 1618389% (&9 Y: 2000. 9. 27, T=: 2011. 2. 23.)¢ E3]@Ato]a

T AT WA @ oA Ayl WAde ASe3oE d#z

A
ol

B ZA|(adjuvant) 2 JAZFQNA} vlol 2 &dAS ¥t Aolh 3 20089

ASO3 % IEFAA whelH s Af] MHERYUQ] HON1C] @& X9k

more holders of different patents are pending, one certificate for this product may be issued
to each of these holders.)
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o1 ZF oz WA Prepandrix’} o] oFE #@w) F7FEQla, 2011, 8 18] GSKE
FHolA E EFE V2 52 i, A7) 7tE 2A R st SPCE AIA s AT
olo] 9= EFHHLE HEAE Regulation EC 469/2009¢] A1x(b)e H&AE
XA revha wddte] SPC A1H S AdeAh

ECJ= C-431/04 #4& TARZ FI3AES AA A5 &7 dojoF &

’

A4 o] Am &7 itk EC 469/2009¢]  Allx(b)e] FaEAdwel EFHEA

3. SPCY 71%7} & 37}

R ECICE RS

SPCe 71z%7} =+ 37Fe] 2742 Regulation EC 469/20092] A|3Z(b) 2 (d)ol
o=l Qrh. A3xz(h)E F&s & 7Fek Directive 2001/83/EC X+  Directive
2001/82/ECell  whe} A AsHAl  ojofmomA Al FAlE7] 9% drietar

T3t 176)  A3ZR(dE (DY F7H7F 9 9 E(medicinal  product) &2 A & %9

ot

==
3 7bodof sttt A 317D Directive 2001/83/ECE Q17Fg o) okE &) 7to] #3
JFA o] i, Directive 2001/82/ECE 58 o ¢FEd| 3+ Aot}

21 51 & A3 (plant protect product)e] & 7}ell thdf A+ Regulation EC 1610/969]
A3zb) L (Dol FAZ A3ZEME FE3 37Fe Directive 91/414/EECO

weh Adel AEnsAEoRA A EA87 9% srtetn AL

176) 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;

177) the authorisation referred to in point (b) is the first authorisation to place the product on the
market as a medicinal product.

178) 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;
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A3z e Mo 377 A EH 5 A E(plant protect product) ©.=ZA, FHZx9
& 7FolofoF ghrfar A gt 179)

‘Az’ 879 on)

%7 ECJE 20049 C-
&7t W o]F A7tg oofFo
& 7ko] - gk o

& 7tell  71x3ke] SPC7F Fold  glvka dAdskvh ®=g ECJ= 20074
C-202/05 Yissum SAA%E, Tdst FaEAT wist Hdd ooFF st
EAQTTE, T FagEe] A2ogre] it 3l 7| ZsE SPCrF Hojd
& vt Aasth

CAJ

1/03 #AAM LT FEHES 7R T=8& 4=

>
o
o
oo
k
rl
offt
d
ofo Al
ofo
k1
rl
K
n)

e FEks 20120 7. 194 BCJ C-130/11 SAelA 4] 9ol WA=, 2
ArAe) A A gokE FrteE "WgtEd(melatonin)E FEAROR I IeE

F(sheep)o] W4 Z=HAQL Regulin'dl wHdd Zolfla, F3 ooF 7=

179) the authorization referred to in (b) is the first authorization to place the product on the

180) =

market as a plant protection product.
, QIS EWS AsAlel digh o%E HrtE HE9 oF HUIE AdetArh ol gk
AT AGE B Aol T

181) ECJ C-392/97
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o ool A A5

AdE o ekE FH7lo] #3F Directive 2001/83/ECY A10x(2)E= &4 & A (active
substance)®] T2 ¢, ol ~HZR, A HER, oA, ol ddAe E3HE, EH3HA

w3 540l AA HEA

A ¥ EWCASY Civ 646 AFAA 9% W BstolddArt 71 ehanA
EHEY g2 29 4009, GAuA BT o WstoldAA AAel o
ool B)712 Azl sl7teAl Bedlol dUT WAL WA GRURISH 2009, 41
Aol = WA ook fAlaA Bl AA AAel olobE AW §7E

%9 372 AHE)T)18)

l=0

lo,

m

2t #dE AkE

(1) ECJ C-130/11

Hzx 37} oFE AF(product) AFAIWEe] ofd 1 £ %7kA] ¥ Fle] Tt
AL
Neurim Pharmaceuticals Ltd.(¢]s} “Neurim”¢]g} 3the #HItEUS ¥ 3=

oFAstA APl AlHe T3 TEEF EPUK) #05184685.2] 53 dAFZA,

xgtete EHE AS5AR] ‘Circadin® 87He AR 3te] =4 SPCE

_%
Attt @3 ‘Circadin® 817F o] dell, WetedS 2338l F(sheep)o] WA 71E
5

=8 9] eFEQl Regulin'ol dishe] o ekE Al & 7F7F AT

g EFHL Regulin® 9 FE AF 72 ZAZ Neurime SPC 213 o]

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<+ England and Wales Court of Appeal®] <Fz}o]t}.

184)

59 G dAgrsEy AEy 3 (GRUR : Deutsche Vereinigung fr gewerblichen
Rechtsschutz und Urheberrecht)2] <1E{Yl Hd =

185) #& Atelold T3
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Regulation EC 469/2009¢] #13zx=(d)e] Hzx= 37l +4S fIdetdvta deshod
SPC 214 & AAs.

Neurim< 9= A8 9 (national court)l] 7] AA ZAd s E&sI= 25
Xr=
(¢}

FEAATES XFst= okEol ds] Ad Uy EXstz, A8 FIF ookEe

N2 5Fe nE WSl &akx wom, Md A FEE ookEe 53

REARS TR 0B oopEd ue FA sl 2AW SPCY Rolg

o
=2,
=
:cu:'L_l,
o)
@
—
ol
N
BN
A
BLA‘
)
o
=
Lo
12
ol
o
fu
>
(e
=)
i
2
1
%
)
do
fol
o
S
1o

Bold % glov(d, AEproduc)® e §E7b SPC AHL AT /1% 539
BEWS el Q& A9, o W SPCY EmEE FEAE A o, o

_(’)__
A (product) 2] M2 &0 AgtAriar A sF3

=, T4 ECJ C-31/03 #H#e JdS wWAste, $d3 Al (product)ol] o 3t
M ojokE s EAEte e, $3 s7kE ookEe] fx7F M2 Floju, 1

|27t 712 539 weld &dod, F3sivtel 7]x3 SPC7F d&¥nia

(2) EWCA Civ 646
- EAEAl EREs FEATOR xSt AW ook Fvtel 7]x3 SPCTE
ZAsttete, B3 olddAE frEaAdRor Xddde dFF ke VE=

A& SPC7F F-old & vkal dekgh Abe
Daiichi Pharmaceutical Co., Ltd.(¢]3} “Daiichi”’g} 3$tth+= =553 EP(UK)

02062833 2] E3]HA o), B EF @S S(-)-pyridobenzoxazine 3}g=2] A9 ol

B Aol
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“Ofloxacin”S &

o,

Rog ¥

o
ol
o
rir

A o)ekE F|7be] 7|23 SPC7EF o]v
ZAstE A8 A, Daiichiz # E3E 7]%2=2, “ofloxacin”e %30l A A<l

“levofloxacin”& faAdRoe=m IFgeE gz Jrts ZA=Z s SPCE

SEET- A

Generics (UK) Ltd.(¢]8} “Generics”g} 3th= ® 533 % SPCo FaA#S

Aey,  Bstol A A levofloxacin®  ofloxacin® 9 Wl =

4

fr &/ (active ingredient within ofloxacin)o] 2%, oJFF O Z X HE 37l=
ofloxacin®] &7beta F4etdnh 14 WY 5389k SPC7F fFaetr sl

olo]| 9 (Generics)7} A3t}

71Z8ke] AR A E3E< ofloxacin Bl Algfsta ®B3I Aol E SPCr}
frEsttal sk

(Frar) FrAkeE HA o w4

- GRUR 2009, 41

Z2d dEde FAnA EFE(Citalopram)ES FEAFEOR I = oE
3 7}o] 71%3 SPC7} o)A & A (Escitalopram)E f&AR o= Edsls= o okE

&7kl 7123 SPC &lol& AAeHA Stk Attt

(3) Merck Sharp & Dohme Corp(MSD) v UK IPOI8) [2016] EWHC 1896 (Pat)187
- oJekE AT 7 dAe FE OBAE gFE U S oulste o]

ol r g SPC AAe 771 4 & flvkar dekgk A

Mercke Sharp & Dohme Corp(elst “MSD’gt 3tthe S3553 EPUK)
0720599% (&Y Y: 1994. 9. 14, S=Y: 1999. 5. 199 E&|AAlolx, ¥ 53+
ezetimibe 3}3tE 2 ezetimibe¥ atorvastatin o] Z3td okA|erA A E U3

Aot

186) <https://www.vennershipley.co.uk/resources/news/2016/11/18/supplementary-protection—
certificate-referral-to-the-court-of-justice-of-th> A}°|EE 313},
187) ECJoll A FQlvh, 4= el W= 283
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‘Atozet’ 9] &FF-2 ‘ezetimibe’ ¥ ‘atorvastatin' e FEAHTOE XSSt FH~HE
AatAlolth. MSDe o] oFs Al 37Fs AlA el & 53 ££71719 wg §hF
?l 2014, 9. 124=2 9= 53 AHd & 53E 72 582 WA Atozet
5 olfrZ sto] SPCE AAskith. g SPC A% 32, MSDE °|ebE A3t
&7} AA7 FR(EoP)E A the SAE watov, doolA = dld 37kl A o] oA

4% A9 e Aol

2
ng

o
i
w
—_

A= E3H AARS o}z A A oM FoEA ez SPC
Aol Fad oJFE Skl 71x3d Heo] olygli= Regulation EC  469/2009
A3%(h) YWke o] F= SPC AHS AT},

olo]l MSD= A& AAel wiiste] =7 s del Fasdrt = LesHdS

EoP Exx Wz &do] ¢l7] wjio] MSDY SPC AAHS H&3 ookE Ay

e
oo
L
olr
rob
iul
gl
jaled
H
rlr

Farmitalia Carlo Erba Srl(o]3} “Farmitalia”2} 3th)i= o] th#1] Al (idarubicin), <]
A 2 gxo] #3I 53 DE A25256335(F LY 1975. 6. 9, =Y 1979. 3.
1) E3jdxtelth. B 53 A o gy daHEe Aol gle
ojthFH|2lvto]l ZAlF o] dlow, WAL HAAde= ojthFH[ Al AitA o
7141 = o] ATt

Farmitalia:= Sl olg#H Al A4S FEAdEes Tishs FA#NEH
A5 ARl Zavedos Smg 10mgel hsliA o kF Al s7tE wa, 2 53 4
71 B7FE 71Z2, SPC A4 WAS “idarubicin and salt thereof including
idarubicin hydrochloride”’ 2.2 3= SPCE AlA o, U EHS s

“the medicament Zavedos containing as its active ingredient idarubicin
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hydrochloride” & Z43}o] SPCE 4o 3} 9t}

ool Farmitaliax= “idarubicin and salt thereof including idarubicin hydrochloride”
T+ “idarubicin and idarubicin hydrochloride”E SPCe] o=z FAsHA 5A

SMAd Fastgtd, 59 SHWde oA By 2ol W@ FTE

=4 53y Farmitalia7l F&3at= 7 719 didS Al 37F W& ook
FEAESQ] olthFuAl AAA S st W Wl ek 3olojA, SPCY 7z

FEF Aclolof Frhe

E3 59 53HALS Farmitalia®l 53 WAA ol o|thFH] Al o]thFnH] Al
Ak nto]l ZiAE o] 17| wjiel, olthFH| A RE e thalA SPCE F-odt=
AE A F=(product)e] FaET 712 EF] ] 9sir BRI H ook st} Regulation EC
1768/92 A|l3zx(a)e] ¢]wke

olo] Farmitalia7} 4138l 1, = AWgiH YL oo} o] ECJol A<ls4t}).

SPCe] A1 ool FEAEY fFeldrl e ©E g g Aela, Ut
oopEe FEAES 9dd 54 9 HHd 4, Regulation EC 1768/92
A3z(b)E EFetA = AJA Lokl olel Wl ECJ= A=rzAlEdl
s Regulation EC 1610/969] +4d< +-83Fd(mutatis mutandis), o] eF&E Al
&7te w2 543 FEARER ofyd 712 S8 fste] HiH= Wik o

2 oolaElE2 &= SPCe A1 tiidel 2 4 dvta dAsAH

SPCE AlAdate 49, A3x(a)d AlF(product) 7% 53] oja] B35 ¥ ofof
b e FAS wEstE A sk, oo s ECJE SPCel A1A dide
Nz 539 HIWHYES Hold S glemm 7z Edd o8 HIyE
A F(product) S Ashe 2 1 71x 53E Fod O =7te]) WHEe uwE

serslof sk BAHA

- 124 -



4. SPCY 2 ¥
7} SPCe B& ¥

SPCell 93 B3 WHE 712 584 B3 ¥ dA g Aol oyg 7%
53lo] o3 HolxE= Be W9 WA, o FF AT 7S W AlFE (product) R
SPC RtEA7MA] o) ok Al 37t W ° 24 AlF(product)?] EE
Sxo] WA ot @1y P vz 539 5FAAs b v

ojefrel &= gl SPC 7IZF F¢h FUHHLow Frtd §E=7bA BE WSl
Ar

)

rlo
o
N
1o,
0
n{M

=

SPCe] #¥o] mwAE=  AF(product)e] AHelE  Regulation EC  469/2009¢]
A1zl FAE] Jd=d, AFE(product) S 24 F(active ingredient)ol]l 2] 34
ddE s FEAd T gk go] Aol glo] el oal & A ETt.

EC] C-442/11 #HoAME= 712 &

ol
lo
Hz
fol

Hel WelA], SPC A& (product)®l
o] WXttt ZTtdld T} 190

o
il
Ho
fols
ox
ML
o
N
%
ot
o,
12
(S
2
=
:.OL_',
>
k1
fols
J

SPCE 712 E3ldel oste] Fold Ast AT AAES Folshu, BA

=] ol SPCAl®E  FYst
S8 sl o]Folxl A4 Sol U FdTF ERFTEE SPCA i ZAAol=

ol g8 5 9Tk

188) Regulation EC 469/2009 A4z

189) st 53 A|9%5x

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 A5z
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. #d A

(1) ECJ C-442/11
- 7% E3Y BHaEHY oA, SPCO AlE(product)d] tHE FEA
o okEoll HlalA = SPCe & glo] v xcial kst Ale

F—{E
ﬂJ o
BN
o
%

Novartis AG(°]3} “Novartis’gt 3rth= S5F 53 EP(UK) #0443983% 9
sl EZ 53 o)t Novartis&

Es@Atola, E  53E valsartang ¥
valsartans FEALLE et oFF ‘TRt diste] #ujsrtE v

rlo

&
T,

2 58] 9 tent sj7ke vzete] 4 58YoRRE valsartand o
3t SPCE F-ofottt
o] & Norvatis = valsartan(A) 2} =l 734 o] AN+ o] A9l

JERIRREAEBIE §EAROR St mrow’ oJokES 8 shwel

Ajst o, oldl 71 xéto] SPCE H-of A= skt

Actavis™ valsartan(A)°ll t3 53 EP(UK) #10443983%.¢] € &%7|7F wts &
SPC 71z+ wkm olde], ZtQukA+B)e] AUlY  ookEF A4 2 AWE
A& sk, ool diste] Novartis valsartan(A) 53 2] SPColl A3ske] nj
wAE ATs Ak

G AWPAL Actavise] HEE A #Aw) T3
ol @t om, F= ATHAL SPCY #9le]  #¢ Regulation EC
469/2009¢] A4z B A5zl FA A, SPC| valsartan®t 2 FEAES dht
ojdel tE FAEAT(E Atde s=zIraEoA=)d xFEte] Fobs
o] ¢k o] valsartand] THE Foj@ SPCO RIS Hsfst= AA ECI
A ejshtt.

i
of.
ot
_org,
32
H
>
S
Q)
=
w0
r

Fol'

oo thal ECJ+, SPCol:E A& (product)el thate]l 7% Ed oA Fod Az
T3 At FAFHER () FEAEA)S FAsteE AFo] 7x 559

BENT, ) SHANL A)E Sl 2AGe] st o) gel FAARBIE T

o
o
2

192) Regulation EC 469/2009 #118%
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FRete G BB FAT & AUW A%, EAAE AF AF) Fold
SPCel 2Ase], 71% BE7k 2WF ol F ARt FAYRS TRIHE JGES

dosts Aglol mate] Al F4L + Avkn BASAT

5. SPC 2139 A3 & a4

7k AH A7

SPC A1 AMfFe= TR o3 o S REEH 671 ool AlE ook

gheh19d) o o sjrkdo]l Vx 539

SEURTY 6718 ool AlZFolof grhis

Al

i

ol

29 o ALl Nz 5

U AR #H 2 AA
SPC 2HA= 7|2 53& HA% 7z 3= #ET 534 (industrial property
office)oll AlZshoF 8,19 T AT S5 AAVIE E= At 9]t
AApso] SPC7E FolsiAv Add 5 gk Aded Wi &5 WAE O 33

=599 FA o).

o SPC 413 4 R AR M7

- SPC AHE AT M= 4 A= Aol wEARE §7]e W&o

P
A
_Oi‘,
lo
2
fof
)
i

(iii) 7]
(iv) Regulation EC 469/2009 A|3%(b)e]l AFH  nlel o] A A9
A (product) S AHo2 A8 98 Hx 37t W 2 dx, 18

kel o] 37F7F AlE(product)S 3] Y= (Community)2] Aol FA]8}7]

Al

193) Regulation EC 469/2009 A 13}
A28
18
18

194) Regulation EC 469/2009 =
195) Regulation EC 469/2009 =
196) Regulation EC 469/2009 =

oft 0%t ot

Al
Al

E
E
=
E

7
7
9
3

.|_,

(a)
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A%k 3 7H7F ok, g &7kl WEet ¥t

(2) A& (product) 573 sk QoF

S R B i P s R b
Directive 2001/82/EC¢] #|14xo A vd =
Regulation EC 469/2009 #13z(b)ellA A+
A &7tFol AES AlEsfoF gt

ool
]_ =i}

U
=
s 2 Directive

2. SPC A1 9] & 11198

A3z (b)el A 4,

2 g, 87k

a3 A (product)S Aol

71 A E A (product)

(v) AFEE FS, AE(product)S 3 P=9 AlFd
&17F Mot I
(vi) == A, 717 A A A gk F A

A3z b)ell A T4

5LEA, 51715

A, 33 A E(product)S A Aol
71 A E A (product)
3] =9

AFEE 4%, AF(product) S A7l

87k Wssh B

197) Regulation EC 469/2009 A8z A1+ (b)
198) Regulation EC 469/2009 #1923}
199) Regulation EC 469/2009 A111z4]1%
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P& 817kl o

gato] o3 Aok Tt

& AFE197)

T
T

2001/83/EC2] A11%

A (product) B4l gk @°F @

A% (product) & Al el EA]817]

237 9@ H7kel WE
EAT 5 QA @ Hzo

Fide Haw
A7) AF el WE
AT 5 oA # Az



(vi) SPC 7]%F.

can

T3k SPC 21 o] AdE HAfol= 7|9k o] Fardlof dhr}.200
6. SPC9 713t
7F 717 A U

SPC®] 7|7k Regulation EC 469/2009¢] #1113z 4= o] Qlth. SPC 7|3+ “7] %

559 FUZRE Y U Az JFE AR S/ SA" QA A7 A

592 A3Hak 7] 7kelw 20 Hu) 5371%) Q14 H )2

webd i) V1R 58 EUdTERY ‘wd Wl Az ookE Al s7P o9
glh. i) &g 71%tol

5delA 10491 Adfol= 5ds A 7IRtE F7F BE I3kl "k i) Y

PN
.
gomzay vz S5 AW ZRH FY W Az JAFE AR Hb} sAd

G A 9] 717ko] 5 wlwkolr gt SPCF HojE S )20

HAZx oE AT F71Y e 9uli= Regulation EC 469/20099] FA o] A gko}
ECJel &4l 93 sfialgttt. ECJE C-127/00 A4 SPCE A &3t7] 91 “F3
A7 AN =7kel 7hE A4 3 B S 9

S
909 F& FAddd we pAE Gz AMHE Aol o, olopEe

e =
B
P
1o

2
sl
>
[ﬁ
Qi
L
lo,
ofy
ro

200) Regulation EC 469/2009 A|112A]3
201) Regulation EC 469/2009 |13z #1138+
202) Regulation EC 469/2009 13242
203) Regulation EC 1901/2006 A|3634]1%
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.
204) 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 maE  wues  spoRREe S URE  wEls Aoy
74 591 0209
U #aAd

(1) ECJ C-207/03 % ECJ C-252/03

- EU H|3d F7tol| A o]k A9 &7tE W 498 % EEA o] 859
EU oA a-o] WA= 45, v3d =7ke] 371dS SPC HE 7|3
Ao VlEdo] He Hx YR ddsk Al

Novartis AGE S =E3 EP A0449769% % EP A0500823% ¢ E3Ax}o]aL,

Millenium Pharmaceuticals Inc.(°]3} “Millennium”°]gt 3thE SEE3  EP

A 0477295% ¢ 535 AAFo| o},

(C-207/03)

Novartis®] EP #|0449769%. E3|= CD25 &4 9 Zdsto] Wel oA a7 g+

‘basiliximab’ol] &3+ ZAo]i, EP A0500823% E3 &+ ‘artemether’ ¥ ‘lumefantrin’ S

FraARor ¥33te ddeglolAd w3k Aolt}.

EP #10449769% ¢] basiliximabs ¥ 3t 2JoF# & EU 3 d=to] ofd A4

HA oJokE AlZ F7FE wtal, o]Zo F¥H FE A Y3 (Commission of the

European Communities)oll A 9]¢k A3t &712 wkgrtl 1 & Novartisy® G =

E3)H o] SPCE A A3t}

EP A0500823% 9] &eheolAls =9 zoA WA ookE AR s7F kil

o] Fo Aol A oofE AT /IS Wt I ¥ Novartise 99 53]

SPCE 4143t}

205) So 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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2003. 2. 1242 d= 53H S 7] 53 2 ofokm A% {7t 278t SPCE
nojagd =g, SPC B3 7|7t 7% AAE 2929 Frrdz dAs g} o9

fale] Novartise 2927 obd 9 9 8 FEAYA3| 9 r1e 7|z
SPC 7|13t& AtAsfop ki A8t d= 53] g5 Alskaidh ol
= SeieE ECJOl 87l es Aot

(C-252/03)

Millennium=> Eptifibatide ©]¢FFoll thsto] =920l A WA 7S whar, o]F

38 TE5A Y3 (Commission of the European Communities)oll A ¢ oFE A3

_‘OE
N
N
i
.
32
£

I % Milennium< SAF=2Z3 5o SPCE AlAsH3th

EFHE SPCE RoJdglsd, SPC B3 7|7+ 7]&

e

oobE SR olol @rim FARWA HANEA AWl Frsdd

SAFEA FARLL o FEHE Wweoigse FAFEa 5sHe AAS
sl

AR SsHEe SA5FEa aedgded dasilsd, o9k wush
FAF-23 s Ede] ECJel &7 W8+ dejshaith

F= SsiMda SAY=2a asPARALe ECJl, 2920 oofE Al 37t

3| ’IFFERIN(EU 3] d=)e] HEC we} AsHoz g3 elqreErded A A==,
29290 Al 371D E Regulation EC 1768/92 A|13%0l W AE SPC B3 7)1}
ZlEdo] i Hx9 7t sidsl=A Folaith

olo] ECJ+:, ¥9 A AY(European Economic Area, EEA) ¢ 2F(agreement)
F-&A (annex) 20 ZASE] 291229 ojekE Al Ut gl olHlqrERQlY o oFsE
Al 87 R PR AL, 28l dlrERSl S EU 3]9srol 7] wiol, AaAor 2919
ojokE Al S7HY & SPC H3E 7|3 AHAe] 7Edo] He HE F7Fd R Holof
grohar dA s AT

oheb 20059 69 19 ol el A91x ofoky UM RRH 12709 A A
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NZre AA AslugEed] A§HES asanreile] Wae] /4= ka0

(1) EFTA20D E-16/14
- SPC AAe 7|z7t H= 53¢ Hameld xdgH Yzt He 87

ojefE = T i WAl oJekFE SPCeO Euwelel H3vta dust

Pharmag ASE =290 SEE3] A3332423.¢] EFHAolaL, HE EF = dojd
3k wloleis WAle] T Ao B A ddoje] ulol#{xAd A A H(viral pancreatic

disease)oll AF-&% = Aolr},

w29 o]l= EU 3Y59o] obyxvt §3 A A Y (European Economic Area, EEA)
3l h=tol, EEA goF2 SPC A4S X g3

3l Intervet International BV(°]3} “Intervet’o]g} 3tth= Aol Un
Hlo] 2] ~-1(Salmonid Alpha Virus-1, SAV-1)o] ZddE ofdd= dojzi
23 B4 vlo]H A(VI94090731)E o] &&te]  wale Wy sle] gy

L2 oloa] EFHE WTE Intervet GoollA 1 WAle] gk o)okE Al
3] 7Fmarketing authorisation)ES Wi, =2 ¢ oloA SPCE AlA3le] 5\de] F7}
B35 713HS Q1w

Pharmaq(¥121)7} Intervet(d] 1) A2 A 7|3 53] AFdA] 2o HALS
Intervet 5319 HaHYE vlo]yx FFo| F&3 Ao nlolziaA g A=
gk WAloletar el Slil, Pharmag®l W4lo] Intervet 539 HE Wl

e ddstdth PharmagZt 2 ol wmloly A #HAF HHo
WAl 2go]e] o] &yl mlo]#] A~ (Salmonid Alpha Virus, SAV)2l 671¢]
F(strain) =9 3HA FF(SAV-3)E o] &3 AL ERHo =7 Fr},

s
o

oo tls] Pharmaqi= Pharmaq®] Alo] Interveto] F-ouke SPCe BT W

-z

, 53 3 1, 2010. 3., 1003
A2} < A (European Free Trade Association, EFTA)
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xote A Feva T, &2 AHY(0slo Tingrett)oll &%& A7) 8k o
e
AA

F(EFTA) Holl defatal

=
fo
|
g
B
ol
oL
o
rlo
do
Al
2
do
—[u
r&

SER AW oofFo] niojex WAl W SPCe BI WeE, 7x 539

$7b elopEel E¥gE 54 RFRW oy, sz Sddw wgHa 8}

o
12
i
=2
s
7]
i)
>
&2
rlo
o
i
el
X
K-

|7k ml A= AQIAl A efstilar, ole EFTA
W2 &3 wlole AsF(product)e]l I Farmitalia AFAS AR dlo,
Regulation EC 469/2009¢] A|4x°] SPCe2 HIZHHAE AUAA FA 4=
AL SPCol o] RHEzwe= AFd "ARSHoR FEI o ofEol Al

AYss AS sl SPC A A wemz, AasHom FEU

o
Ry
o
to
l
_VE
g

(biosimilars)E= X% A& (reference product)oll w3 SPCe HZ

8. AERIAE #4A Hd

(1) ECJ C-11/13
- AR BREHE dAARAE 2dshs AwHIAE st VzstdME

o}
SPC7} Hold &= glthar detgh Abe)

fo
Lo

Bayer CropScience AG(¢]&} “Bayer’olg} 3dth= 5553 EP #0719261
E3|dxAto)a, B EFE isoxazolines 3gEo] #3I AL Z A, isoxadifen AHAES

Fal ol

Rl
ot
rir

Bayer= & YolA] foramsulfuron, iodosulfuron ® isoxadifens ¥33}= A xA <l
MaisTer AEHRTAF sty 37F2 Wt} Isoxadifend A Z Aol A
oka] 74 7+ Al (a safener)e] ¥shs 3t Aotk Bayer:= 2003. 7. 10.0] A7) E3]
2 F7tE V22 5955 HEWMSE “isoxadifen and the salts and esters
thereof)”®2 skl  SPCE  AlAstdloy, AZAAE[T. Bayer= AdAA

EEete], 5d A Ssvdel dasa, AW 53 de ECJol 2ofsisith

=9 g EFUAS ECJo, AEHIAES SPCE A3 Regulation EC

1610/96 A3xA13 9L A1xA8Fe]  AlF(product)20®3  A|1xA|3Fe] A

208) 'product’: the active substance as defined in point 3 or combination of active substances of a
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& H(active substance)209¢] oFal| A3 AI7E E3tE = Aom M H=A dofelar
ol sl ECJ= oFslidzAlel wigh S3dgoe] AR IAFS s7F ol
, Directive 91/414¢] A4z AF=
171 <13l
oFel A 7 AS E&3st= K8 Al (co-formulants)ell ¥ AEE HR s oF st AoRE
AR, ks 7S Regulation EC 1610/962] A% (product) Fi &4 &2 o
e = Zlow sfAafol ghrkar WA ST

=

e AsE 4+ AL BPsw

(o]
olN
ol

ANEHIAE AT 7 A AERIAEY &9 2 3848 ¢

H

(Fan) fEvete sy A2xs woke (1) A, AsA, AxA, Q)

wAge ALIES FAAAY AGE el Agats ok, (3) 7194, £04

209)

plant protection product;
'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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[#&d #4]

(1) ECJ C-431/04

(7)) HA A
MIT(MASSACHUSETTS INSTITUTE OF TECHNOLOGY)E %&53% EP

o] EFHAolx, E EFE= polifeprosan L AESHH A EHS

v

A7E 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.

T 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.

A F ANl e 19 ZeME polyCPPiSAS X8, AEgHon
S UEe 222 Z3]F(colchicine) =& ¢l Wlinsulin) & E38tE A E
3 , polyCPP:SA7} A& g4 Edo WES 4o 43 4

e
t}. Polifeprosang polyCPP:SA Z g w o] &f g3k},

(th) AR #A
55 dAQ MITE £ 539 #-dd o ekE Gliadeldl tigk d7ts A5
Gliadel®] TAAE F carmustines FAE HEY X5E& FEATORA,

A EAL Aoz ojn ALEFUW Holdrk trE F£A A E Sl polifeprosane &
5319 ZEw 242, HAHAA HITY Azsdes gloy, carmustines QA

MIT:E= £ 538 7|2 53& 3 Gliadeld] ek 87ts 71% 87t2 stef 54

E35Ho SPCE AlAA=d, 55U 53732 (1) polifeprosan®] &2 i (active
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ingredient)©] ofYzl= ol % (ii) carmustines o7 ThE  o]ekE &7}

71Z38te] SPCE Wotthe ol & MIT® SPC A1H & 7148t

ool MITE: %9 Awssydel Fasidol, %9 JdUssude F4E
AZEga, MITE oA 59 awoddd dusg. 59 dgugae o

Abgkl wlsl ECJell 29l shsich.

(zh) 4
1u4 7<1 =

Regulation EC 1768/92 #|1x(b)2] olu] oA o]k faAd i o ZES HE A

2 fEAReR TAH o B AAA ol 20

f
rr

BE A8 gy

1ol gk 99

ECJ+= Regulation EC 1768/929+ “# &4 ¥ (active ingredient)”o] 3 A 2|5+ o]
floms, 2 §olo ouot Weje FAA R AMEEE dybE ouE Holok
shal, sEoly IFFe] AlAll ZHE WA ofYshE oJokEe] A AR
(active ingredient)”ol] XT3 ¥ %] L= ZOoF oofRoloa dutH o7

Wrobs el Alal lttal sttt

do
fol
>«
r-{u:

o A%
Ao 2% F shte] BAe AR ANEF AL, oE BLES I Aniil
GFAA NN B4 GdFe vy ge fERATY WES 28)2 Fi

AL e FEARY 2T sIet=A Eolsg

2o dig ¢
ECJi= Regulation EC 1768/92¢] <% A=<} 1610962 ¢4H A=E HES

Pt 283 298 7HAA = BFL “F3 A E(active ingredient)”ol X 3E X

210) 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?

211) Is 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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e ol:, FEARS ARA &nRE 4 gt BEY BFAAE ookE
s
.

F a9 %% E(combination of active ingredients of a medicinal product)”ell

(2) ECJ C-493/12

(h) HA A
HUMAN GENOME SCIENCES INC.(¢]3} "HGS"g} gth)= 553 EP(UK)

109398045 9] E3d @A, E E3F = Neutrokine-aol ZAgsl:= Ao w3

An isolated antibody or portion thereof that binds specifically to:

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

(b) the extracellular domain of the Neutrokine—a polypeptide (amino acid sequence

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

2T 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.
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(th) AR 27

E3]dA2 HGSE= belimumab % tabalumab®] %3+ Neutrokine-aol] Agtst=
FAo] #Fg 53E 1996, 10. 2501 LA TE . 53 2006 T&HEA
AES A E£7]H 2016. 10. 25.7kA1 At

3l Eli Lilly and Company Ltd.(e]3} “Lilly”g} 3tt})+= Neutrokine—aol] thah 3+
tabalumab(LY2127399)e] thale] ¢ okE A3t 712 A1A 3} =], tabalumaba
5389 A4 138 HAT =7t AAgh

e o

I % HGSE Lillye] tabalumabel] tigh ojekE Al# d7tE AR 2 539
el SPCE A1 - AFS sk oo 2008 Lilly: 9= 53 < (Chancery
Division, Patents Court)e]l & E3]o] tigt & AFS A7|stu. olef =
Lilly®= HGS7} ge#iel SPCE A& 7ol iv]ste], HGS® E3o= g A7}
e Hoznt A Q& W oA LY21273997F FAFH oz sAEe] A
B, A LY21273997F HGSS 712 53jel osiA Ho=HA %o} 47] SPC

42 Regulation EC 469/2009 #|3Z%(a) $1%FS o]+
ApARe] EHA] LY21273999  tiel  SPC W&
ASHYLS ECJel 2ol

Wl

b1
[o

=

! 3
B~
ofy
o
X
N
of
3
)
o2
Al

(2 4
1&1 7<1U
Regulation EC 469/2009 A|3zx(a)9] "Al¥ (product)o] &gt 7% 53]o] <3|

BEE I QEA"SE AAsE 7Fo] FAUAA Aottt

ECJ= 71&9] ##lH(Case C-6/11, Case C-630/10 &)l w2w, 7| 539
ATHAE FEAAES XSRS V|eHoR V)AE 3lel#tE, Regulation EC
=z

469/20092] A|3z(a)e] 2w Wl FEAES B33te Holgta FAs

rr

212) What 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]?
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e e FAe 24 G dig A 54°o = 7] A (define)std
S

1A s oF ghebd Awil FRH o s Aok steA| FolstglTh2id)

ECJE Regulation EC 469/20092] #|3Z(a)e HARXoZ 7|54

FEARS WA @evn Busgon, YRS TPAEF EHom
AR FFEYE EPOIA wad 5l o niHe oz gFdtia
A3k

27

formula) 2.2 7| A ¥ 42 %= Regulation EC 469/2009 A|3Z(a)= YKoz g
/g ol uis SPCe 371E wiA|sHA] &=rhal A ST

(vh 28 = A

SPCe] HZ thido] H= FRAE] =X 7l 58] F7He FoAA Fx
ofs) 542 Favw gl #A HollA 2 o)7} gl

(3) ECJ C-322/10

() HA A

S5l Ao, ¥ F8e wds P

2 Agak & nZFE U (filamentous haemagglutinin) &9-& E &3 WAl 73

AoRA, REATFE

obelst 2t

213) Are the criteria different where the product is not a combination product, and if so, what are

the criteria?
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A% 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.

(th) AR 27
Medeva BV wds] & 2 AfA dvaFEHd dd9S &3t AyA
23E vehdle WAS Alxske el B 58S 1990. 4. 2601 Este]
2009. 2. 18.° TEZAA wgow, A5 EH7|3F s dL 2010. 4. 26.0]3Ath
Medeva BV E E3E5 7% E3 2 3, Infranrix DTCaP, Infranrix IPV,
Infranrix IPV+HIB, Infranrix Quinta, Pediacel % Repevax WAl o]ekEo] o3k
7o 71zx3ke], 5709l SPC(SPC/GB09/015, SPC/GB09/016, SPC/GB09/017,
SPC/GB09/018 % SPC/GB09/019)E  AH&At. 7+ SPC A AHA =
tze golD), FFF(T), WAl (Pa), AotrbH]IPV), H+HAHIB) < A"
Zgol g3 DTPa-IPV/HIB #4lo] 7]A4js]o] §

’

o
(o
o,
&
)
au}
(<)
@
o+
&
2
Ei
El_u
:[o
o,
o
d
=)
i
B
-
Lo H
BN
xh
rlo
fd
-
Rl
i
ol
s
4»
N
N
lo,
[0%e)

TFAH o= SPC/GB09/015, SPC/GB09/016, SPC/GB09/017 % SPC/GB09/0199]
SPC Al Adde 712 539 AW edA AAE ARYg B FaEAE0
WAl 5 o], Regulation EC 469/2009¢] #A3%(a) 9ukoleli= o]F = Ad= At w3
SPC/GB09/0182] SPC Al A Aol 712 539 AW lel 748 Faiitute]
71 E o] ot s7F w2 ofokFEe] FEAR T H YW (pertactin) ©] £ 97N
e 712 539 Asdel iAHA gL ey wied, #a%F §7Hrt

ol o] Al Regulation EC 469/20092] A|32:(bh)214) futo| gt o] 2 A A Ut}

214) a valid authorisation to place the product on the market as a medicinal product has been
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Medeva BV 9= 53]H o] AQDZAA EH3I = 315U (the High Court
of England and Wales (Civil Division))oll &Aoo q4hs 7|4 HAT. o]
Medeva BVE 9= 34 A(the Court of Appeal (England and Wales))el
, B FAaHAE o] A #ste] ECJel A olstitt

oo,

F

o
)
R

(#h) A (EC))

1H A&

Regulation EC 469/20092] A]&-(preamble)oll ™Al ¥ 'Recitals 7 and 8o wel 2t

sl =7 S AAdA sY3 x£79 SPCE FoE dado] QIAEHE=H

9] 93] (Community)®] Fdd 5ol fle AFelA, "AlF(product)o] &S

Zt=(in force) 71Z% E3]o] 93] HsHT}"E= Regulation EC 469/20092] #|3%(a):=
A

2ol oJuls, ol% e NFEe PAAAE Folstdrias

T

fr

shup o]
Regulation EC 469/2009¢] Al3x(a)ell W} A& (product)e] 71x 5dlo <3

EHEA oRE A4S AF FAMA g JFe] A, 1 J)Fe]

lo
Jo
fols
oX,
Mz
o
kel
oot
ol
rlr
lo,
12
juld
2
as)
e
ot
2
>
>
frc)
L
m
rlo
o
o
=2
=

To9lx] Eo]ahgt}2i0)

i)
M

w

il
gyt 2w WAy #EE dA Abdlel 22 H oA, Regulation EC 469/20099]
A3z (a)e]l wet A (product)e] 71x H3lo 93] HIEH=A ofFE AASV
I 71 FoldA Fekd el

9% F7HA9 e A1Fe] e

’

granted in accordance with Directive 2001/83/EC or Directive 2001/82/EC, as appropriate

215) Regulation 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?

216) In 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?

217) In 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
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Regulation EC 469/2009¢] #13%(a)e] HA o w2 vl wale] gk o] 7] %
E3o] o Hadgd uvF d9e EIseE oyl Ay wdn v)x E3F

o BT HE AQNA Fo)sg]th2s)

a1

i

i

Gglo] 712 B3lol ofs) nEEvhy, 1F 392 TPk b 49 WA Az

Sajo] oajA HEEER Foara0

(

1 WA 5o o3k g
ECJE= 712 E3& H3H+E AE(product)’'e MNP 7|% EFZ A A=

o] ek o] & A (substances)e] oW 3t diEIME AFSsoia #AJEATE o] 9

FEALe Aol el FFekA @evha, 47 Ssd Jzsle] @ 7

Ho
fol
o
HE
=2
)
o
>
=)
wn
o]
O
|
-z
Q
o
_1
rl
gQ
5
£
el
>,
_0|L
32
v}

E3 ECJ= EE SPC7F 712 53] 98] Fojd Za sd3 dAE Fofsta
TUS A 2 FA JFE FAs= Regulation EC 469/20092] Ab5xE
<AR 3to], ECJ= 1 WA 5 & 3] Regulation EC 469/20092] A13%(a)ol
el 3L+ E3F H(industrial property office)e] 7% E3 < Ao
kS

AHA e HEARTS BAY SPCE Folals AL A= Xtk

AgA o2 d= 53Hol SPC/GB09/015, SPC/GB09/016, SPC/GB09/017 %
SPC/GB09/019¢] SPC 41%-& Regulation EC 469/2009¢] #|3x(a) WS o]F =

ARE AL HIa

criteria?

218) For 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”?

219) For 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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Regulation EC 469/2009¢] A|3z%(b)v= 3F7] (i) % (ii)9] 25 @d Fadi
e e 23l dalA SPCE 3 &ate=A £k sith.

(i) 712 53 & SPC Regulation #|3Z(@)e ujox Td FIAHAE =&

(ii) @Y FEads v Fa479 23S, sty o] v fFadEsd 3
E3st= 9 ¢k EC Directive 2001/ += EC Directive 2001/82¢l wz}

7%, Regulation EC 469/2009¢] A3z 7AE tvE& QAo ZH=HAvid
Regulation EC 469/2009¢] A3zx(b)e] A 3=

II:____
FEARS 2Fel tF SPCE Folshi 22 MASH 2Evha wA sk

(vh) A& 2 AAAE

Regulation EC 469/2009¢] A3x(a)llXel 712 538 Hwelek SPC AH
A ZF(product) 7+e] #AAZS FA3Fa, Regulation EC 469/20092] #|3Z(b)oll A 2]
g ojofE Al S7tet VR 58 ATHS e #AE AAE Ao 9Tt

Ho

30,
o

220) 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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(4) ECJ C-443/12

(7)) HA A

A3 (Sanofi)= 553 EP A|0454511352] E3@Atelx, B 5= ¥
A5 A #He Ao ZA, WA TS ofefot 2t
b HEHTY
A7 1.
A compound of the formula
R4
RS;'—(EHZH
=(CHz) |.H|I
|
A BT
éHg ﬂr ' ll'l". f-"r Il‘-
in which: - R1 and R2 are similar or different and are each independently

hydrogen...(&2F)

(th A 27
B 5sle 28y AmAY FEAES olwAte(irbesartan)o] et =H 53 ol
B o= ALE 1 A 7= o]wAlEle] WEo @ 7] AE o]

2 Z1A sl Atk ol olw
=52 erghth B E8= 1991, 3. 20,0 &9, 1998, 6. 17.0] S=H

EE5717F R Y 2011, 3. 20.0]t

xo
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ox!
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S
=2
s
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=

>~
>
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)
0,
Fr
2,
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]
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2
o
ofN
S
rir

(e
Jm
o)

AP = 1997, 8 27.0] o|WAEFS ¥ 3ElE ol @ wl(Aprovel) o FEd] U5+
A & 7HE wgka, o]E AR 1999. 2. 8.0 olWAlELS Ty FEAE

P
=
2
wn
ige)
a
2
o
o
ol
L
wn
ge)
a
i

$
£
=
32,
v

A WA SPCE 2012. 8 14.9]

AbedE 19980 10, 1500 ojulAbgl Bl FAE ojmAlEA

3] =2 F 2 7 ¥] o} A = (hydrochlorothiazide) 7} ¥3te o] ekl Holx =z
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(CoAproveDel  disiA Al 7S WAt AMEI = oWty H
sl E 2R o =] x3Ed diElA 7 WAl SPCE AlAsEear, 1999. 12.
21.9] SPCE ¥-ojurolitt F ®A SPCE 2013. 10. 14.0] v ¥ ok,

3l otElH] A (Actavis)v® Aol 2o AUY o ekES HAujstr] HEiA, F HA
SPCell tiall F3 &2%S A7|stdn. e AE = FRREA =T V) E
E3]o] Hpgol] 7AEO AA Z7] wFo] Regulation EC 469/2009 #|3%(a)
ko] ar, ojuAtebe] TisiA A HA SPCE w3ty w&Eo] Regulation EC
469/2009 AI3%(c) fIubolkar F=8gAth olol o Abxdel whsl F= aTHA>
EC] el dejatint,

(2 4
1 AR
Regulation EC 469/2009 A3z (a)dlA E3sl= 712 53jo 9dfiA HEH=

A% (product) 1A o] B2 Adles 7+ F9l

r o
2
()
o
o
=
i3
8

1Al oieh el
ECJ= 871 29 A&<s &8 Ahwevrh sopzzde] fisjr] SPCE FoAws

glof, Apzie] s otz A& 1o tid e A

L
Kol
22
v
flr

29 4

A

71Z E3]d oA o8] AlF(product)Eo] HIEHE A3o]A, Regulation EC
469/2009 A3F(c)=  EFAEAAI 7z EdY A RIFHE Ztz7hd
AlF (product)ell Ha SPCE H-ofit+= A& 3 &st=Ad dali A Fo] st A2

te fEgRel EgE odEe WE FAT # Jdu wEHEL =

221) What 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?

222) In 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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olulAbgke] 3k SPCE B3l A3Ae] obmEwW R molrzwW WS FAL &
glvha A stlvh

Ed A WA SPC /I3 wE F oAI3E SPCOl el v FEARS
Egshe  oopE(brmwimer  ohel,  wE  fEgRe  £99
SR (ot EM)S W T & glofo dhy] wEel, ¥ WA SPCE FolF £

g
i)
R
el
>,
QL
32
i)

FEAAES Tk ook Al §7bell SAske], o FEAE 2 O FEAR
23Es ARSete S FAANE = de SPCE ol g5ssivd, oE
el 29E A& oerE (ot ) Al Srbdl ZAste], oW

SPCE g53t+= 21 Regulation EC 469/2009 A|3z(c)el ofs| E7lssirhal

(h) AE
v fagRel @ oobE S/kE s1xE R WA SPCE we Fo, v
FRAES 2T ClE Szt szl T owA SPCE Fewi e

(5) [2017] EWHC 987 (Pat)

(7}) M A AL
GD. Searle LLC(¢]3} “Searle’g} 3rth)=

Ssldztela, & 53 dHER Hpolgli ZEEHOMA

ol

2E3  EP 408102093 2]
A Ao I Ao ZA,

&

12

A% 1

A compound represented by the formula:
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O Q
F“" \\Sfr
Mg X ——
N N ~ g B

wherein: P1 and P2 independently represent hydrogen, alkoxycarbonyl,

aralkoxycarbonyl, alkylcarbonyl, cycloalkylcarbonyl, (::-)

(th) AR A

Searlex= 7]% E£3 EP #|08102095¢ t©}FuH]Z(darunavin)s FIAEOZ

xEsheE ofokE 3 7FEFE, SPCE Fowrti, SPCY wEdS 2019, 2
BAAGY. 7z B AT v Pz AAqHder], F7a
gFUb 27 FAHe R EA A= &t €3 SANDOZ LIMITED 52

A
ol

1822l Searles A1 Y=, B 53 A AA@Exel  JANSSEN
SCIENCES IRELAND UCE A2 512 3}9, SPC & A4S #7184t}

Aies 72 5389 H 3 SPCY il wFuHI=7E sk eobA &
SPC7} Regulation EC 469/2009 A|3Z(a)E $IWkek Folmzg Fgetu F335
TAHeR 7|E 53 HFge] wF4 FHE AAEHJL 7 53 ¢

A R UH R dE A dA gkoer, Fe 19 Aargk P1 aFel sjdstl
HZoll, ¥Ate FdskA @k FEstAT olel sl v 5 HFE 1, 2 5

10 3 110l ojsiM HFun st Bedva 5469l

() =4
I G
Lilly(EC] C-493/12) #4S AR 3t FUHIZE 7|2 53] ntatd A3
ez Astel® 7|2 58 s FEd wHodEvn #Adsisdth w=g
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-
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rir
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712 58l e Bats 4 gle AL obdeha sl
wels R UH| 25 Regulation EC 469/2009 A|3%(a)E wWHEsle], E SPCE
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(vh) A& % AARA
Eli Lilly(EC] C-493/12) @43} #AE 2o s Ao, 7% 589 H7F
SAw= v guR vAssldetE, SPC At +EdE T

2 g HelA of o)t gl

Ho

po)
o

(6) ECJ C-484/12

(7H A A ALE
Georgetown Universityte 553 EP A0647140% 9] E3dAtola, E E3
17t %= wlol#] ~(Human Papilloma Virus, o3} “HPV”#} stth) wixlo] 333}

AozA, a3 oo 2ot

s

o)

-

(b HEHTY

A 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, 11a, 12, 13, 16 and 18

A7 14.
The vaccine of claim 13, wherein said vaccine comprises L1 protein or fragment

thereof of HPV 16.

3 15.
The vaccine of claim 13 wherein said vaccine comprises L1 protein or fragment

thereof of HPV 18.

-3 16.
The vaccine of claim 13 wherein said vaccine comprises L1 protein or fragment

thereof of HPV 16 and HPV 18.

A 17.
The vaccine of claim 13 wherein said vaccine comprises L1 protein or fragment

thereof of HPV-6b or HPV-11la.
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(th) AR 27

2 53 HPV-16 2/5E% HPV-189] Y& o] &
Zolth. Georgetowne 2007. 9. 20.AZ HPV-16 ¥ HPV-18¢ 3 %<&
Eotelke WAL AMubg A(Cervarix)oll tigk o okF A% s7kE Wtk ela
2007. 12. 149 HPV-6, HPV-11, HPV-16 % HPV-18¢9 &94& Xl
7hHd (Gardasil) o] oFF tigk Al 817FE Wkt

=y

s} =
arTT

o
ol
s
=
o
o
[>
Jar)
=
>
2,
o
o,

I %, GeorgetownS UH[E@#= 53 o] 8719 SPCE 213} o] F 7epd
g si7bE 2712 g SPC 41 5 HPV-16¥ HPV-18¢ a9 x3=
A ¥ (product) ©- 2 3= SPC Al WE 30031594, HPV-6, HPV-11, HPV-16 %
HPV-189] %3& A% (product) &2 8= SPC 413 ¥H 3 3003182 2008. 1. 154 =
SPCE ottt 18y HPV-162 A|F (product) &2 k= SPC ¥l& 300321
SPC W3 300315 % 300318°] o]n] SPCE XH-ofwro}r Regulation EC 469/2009
A3x(c)  Yureolgk=  olfE  2010. 5 1942 SPC  AHol  AHFHA
Georgetown < o] o & 53t H o R = glo] 71

2 (Rechtbank’s-Gravenhage)& 31719 W8S ECJol| &2l &tsit).

(2 4
ol WYL oy AF(product)S HIsE 7|x EFIF U Ao,
Regulation EC 469/2009¢] A3x(c)7F 71x 5dlo dig SdA7 779

B3 %= AF (product)ol] W3k SPCS WHe AL wjAS =R 23k v.229

ECJ= o8 FaAdes L£¥ste dokwel Ald 87k % 712 S3ld @A 49,
ojn] 53897} Regulation EC 469/2009°] AI3x(a)e] 715 S8 o8] ®wus =
fFadwe] =gEd wal SPCE FoAwttets, A33(c)= 58dAA7F 19 22
1% B3l o8 nasE FERARE FolA ol vl His SPCE o

(vh) 28 # A

@ 539 Fruslel v fRARS FERARY 2FBl BF A i,

223) Does 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?
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O
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C HEARY 232 2 w9

(7) ECJ C-631/13

(7hH A A AL
Arne Forsgren(©]3} “Forsgren”©l2} 3stih)= S553 EP  #0594610% 9]
EsldAtola, 2 53 dEFd o] #sk AozA, dnAHTE2 ol

el

m

(b HEYTH

A7 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.

(th) AR #A
Forsgren< Haemophilus influenzaes} ZE3t= @l zDo] 33 E3 Aot

20099 E{7bE Aobg WAl AEFE Y A(Synflorix)=,  WHA] @ ADo

&Y
iul
ot
Hu
i)
%
o
il

A $H(conjugated) | 3L, Q14berFvl ol 25 10719 AT
TAE WAelth 2009. 9. 24.9, Forsgrene £ E53E 7|x 532
7tE AR slo], L AEgol EFH SPCE AAHs9TE o ~Ego} E3HS

G AD7E B A el o] f2 SPC Hol & AAseh

Forsgrene o]ol tjall sk, 58 H o FAa9dse Sl dDe A8 a3i&
2]
-

Agstar. ey B4998E BNAD} AERYsd SyHom P4
i, e FEAET FH ATHl £ASY] wWRel WwMADE o|kE Aw
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7t wx] &2 Folgta #Adste], dAE 7|4t Forsgrens UHA] FH a4l
3

woAgtlAE WMADY} oobE AEzYse fERYROR 94d F dEA)

wAEAAL, Ha 58] A4xE A old dis ECJel deolst At

(=} &4

Regulation EC 469/2009¢] A|1Z(b) ® A3F(a) ¥ (h)E IS o, @ &
Z3ol v, 3 FEARCl oE(E AR AZRER) KA bE
FEAEYN FHF AFES P5dE 1 fFEdEe Z9E fAse A9, 7z
E5jel] oa] Ho¥ye FEAAWTGRE AMIY @wWAD)e] dis] SPCrF FolE

ECJ+= Regulation EC 469/2009¢] aAEoled x|z og <ofgjsts wmIez
= A FEE e BEFS ouditta #A ST T3 B Regulationol =

FRARC SPCE Folwe 4 b AASAL WASK 9 Aom s4 s oo}
sreha whAlshel

(8) ECJ C-482/07

(7 A A A&
AHP Manufacturing BV(¢]3} “AHP”2} $tt})= TNF(tumor necrosis factor) 23t
o] #3 5253 EP A]0939121%(1990. 8. 31. )¢ S @AAolx, B

53= F. Hoffmann-La Roche AG(°]d} “Hoffmann”¢]2} #th7} S5 $

224) Under 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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AHPO Al Fx=3F Aot}

(W) HEH T

27 1L

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 cDNA shown in figure 4 and the protein including
the N-terminal sequence Leu-Pro—Ala-GIn-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.

7 3.
Recombinant proteins coded by DNA sequences in accordance with either claim 1

or claim 2.

A% 9.

Pharmaceutical preparations, especially for the treatment of illnesses in which TNF
1s involved, with such preparations being characterized in that they contain one or
more compounds in accordance with claim 3 or 8 (...).

(th) AbA #A
Etanercept(TNFo| ZAgslE v@wid F 3 hHE F3
2 24 B D (Enbrel)o] 2000. 2. 3.9 A& 3 7}% Qo).

Immunex Corporation, Hoechst AG % General Hospital= 19943 = 1998\ of
TEAAE TNF 2% duldy #ag 5Eslo digh Ssdx=A, 47 d8d
7}
o]

1

9l

=
=1

AR 7 7% EF o uiste]l 2000d 3 2001de] dde=o) A SPCE
ko,

1t
ﬂl’Iﬂ

Hoffmann& TNFe| ZAgsl= wld(Etanercepts= TNFo| AststsE dwla =

el ek B EF (553 EP #4109391213)E 7% E3 = s, A7) B

- 152 -




S7FE AR 2003 7. 20 UE#H= ESH SPCE AAHF}AY. 1 F
Hoffmann& A2l E35dS AHPOl Al =3k}

Hd#ds E353 L Etanercept2 AlE(product) &2 3= SPC7F o] Fofxl7]
wZell, ad A (product)el wHafA o] el SPCE W& Abdo] glojof dhrh+=
Regulation EEC 1768/92(Regulation 469/2009¢] TwWo] A&H)el A3%(c)
fRkola, & 53AAY SPC AlHe] A4 Fo] oyl Regulation EC
1610/969] A3xA2F = FF4E& & 5 vk #dstel AHPS SPC AA &

AAsidt.

AHP= o]d E53to] o] o qAsda

ECJel Z2lstaitt.

SPC 217 @Al 8ld Al (product)ell  thaliA]l  olw] g E3j@xte] o
535 7]zt SPC7F H-o = Athd, Regulation EEC 1768/92 #13%(c)&= 31
AlF(product)ell dg = o& 7|z 53 SPCE Host= s wiAs=A

7ol 8 9 )2

ANERFAF thi SPC F4¢l Regulation EC 1610/96¢] A|3% A28 w3t

A& (product)ell Wist 54 53 54 535 e 45 SPCE WS

ATt WA Atk o] Regulations 5 AHE3dte], 1H AFo s v
il

2 & 5 odeA Telsenm

ol

ECJ= C-181/9%5¢ #HAS AR 3}o], Regulation EEC 1768/929] |3z +=

2
ugo E5AATL ¥4 8% sz SPCE AT A9 @ #Hol

225) Does [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?

226) 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 1?
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Sglov, AERIAE B3 Regulation EC 1610/969] A3xA2FS 3 &
7oAl AlE T wEbA] CjekE S7bE 2R sk SPC AlA 9] Agel=
ME TE 20089 712 537F i, AR bE 20149 53dx7E v &t
A% (product)ol A = H2] SPCE o8 = Jrkar #AA 8T

iy

3 B4 EFArtY] BE Es @] 7)x3d SPCE &= HAE gy
Regulation EC 1610/962] A|3x#)|23t
E3]o] 7]x8le] EAlo] SPC AH S s AL olgHolmz ¥ A E(product)d
dete] & 5sjo] 71x3 v 53]dA SPC Aol “A& F o] ofe} o]
o 7lz% v& 53AAe SPC AlAo

o
2
oo
et
£
e
9
lo
Jm
ke
o)
Ny
N
PE
L

(mh A& = A

Regulation EC 1610/962] A3Z#1232 s]A3to] dold, 5L A& (product)ol

tate] g 538AATE SPCE Foike o|Fdte thE 53Axe] #de 9 o9&
B33 9aA, g2 E3 AR} 2 EF 7] x38te] SPC AHS 3 4 Qria

FARE Aol A 2o 7t gl

(9) ECJ C-210/13

(7h) AN
Glaxosmithkline Biologicals SA, Glaxosmithkline Biologicals, Niederlassung der
Smithkline Beecham Pharma GmbH & Co. KG(¢]3} “GSK’#} dth)+= 55573
EP(UK) 1618889%. (&9 : 2000. 9. 27, T5Y: 2011. 2. 23)°] 53dAela, &
AEFAAF WAle] w3 AomA, HEYg T2 okefet 2k

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
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suitable adjuvant, (%), wherein said adjuvant is an oil-in-water emulsion

carrier comprising squalene, alpha tocopherol and Tween &0.

(th) AR 27

A EF9 WA RS ASO3e®E ¢¥F HZEA(adjuvant) E  S1ZFqQlxt
vlhole 2~ S gt Aotk g 20080 AS03 E JAEZFQlAl wpolw
A°] AMEESIQ H5N19 F9E& X Fshe= AT

a3 7FE a2, 2011, 8. 18.0] GSKE d=ellA] & 535 7|2 53 = 3stal, 7]
517t AR o] SPCE 1A sEAT old 9= 53 FH2 HEZAE Regulation
EC 469/20099] #l1zx(b)e] fFradwd xdsA geva #ddste] SPC 214 &
7 At

GSKE 9% 58139 AdAYel Boalel 97 nEwde] Fashur, nEss
YA el 4eH BB AR o
FERARIRT FY5Y

ECJell & efstitt.

o
>
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i)
a- A
(i
ol
Q
o2
Al
k]
ol
rE
o,
rlo
ol
N
lo
=
ofo
tlo

(=} &4

1 A5

ZAAe] Agads JAN Al A 3t ]

BzAE  Regulation EC  469/2009 A1x(b)e FEAAE EdqHEXA
S ke e AR e

b
st

1ol g g

ECJ+ Regulation EC 469/20099+= F3A 5o thsk A7l ¢RI, FaAdEe
AWkl om & A s|ojof stal, C-431/04 RAE /2 FRAELS A9 A=
a7 gojek Bk, Al Am &¥rF globd EC 469/2009 Al1x(b)9

e erevhan B

Jo
fol
o,
S
=2
R

227) Is 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?
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WA 1 FE oy n wEud, dF93 BREA ZFo] Regulation EC
469/2009 A1z(b)el < Welld fFaAdEe ZIFEEA FE £ JdeA

o) el gl

A AR A wATE G wEe] WAl EdFHBE FRAE

% gitka Basiarh

e9)
O
rlr
ad
e, BN

(mh 42 9 AARH
wAle] glojM = HZA(adjuvant)= SPCe AlF(product)e] & 4 $la, =A<
A85q737 de FaEAETo] AE(product)dl] FsHcrar AT Hel A oot

At

(10) ECJ C-130/11

(7h) M AL

Neurim Pharmaceuticals Ltd.(¢]8} “Neurim”’¢]2} gtoh)&= HebEy
kA APl AW #I FEHEF EP(UK) A0518468% 2 EddAZEA, £
5519 gz A 72 ofefio 2

tlo
Hel
i
g‘h
i

A7 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(...)

228) If 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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(th) AR 27

st WetEdS ¥3ete EWS A 5AQ ‘Circadin’o  tisiAl 2007. 6. 29.9]
ook A3 3] 7H(marketing authorisation)7} 9413, 72X T} o<l 2001. 3. 22.°
At S E3etal F(sheep)el WA7IE A7 EE 9 eFE< ‘Regulin’ol

t3te] ol ekE AT 3] 717F AT

°]% Neurim< Circadin &7}S AR 3le] J=to] SPCE A H3IALE 28}
d= 53142 Regulin®] oJoFE Al 872 712 Neurim®] SPC 417 ©]
Regulation EC 469/2009¢] #13zx(d)e] Hzx 37l +4S {1 vta ddshod
SPC 4134 & A4dstsit.

Neurim< 95+ %|¥ 9 (national court)oll A7) A&d AR
A7IstG oy A9, T H Y AT T HES

ECJel Zelstaitt.

e =
e
Je
_o|L
rlr
[
il

Y FEAES ¥ ookEd ds Ad syt EAsa, A3 7t
oekEL 7|z 539 RH3E WHd £31A &S w, Regulation EC 469/2009
A3z(de AP 371 JFFa U3 FEAES TRete o2 oofEe It

BT R

o
o2
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o
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j=s)
2
ol
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rlr
N

WA 5] 2] o) B T20)

229) In interpreting Article 3 of [the SPC Regulation], when [an MA] (A) has been granted for a

230)

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 47

Are 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?

- 157 -



ECJE= 712 53]7F olv] eoffoma gujrlo] U4zl FaALS] “M=2d AR
S="(e: FEE, AE T UE AR & X=(therapeutic application)) & H Z5}=

¥, 712 58l A BHa¥e 7E FEAEEY] AMEE AR §R'E
IR er Fgsts MR oofFE kel 71xsko] SPC7F Fold 4 glon, o

W SPCSl EHE FEAE A oUe, 94 AFE(produc)s A §Eel

o] w AE(product)S X33t “Ed o] oA RHIHE B L=z FsE”
oJekE  F{7iwte] SPC 1A A3R(DAANA  owstE AEE &EF o] &3k

A el A FE(product)’ e Hxe oekE FrtE kFd £ Qdun

T3 ECJ+= o kFo] izt SPCe ##E3te] Regulation EC 469/2009¢] #13% <}
Adzx=, &L 9 9Fo st A I EASYE AMFTeR, Y
A (product) 9] ©& 8o

HA SR T (A (product) ¢ 2 =7 SPC A3 S 9%

g 2Akg oJokE 7S 7|x=E SPCTF HojHE

(mh) A2 2 AJALAE

T2 ECJ C-31/03 &l 44S WAz, Ut AlF(product)el gk 3
ojekE byt EAsdEtE, T FrkE ookEe §E7F AR Zelx, 1
S5t 7% 539 W9lel &aid, F8 vt 7]x¢ SPCYt d&HT & HAx
&7} AR5 AF(product) AHA|RRo] obd 1 X E @ sto] A AT

(11) EWCA Civ 646
(7 A AALE
Daiichi Pharmaceutical Co., Ltd.(¢]3} “Daiichi”’g} 3$tth+= =553 EP(UK)

02062833 2] E3] A o)1, W EF @S S(-)-pyridobenzoxazine 3}g=2] A5 ol
ek Aoz A, hEH T oot ok
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b HEFTZ

A3 L
A process for producing an S(-)-pyridobenzoxazine compound represented by the

formula (VI)

0
xl y l COOH
— i
Ry N ¥ N N W)
NN '8¢
O\)\R

wherein X; represents a fluorine atom, R; represents a methyl group, and R3

represents a methyl or an ethyl group, characterized in that(...)

(th) A A
“Ofloxacin”& @A Ro=z Z3st= Ha ek 37t 7]
J

EAshE Aol &

%3 SPC7} o]w]
, Daiichix= 2 E3Z 7|22, “ofloxacin”¢] 333o]A & A<l
“levofloxacin AR o7 EFE ooE FHE AR o] 1997, 10. 23.90

o
4
SPCE A A stelt.

20083 Generics (UK) Ltd.(°]3} “Generics”g} dtthe 2 533 2 SPCel
FaAAs A sy, FdstolA A A levofloxacine ofloxacin®] ¥ el g+
#&A E(active ingredient within ofloxacin)o] 2 &, ¢JekE oz Ao H%x 3J7t=
ofloxacin®] 37Feta FAs9 o 14 WY 539 SPC/F fragta ddsdda,

olol 9 i1(Generics)7} &4 a9t

() #2
9w wad e, fEAYe W@ wugel U A% SPCE #EA

2 AR levofloxacine 9] &4, AESH ol&rbsd H S 7] xshd

)

Aatstal Z R Aolmg, SPC7F fasirhial A sl
(")) 28 % AAHA

g A EgES FEAEeR e A ook s|rtel 71x3 SPCUF

EAsteE, B o QAAS fEAdRen TAr ookE 4 s)zw
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A2 SPC7F el o= kil ddsigi.

(12) Merck Sharp & Dohme Corp(MSD) v UK IPO [2016] EWHC 1896
(Pat)

(7h) M AL

Mercke Sharp & Dohme Corp(¢]3t “MSD’gt 3sthE 5553 EP(UK)
07205995 (&9 Y: 1994. 9. 14, T=: 1999. 5. 19.)¢] 53 ARl & 53
ezetimibe 3}3tE 9 ezetimibe¥} atorvastatin 5ol ZgH A tA A E ujg

Aoz, EATEE ofefs 2t

(b HEYTH

|

1. A compound represented by the formula

R R?
Ar'=X ={Clg-Y 4 (C)r Ar
II:‘1 ,—!13 ZW\_{ {Ea)

AW
or a pharmaceutically acceptable salt thereof, wherein:
Arl and Ar?2 are independently selected from the group consisting of aryl and
R4-substituted aryl;

Ar3 is aryl or R5-substituted aryl; (---)

(th) AHd 27

‘Atozet’ 2] %2 ‘ezetimibe’ % ‘atorvastatin'e FE&dFo2 Xt ZFHHE
ZFatAlolty. MSDE 20131 9€ell Atozeto]l thale]l 5U& thFE 3] (reference
member state) &2 4] Decentralized Procedure(DCP)o]2t= 2ok Al 3715

AAAT. = MSDe 2 53 E57|3te] wrg 35 Al 2014. 9. 12.4H=

o

do 58l B 53E 7Ix 5= s, Atozet d7FE olfrE sl SPCE

d kAt

>
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9= SPC 1% 2A, MSDE dxsd=l  5do o) okEH (Medicines
Agency) 258, ©] 5 A3 5)7kE obx] DCP AA7F E55Avk= $4(End of
Procedure Communication of Approval Notice, ©|3d} “EoP’2} 3thHES ko)
F=ellA= DCP AAE &3 s 7l o] obA HFSAEA & F&o|qh o]
MSDE 59 ookEH oz REH EoPE AR s SPCE A AFs3th MSDE
EoP7} Atozetoll tisto] ook Alwt sl7bE 3F ZlolaL, o]& 95 E3dto] BE
3]l =7hel &¥o] dvkar FAeainh

ofel MSD= A AAel whijste] g=7 asHglel Faeilr. 9= ey
EoP $A& W& m#el §l7] witdl MSDe SPC AHL FEd ookE A%

37} glo] A3 Ao Regulation EC 469/2009 A3x(bh)E urstgctia

MSDe| 7lgt Zrleldel SPC AHe TEEZ 9 gdeAi: g pe
olfrz AMEYT, ArtA, 2es R FARZIGAE SPCA RelEr ol
0% Wae aue gste], 9% Sauae Ar] BAss WA, d7d fes
EC] Welel deolstgom, 20179 129 @A) ECJIA Ae Fo 9k

I

o

O

1H A5
o] ok ]2 (Medicinal Products Directive)®] #28Z(4)& oA A3 thiE F7}ol A
WalEl EoP %47} Regulation EC 469/2009 A|3x(b)e] <jokE A3 &71¢)

FARA B bk

W 1 AR disk tigo] ‘oly gl SPC Al WAoo ekE Ald 3719
FH ZA] Regulation EC 469/2009 A|10ZA|33}2]

231) Is 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?
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SPC 2139 HAS T F549 4 A AFAA] 23 t).232)

(13) ECJ C-392/97

(7}) M A AL

Farmitalia Carlo Erba Srl(¢]3} “Farmitalia”@} 3Fth)= o] th#1] 2l (idarubicin), 1<
AW L Lo T3 E3F DE A|25256335 = 1975, 6. 9.1 =2 93z, 1979. 3.

LAR SEwgdth & 58 gEyTee ok} 2ot

(b HEYTE

7% 1

1. a-Anomere von 4-Desmethoxy-daunomycin der
Formel

NH,

(th) AR 27

B 58 A3dde dely oz Ao gle oltpFH|AlRbe] V)R ¥ o
Ao, WA AAldd= olthFHIAlL @Ak RIl  TiAjE o] Sl
Farmitalia®= SdolA oltfFH]x] dAilds fFEadEe=z Xggsts gA4NEH

Xz A9l Zavedos Smg¥ 10mgoll thalA & ekE AlH s71S ok}

B 28 9 7] §7bE 7|22 Farmitalial® 1993. 5. 24.91 SPC AA o<
“idarubicin and salt thereof including idarubicin hydrochloride”’ .2 3} SPCE
Al o =d EFHL 1993, 6. 9.A = hAS “the medicament Zavedos

containing as its active ingredient idarubicin hydrochloride” & < 43lo] SPCE

232) If 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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ol sl ut.

ool Farmitaliax= “idarubicin and salt thereof including idarubicin hydrochloride”
W= “{darubicin and idarubicin hydrochloride”& SPCe| thdo =2 FAstHA =

sy del gasgsd, 59 Ssdde T ol oy wFd od 3

= 55 FarmitaliaZb 438t + M8 didS A9 37F vE2 o okE ]
FEAE oltpFHal AAES s b2 Wl uig AoloiA, SPCe 7%
& 7be SR (2001/83, 2001/82)0 wE A -kl f{FaEIE Zlojojof Frh=
Regulation EC 1768/92 #13%(b)2] $uto]elar shekalodc).

E3 59 53HALS Farmitalia®l 53 WAA ol o|thFH] Al o]thFnH] Al
Ak nto]l ZiAE o] 17| wjiel, olthFH| A RE e thalA SPCE F-odt=
AE A F=(product)e] FaET 712 EF] ] 9sir BRI H ook st} Regulation EC
1768/92 A|3x(a)e] §ukeletar Fekasitt.

olo] Farmitalia7} 4138l 1, = AWgiH YL oo} o] ECJol A<ls4t}).

Regulation EC 1768/92 A3z (b)olA] SPCe A% thiel A& (product)e] & 714
9] k& (medicinal product)®] & A E(active constituent)¥} FLUsjof FFEX|
wolakgith vkl Eo, SPCY A1H e 8% fFedr] B=e vE
doll wigk FHela, F7F ojoFEe] FEA o

=
A3ZEME =54 e AAA &oshaint2s

—

M
flo
L o
ot

54 9 g9 3%

233) 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?
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1 o3k g

ECJ&= AEHZAF tdt Regulation EC 1610/962] A& #1138l 712 53]
FEAdE, 1 fFadied 94 2 ddaHart TgEE, SPCE o9} FHE
B3 E 3 A48 9, 28 Regulation ECY A& #1738 o) 4 = Regulation

EC 1610/96°] A% #1123+ =] #1143, 283 A3%9]2 Al4%x, A8ZA1E(c) &
AN7Z2A2%S #8319 (mutatis mutandis) Regulation EC 1768/92¢] A|3%, A|4%,
A8z A1) D A17ZA28 0] ATty FAE] gomz o]z Regulation
EC 1610/96° whel, ojokE Al 378 wd 54 fFadiiyt ofvgl 7%
E&jel odte] HowE ofudt 2 ol~HE & SPCe A4 dide] 2 4

-

=
o
o
rlj
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QL
rir
P
[-40
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o
o,
2L
uk
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ECJ= A& (product)e] a3 7|x E3jo] <2ste] HEHi glojof gt}
TAskE A2 SPCE Folty] 919 23 T dhvfola, SPCE A1A W2 V%
E35le] RIWYE Yold F glermz HFH FEA o 5FHEY
Z3HCommunity harmonisation)”} $l& AElAA 7% 53 93 RIHE
& Fod (N =7ke]) WEel wet

o]

A

A & (product) S st AL 1 7%

daalof din BASAT

sgme] 549 o FuUS FEYEOR Fus: oE AW s woon,
Nz Edel od wE¥: 1 S@EY GtHown e Asd UE o E:

234) If 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
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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o2l Sol B AE SPCAF FelE & Qrkm wAR Gl ool gk,
(14) ECJ C-442/11

(7}) M A AL
Novartis AG(¢]3} “Novartis”g} drth)= 1991. 8. 289 == 1996. 2. 28.9
5% 53] EP(UK) #10443983%.¢] 53] Ate]al, 2 53] & valsartans Z 33}t

& ©
=455 2, RxFdTF2 ofefet 2

fr

(b HEYTE

A7F 1

A compound of formula

R =X- II'*I—K?. G @ R, (D),

X,R,

(th) A A
Novartist  valsartans FEAAEC®E  3fFate  ookE  “fodt’d s
HAuf3 s Be ¥ B 53 9 yedt srbe 7] xske] 1997. 4. 11.o] G

E3]H o ZHE valsartang Ao E d= SPCE Hof kbt

i

o]% Norvatis = valsartan(A) 2} =Ry 73k o] Ve o] A el
SERIRREAEB)E REAROR SH= ‘oW’ o|oES &bl

FjstR o, oldl 7] xéto] SPCE H-ofibA= &gkt

2010. 11. 30.AF= Actavist valsartan(A)o] ™3+ 53] EP(UK) #]0443983% 9]

o

EL717F W& F SPC 7|3 wE o], Zt e WH(A+B)9] A ojokE A o
HFuj = AL, old thale] NovartisE valsartan(A) 53] ¢] SPColl <73}
) FAE FFsEA T
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o ANHEYLS Actavis®] HalE JAste #Aul SXE WHIAIL, Actavise

ofo FAstRon, = aeHAL ECJol 2 sttt

l

= 25 HYL Regulation EC 469/200901 Aol® FaAES #)3¥ (product) &2
sto] SPC7F HF-of®l 79, SPCeo] & flo #3+ Regulation EC 469/2009¢] A4
2 A5z A ol (a) =& (b)7F Fol® SPCe REW9E Heshe=
A= Aokt

ol sl ECJ, SPCol= Al (product)ol didte] 71z SdelA] Fojg A3
T AYYE FAFHER ) FEAEA)S FRHEE AFel 71x 5 ot
BHoE i) SAATE 712 58 A sty o] fFaEARBIS FUIE
et oofE #HlE SAE 5 ANd Ae, Ssdde e AFd Fold
SPCol 7 8ke], 7| 53|7F 243 ol F A3A7E fFradiEs Frdhe dFES

Aojsts P9lol tiekel AaE F4 5 Aok WA,

(v A8 2 AAA
SPCe] H3W= AlF(product)ell wiste] 71 53]e] Hoyest sdsinz
712 E39 HIHY WelA, SPCY AlF(product)el] ©E H3&
ofofstol el = SPCe] & o] mvkar gk el o] &7t At

235) ‘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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(15) ECJ C-207/03 2 ECJ C-252/03

(1) AMAAFEE
NOVARTIS AGE S =53] EP A10449769% 2 EP A|0500823%.2] &3] HA}bo 1L,
Millenium Pharmaceuticals Inc.e 5353 EP A0477295%.9] E3@AAfolt), &

Al A e 58]o] RS ok et 2

(2) WEHF T

A7 1 (EP Al0449769%)

A CD25 binding molecule which comprises at least one antigen binding site
comprising at least one domain which comprises in sequence, the hypervariable
regions CDRI1, CDR2 and CDR3; said CDR1 having the amino acid sequence
Arg-Tyr-Trp—Met-His, said CDRZ2 having the amino acid sequence
Ala-Tle-Tyr-Pro-Gly—-Asn-Ser-Asp-Thr-Ser-Tyr-Asn-GIn-Lys—Phe-Glu-Gly,
and said CDR3 having the amino acid sequence

Asp-Tyr-Gly-Tyr-Tyr-Phe-Asp-Phe; or direct equivalents thereof.

478 1 (EP A10500823%)

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;NBuz,

with a synergistically effective amount of at least one compound of the formula:
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A7 1 (EP Al0477295%)

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-Illa 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-Illa 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 vWE/GP IIb-Illa binding inhibition than for binding
inhibition of vitronectin to vitronectin receptor or fibronectin to fibronectin

receptor.

(th) AR 27

(C-207/03)

NOVARTISS] EP #|0449769%. 53] CD25 &4 ZAdtsie We oA &3rt
= ‘basiliximab’e] #3 FHozZ 1991. 10. 2o =L 1993. 12. 159 5=
AAE  Aolw EP A0500823% 53& ‘artemether’ % ‘lumefantrin’ &

FaAdRow x5t et olAld e Zow 1992, 9. 2.0 E=LF ] 199%. 3.

EP A10449769%.9] basiliximabES X338t= 2 FEF2 1998, 4. 7.9 EU 3]0l
obd  z9zolA oJokE A F{rFE ki, 19980 100 9.1 #H
TEA Y Y3 (Commission of the European Communities)ol| A 2]k A& 7=

wkelt}l 71 & Novartiss 1999. 4. 7.9 9= E3]H o] SPCE A A&t}
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EP A|05008233. 9] 3&elelolAl= 1999, 1. 22.0] 29 2=oA] o ekE Al 37}
wkekar, 1999. 11 30.91 d=ollA oekE AlH s7FE WSkt 1 ¥ Novartis©
2000. 6. 14.0 = 53] SPCE 27t

2003, 2. 1242 GF S5F 7] 55 % o|obE AR Hrk TAse] SPCE
2o stz B ol
W gEAdAsY e

ot =d, SPC B3 7|7+ V& dAE »=¢
tale] NOVARTISE 2927k ofd  o=r o
71F0 2 SPC 717+e AR g

(C-252/03)

Millennium Pharmaceuticals(e]3d} “Millennium”e] &} 3tt})= Eptifibatide <] 2F3&o]
thate] 29jzol = 1997, 2. 27.01 s17kE Eokal, 9 &5 Al 91 € 3] (Commission
of the European Communities)oll A& 1999. 7. 1.o] ¢k Azt 3712 wkghr}d 1
¥ Millennium= 1999, 12. 159 SAF-=2a S H SPCE Al
A 5FAHL 2000. 2. 159 SPCE H93d=d, SPC R3E 7|39
29 2=0] 7t a2 Ast

A
et
1
it

N
MN
e
o

olell thste] Millenniume SPC H&7]3be] b4 7Ed2 73 F&A993] <]

SJOFE HUAolofol Wrim FgsUA FAYEa @gudel Frsgc

sArEa GPEde o FA4L wolsd SAY=a S33e 24L
SES T

2R 2a SH34e FAR2a nsdAude guadsd, o9 was
sAR=23 nsagudel ECJol a7 yee delait

= w2

W

Fu Sy A2 aFPARAL ECJll, =929 ookF A% Frhe
23R EFIEU =)o WEel wet Abg o s laetdlels 14 ==,
29]229] Al #71YS Regulation EC 1768/92 A|13zell WAl® SPC R 7]7+9
ZI=dol s Azl s7hdel oAl 2o o Ths0

236) Is 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
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ECJ=, 9 A AY(Euwopean Economic Area, EEA) ¥ %F(agreement)
B2 (annex) 29| <9)3}H, Directive 65/65°914 A3 2] 2F3#(medicinal product)}
HHsto], olelFERRIS 292k A AFelA FHalE =92 Vs A 2

NEe dsuE Al 488 F drkn AW,

7k hFEaL, eslElrERlE EU Sle=elr] wiwol, AvpAom g9
ojefE Al si7kd 2 SPC

Aok WA s,

(o)) A 2 AR
EU W89 7bel4 o|obE Ald 3)7ks e 49ehE EEA Yeote] 4850 EU
sAel A mFol WARE A5, MY Fe] H71YS SPC mE /I3 AR
1Eel s Az HrtdE stk

(16) EFTA E-16/14

(7}) M A AL
Pharmag ASE =24d0o] 5353 A3332425.9] Es|HAIol1, B E3= o
o gk mlojef s WAlo] etk Zlow A <Aool ulolej~A] F @ (viral pancreatic

disease)ol|l A%< Aolth, A a2 ofgol )

A7 1

A composition comprising inactivated salmonid alphavirus(SAV) at a titre of at
least 75 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,

supplementary protection certificate as provided in Article 13 of Regulation No 1768/92, (as
amended by the EEA Agreement)?
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c) 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 ¢) or from said parasite in d).

(Th) AR #A
29 o]l= EU 3Y59o] ofyxqt §3 A A9 (European Economic Area, EEA)
sl d=rol, EEA @ eF2 SPC 14S xghshr}

3 Intervet International BV(e]3} “Intervet’o]2} dhe Ao L)
Hlol2] ~-1(Salmonid Alpha Virus-1, SAV-1)o] Zd¥ ofdadl= o]z i E
e BE wo] ¥ (V4090731 E o] g5k ulal sto]  F=t
w29 oo 535 Woktl IntervetS 200510l oA L WA thik o okE
A3 & 7H(marketing authorisation)S Wi, =29 ololA SPCE 21 sle] 2014\ <

ak
=

o

o,

5ol F7F BE 7|7 AARITHSPC vHa Al7]& 20204).

Pharmaq(¥111)7} Intervet(3] 1) A2 A 7|3k 53] AFoA] 2o HALS
Intervet 53]¢] HIZWHLE vlol 2 Fioll Fagh <o vpoly A Hg @
3k wWAolgtar Bl , Pharmage #Alo] Intervet 39 B3I W o

ZdEoa ddsdth. PharmaqZt 2R ool wpolel i A Al
WAL wZgolo] o] &u wHpo]#] 2 (Salmonid Alpha Virus, SAV)Y 6719

T (strain) Foll 3WA #F(SAV-3)& °o|&3 A& 5HO=E )

s
o

olo W3] Pharmaqi Pharmaq®] ®]219] Interveto] F-ojRte SPCO H3E w90
0 F4eH, 2E2 AUHA(Oslo Tingrett)oll 2%S A 7|s3ch

o}
5
ool &2 A ee FHAFFAAFEFTA) Mol 2dolssinh
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olo] EFTA HYL 53 wlo] 2 AF(product)el #3+ Farmitalia A4S 4AR
3to], Regulation EC 469/2009¢] A4xo] SPCe HIHYE AURA FA

AMsE A SPCl Sl nawE AFH ARSHoR FEU oohEol

nlo] @ Al 2 (biosimilars)E X5 A% (reference product)oll w3k SPCe HZ

W lol E3HEThn WS,

(7h) AZ @ AN
upole. ojofEe] glel, SPC 7]
FFE7E e deleAe WA oefEE SPCY B

Aol A ol ezt gl

BN
Jm
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lo
s
fof
T
d
2
oE b
i
i,
i
Qe
)
o
12

(17) ECJ C-11/13

(7hH A A AL
Bayer CropScience AG(¢]8} “Bayer’olg} dthe 5553 EP #|0719261%9]
E3|HAtola, B EFE isoxazolines 3gEo] T3 ACZ A, isoxadifen AHES

Egtebe Zlolal, i TE obgeh 2t

AT L
Compounds of formula (I) and salts thereof,
R? R!
3
R \ (1)

Wherein R1 is carboxy, formyl or another acyl group or a derivative of latter 3

groups(-++)
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(th) AR 27

2003. 3. 21.°] Bayer= SYo|A foramsulfuron, iodosulfuron % isoxadifens
¥3tsls Al ZAQ] MaisTer AER A Fo whste] 3715 woktl. Isoxadifen
d7] 55 2 e VxR 5953 He RIWHE “isoxadifen and the salts
and esters thereof)’® 3dlo] SPCE AlA3G oy AFZAEJY. Bayere
ALdAA E&ste], 5d A Syl A, AW 53y ECJel

EEERES

= oA EFYPYS ECJ, AERZTAEFY SPCE A3 Regulation EC
1610/96  A3zxA18 2 A1xA8F]  AF(product)}  A1xA3Fe] A4

=4 (active substance)ol] ¢k A A7 T EHE AoR A =R Aoyt 2sn

Regulation EC 1610/96 A3zx=A18(b)= 2R 34|% 2] SPC Directive 91/4149]

Adzol e FEE S AT A adow Bk
Egslel 94 Roa sueE, FAAAAA o SHugel HEuiAEe
=]
=

284S 4=37] Ya S ATAS == HFA(co-formulants)ol] 3
ARE HAREoF sl AoR FAEEE, ksl A A S Regulation EC 1610/969]

A E(product) == GAEH Z&qHE Aoz g eoF sttta BAsH9d Tt

(vh) A& 8 AARA
ECJ= ABRZAFS &7tel 712d SPCe AHd slo], #3A= 7

=]
7holl 7] 28] % SPCr} Hol® 4 glrha

FAABAG T NEREAF

3111

ket

237) Are the terms “product” in Article 3(1) and Article 1.8 and “active substances” in Article 1.3
of [Regulation No 1610/96] to be interpreted as covering a safener?
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A4d 359 534 E57|%e dFAE

1. A7 59

7} E3udY 37

E570F AREFe]  olFoAY el 9HHoR  FH o]y

o] oF& A (pharmaceutical substance)©] L AA|(per se)@ AA WA F7E ]

glofo} 3]
=

L3
¥ #BEd Ager Azxy =Ho AS

71
ofekm o] Al WHAA  FIE ol sta, EHLE WAA 9
EghE o] Qlojof ghrt24D

v d33s 2 539 F
ojdel EL7ZF AT E] o]Fox FF A, AFTES WS
wabA shbe] B Ao tiete] =477 dFe 139 st

A% bl BE BE B9 £4/07 AL FARE WAS

pul yul

EABA 7] el FARE st IAR Hae 559 573

&89 oz o).

o & A

A WAAe T Wslel E@Eo] glojof B2 DNA A%
. DNA Az3e s o4el
47 W9l

(1) AbbVie Biotechnology Ltd v Commissioner of Patents([2016] AATA 682)

238) [2006] FCA 305. FCA+ &5 <A%WH Y(Federal Court of Australia)S W] gtc},
239) [2003] FCAFC 77. FCAFC+ Federal Court of Australia - Full CourtZ <] w3t}
240) EFE31H A70%(2)(a)

241) EFE3H A702(2)(h)

242) 539 A70%(4)
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AbbVie  Biotechnology  Ltd(¢]3}  “AbbVie’zt 3the IFE3 AU
A|2012261708%.°] S Axelm, ¥ 5JE  C‘adalimumab’®]  AEA
79 (ulcerative colitis)®] A& &=e 3 Zojrh. & 53= A" &4
‘adalimumab’®] M2 X7 &= st ZozA 53 WA HTdS: BF

4% AT(=9 2 B Arshoz A ).

)
S
—_
w
=~
N
w
=
o
[oN
=
3
o
3
)
o
i
do
fo
o’

gHRoR ¥3stE HUMIRA ¢ ¢kEo] A %A

AbbVier= E3W A70x(2)(1b) 4SS 1yHIPS w EF o] ofd &
U (Swiss  type claim)el@tE  “DNA A xdd 71&€y #AP Az @HyPo=z

AR E£713 Aol sbssrin Fsgct.

o

MAL  EFWY A2 D)o “‘per se”7F Z1AEHS]  AdA  FARE EFH
A70%2)(a)d] HEH} HUAeA fAste] “per se”7F WEH Ol drta &) A skl

HAde S8 A0x2)= 24 51 HA7Y = DNA Axd 7= Axd

o
o
£5700 A% gl HE Ao ANt whEbd HAe

=42
P 292 B 3TFEe S5 AR AFeA SEvkn Bustl
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2. 4% 71zt = 37t

. H7te FF

Aol 717 "= slrbel= oofEel WiE s7bb sidEuh ofokEel wid

HA7h SHE, dFEAS EFAAL 1 BAR FHY AF &7 oEA

olsl “ARTG"2} 3t}) AlZ=wol

4

=

ojf
I
>
o
n
=
=B
)
=
=
9)
!
n
7
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=
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A,
7

E3dz2RH Y =29 Hx A 5<UAd(regulatory approval date)7}A] 2
5

doolgel Aeow g e s geku glovam Hx A Feldel,

o @™ A

(1) The Regents of the University of California & Regeneron, Inc., [2016] APO 33

sl o] AP o] VAE RE FEARES E3ste o Fo] TGAd 5=

|
A

243) TFE3H A70x(3)(a)

244) &5 AHro]l 5 A% A (Therapeutic Goods Administration)
245) ZFEFYH A702(06)(a)

246) TFE31H A702(6)(bh)

247) EFE3H A702(3)(bh)

248) EFE31H A70%(5)

- 176 -



Holof 477 A5 Eo] eeirii Bad A

The Regents of the University of California & Regeneron, Inc.(¢]3}
“Regeneron”¢| 2} 3the S2%H SFEF AU A20042611655. ¢ E3 Axjoln, H

E3= VEGF Al A (aflibercept ¥3%), 3524 A(anti-proliferative agent) %
GAE x9 of #3gk Foltk & 539 5319} Regeneroni=

ele dAEE 2AAE
‘aflibercept(VEGF JAA)'E Ha3AARo=Z X33 ZALTRAP 9o okEd o3k
2

TGA 3|7t 7= dte] 59

MAL ZALTRAP 9o oF%& aflibercept ¥ oFetz o7 38 7153k S A (carrier) =
EZ &R et 3= A (anti-proliferative agent)E £ 33%] FiEdH, B E3dH o
A s FSAATE Z1AE ] 7] witddl, & Ssdwe] H el A E
ok3E} A

okslx EAS ¥3hel= 9 9FE(goods)ol ARTGO SE5EH A & Aoz duslo]

(2) Alphapharm Pty Ltd v. H Lundbeck A/S (2008) 76 IPR 618, [2008] FCA 559
- SATA SEE B AG S 9e A% old ol gEAe uF T

&7kl 71237 531d A eHS 29T At

LundbeckAlE 528 3553 AU Al62314435.9] Ed Ao, B EdE= 3¢
e zte= Ag 2 Z P (citalopram) T} o] A &2 3 (escitalopram)ol] 23

NEEZGe 2RIt 19 oY AAst EFE etAvIA SFEol.

NEZHDA(FEAE BEssa2mgz2d 1979 ARTG 53 2 19989

SFEAN) ZD AL A (FEAAE: o AAgRIH2 A 2003W ARTG 55 2

249) 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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AlphapharmA}7} LundbeckAF2] o 2~ A &2 S o]
& 7kel 7]z 53A EH7IF AFSFAA dis o9& Al7lsith
o zAlgdEEgL oul  ARTGOl 58 AlZepdAe] xger= EEH77
AdeHELE Az Aol ARTGH Hzx= o5d =5 6714 ol

G5 Fo] 5§54 opo

WAL EFEHY ATVER)E TAZ 2APRIYS EFsH: AQZIe|
@ SJobE Sb} laAgEEgel e Hx stomE, diAgzZg]

o A=N=N
g3k S xR I TFEF AU A623144350) HhI dZg52=e Faoia
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d olofEo] ARTGI A2 528 o, 3) EFAY 557 £5711 AFEHA
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251) =53 A78%(a)(ii)

252) =53 A78%(a)
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E3 U(the date of the patent) ZH-E HZx 1A $eAd7x9 7]7126Do 4 5:3-& A 2] 5

A71 Hx A s9dold dd =2
Aol gle AL 1 EAS e AY 1 42 A9

g @t} sig 243 BAste] AP TGA Bl £90& we ASol: R WA

7Nt E577ke) Aol btttk o, AF 7hed Vb A Sde HA X
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6.

o) 9 o tE B B

(1) Novartis Vaccines and Diagnostics S.r.1.([2015] APO 2)
W A70x(2)(h)¢] DNA Ax3 Wy Als 538 WAlAd 71AEo] oW

EAL ATl 1AE el e Bas glua dAE AL

A
_‘oltl
2

ofy
He
ol
H
2

271)

58 A76Ax
BEEHY ATTED()
EFEHW ATTRDOb)
SFEHW ATTED)
SFESN A5

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.

IFESY AT0x0)
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[#&d #4]

(1) AbbVie Biotechnology Ltd v Commissioner of Patents([2016] AATA 682)

(71 M AL

AbbVie  Biotechnology  Ltd(¢]3}  “AbbVie"gt  3th+=
A|2012261708%.°] S Ao,  ®  58E C‘adalimumab’®]  AEAH
74 <d (ulcerative colitis)e] A& &=o] 3 Zlojr}. & 53 4

olejs} 2.

F53 AU

fol

A7 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.

(th) AR 27

2 55 A" =29 ‘adalimumab’e] M EE Am &= dig HOZA 5
BAAY ATEe B &k A= BY FTHoR TIAEY AT
2013. 7. 23.° adalimumabS FEAECZ ¥ 5= HUMIRA 2 ekEFo] AYA

Hdd A8 §EE 5 oAl Qe Wekil, Abbive: ©lE 7|EZ=E 2014. 10.

e & 5317 o= do] ofd &kl wigh ZlelolA, S8 AT0x
2)(b)el aFstA Fe=ths o2 AdZAAG AT ofd il AbbVie: Wl

Fastarh

ot
N
A
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AbbViet E3H A7022)Na)= “YoFE2d I AA|(pharmaceutical substance per
se)’7F A elel x3kd AL exdow sy, 53w A70x(2)(b)= DNA Az
713 #HEE Aoz Axd  EHY  HE ‘o= (pharmaceutical
substance)”e] AWl xEgE AS Q{o= Iz &

U (Swiss  type claim)e]@t:  “DNA A xdd 7€y #AP Az @Yoz

A EATE 2277 Ago] sssiga F43k .

MAL  EFHY  A70F2)(b)o  “per se”7F Z1AEHo] AdA  FAW EFH
A7022)(a)e] F FLdsA A ekl “per se”7F WEH o] qrkal A skl
HAL2 S35 A70x22)= 24 Ed HAF3 == DNA AxXF 7le=2 Axd
B0 AENts gide® gta, AR &% AAdd g e DNA Az
719 AMom AR =do sidetA 7] wWitel, 53W A70x(2)¢] A&l
ATk ddstdoh = 54 Az el og &1 Ao E TIAE

$2t= DNA AxF 7IE=2 Axd E4S A7ste o] dA" A
TEH7IZ A o] He Fem Astr webd Hde -9 &

=
e 2902 B ATEe 55 AT0=@)(b)el siFetA gevta dwksto]

(mh 28 # A

(2) The Regents of the University of California & Regeneron, Inc., [2016]
APO 33

(h) HA A

The Regents of the University of California & Regeneron, Inc.(¢]3}
“Regeneron”e] 2} gth)&= 2009. 12. 10. 55H ZF53 AU A200426116535. 9]
Esldxtoly, B E3]= VEGF & A Al(aflibercept ¥*3}), &2 Al (anti-proliferative

agent) 2 HAE EFdde FARE 2B BY ol B 59
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A3 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-FcACl(a).

(th) AR #A
2 E3 9 E3UA Regeneron: ‘aflibercept(VEGF 9AANES F&A

E3bsh= ZALTRAP o) ool tigh 2013. 4. 2. TGA 3{7b& 271% sko] 2013. 9.

o=

S

5 53He 2014 5 6.0 ARTG Al=gle] 58 ZALTRAP o oF&F2

3T
o
Esjugel guslel A okt BAe TS @] W), S

ATOEEEDE Sstgts ol iz A3E5529e Adsdn, ol E3nx7}
Fastgin
h w2

MAL ZALTRAP 9o oFE£& aflibercept ¥ ¢kt o g 38 7153k DA (carrier) =
E 3R gk =2 Al (anti-proliferative agent)S X &3}#] gedH, B E3 Uy o
Aol FSAATE 71 7] Wi, B 5] AL siAE

ofstd 2d& EFeh= o oFE(goods)e] ARTGO S55A &L Aoz Hddto]

(vh) 28 # A

AT0x£@B)9] Ede AFHor sfHste], Sswe] A el JiA"E EE

272) 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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(3) Alphapharm Pty Ltd v. H Lundbeck A/S (2008) 76 IPR 618, [2008]
FCA 559

(7h) A A AL

LundbeckA= 5% E753 AU 462314459 53 Axtoln, £ 53 98

9= z2he AR Z P (citalopram) ¥} o] 2 A &2 Z 2 (escitalopram) ol T3 Zo|t},
B

AgREgre daxgzEdn 19 ol4dAAst EFE A A sFTelth

(+)-1-(3—-dimethylaminopropyl)-1-(4’ ~fluorophenyl)-1,3-dihydroisobenzofuran-5-

carbonitrile and non-toxic acid addition salts thereof.

3 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.

(th AHE 7
, 19979 ARTG &5 % 19984
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Alghel gigt o ekE 7t EAEtE el A, & 539 53 dA LundbeckA=
2rgds fFaAdRez  xgstE kel uigk sl 7] xshy

AFTHEde sl o2 e A5 =7 wkRddo] 2009 A
=
olo] AU JekE A FZPAel AlphapharmAt7F LundbeckAle] ol A g2 2]
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7kl 7123 EFAE ELVN dAFASE dE ololE  A7]|ETh
gz Hg e ojn] ARTGY SE9 AZgdAo Isyvr  EL&7)7F
AT ZEYS AzegtdAo] ARTGO Hzx=2 535" JZHE 671E ol

7hestAIRE, oS 9We AR T HEdolnr, AFTHol EHA Folok k=

(zh) &4

Hee ZF53N A& 22 cAAgRIZgrs Edehs AgRIgd
ek oopE S|7bh elaAERES e et HE STl RR, dAAdR I
e ks V1xE ¥ SF53 AU A62314450] hd dFTHES FaEou

A= AgEIel A oAEAYA oxAgmEIZgto]l gAn A FHgHEQ
Algm el =7 ARoIdd o ARG, W2 SAvAl gete
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2% 599 AFERE A9 2

(4) Novartis Vaccines and Diagnostics S.r.1.([2015] APO 2)

(7h) A AL
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A7 1.
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
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admixture; and

(i1) admixing the histidine/aluminium salt admixture and the antigen.

T3 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

(th) AR 27

B ESE 2002 7. 26.91 =Yoo 2008. 9. 80 TFAAEAG. 2014 2. 13.9]
Novartisz= &5 2 oFA o] Fuat44d Aol gk WAl o<l ‘Bexsero' ol ol
87 MRS A F7HE WA, olE VxR & 53 giate] 53 E577¢
AdsEE=LE Atk 7 S53FLS AT7FA 7iAE Az o]l DNA
Azt Zlsed #EE Zeo] ofyold AFEEEUol 5N ANE2)(b)E

WHEEEA] B dvta wdste] AFZAA s AL, Novartise ©]o &4askitt

B ALEEZUelA, A P 209 oets B3

rlo
[e]
ol

AFF 1) F 9 (aluminium

(

e
o

hydroxide), s|=Eld 3 Fugad FAds et Ao A7 @

KeR
T

Azgom Ad @ma FUd, WA 53 FAM DNA AxY /&=

, WS i 5359 AT 2000 VA" 2AES FAEE T FEel DNA
ANzFol sl AitE =R DNA Axs 7lez2 Azxd gy Edo] HT
Heloll &3, DNA A=x3 712 39S Aibste Wol AFwgol WA=
FAE AT 53 HAA TAEH e Adoer dAHER S

AT70Z(2)(h)E WH=3d}o]

A
X

4

& EH7|30e] AFE & dvkal FA s

(vh) A& =AM

- 187 -




53]y

Lo
Lo

N

Fwska, WA

Foqle,

AT

71 = o

- 188 -



A54d AUt FIIRIFHA A=

1. F71R3358AY 712 &3

7}

EsdH Y FH

Aurre]l E5A 57170 dFSE A, 2017. 9. 210 2Had vl EUTHE
CETA(Comprehensive Economic and Trade Agreement, XZ% 3 A)q
oair] Fr7IREZE=A(CSP, Certificate of Supplementary Protection) #AE&E
AuetSsHal =4u ek g A== CSPe] 712 Ssiwwe] Fd oiste]
BAskL Sl W] Aol EAlEkAl ki, CSP o Al=7F AE" o7 opF
TAEA ot CSPY 712 53] FR/7F WgakA vk syt CSP A9 REj7t
H fFHe SPC Alxet AE Zo] v EA53F, AWES, §E53 EF

Aehs sy e ofnl Fol®l CSPY

nojg & gl A

727} elebdiel el F7ke] CSPA

AR e FEte A" shue] S el 7 xsAwE CSP Fofvt
7} s &k} 274)

shupe] vl kel diste] thgel 7|z 537F EAeta thgre] CSP Al A A7}
Azd A5 2 F $AEA7 M =L st 7% 53] 7] xelA CSPrF
sgEtten) o HAALTE HIYAL A F7F olHd AAFGTEE o HGl

273) MNHa531 A1062(1)(e)
274) CETA A|20.27xA43}
275) AYtr5s Y A11082(1)

- 189 -



7} =1t} 276)

7]

&4l
o

-

o]

=
[e)

517}

34 <)

Al

CSP

7] %3

X

il

il

)

i
=

7t} 278)

= 37}

2. CSPY 7171 H

e
No

7}, 371y

2A=Z TFAS
Foll digk HAujd 7}

B

NE:

= SPC

&7}

W3k gl

o

T &8 Ao CSP AlEs g

KX
=

1:111,

ok
2}

9]

=
FEE

K

gtk o

a1 TAR

el

X

B

-
o

)

7]l

oluh Abgtel §714

=

of ¥-o]

)

)

AN
B

TH

)

p

z:;l_

2 ZFEr}280

g

!

ﬂ
ol
or

)

2 FFEc)sns et

R

H

2 2 53 v} .283)284)

1082(2)
1082(3)
1082(4)

—_—

A

=]
H
=]
H
=]
H
=]
H
=]
H
=]
H
=]
H
=]
H
=]
H

3]
3]
3]
3]
3]
3]
3]
3]
3]

E
=

Aty
At}
Aty
At}
At}
At}
Aty
At}
Ak}

—_—

A

E
=

—_—

A

E
=

—_—

E
=

~ N~ N

105%(2
1053(3
105x(4
1053(5
1053=(6

—_—

A

E
=

—_—

A

E
=

—_—

A

E
=

—_—

A

E
=

—_—

A

E
=

o~ o~~~ o~ o~~~

276
277
278
279
280
281
282
283
284

- 190 -



g, Az §7} %

Shibel clepg® mi oepgREe x@el diskel B4l @ulsAs ol Foldl

A5, A FHxo Fufsstel] AN CSPE 214 E 4= 9l

rH

CSP7h WtEl olF, FHAE wEel gle @ 1 A 2AREY BE oEA

Al
R
¥
fo
=
o2
e
o
]
N
N
2
w
9
o
_?L
&
o
o BN
2
1

CSP AAME 539 44550 HojQAY @) 37} o] i 537 HAF S| o

od A3 7wl 7L wel Bt ol Fo] B WAFR olFold A 59

L

285)
286)
287)
288)
289)
290)
291)

CETA A2027xA12% 2 /AUe531% A1062(1)(d)
AdttEs A1162(1)

AdttEsy A1162(2)
AdttEsy A1152(1)
AdttEsy A1152(2)
A5 2106505
AuerSs A1072(1)

- 191 -



W A106x9 8718

=
=1

7Y

J

8

Ql

¥ CSP

=
=

Al

TR PR T CC e Mo
ERrTRC T % - )
o o W < T <
oF T8 w K M e = =
oo . ~ - o}
— j— q ,41_ ,_&.L —~ N ™ —
N ~ ‘:L o s - = o ~ ~
— ~ —_—
ok s o TN a XM
e BT T N X o X L
LN ~ T o)~ R L
o x B o do O o oo
W e W — s —~ N
_ X 5 D T ~ N N
XK FE o 3 w o 3 ]
o — = — - —
T I - LTI, = °
NN - oK : o B3 B HM o))
AL O N 0 = q = ‘mu_. _.T._
o) S o D o N w 5
o2 N w4 T = ro
- G ~ 53 i
OOl X N oo O wro X = 2 .
~ B o T o° 9 < 5 oF
o w2 ™ e g = ~ = ‘Dl i T
T | ot ®O N - ~ T —_
O wr 1” io \zl N 3 )AO o ~ LE
T o 4 % q o T
. _— — ﬂ Zo zo ] o
Toao W WP oy B | _ X Y
~ 0 — 7 LT o 7o r [l 0
n o X ¥ e X w o - il
I Ko xo <. Moo N
PR -y R o 5 N
o A 5 e or o ~ w Y ™
- g [ RIS = o
oo ook XMW fo O = ) I T
i o = D g A % 58088 89
o oF o I OGS oT., o H O iy woX8 NI RSN NEANDY
B W o P - = DY Foy e
B L By T W& K ur o w < T L £55S8358
Tm oy X oo PICHG < S S Sooooooo
o _ — _ o TRERRRT R ®
AP T o xT N g o0 oz R P EEEEEE D
O & . = —_ ~ — = O e e e
—~ o = 1 4~ o - o) S T BRI DN DR
Mﬁ M T o X oy X B X 5 N & T o Y WH W W e e e e e e
B = RS ~ L - o TTTDTTD DT
— )| H_L — )| P —_—
TeTETEE ERTLR OB AT s g g £23733:3
- T % <o oA b S oo wow : B o T oo W S
0 N LD O 0D
Sy OY OY O O OY O) O)
A AN AN AN AN

- 192 -



Had A5 =AL

[11

A
>
i

shar A ofnlo]l 2 3], SarF 2o A H S (KRPIA) ¥ =2 EH 3539 IUAE
Aoz AR 2AS AN, & 3000 7l 3AF F 147§AF AR Fo gt 1A
Koz FhatAofulo] 0 3] 3L 47)A), SR ol kAt B FAAL 9URA), Bt

A2 RT3 A SURAE Foleklal, of T 27iAbE Al efuto]l L3 R =
ZHo A3 o) F&5 AR TEEAT AaHor Afrts T, Ay
o AFE s AulAlAE = S TR ek gAY AEiert 2
A sk

=
ArG o o] F 127HAe E571 ARSTEEYS Ay Aol AL 1444 T 9
AL Sl L]ol Al o] FE Hi= T AlxR, vl o Ut e SUS e o] U

om, I F 67/hAkE el =573 A TEELSe AP o] A

- 193 -



=2 0| A

A 24

ST
R T
® on_ K E.u o) M 3 -
. o © = i L
T T od 3 o BT
o Go ~ ot m_ L o bm =
=KX ] o . = <0 o e Y N = - % W
- VO mﬁ n = &m oo ) - — = ™ B T go
< S _ —
r o rE x4 N Aoy o o N
110 o A ox M Eﬂ o ‘UI M.H EO MM m.# w;L _Z..# o
o B 4 T Yo o B o ol = 2o X
& — w X K N SR
a HO° of ® S B o= 5 my i R
o = % o B " 0 0 do iy & ok
T X Om e T T o ! ol T T o
RN R r X EogoL wom
~ B Mo & i PN # r
oy Mo S IR = Ar oF - o o )
%o e o g Yo = % 5 o e
—_— X ﬂﬂ F EE X0 73 el o © W:.D Lf ~
& kT T w sy A & A < i
o ana = o g 3 X mwo - mﬂ < H
%ﬂar%% B ﬂﬂoM A , =
N o =" W N = ® o + = ¥ . ol
o Lt _,AO i — o) T
o N o P = N ) re W R - W Wm
%ﬂmo@g T = & < v T X ﬂ@nx
g o
o = o T X T i oo X
~o X o o BN = R r ol 1o e gl
X T — o = g NI = o <° Wy
T~ g B W <0 oo B — o
T I 5 % < ~ T = T+ 23
17rL éo N g ~, . q — . o# EW £
N o X X - W . B = X ) o LL _ <]
= o B! N o T wr o M T T
P W o z ro3 A
[ —
%ﬂﬂcﬂu% Pow wwf% o T qwmf%%
Mﬂ%ﬂ% SR = w W T e = mﬂomi
H@,ﬂrmﬂ ﬁﬂm N o CC ﬂ%%ﬁ
FE Iz N woE 2 Yooz ® poo = R
w oy 3 4 q " = pox o W 3 x oW
5 = or o o o T X o o-
iy T < =z zt T Wi .ﬂuﬂ_ T . e o
ﬂ.o% <° N E ﬂ X M il dl » "o N ﬂl
__iﬂnwmu « 9535 T P B e o T B i ﬂ%ﬁrwf
~ <X B Lo ® 5 o D %0
4T Ee w2 P o A B g
‘e FT: pid S5 iow L=
——
S % N < o olo W o
=0 5 5 o r o & T o
oo AL RO o Hp
do W = ™ ol ) ~
= B o o
. H oW o)
N A SR~

o
1otk 37AL= 7] &) 7F o)k
- 194 -

[

Dol =
JoF ok S5

9

o
Lo o
= ‘_]Xé

=
=



1, 5= 7] 8
7]— 94

A

o
olo wrr
0
m s T oW oW
! o o
. =E 5 g
0 O e
Mr o m\ﬁm ]v Mr do T
o o om X o T S ke
= G0 = FEPAS S = % T dm = o
o B! 9 I~ < - Mo o
s Hfﬂ% K gﬂgmﬂlo%
o | o o o7 o o} — iy 0 S O
N X = o ﬂl B T B 0 o
N 4 oF M i = EC of . X oo = ey = Hin % o
~ M S < 3 w9 o oy W i IR i
ﬂg% 7E_jﬂL~_HE o o
T @Urﬂo% %LW@%]%%%E N
W zﬂ@@ @.aL%Vﬂurilrﬂﬂ é%gaﬂ
b D . o ® % 7¥Ww7 T e %ww«
X0 - M wum e G Wo A1 N ey | = o) % )
Ch =~ S 3 T c3 g Mow oy O 0 w L o= o
N 5 o oo 5 b = B 5
@ o ™ O ~ 2 ) 5
A W~ —~ o ~ ™~ 0 = . wr ) ™ o . o oy o
~ = N ~ ohy Yo h 5w 1@ = N -
o _ — o —_~ o o o ~ O 4 i
3 > ~ oy D A1 ~ AR 70 = . it o s
= ™ 03 7 o X B W o o
T 3 n= L v S B ~ = o4
T i & T T G 2w o o
¢ g 1ieF B LI -y
: ii:: %AWWQ%Vhﬂm el
o A I~ G e h Ko O T s pr o
_,om7m ) mcﬁqf ?_gi_@ ;;Eﬂ
4 oo WoX - wl e B ol 3 T B x
- Eﬁ,wrwa c) mgoﬂﬁﬂg%aoﬁgo %%%1
7 o T o T G = N E = o)) W = J < = & T ,m
3 als o ey ~ —~— ) Jo 3 T
X Hf 4‘_ > R | v calJ J) re R A noS o
do 4eﬂ} i “1EM aarhlan )
- m}%o % 1wﬁxﬂ}aqu w_ggﬂ
N . B %o c s A M B IS o o ™ e o X
R LR AR o - T = do o w W W y E T
- oy — %o o oy B iod . ~ o 5 0 ol
T & < 5 TEE ) — ) oo o oo =
A = X mlge = 5 & " o o b B - o o W =
ﬂ_OI o PR oo N w8 e ~ <0 WM o = ny A o 07 ﬂW
e 4r i G W Wy 5 A el
k N & ® o o o b I . W3 T X )
pxﬂmur# ﬂ:ﬂw 5 » L%
%ﬂmaao_gomg 5 ﬁ%ﬂ%
U = 3 I X % ol w M i -
- E - A
ol o N o o o T
Egﬁﬁm%@,mﬂ %Wuri
3 o XY = %o o= i
) oA X = = 7
mo oy ° T
W LW 4 "o
;OL ‘Dl
") ._ﬁ _ fl
B or uof =
)
0

E

=

El

3

1o o]

6‘17}—/\}_6

=

o

- 195 -

[

PE@_



ox
K NS
R’ T ® T
of o )
ik - =R
o= o
T MT ° : M_ " %o
_ﬂuu q o si = NS 3 e
er_l ] ;Q.._ Cnﬁ - = ) _,T| \Mﬂ Y
® gE Y Tz = . W
= R 40
2 T X F A o w 5 = o
T T o K w o T Foo CR
) UT._ C ZO o e 0 :i ald X _ ‘_Ll
1 B L a ® 5T
ﬁ o Ir - o TC oy il = %
) — 7 ‘Iﬂl_ —~ \.I_r
R & }f}:} TE
=z Pxi Ly i ® °F ~ W
3 _ w5 ~ M,_ oy ey i "= o = 7o)
E.u M _ o Ton - do W o = EA W x =
o R ° o TR E Do
A op 0 g T o X 2 Yo O
: = 27 mwmrno_uo A B
pl 0 =0 3 1,A ° ) ol o I= j
w o ~ N o (3 m ~ N| =y )
X0 _roT ™ E.L o . =~ ok O#E = o —~ i)
. gil izzize z = 5
) 0 — o)
3 %@7 Q%ﬂya@ x%w P
. C T e o 5 o F W il NI
o S il T X o = ol o T B B
_ o e <) iy o A8 il SR o 0 -
- \% S xO ! W ‘7|1_ v ‘7|1_ 3 ~ —_ ol
o x % B w#.a 3 N o N o WL M n_lf %0
g r® X ) 7 e r
G = W A < ~ W ﬂ% W W X ﬂﬂ 0 W
ol T = = Lo o W Fo & iy © L
~ o] g Y Lm g w0 ol bm = NI
) . ﬂl o _ﬂx_ﬂ B ~ o J.W‘a < ﬂE O_ o TS
T ﬂﬂz% o ﬂ:}wﬂvoLh o %Ea
S W ) o N = R M 1o o - oK
£l 3 B & i ~ 3 T 02 + Yooor IF N =
e k . o ﬂa e T T ) 71_ “Al N . N o#o
o wjr N HE o <7 ! —_ Al o o5 o A= T iy ol T
z TEL® ozaq}uag I N A
s % 4R A}%y@1 ﬂ,z% P g B
ﬂyl mmM s W:.m 71_ ‘.ﬁ 7L 0 . < N — — < N A s
ﬁﬁmm = ﬂﬂxsnon 6 T B A Nw g
,.mwv o ﬂr ) —_ 0 fr— o ) N O
o = o 1-._A.o o d.ﬁ o voT S e o = = bro ﬂL - — ]wd
o o o = X %o e = B
i X (i wow L. I dlo B T
. o X 3 Mo = o ! I Iy =
S oo SR 5 T LAY 7o e
ol ‘_1@ U o ~ < T o S ~
- = 5 ~N ek o) e S o
~ 0 - % o =
;.u —_— 1_U s OL L.mr ~o
o » BB = J\ o o
- AV T ey
3 ° 2 i
W N
o W i o Z
T =
N —
)A

- 196 -

PeR="
R EEX

o HAb7} A A

gl 2 =

T fo

2ol

-

el
pul

oh



ki

5. A& & 7]EA}

—

wr

w3 2ol

Boll 4], el s

A
=

s

a7F A=A o

AbH e %

=
=

Aol

B

3

\_nﬁ_mo

K

o]
)
)

wjr

)
T

o

e

e 8759 o

199

E
=

Aol gt m A= E(

0
i

Ho

1A A A Eol] 2]

= =
= ©

3] 71—

=i
=

713t AT EA =

N

T
T
oy

wr

o
o

1AAke] B

&

E
=1

ol A4

1A 2e] B
7F A

1o

-

Ab=

wr

d1
ol
o
o}
ol

I~
0

£y

Hr
ol

™

Bo
il
oF

T
jod

wr

N
r
N
o
ol
73

-

Egeor @t

KX
=

Eds

A7tA €] 7]

#7F 2%

F4

3)

i

717k A AL H = 5

}

XO

B

e
o

|

%

ok

0

plo
el
o

)

ol

- 197 -



& A|3EA3

A|2015-19

g aLA

5]

E
=

|

N

wjr

)

o
ﬁo

)

ok

£y

-

—_—

|

o
ﬁo

o

(317hel

=]
Rl

]

%

sitel

B A% w

Q)
=

7

wr

w

T
2
2

ol
il

-

o
-

bl

file)

17kl A

S

bbol

. weA s

il
}t}.300

S

o] 7bs

-

bl 42

S

=S
Fohaon wkel Al B

S

ol
!

1

TAHE]

171 ¢]

Hl o,
=
o))

=
=

o] 7b&

=+

g

=89

stol &

Zholl 71 %

TAHE]

ki3

]

bl o

S

& o

= E
= T

p—

7h i

£y

wr

file)

ks
“

%3 SPCE Al A foF gt

ofy

Hlo

HA7} A

517kl wisto] vl CSP 4l

bpe)

S

At =g

AWk CSP7t 3] -8-% t}.30)

Eale)

AXF S5 573k A% 3.1.12)

=
R

A7)
301) 37 CF.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)

302) 37 C.FR. §1.785(b)

- 198 -



A=,

=

=

17k

I

shitel

S

o Fhse

-
o

1=, 4, A

3 ©

A9l
&lol thefAn

=
=

aitel

[

Ho

Be)

W oFe, el A

=

o EEls

-
(e

[e)
%4

|

A
ok

file)
i

i

Mo

%11,

-
R

el A

17k

I

919}

H
=]

%

g

Z2E JdFdY 53

A7

<.

"l o
= -

Al A2015-19
1715 <

S

ZAE)

file)

N4
o

)

wjr
it

Jang

N

—

. 87}

s}
=

=3

A

171
A =9

o

wolof

=

=3

5 7}

[

=

R

of Al w

=
=

ki
Ry

ofy

o] Bt 7t Al

=
€]

)
==

T

B2

a}e]

S

shkel Skl o

9

.

ERda=

=

=

Whsl 7ol ol

of, M=,

|

file)

Wr

file)

‘.ﬂmo

il

fife)

587 EAse 4

ok

1

184

[

E
=

&1 7HAAK(

S

A=,

o

wr

- 199 -

s A1062(1)

E

=

303) 7hutct



N7HA] =& 7174

ol

=57] g, 37}

<23
=<

B

)
—_

opAbY

3

).

A502212 Al

Sl eh(epAbY

wjr
)

)

)

Al

3}

A5022]2 A4

o

Hlo
%0
B/

24707

o & A

5|

E
=

Ao

Awel AAst &
1174 = 0l 4

S

=
=

)

A8
H,

ki3

o

575

FE

o

bl

T
-

1o

o

EE
;O.ﬁ

B
B

0

0

- 200 -



A

=

=

37t

S

& 7}
)2}

T

—

7F o

=

7}

L

A9 7]

12t AF T 59 7|27 H

Uy
5
¢+

B

=

k

o
ﬁo
o7
‘mO
)

—~
o

)

doll et

kel

A 42z A1

i

R

.

<]

b A13%

<]

kel

A 31%A|2

71 1 58

slo] 5 €]

<)

o

717k

|

ol

A17xA1

T
T

3}

A8ZA 1, A162A1

J

E

Rius

[e]

IAZA HEE 5

2 JiAE 2013, 4. 3.AE AlPH

T
LS
R

oF
2

=
o
HEE® A24491

T
B

A7

Al 2 e

i

9
yul

A= 3

)

371

[e]

ki3

"ol e}

ﬂ.wo

Al 2y

it
1o

wjr

]

b 7N

S

(0]

4o 4L etk

i

<l
pul

CH7oll %

i

<l
pal

Eig!

7
N
4
M.

o)
Gl
o
wr

N

s7ke 7l

=

- 201 -

e =

9

T2 N2
A o efEel o

1+

=

1

°

3



Mo A4, HHA EF4/0 AF /127t e ke AF(roduct)®] 4 A

Fof = ARES f13 Hxo] §{Tbel siEdetolof s 304 AlE T ofekEe Qe
T TES Ao F84 % (active ingredient)S 9P| 3HE AoZ Heostal 9r}30m)

ol¢} #HASI] H= CAFCE cefuroximes TR X8k ofofFe] A3
3 7F7F Y@t E, cefuroxime axetil(cefuroxime? ol~HZ 33E)S FaAEoR
E3kshE fJokm d7tel Tlxste] &5V AT Fol Jbed AoRE WA L300
Photocure Z#loldE ALA A (aminolevulinic  hydrochloride)S 3RO Z
Egehs ooFFe] Ad F77b ldeElE, MALALAY ol ~HZ &3%) d4ds
FEATOR Fitele ooFFE sl7bel] xste] EH7IF AT Fol Jted Ao
FAGATIN G A ol dAE gAn A e dokFolnR dANAE

xobste ojefEe] Ad b ol

rir
o
Ho
=2
q
A
o
oz
©
oX.
i
N
(il

n o] A= A7) Photocure o] gEgor  Hxo FHriE: AGdd w &S
A B (active moiety)ol A & A (active ingredient) &2 WA 3T o]o] odfe,
"= FDAE 45 (active moiety)> AJ2]shd &= ofelshd &4 & Yehdle 2t
e o]22 9u|ey, 3 ¥ (active ingredient)d A

AR AWM 7] 7IE R ddel weh vmel s A sl o AHE,

-z
i
o
Q
g
<
@
=)
]
]
—
=
(o3
o
il

o
X,
X,

2

i
>,

=
o

Jo

bol'

O_L4

A #-(active ingredient)Z <1438}, £4717F A5 Z9 o]
2
e |

He slow At vk o WA A4, USPTO® Purdue ARoNAE &

304) 35. U.S.C. §156(a)(5)

305) 35. U.S.C. §156(H)(2)

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

307) PhotoCure ASA v. Kappos No. 09—1393 (Fed. Cir. May 10, 2010)

308) Ortho-McNeil Pharmaceutical Inc. v. Lupin Pharmaceuticals Inc., 603 F3d 1377, 9

USPQ2d1246 (Fed. Cir. 2010)

309) <https://www.fda.gov/Drugs/DevelopmentApprovalProcess/SmallBusinessAssistance/

ucm069959.htm> AlolE %kl

- 202 -



DevelopmentApprovalProcess/SmallBusinessAssistance/ucm069959.htm) ol &

F&£10999 tgel A F JE Aoz 4w Ak

9%  Regulation EC 469/20092] Al1ZolA  A|F(product)e <178 T+ F2§
oekxz o]l Fa A E(active ingredient) HE  o]9] X3 (combination) o E A E a1,
A3zl A AFel dhste] SPCE W7] Sleixe= 2717F ¥ oJokFe] s7F Hxe
s7td s a7 wakA FHAARE Aare

$E 7130 SPC ol 4 oliE ARt A

ol wHste] g= WAL FoolFAATE ofdel srbE ofekFe FRAEES
gAm Al Ed=d e ZdE 7RIGE, SAVA Bl obd stolddAE

FEARECRE X3t ool tigh AR s7tE Hxo] s7kR ddd vp Qlrhslo

A& A, =, vE By 2y she] 5ol whste] 13] o] E&7I%
Aol 7bsd R ofdzh, S7F ofefEe] faEAEC] Aeded sigEolof ks

Aol glol, Aol H= ke WMeE Bu wA st ok

=

ol o] gAAel WF FaA st VxF Ssd AFTHS =UAT ATt

AMeel A4S shbel eepg R mi o] 4B date] B4el wujs o} o] Fol 2
A%, oF Azel szl 2AGANTL 2 Sale] CSPE AAT & Tk

310) EWCA Civ 646

311) =553 A70=(3)(b)

312) Alphapharm Pty Ltd v. H Lundbeck A/S (2008) 76 IPR 618, [2008] FCA 559
313) CETA A2027=A12% = A58 A106201)(d)

314) o] =2t AS3s Y §64(A)

- 203 -



s17kol Ak o HHo R ofxztd A HxR S7MEAE Aol 8gHY, 50
TAOR T oefEol w=; Ee fHe] olgeel, I, 59, 2¥Ql, THA T
stut ol el w7l A s7kE Aol AT sIvhE VxR Y] el=Ttel 53539
EE7|1e] ARHL FEREA 5T dolrt o] xetddllq 53]d e ££7|te] Aol
bt qrAgstel sy Ay AR B2 A= AYEAE FAHFHom

ol

wgsielth m@ 54 ol 4AA HFES FEARLOR ETysh: oobE #u Uy

el A Zhsold A Al EAmAl spgrEel] g @ s7bF ddvE o]

ol g Al W F F{rtol 7|23 55d AFeHS BAdASL U

z

3. 4E 974 - A=2A9 on & W9

el M, 20139 53 A3

#7b ookEel “AEBAFAES dEhE FAREY STzt AR BA)S

e
o,
Y
J
BN
il
=
o2l
ol
ol
H
i
b
N
e
re
o3l
ol
Jt
1o
N
B
N
i,
rir

FEAROR B AL ANl TA FEHRES BWA dGE 2 IA

FEAEA OF AY WP Sl Afels 25717 AFEH el HNA B

s shert

ae ) FAeRRE B SEEe 9, daH, oA, uaE, 249 59
2 Pl g GRS Axe) ERHAE B & 9eA ot o4 B}

v = FDAE AR E(active moiety)S Agdd = ofgshs A4S Yehls 24
T ol og Ao, FARE(active moiety)d & A H(active ingredient)& THE
oujoln B EH7|I AFSTHFES A Hx9 rtE AT W {84 (active

ingredient) S 7|02 st AS WEE] s Avh(var FDA F3¢]A] “Frequently

~

Asked Questions on the Patent Term Restoration Program” #+3%).

ofe tiste], Z=uelAE F3W AlAH ATxAN AE2HES “fEE YEUE

ARR ol ezl AR BATE Ao mM FEAE(active ingredient)
BrlE AR E(active moiety)S 7]EO0E AEF oRE HAusjol = AO=E
M 28 ThA wmoAEY ¥ FA A% dits ddste] 7] F7 FEAd T

vl E stehE, B o) dEA, e TR A gl A5 A APt A F=

315) o] =zt A=S3 §64(D)

- 204 -



FAPY A2

’

A

2

AF
=

o o 0 2 A

FAA

@

5}
i

=

o

g

el

)A
o
ol

ol
<

)

ol
o
o)
i
Al
<

o

BA
o
o

o

I ]

Nfo

oF
G

o}
5
e

K

m=
Mo

o
Hn
or

o}
o

22|

ol ZE el

woll Bl RS A o eFr]=el

Hjn
AL

ol

al 7

)

Hin
or

i

ﬁ
L&
JJo

o

o)
Tp
jze]
._OL
o

ol

K

o)
ol 7}

e

K
Y
w0

ol
X

A, &

Bl

S

o

=

o

=

A

b A A R

Hn

o

ol 7
N

X
mj)

571

<]

ol A 7R

Aol g 7hH

°l

=N

o

o wel “epu T

47}

s
. I

Auel A

.

1

B

S

=
=

A

=

o A

fsig
=

=

=3

5178 AAE

Sokg oIk gl

S

=
=

«“ X]‘_,EJ_ Z‘ﬂ

}o]

0]

9

o)

17F AAE oA o ok

53

oofE o] FE

=
=

Al

=
I

SNERE ERE

.

1

bol “leps} vu]s)

[

a7 9

S

g

=1

=

4

=2)
=

o

wK

SRS AN

21 ]
- 205 -

1 A el 9o



ol
oF

3} 7]

W
s

57H&

EEXS

N

T
o
il

T

Aot} thit,

"o W$17} ot AH A

slol <ol AAE wheh zol,

=

EX RS

I

*

q

o
= FDA

o

Ho

<
=]

/)

|

el

&+

5
Er

]

w2}

T
NR

"
Ll

O

£
N

el
o
A

)

R

B

b

el

R

¢+

B

oy

Mo

K

EH Ul HlBAte] s 2 #7pe

=
=

- 206 -



&) 4]

S

o)

L
()

17k

S

589 59

o]

[¢

=
=

& 7}l Al

713ke] d%4
o 42 71 3}

o qdE( 37t

o

S

7F #

o

H

I

o

of
Z]I

1

o

A1 Aol

ol

4274 Aol HX

i

R

A

S

A of o T

‘]

A
]

3l

A s

wl
el

2 ol

” O
Fale=,

;=

al

2k

b4

°

Al A

3 A

o

7K

T
._ﬁ

o
ol
Y
wr

e

3]0

=
=1

FTA®]
A

=

(¢

| A A A =2

&

=
=

&7k

S

o
i

wr

s

wjr

FaA 5 A

=7}3]
=
h

SKe)|

&
ax

J

&

A
A

Fol, @A7HA

o

3 93

34

[

Zjng

g

o E

=%

Al = At
17} 5

5

[

7F

[e]

‘IT

o Az PHS A7

o

=

=5

)

A AL

A

Al ZE Sl

2714

i3

7#S AA

3ol
Tl

S

3|

8

7 %

Aol o,

ol oF |7t

| AFEE

wr

0
o

b
iy

ol
Gl
Gt

——

il

wr

o

- 207 -



518636 A A, (1)

S

A 2016

2017. 6. 30.

ke
T

Ris

2

A Akl A, Sawe

= ATt

A,

Hin
or
o

M
au

)

F ER57ke gaow 14

ok
=l

o o

A

[e3]

H

7}

Q
a1

e

)

shipol

S

171E

| o) 3hof

ol

kel

He F55 7}

ol
=

kel

#7HAt

120

S
s

Al
o T

bk wekA

°©

Gk

9

M
Wlo
%

o
o

)

o
B
ol
et

il
—_

£

ol
or
o

M
sl

file)

O

Ho

NG
L

<

ol
o

oy

)

15

3

37 9

Lo AnE

1=}
BN

eI E SR

el
%

wWr
Plo
XO
B

=

N
4

o

23!

il
._&
o

1)
—_—
file)
%oU
23!

=

o

R

3

R

” O
=

kel

B2 2A

‘&Yl

T
T

RS CE R

o)
Hn

or
o
—

;O.._

!

i

i

pzel

o
of

ofy
B8R

mj

Hjn
ol

)

ol

!

R

zel

._OL
o

el

o

"

J= AelEtAd, (i) ol 9

)

N

)

el

£y

7K
oo
o)

T
B

o

Aol

BHoapere 20179 129 A o

o] o}

F 1o

5 9

L

CEH AR AbE] el A,
At o7 g7}

oF
=

Aol
mAbEE 2

“o
=

5]2828 Ao A,

S

e B R R e R S

43 2013

Asol el £4717

2013. 9. 5.

B
or
o)
2
file)

ol A
23!

pitd

- 208 -

to] E47]

0|

=

517}l 7]

S



!

w

W
_

£y

ol
o

ol

N

AAeRE WA R

“evlAbE AT

fug!

B

A &F

<

el
o

Plo

70
X7
)

‘uAlo
B

q_nv]_l

}

O
p8A

A|89Z ol

ok
‘Ul o molol

E
=

T

i
file)

ol

=
(<)

A95zx=9] 317}

‘?3

]
3

=
=

SAbg
stol 7

L=y
e A=

A7el

N

1

A A

o}

T

9
pul

3}
=

3ol

3}
=

el

o=

[e]

g =d2 SmEg(EmAe b

7y 2=

)

] 554 o]

[e]

9]

[e}
e 20mg

p=N

] 7}

B8 SvAete 2 Holof

5
&

AT (prodrug) 241 1
A

2. A=t H

Zo]o) A,
S A

.l
&
oh

AR el W=,

9%

oA
T
._OL

=39

il

d

153 A1562(b)oll Al

™

T IR

R
st

==

o

ted &7kel &%=, () AF9
ol e 37kl 7]

o

ol
0-&-% = “Al & (product)” 2]

A9 2 AF
75

- 209 -

17k &%, (i) #AF9 A= (method of manufacturing a

[

1o

]

2

°

j 447} “grze)

AF& 9 (method of using a product)
O

Jar 2 AlEel o

(i) #13% (product)

=
=



| ,
—~ —
o Tz o .8
T S B -
B T o g - w T ° do W o
— ~ 8 i = X O
HAF F N K 5 W R o o/ T —_— i W w
R mR w T ™ it o 2 JJo NOZO o — N ) d
n| o T - o = o oy R S KO o X XU N
T I T % @ 4 R IR =
v ~ 0 = 3 K ! .0 -
{ o <o N o o T T . o s G 2
= —_— @] J \Mv| N Q%u ol < ~ ﬂ.V| — lap)
N T o & A S 5 o S = 5o .
1) T o B B o K B K ﬁ o ol W g
B 7 T R 3 o H o 18 " B < o B P
= TN - s ek O 2 o B ¢
< 7 Jo .
& Koy ™ O R e N T - 7 £
ot =2 T T, = o P ETET Saew o T L
B o o m ° NP W % ok T W x h 3
EL —_ T —_ - X EE =
= " 3 N R R o & W 5 * T ) 3
o > K B X 0 o] o o T woR 3 - o)
ul ¥ B O o T o <0 ™ I~ @.M 0 ~o = % FI - R
i o K ! & o =
z0 g oo T 9= % % do oy T S 5
iod o or o i G O o S o}
M= %0 B B A . 7 T o5 s T .o o TE
o_H il K = iod o M 2 o \UI e 0 o < \UIL B )
= = e o) He — N T = < .
ol = @M, of iR TR 3 =0 o e > B W o o T 5
B p 88 _ % N T oy ., T F
g %m%ﬂs% O T < O ﬂwwgi@em
g @mmﬁ%;q @.wwMaLﬂ o BN TR w8
= = X _— 2
/m. ;& W:.U X mﬂ O_ — ‘UA| X Lt ,Urm O#E }le] Q*O ‘OI —_ H _ Lt ﬂ ﬂ T
Ko B = I mK - % N o= = Np P X% K —~ - ol
= b ®o X S T 0% CHECINN ] X9 o % = w S 4 L9 o]
53 L9 H o | o oF KO 7 B ™ =1 Q= il
= I T EE PR B T - ) 58 Z2s
T a g 4 E® T o S e = BN TEZ
W . N ® _— ©c X o = © o N - ar oy 3 —~ =
i _ W —_ 0 B Hn iof r o a . NS
& = L wjr du T = o N o N X o o 2 5 & X
3% O N 3R T x5 o= T A L X = w RN S %
W % g M ) 7 B ° 5 O LW o AN ) o |82 E%
o X A N = % ®oT g X i L M e R Wz B ZET 88
=3 J TL \Tu o) S < 0 < ‘W| —_ N ;Q‘.M EO X ‘ﬂol ,)IA o D TO TO
o Bz o X i VT T Y o =y o oF £893 on
Y S T T g oE = o g ® o P ) e ) =58 ©F
oo 2 i T mﬁ oF B MG T o, P boxX B oo S I Wl EsE <
h 5 il . —_~— 2 —y B <
= e — ~ I N~ — - woos 1 w
P T T LETEZ v o mow E < = " 3 PR 5 220 i
CIC S ﬂ.m i o % M;v v WTM o = uy T Mﬂ ™ i ali Sy A m cﬂu cﬂu
G o P T O T o % ol o ¢ D - S g8 HH
= 0 T o5 W = REE T 5 |T8FLEX
W oo = e = weow X SR LHEX
fE EEoE P |sf EoE R
T TR S eSS M

- 210 -



of
ﬁo
@
e

</

X
il

o
il

0

o

R

X
Mo

p—

o)

mo
gl
o
wr

Plo

oF
T

)
o

B
!

X

il

ol
R

0

~X
il

R

O

BN
oy
0

X
0

=
T

H]

8-l

7t gl Amel Felst

gl

o

3

o

o
do

Gt
ao

ol
W

0

wjr

il
N3
ﬁo

0

oF
T
|

0

X
o7

=

i
o

O

1o

s 1

o

=

!
ol
o
do
Gt
do
o
T
mj)

o
il

o 37HA =

[e]

=]

led, A o

A e ol A

ol

o

3. AE 94

i

v
L&
JJo

5

9

ol o3

A (active ingredient)

i

17k AL gl

S

ERER

=]
o

d

==
-

(i1)

’

il
-

e =

el

K

ol

I AR

ST
™

o)
=

S

%
™

2o

d2H =

[z ]
o,

o)

4

TE

s, (i) A

w
B
o
4
3
ol

G
o

-

71%ke]

=

ENE
T

, AlA 9] oxaliplatin g#o] 3=

S

25 1Y

3

- 211 -

=

b FAbA g

%__
7HA

(9

J

%
=4

o “%r7l 1-5mg/mlolx, pH7F 45 WA 69 oxaliplatin

13

& 875

/328 (4)A110046
[e)

oxaliplatin 2}

[}

]

A

«

)

AE 2] A 2 A
A &2

] A 2}
“oxaliplatin®} g A¥’S Sh

2Fo] 959% o]
A2 Fo]& oxaliplatin®

[

-

==
3
Fgdoz, dopHon
A=}
E
=

kel



~
B R o T
AR
w 4 B Mo T T
ol o B K T P oz
ﬂﬂ67ﬂ ﬂﬂﬂ&@a«%
B oF % o o Mm_l B —_ ,_Mn_/| :i ~
</ o MO o oy RN i o
TR il i NS ) o ol o " 7
=K I G o T B ol HE A Hom N
g oo B giéwﬁxﬁﬁﬂmﬁ%% e O
_ ) T —_ (5 2 e ~ -~
uﬂg N ° %u % maim OCQ__HO ;ur,éﬂmmﬁ__ﬁom B
a < T o X 2 + & W Moo W4 poE N
- oo = R w w2 X w2 o= ) pow oo
T % 5 d o N oW X = MW FOw & ot ! 5 s ™
y o T i oy —~ _ R = % = B
™o X% = 5 Z <o N w T~ oy T =
R wm = % o Lo 5 o = A < T T I Mﬂ va_' oS Ty
W ® BT o T o= Mo wom P T T o & T o w
T R oo . B hat Cl w L ) w 3 a » 5 o
T & ® I R Gl - I 5 R
g % Lezﬂ>¢mc%a gﬂgaav;m T
A = By s X S wﬂﬂAA _ = o W
= N % %o TV ol oF a X N - X % FE =R o O Wr weo mﬂ ~
Bosow o # oz ° R N \ q g O o T o By w &=
= 4 _ B _ o w a0 ™ N o o WO o ) E._ =3} 9
T ° ﬂm oy w® T A R T E bﬁ AN, & s R i = 3 2 o < =
@%ﬁ%%ﬂ ”.E%mr @ﬂmﬂ%mﬁ% ﬂﬁﬂzﬂ‘wma@& dom =
CE I < R o ~ T 4 w by B T <
= o T o 53 55 e o o E oo m o W BoRow G w3
=~ ® 9 o~ o ¥ e v w W w X Eld
il I -~ o R a9 M S = o o ~ =
~ N <~ 2 ' olJ i —_ T ™ <9 il T ) XO o) o =
~ % 5 W o T T =~ B B oo X o) = M 3
B N dr dn o F T 1_._ B = ~ y o | TS o ~X o= 2o
N a m W =) : o T g e T T o = T W Mo o o P o
S % W oo « F oo % & . = 7
e o R 03 A o B 5 7 X ~ B - =
4 o8 T oo hy%%ﬂe e T ﬂﬂoaﬂﬁﬂ%a = "%
w ol W T T wﬁ 5 er ) w o ™ B < o) ma m T 4w ™ T =
T % T X B W= g 9 oo 8T n 2 O o X W N o 2 i
z B =~ T © o o i o B B L = %
NI T 3 o = o oo P oy 3k s B g3 B o T N D
5 T o op o o< 2 Tow LT & I 9T 5o o o R
W o 9 5 T ~ o W PR oo o 2 " o
- CCCS ° . T T T R A TSR R W o) e fi
2 o BN < N J| fa oy W o & T o= R =, oF
oo I o < " X w9 < 0 zm <V | A~ N o X o° 03 o °
m o b w oo ox T 2 ooy W ® P w w5 *T wz”
N S ﬂ%ﬂﬂﬂ%@ﬂ g oo o T w
s o wnﬂoﬂa%v,ﬁoi_%w mﬁmaw\wﬁ_ﬂ% %,wm
%%g%w%wfa%m wﬂﬂ1ﬂmﬁ;mﬂ A
2 ETu o W;.u ~ O#E < ~ O.._ ) or EO 0 = % X WH N B ul # ol
T o < %0 3 W =y ol or o| I
N WoF F do "~ = - R 0
mhy T X0 ol H fird a
ook B T W e " N o x°
) ﬂ.\ﬂ 7o = XO ~ X° =
B 4 o B
M T
N Y MM

- 212 -



ol A,

&}

2902 A2

—_
o

)
<

&}oll

el o

)
BN

9]

=37l
671 210] =

P~

[e]
s
Rius

WA AFe=E

1
R

z‘sg xg

7] ¥

A1 9] 7] 7o)

3) A

A LA Al

Ae B AR

o] gl

17h5 ]

S

TA

s

7850l

N
4
M.

o

& 7}l

3%
=3

o

[e]

.

oF
T

n] 5]

o 6701 AXE 159 A7tA 9 7]

[e)
76]—[—1 ?J—EO]

)

Mo

W el A

o) 39

1d

1ol Al

O
+e

A

ek e el A A

S

AE 435 23

24

Eie

o] 01 4 of

el

N

7]

742 €]

30

s

670 d7HA AN A

A

713ke] g

=z A
- T

&9

E
=

1 A 673 2] 200 A,

HOo EF
T - h

]

o

ol
it

ojy
il

T

X

71 A%

H)=
)=

]

%

3=

%

3 g oll A

321) 35 U.S.C. §156(d)(5)

- 213 -



wr
_ﬂ —
= T or R 0
= WS S wr
ol —_
- B o
3 S FES 2 T
N B ® ujr T mo AR
Ho 2 s T I . oW
® & tm o g
wjr oM oy oF El iy < < el o
o = N o= ~ < W N T T
o i i 4 S T
W — E o - c} o ) W or
djo P = = a [ % = RO o
= Hlo o T = < i -~ { = g
~ _ [~ k3 — ‘ml J)Auo _ XL MO el = r
CIN ¥ X Bk = Box ° = < o o
o ) B o N » T = N T L]f o '~ Hm £ Haw_ R
G o = o 7o I e 5 o 5 ™ i
= ~ ﬂﬂ% o Lo e PR X e el = 9
o 4w @ = I Yo B S
o oo = % L = i = A s
% © Bon X w B S T (3 > ) < 2
o ¢ o T ol o ~ < C) g 4
— ~ A 0 g N T e Fm K
< T = W T = = o & e W o
o) = N A~ K o o ) o ~ D\ oo
o N oA 2 _ dd o)/ < SN & o Bo=
" T4 o P o L mOw F N A o X
. o N <0 o TH 5 T4 &
woa e 4r = — w ® = [ ] o
< v G ~ 7 i e B ool Jo
i N E%%ﬂ aai%mgw e QMOVLATH
. ’ wﬁ 3 mﬂ B Ty < o ol M % o @ T H e 7 )
R ziﬁoﬂﬂaﬂﬂ S aoﬂa» @L_@%% TN
“_,o N - ) - Mo o o W N T m ) o ﬁ M‘_ 5 m_; % i
o il i T T o~ T U to Y7 o N = = C Y s i
X o= ER wO® % PNE s © = W o Gl <
R T T c3 G ~ X ® @ FE ®
o 2 w A — ® y s N - Lo YT
o X oF o o ~ 5 T ;9w i ) o) gy ~ N4k o Ho
o 2 o %i o ol _ . =y mm_ ol @ B uy CA L —
o < 1 = N o Mo RO Il oA =T | or w ” do
- TR N W w0 oo« W o) op " o o
g I~ o ~ it X0 X N e q T I — o o —~
go 7 o —_ ‘.W ° B .,.ArL % o T 1l % o) o %/l +
G < ® | w K XL v = {9 = Jo PE 5 B
AN %0 ™ M- =K < o = T N ) o8 3 i o = = __mn
oﬁ 7 o 7 P ° % M muan1ﬂ_gﬂ < do T B e N o o
oo x B0 N = T NN o X w N p
m} = 1__/l .Wo MAMO o ~ ny o ﬂ.o ‘7|1_ ‘,)NAE lr_v.., ﬂ Eo \_n_Arnou =] o ‘_,olﬂ V Mﬁ ﬂw_._
o ﬂ..vﬂ 1__/| C..ﬁ 1v_Ayo ﬂ_LH mb” O#E T N 2 _ﬁﬂ %O . ~ ”WIL ] w:.ﬂ 1»MO U o H»IAl
» O i L%}a,i aq%}lﬁu_z @
o T =3 5 o= 2 5 X n < 1l
i o o T o) W oR ~ o7 X —
P ol a N g X
~ o) S =~ o B L, W B o=
£ K N > I s oo o’ S
n = o CIT oy ol m_#.a I~ ‘ﬂw
W ome o oo SR D
X _ = In
183 % B
w M [
- <

- 214 -



],

HEAF

J

8

37k

Fo|opEera

5ol A

5121

2%(2016

4

o

o
wjr

5 ©l
A

=N

17k
_o,]

I

=N
()

[e)

57k

=N

S
S;

1

k)
T

94

ol

Ahy

E

o
>

b sk

<4

AN wwlekol ohAlY

o Aol 1 4

A A

Z_]

-
o

7%

}

O]
pol

07el 7
55942 7
NEEES

Aol A

“ =
=

R

1

=

=

A 5ol o
Aol 312 7}

’

oF
20175-899

=

7121 el o sl A
=1

)<=

7

L

(u}
71 G =

[*
4l
20175-882

=
o
a1

Az Add 7|3

AFolell

i
B

A 71

|

ox

¢+

ol
o

—

0

ol

7 OAE7]

17449

k3

] 2kol A 2]

.

Q)
=

37k

1

°

3 Aol A

EAARRE BAAE

ol

o Aol

&

kel

A 42z A1

=1
=

s}

, A3

13

A8E 722 2

i

<l
pul

A A 31242
o] &3

’

R

Foape

7ol A

3
,_‘1 =

S

Ay
a-
A=H
h

B

<M
ol
o
Gl
3

4

o

1

1

’

1
7

Zt

19 7e] Aoz A 7|
- 215 -

it

Ao Aoz g 7]
Z

=
K3

FDA HE7IZY,
FDA HEZIZY

* A7g717k=(X-D1)x3+(Y-D2)
D2=

1}, o AEete] Bl
Y



G7HA 2

i

R

17Fd 2578 14do]

°©

7130

%
)

ol

N

.

Iy

71 5

CIEECINE

BE

ol

713k

ok

—

ur
Plo

rvgel
wl
o
G
oy

}o}.323)

o

50| 7hs

5ol tis)A

B

<

el
‘mo
Gl

)

wjr

|

o
ﬁo

~

;O.._

ol

ol
JK

™~

ol
i

!

el

)

-

o)
A
fuyl
%

—

el

-
o

)

ol A

&

AHA

(i H ) o] o320

=
=

’

1}
=

A=

S
ol A

=3
‘l.

“715

A 13z

&7ho] slofd A8 7]

S

(o k%
FgEel glol, o

o

Z=0

=

21 8717+S Regulation EC 469/20092]

2A 2R “FY )

f+3e] SPCe]
5 7]

2 =7t

A

[e)

=

ol

A egk 713k

ol
N

T

7]

17ke1 744 o

[

NEEY

[e)
3

EER=

e 473

3
K
AL

ol
o)

o)
7

dr
N

o}
T

o
wr

ol

;OU
e

el

Aol A 3

.

1

B

S

2 A o oEel o=

0o

il

HARA S

2

3

[e]

€
- 216 -

1

A
L

7}

1

5

A3

&

ko)

&

s A672A12
sy Al6729]2 Al

HE
Q]
HE
=

322) ¢
323) ¢



S7AA R, el

i

ZRE 14d0] HE

&7

=

p—.

A%, AF Foke WL F 4 w

= 7Foll A

o I Y S R A= N s B R du omp T T M W
[~ N OR® W O P B oo w9 W KT W W O N
~ ~ & @m o ﬂ ~ o o W o X o _ & A o % T
dr i e X ? oA, RO o o= N
| = ~ 7T ~ TR o o X ™ i
M ~ N = u ¥ jo o - < J =
° o oo ®h R B oo <o g "
3 = PR e o ro= B o= B RO o 2 ~
= 0 o8 &= N AR 0 /= ) N
i a4 o © G N - O )
3 o) W = 3 o o o T %o X o g
3 s % T B T < - 0 =
~ oL~ — ] -] X lo o ~
- i S —~ o fa > o o N =K
—~ o ) = o T = = - X = 2 < n
L o P oD ROK oy 8 LR e I moe o
T - Tef® s fZaselE {Zer s
AN <A — RUNEOSEVARE I S s o g oo T o
-~ - — = < =~ = 7o) & o on
o © N oy © " = I G Rt o T o
U = NN || O M K= AL I )
u] o NO Hr ™ | =~ ~ X =) .V ol = i At | 2
= = B = ¥ o T T oo TR — 4 o i
@ o 7 2= D =< .53 % 53 o W o P -
Mo Ao Ex® R nwEgale Fg X T
G 5 X _@ o Py W o T G ) o
A T oW g B9 T o os owm 4 W o Hp 7o = o
mm o o oF ur = 2 N = B o W ) of W ® o ~ 8 A
" = P PN owme PMS L TR Ly
frz0) — UUW i ‘Ol ! _ 1_7|.A _Z ML ﬂ )
@ G T oz ow wf_ oM T LW S R B o
N = m w < 7o oF o S = - T K T ol il 5 O ol = B
ey = T e g O N ey S
. ) . —_ - —_ —_ O# il WH 5.0 ﬂ_ﬁmo MWL ml ‘Alv_ﬂ =K el X ﬁa 71_
» T By TR mw o) oy B mw oI R R oy ~
i = =T 75 X o o = Jo =y uro N g 5 o iy %o T T 0 A
o & % T ~ N L STRINLEE. SR o
ol PEIL g TN T R WY T X
N H % ok N o9 a8 0o o T . s o) 1
N K T w0 X0 i N " ool o) o o Wr N o gl m = =
droow) & o M B ) N A il = ¥ T odo Y oy N - _ ~+
= N %O o) ~ xR w7
M) o o o DA T role TR X —_ ~ ™
= oy ~ e B oy oo o = B < M ow >
D S T O oo N T T o8 B P o @ N oW o
CIGS iy ~ o= E o4 ol oM oo = ®m N WM L L %
w3 ol RO o M m T % W ook o U ® OB W B o KT A T Gt
Y

= A74dd Ba

4l

71%ke] A

= 2=
L

:ﬂ

a73), 53
- 217 -

.
—a

HH 47109 A

=
=

ERES

d

3
A, 2003. 9., 90

E

=

325)



g,

e 2A7E A mea

s

HE

o ofelg

o] 4 epA 7}

@_

o)
PR

el
o

Nr

o

HA HEE, 7

o

o

EED

= =
= ©

R
i

o)

]

)

)

=3

dr

7F s 87k WE

=

%

|

g},

ol Al

& &

E
=

A7)

9]

2

A 134241

54

wr

Gl

1947k obd el

53

E
=

- 218 -



i

=
=

oA
T
]
t oﬁa oﬁa

o oy
T T E E
W = ol
. o < RO
g =@ if i
= N T X o T
2 T ; &
B33 o oW W g T
= ot e =
\Nﬂ B M_l \Nﬂ \M_Ol _/E — m ‘UM O
= TN o) - oy ok £ 0 me -
ki i m = W e oo 2 o o 9
- —_ o=
el mﬂ_ \N_Vl ‘ﬂ_uﬂ ﬂﬂ_ HT ,W © ,m.ﬂ © 00 ‘_ﬂﬂ ‘OI NIV«E s ‘mﬂ
I o5 = ® ~ o = R T 3 ] S
Gl i 5 mq,ﬂm1a 5z = = o)
=" 3 ° @ ™ o T fin M ¥ % 1t <H - X~
K {F 2 TG " e ® o o i} N or iy
- ~ T X ~ X > o ™ - wir o X NoX o
o N Mo N T N n o N =y %o a- o TR
il w = N it F o o & © = oo - o
%0 o o] s Wo mi o 5 9 K T oA N mwo wr s Wﬁ N
@ s L ] s qu,qx:_o A
o ® < : %g@14 CRa @u}@% T
a i X o iy _ s ~ HrL T o X . 5 o 5 = = ~
X0 wjr H o = X o < O "o X 1,Ur| ] 1y ! - m Mo
oo X N R 5 . 3 ° o po T T % B
S u - 9 = S = = Y _ T
T o R ro o o =y i H > il o o o o K o T
) = B o M b A = = <0 X = ol - m X
N ~o = o . il B A~ vy = A K =0 o
~ < AF w0 Mo T WM T 2 = = T 3 Ho X° i "N
Do N v T A 3 5w 5z o e * X T L
o oW % ° - ¥ do 1t e R TS v = 5 X o o O N )
<A 0 R ™ - AN do ~ = % = o
Onm X \ml . ‘mu io — 1) ;O_._ Lf _ ﬂw.ﬂ o io ‘ul ﬁl i S.L
ﬂ,iazT + - @Eﬁk}?ﬁq @ﬂﬂ& s
> = T 2 G oo L R 2 @ 5o N s
Y oy RO = ~ = T 9 ~ o T BRI < e °
oy -~ o) o o 0 o T < o it v FU~ X0 < il o
M 7L T F B ,A;:; —_ = o o o mmo - o mluﬂ f . ﬂ
S F o % < jo = T v o CI! N A}
A R ) M T R o TR I G Nom 7
il W o — S X — Ho ~N
In o M o o AT = X oa T - o i) G =
AN i S g T 5 % %ézfﬂ T W N IR
G w g % KR W T LN ooe p " 7o
®og oy T z o M 5B _ % T Loy E o T
s & _— " v X o 2 o EX o iy o ~y O o
\Iy_ﬂ 3 sz — — = wm_ﬂ =~ DT_ o o =<0 B »AL
2~ I = 3 U aiﬁgﬁygoi R w3 5 T
— [} ~ e~ —_—
;Ao,,_ 3 ro 1o go E W W E 1y T o oF "o BT ol © o) mrﬂ Ho ]
oy Eo —~ Erv 53 R ~, =1 1 B Z.e — i Bt — va N o~ —
n- ~o o o X0 il 0 - = ol X RO ok X B 5 B
Bledg o — A _ il L& o < K @ — ur
<8 B X of BN 5 T 63 ) et < = ~ ~
5l A a X T e 3 oy Mo Vo g J_ W R %o <°
- o o e o o w0 Ho sUCIE o ~—
o N o X° oy - E = roX & 5 D e
ml _— &o o) — K K = a 0 A loxt
= n i M o ) = T MM sl _% oo mmo it " i 3o
—_ — y Ny ro B X0 i) e X
=l Hrm o M;v T T o o ™ o J T 1@ M,* ol e
X0 K o O T N w p¥ H KX - 8°
S w %o = X % W =) R O B o
W T o X0 " ‘mW 1v_Al \ula o (L =
TN < + Mo T o T o
~ W~ =) o o ) L X
T3 T T woE B
B R < % n < o
X =0 <H ll —_ ol
T R B <
%O = X
~
S o)
B

- 219 -

326) 3
5 U
S.C. §156(d)(2)(A)



R
.

2

i<

= 7 Aok

o
qokxe] AR ne

PN
T4
= A

p—

of ut

VAk5

2

[e]

ERDIE

fiss

0| Auh ohgzh el e}
Al

olfz Fme)

R

o=

°©

23}

st ¥
%4

A

g 20163
3

I

o

<
B

[}
=

|bel wgt Au AE

3]

=

O
)

wjr

!

w2}A)

A 922413

!

2902 A1

N
dr

- 220 -



K
B
jod

N
i

7 A

3}
=1

B

3]

AA A= Al

Gk

Sol t4 A rHwA, o|obE

s

G

)

.

el 7+ el Apa|sh L

S

o] ol #

g EL7]

3

R

WeA, $eeel &

3} 7]

.l

e
)

G o2 $l8lA,

M = 512

9

T3
B

2|
=)

A ]

(978 A R]

- ek g A

or

- 221 -

- A



%54 ofuto] €.

LR R el
09 wA (dA

@®
©)
@

Axke] Aulze] os) A

@ 10009} © vt
@ 100091 °]%, 30004
@ 300091 °]%, 50004
@ 50009 o4

® =z

ool A ook Ee F

AEA S, (B4 $8

[
o,

- 718k H7F dAl 5, o)k, Ayt 5

O Ak )

@ AtHHFH)

@ AtHLR)

@ A7 EF-=71g:
® gtk

(B4 &9 7Hs)

O Ak =)

@  ATHHH)

Q® ArHLE)

@ ATCIE-=718

re
ON
ol
Bl
i
(o
o
rot
Yy
o,

- 222 -



25, o, AUy S

A I

[FTF ]

woll tishe], m=rel A

3T
=

A

K

7heol st

=]
=

a-

PPN
-1

Sae, v

’

3

=)

)

he

|

1ol o s A

E
=

RESISE L e

&

E
=

-
o0
ol
0SS

|

R

|

—_
file)

o

ol

F7] Aol

bl s

3|

AUk oleh #-

T

o
w

wr

0o

il

x
o

‘._mo

Gl

M

wmo

alal
n_mo

N

71 (

- 223 -



9. [AWMEI ] %] ALl Ag, A FulelA s7hdER e Axdy 530
el = 5@ &5 A%l sbe@Urh old Wig iAol Hasita
23k U 72
O 4 deHz /A
@ F7tl& Fde AW SN A
® -5 AAAEG 2ol AW 53 A AAE EAA
@ 718 ( )

10. [EH=F9 S&o gk A% A sulelA &7 v okFa #He] Ade 537t
olg] Aol FEAs: AS, B9 53l dEd 53de E57 e Ho
bestd, ws 92 f9el A4S 5uxrE AdeEe g de] 53 diaA
AT 5ol 7be@Urh olo gk sjXde] dastrta AZsHA Y72
@O 3] 532 AgafoF gt
@ A A=ofZ frAEoF gt
@ 718 ( )

AZTEFY 7127 HE 71 HH]

AFTE 71=7F W= SR WSk Adste], Fevele JEA(FEE UEdE

G FE gtz A2 EE)S FEAToR gto] AR oJekFoRA Hix=E

E2371E we oJobE FUE V2R £477ke Aol APt

e ojokEe]l AAR(T 9 H dzHEE xFste ou)d oie Hzx9

sl7kolojof sty SR diete] Hzxe 7K 7IE 7 9 53

AA = A gokd Alqtst §xo] digk ke FHxo 7R JAA)Y S Qe

YRS AFGE] 7|27t 5= s7tel] diste] oj#f gk Algke] gl

TAACR v= B FHe A olde srkd SRS dE 98 AR eR

st 9oE HUtE VExE AFEHol Brbssiy, AR Ftold Al ug

&7h= Hzxe F7ER AAsta AdFuyrth Ee T kA o] @RS EFste

BaAe A, vwd FHE ol g ddgRe dis] olxe] drkE WA rsktid

ol 7|Z2& 3dto] EH7IF AGFEo] JbeFUh

11. [Hzx s7ke] ®9l] A4tk fFadwo] tste] olm 37p uke oofFo] 9lir, o]

- 224 -




i
i
I qm.p
i 2
o v o
w5 W
G " e o
_UT %) OT A
ol 5 o
= X- o
T % © ﬁw s
‘l‘Vl Iz ) \Nﬂ
! S W oo =
. A e © e £
oo T B " ﬁw x % o
G ) I H poo M
Wth el_% 55 mﬂ.x
oqfu_/o_ﬁﬂo ﬂxﬂx ﬂohwr
il xowmﬂu e q ¥ Loz 2
_.oM ZI ~ oﬁ = mmr_ O#E O#E H.rl <1 Z..* =
O " Ao il o) i = _MrT PL —
ﬂmzrarf% ﬂeﬂ L@_Q o
HL q s f i g 1
V]ﬂrr(mﬂﬂ N ﬁaﬂu - .q_nvlu@_dn 971_ _
zwéar.fﬂd g R l%m@#
iy o - il " . " ] o o - VM‘L O E
mMgo&kAx\ﬂiﬁ are__uu iotf VLA:@%M
o3 Qbuﬂl < fok Jﬂﬂrll o o i ~ O X0 o
1;H7Edﬂ wﬂ.o y %0 $ﬂMﬂ@ﬁ G
oi = ﬁm %ﬁﬂ ufwmaa zftfn_ﬂ_ﬂan_% I
E;lﬂ; i : 2553 -
EOQLL]ﬂE }ﬁun_rm .E_/ﬁf = mﬂ7 Amﬂo 70 C
~ <0 @ N =0 —_— o Ny ..:; o ~ N
%ﬁmAwﬂﬁ < E g3 ke wr%éwé - Mgﬂ
o} 0 L . ! _ e = i) ) KO
Lwﬂﬂﬂ%%ﬂe 7Vmo M%ur ) Eﬁﬂgoz, il % zmaﬁgﬁ
Vhfgwrogh 17% ulle 14 “Zmrﬁ%ur Ey o]
= o+ c,. o) o ) < - T = o n o ! oy N . o T
?HOLOELOH wﬁo }rﬁ iy rﬂroﬂd|7ﬂ¢| ld Ln,nmﬂﬂw
N o ,ﬂ.o Ak e Lf oy ol E.u ol ] ‘w ol ¥ % = I ay oE of- N 2l =
o & < W I gl of E.u ™ < 5 =z} djo Az o a = ®
o 1w~ ~ up :L ol oF of o - ohy B o X i o By o wr G
ﬂmzﬂﬂ}lwofk T ﬂ%] o) jo 1%5 T e =
1511m%,7i ucor 88& - m1r 9 o B 7Q7L
JL N \ul 4 "y X o ,.MC OE XM Jm N ey Er; ° ._OL PR ny ‘urL E.E
ur“#ﬂmﬁifrrﬁ £l @ﬂﬂ i Boa%ﬂ%m., x E g
tOTad}7§ 2 03 . q%q@%o T ® = v S
T®Tﬂmﬂ,dVE ﬂ%m N ]a}oﬁwﬁ@mM s wﬂmM
2l Ar o — x _ uE w oF N J B2 < X =
S o 4 LN 2 & F T o o F I M % Ikl Eﬁ ﬂM —_— Yo
o 4r 7}ﬂ s = ur;o W Hﬁﬁ}
T —_— N ~ s o il R — el J| ] ~
@ o o ~ ~ oS ) o T \Ul oy < X0 \lL wr N w
@ 0 n e v o ® [ x X " N = |
@ ﬂhﬁ_sog " %aﬂmof & 4]1%1
© ﬂayfgwo_n E_jﬂw&u%@ T T maﬂ
[ﬁEﬂnozﬂ %aﬁ%ﬂoﬂ}q = T maz
@ﬂnéﬂ }oﬁe}ﬂmi = u@ﬁwﬁ
0 o xﬂlyﬁaf 4 B -
~ =) i 5 D o) NI = aiE
—_— 3.1_ Of &0 g [l \LWI —
® ° L _ G RO % % T o
g iof o X or i o Y T o
~ 0 gl — e oo ”%. ~
4r = o wr a W T of & 3
N o i oF o = ul ™
[Eﬂﬂmo & P ﬂ%g
e e o ok 3 o o
Erl o HE M_u 1 ‘Iﬂ —_— Erl _
o 7 ® T 7 N
Wi 3 b ™ iy ~ wr o oF
wr 1 5 F bl - o S
&o ,AIF O_ 1rL o
o B Hin X o)
ey o B w M
il : 5
2]
— B~

~ s



n}7}b

R
L

2

e on|

59

-
[e)

517k

AsH

it ¥ o]

1ok e} 3

Le

2

g flelrt 1

I

o
e

e

N
i
N

T

;on_

g W Wy, 2ydua g

._Q,.M

T
T
oy

wjr

TR
;.oﬂ
23!

oF
g
T
._Q,.M
o
w
1o

-

ol
i

=

ofn
=
5

file)

4

oF
TR
T
;Q#

o
T
)

-

H

=

=

o

Joll <
&7}

hbel

31714}

2 FHHH o

Hn
L

ol

1 7141)

S

5]18636 2)

71EF (VA

2016

®

N
4

o}
T

1o
wr

T

£y

-

17kl =

[

@

oF
TR
A
file)
;ou
23!

R
il
sl

AR

=87} o2 7A9]

%7

F 4
T

3¢l

E

- 226 -

1A

I3



——
fi%e)

F93} 2ol shtel #7tel o)

)
BS

e

_Mon_

U7

13

EEp

o
w

stof 7]

S

o AdE 7]

<4

A

<4

o Add 7

54172

=

doz Add 7S A9
=

3l

Al

#4017 2)

ol A

=
=

ERELEEE

°

s

A
il

&7 HE7]ZEel A

S

wr
I

s
o=
¢+

—~

o

N

S 7HA7A 9] 713kl A

17Fd 744 9

°©

=

l

a8

Eres
pra

SRR

\=]

5

o)
~
~
-
N4

o)
G
o
wjr
o
_6U
I

ol

ol

37 HEZ|IFS

7] 7k}

=

k<)
pil

ach

&l oF

9

N4

@

B
)
M

& Al Al

o)

-

- 227 -



=]

1

}of oF

S

7] <]

Ry

YA = A

b
b g

1

o

53]

bol ol A4

A= FA]
|RAS=ae:

[e}
3 7

<4

3
pa

ke
pul

5te] ]

9

< MA

Ytk 71 atgel o
&

Hel 7Hg slel
ke

@
@

i - i N I
o o N S - X o
T P o N T e
N ™ . o 2 oF =
N ™ <a e~
sl w5 Bo— g
o o ~ v o N
o O#E On_ N 1l N~ :i X0 o
S U ®om R @ oy
B - Mr_ e T
v 0 s B % 0]
° = 9 om0 & T o
NG ~ = HAr B wr O~
- o m < " 2 ¥ 1%._|
T 2 S o O
P — _&.0 ) O#E XO — ﬂAlO
i SRS S
oF o T S N o o= <
< s [ RO, R
JINAS il R & = NN
o oD o N T N
moo~ s ~ o 3 — N .y MQ
] Mo I gy g% ~ B
= B = T S
A " <5 5 LI X o
< o B ~ T o5 G
W e ~ o E O o dp °F
| o ~ 0 B W e
DA oo (N IS iy
o S w E N OROK oF \©
T G ERy _ T E o B o — T
5 e 7o) %0 NS wouroxr T o= B
— 7 70 TS L o = 5
~ =T o _ Mo = N
03 N -1 W mw N
e ] ) o — o 0 =] 0
r N ooop = —~
wT = Mt G Eu I nwl do R 0 M m
S N
P = B o o W . 0w E T 3w 2 R
N eI S CIY T ) N R U A
~ ~ T =& Mg e ® @ N~
) e T S L 8 BN W Now oo
TN 3 o Mo E g X © =T B R N X0 W
IR T 3 o =G 3N
® ¥E Qo , e . e A ) wAF
o = o
— N N

A= = el A
- 228 -

£

]

A
Ry

skt
A et
AN

Rk
w43

n}
H}
71 e} (

EED

@
@

(A3}
22.



ol

g AR
&7k 7%

o4}

=5qta 6719 ol Aol

B

|

AJm

A 159 WA 67199 7]zl dAl A

A

)
m

[7] €]

CﬁL

Ay ey

3

g

A9z A

514

E
=

™
B/

2

‘_n_—.mO

4 1 7b?

file)
N

1

EER

—_
file)

XM
N

b

)

—_
file)

71 e} (

F U7k

}3]

N~

A

ol

B

e
iy

sh Y77

7}

- 229 -



&
wl

26.

- 230 -



7t SHW(EE A146913, 2017. 3. 21, AFAA)

foll e}

i

713 A-TZAI

Ela=3
A35z0l e}

20d 0] HE E7MA =

.

wjr

%

| AUz =

2o

b aYAe E3E

3
pud

@ A

)

ABIZ (] 7+ 5o u}
HEge wet

3|
s

olg} Frh)

(o138 875"

L
()

=
[e)

&7}

shal, 1

}ofoF

At 5% 52

=13
-

71 E

&

ol

o

o &

3}

gl Afol= A88xAll

o] 71 A 2 U

=13
=

)

o

0

=3

doll wheh

3

) O AR9EAI

&

9 d¥5%E

N

N
A4r

o e 5349 &

=
[

A90Z (3] 7}

J?_]_”O]

o] 2 % A9z A "IAFSTEE

mmo

o
wr

ol
"

ol
;OO

o)
;O‘M
N

ojn

)l

e

3
s

afojof gt

=
=

Al

i 2AA)

=
=~

Fau dgan LA

=
=

ek

)

0

]|

)

Abel 4]

o &

sfoll w2 ?‘ﬂ 7=

3

5. A=A

o)
jant

o

=x
o

[ =

ol

A8IZ A1

=
puy

foll -}

R

@ A1

Fo}b, ohuk A|88%o wh

3
U

shej of

SH-E 370 ool =4

- 231 -



el
- 0
OT_ Oﬁ M ﬂA.I sl
i K o < B
s < o 7B W 1
o ™ o] Nyoowr i T o N _
O ) 10 s mr X =) 0 N
X X iy N~ o1 E = o _,ﬁ
B T N go O H° M X o o T ook
w0 O 7 ok N o 0 E 23
—_ fo X —_— - ) 0 = = = )
2 o = 5 R0 g = ~ x T iy
~ I K _ | = 3 ™ = N N
= N ) T o T o ol Nooox A S
r E -~ T o T e N y > I o
LA Adr @ 0| X T iy K 35 = 7o X
TOW i of = o 2 7 i > 2 F
< W ot 5 & A z 2 M N o o
) I T ® o & . e 2
M«m n o oF! o Moo NP —~ = ~ mﬁ_ " ~ T >
o 1o ol T N ! ol o %0 o o ‘3.| o ! ™ N
Poode o P - Tz h
o S o 2 = 7 R " iy = S 4 i
o ™ o w s o = e A oju 0 ~ % o
O a X 5 B BN T T 3 oo m o 7
W Ho Al T go < nﬁ 2 | _ o o Gl
go TP o o W o 2N o I o ) el L 3
g - W o N %0 it mjr w I wr
cCIEN go Mo N X A o o i N
SR - ST o oy i
at y B! 4r I ® ) o Kl
3 : ’ 4 LA I il ° k £ X g %
N a9 o X T X R T E 7 ) o 7 T
N~ oF = M o r < F = = o R 5 3
4 o ~ = i B P < e ” g L T
—_ T ). ) < X Ay 2 b o
U RS O o N N X o - o
L owT RN B s fE 4@ TT & T g o
0 ‘w —_ o —_ of = ﬂAI o ) i 7 ﬂm
I b s N ERox T o PN to oLw ESE
o R RP ~ T N T B ~ N, o W
PR T TIER SR S T X i I
—~ = 11 x> —_—
- T T w;non%x@% oo T e Ca ﬂ%%%
Mook L o o T O R wr g ¥ oMo
» o= X ° w RN v 2 " Rox T
Lo W = = o = W ¥ oz S o T 5 B
= 5 ' 5 o ¥ o= ON Gl o Q 0 N Y yr wy
o T o= o m A < 2 = N r o T 5 o ok e
—_ JL ;o‘._ k) ,Ll_-_ XO ﬂo Lt \Ul ‘WO ﬂ EO Nluﬂ YL E Lv.\_ —_— a E_L -~ S _
) R s ~
o TR REL ST S ow PP + X w ® g o =
g < . rox o9 J 3 - e " S Ar !
= ® % Y wr iy B R T ‘ 5 B P 9 W o0 TR "
file) @ E sl O#E OL J_,m_l S ~ \mﬂ MO‘I Ef \.meo OT Tﬁ o _‘__0 Zt a
o ©® B K ok N o T o — W = = o
O T oo e g 3 N o (- |
= ol 5o % = o ~ go N =0
ol —_— M X -~ w O W X
I T o2 B o s » v e R
T - o o 70 o T = N 0 ™ %
~ o W < 19 > wroom e
53 Et _EE @

a}o]

S

gl 2AA)

- 232 -

el
yad

g},

of



Jm
o
)

re
o
oj
Ji ot
lo
re
(]
e,

O A W
re
o
X
Y

- ABYEALF el e §7bs e W&

AIBE(E &) S84 =573t AFdeHEUe] Artel wstel= ASTEALE, A63

Z, A67x, A1BxA1SFH ASE7HA 2 2 x A78E F=&3th

2
O
=~
PN
[
ot
)
lo
ol
I
A
3114
i
N
rir
2
o
fu
>
Jm
_‘oh
i)
o
o
1
>
i
e

2g =4
=59 Bate] AFANAS HAFYS wol= AL00=A2F upek AEAA A T

o
oft
A
9l
=)
>
N
s
o
-2
AW
2
1o
iy
o
=2
=
ol
ol
2
re
o
ol
u
o,
)
o
o

. ARZ23A3FES NS Fdol st AT Hol € A5

@ A B A2l whE A¥e] el wetol= AI33EAY B A4TS =8



wjr

5te]

3l

FA35

ALS=o] Al

1.

N
o
N

D A92z 220 uhEt

[e]
T

2 49 74

A 150

3

A Eo] A2

2.

N
el
N

- 234 -



A 277785, 2017. 1. 10., dF-HA)

F(HNEHA

3

Y Al

wjr

Y.

ol A

2

Ho

N
4r

)

A7TZE(37He o

of wet

@&

A3 e Al423A41

)

312 A2

TopAb

T2 A=

13
o}

o 3

&}

e Al7EAL

2

A8ZA1E, A16xA1

- 235 -



W A|245%, 2017. 2. 28., 4 F7HA)

o we =

@&

A) W A90FAL

il

N
4r

m)

A52x (37t o

A4z A A

)
=

s ol =

()3

1
R

bl
Aol EAAd o

9

ke

k)
y8A

1.

the EA A30

}

k)
p8A

}o oF

°©

ol 2}

o
nE

)

—~
file)

Njo

oA "2k

<

|6

&

A0z A1

)

o =
TS

]

o

a7

29

]

N
4r

m)

A53Z (3] 7Fs ol w

=

=

ko)
pl

bR ok

hya 1
284 2 o

s}
=

3o] of

S

] =
1745% wopol

°©

A|892 9]

i

]

)

o

No

37 o % 2lsle] 1

}

<l
pul

o Aol o

C

2. Al

]

)

o

No

|

of el slstel #7t

C

3. Al

]

)
o
‘mo
Nlo
ol

-
)

A R-AA) ArES W A90x w

=
=

=
[

A 54% (3] 7}

Fau 9920 X
| AR ze] AAA R AR WA}

=il
=

378

- 236 -

o &

3},

o

=

& 7}

12 o]

I8

71 A
A|89% 2]

-
T

A
4. %
o 41



o
o
: -
r =0
O
B’ e o wm 0|
® i X =

Mrm ur “x % il R )
b iEx P T T
0 rx o 5 o = >
g v du‘_ WL _,ﬁ . O#E

- %o
o _1_% M i~ M = )= W —
M«m e 23 = iy - - Plo ]wﬂ 2
i T © a g = T P il =
23 : . : f: . ® :

(e o o g il x° J °
N ol m % G mﬂ % %0 B! M = o) =
o wo a oo 3 o ) = e ~ o A " -
= T Me_ﬁ " (A <o N z o ﬂwow IS
Kl 5 7 K T > 7 2o N i ® > = &

N e o n | i N # £ T T
W= e B T P R o
b T i - o = o 2 ] N s o ook
o i = 2 s $ = ) i ﬁ % b X
g N %0 F — = g _ M
X0 =K N 2 JH JH ﬂu.m = o 1o 5 o %nﬂ ‘ml X
© i 5 o R s - [ te %o N @
o) a e s M P = o : T i = N o P

= oo B 100 o u. 760 o =3 of ) (- o oy o K
.ﬂo ) Mv\ LO —_ . o — T To _— ] I = H \

x g B3 y 2 ° = = LTZZ;
-~ e i i iz < N % Jo J oF B o o TN
~ o ® ﬂiﬂ @% “m o = R© M?L%ﬁw
L i Lo r e = N 2 Q.ﬂcfl}
- w = o T < ok I3 = )l ST 5 W
K = s ol X ) - o ol _ " o 55 M = % o oF
o £l =y xO T —_ WM o ﬂu.m < o 1o * = — X O~ o
? 35 © L » LT S b ﬂﬂﬁgw¢
w T qim %mwﬁqg =3 e @g%ﬂu;
g %))N gﬂ@%yg B A > =R w%m
o A mﬂ w B il SN i+ = __M M e ro © 70 Ko N k/o| fay
X EENE 31@%0% Pzl M%ﬁyyw
W N e i © =5 e = W A =S ™ il o
ﬂméW& mcmﬂ%ﬂa ek m%% N %v%
2MA1 %l;ﬂk ) o o %AE,O;Q%
< 5K @d%%ﬂh o ﬂgﬂ ﬂiﬁnu)ﬂ
o - N\ o Ho o w = o o ™
flA.l s s N lr_v.., E — ‘.wlo_w i o mm 1L Mﬂ AT e _n:.m
: %@m%ﬁﬁ 3 FEE 1L
—_ ; _ - - f - I —~ N —_—
a4u14 = %w;w wgaumm
M N <zE 7 fba; =
<TT oy =7 35?
X R o = o o o 2
© B,_ e ) ) W N o M ol o X
=3 B o EO \ul EO U E.r: ,ﬂu o) <0
oA ol oo O o N o8
0 ~ _Ao ul ~
® ~ ¥ B
w N T of o X ~
ﬂﬂ@&%é@
T L2 o 3 3
= o o
1 O#E m_ﬁua
~N

- 237 -



BAAFY ARG B

A% 17 7] ol A
BANFe A7

o

o

o

—_

wWr
Plo

&

ol

ToR

el
N

&7}

s

o 7ol ¢

3}

ZA1

<
£

¢+

oW
)

=
ok

N

!

-l
Y
wjr

N

£y

12 o]

= 193

d ol

0

o

A

]

o

91z AEA

A

et

WAl A A52xe] P o

A6Z (

3|
T

1o},

sof of

ste] 7] A

N Aol we} the 5ol &

3

Al #1130

=]
=

%

g},

o

3. <2HA>

TAAD R oA

=
=

Jol 4 o

3

A 89z A1

atol 714

i

o]

3]
“

=

sho] of

(OXONO)

il

Fol 9loJ4 R1 = CH3 R2 = OH?

(el + A1
of i)

B

obok B ol

=13
=t

el
Hlo

o] &7t

-

;00

89z41

R RGN ERE

s

u

FTREHIA, 3717

3]
=

ol

23!

,&o
o

N

!
nE
-
plo
o)

23!

Njo

vl

m

o 71Ag.

o
N

B
_Zrc

=

o] 713k A4z Al <A

- 238 -



71 A gkt

it

)

o] 7]zkeo] 5

7.

d= 71A

L
=

1

k)
T

’

o el el

3

kel

2 A17EA1

13

kel

SHDICE T

}

k)
p8A

)

o] JtAol <
o] A% wdHyy A-EA1E, A16FAL

5}

A 89x A1
kox

ke

A 427 A1

B 77

)

A8IZ AN 37152 o

8. W

B

Nlo
el
o
)
i

)

2kt

kel

}of oF

o

71 A

o

=

o Ygolt e el AR

1715

[

_g]

3

5+ A8

kel

@ Al

ﬁ
joj
=K

JJo

il

A4

2

Bl 49 o]
kel

9
yul

A6Z A1

2

o el o

2

o},

FHglel A8 AL

ok W A8Y9EAI

13

el A6zA1

i

pzel

o
of

ol
jant

Ho
—_

o

’

9ol Aoz 7AH

e

of gt wel oA

e

7

g

bs

—

wjr

53

ko)
i

-

2. AW

e

il

7

o
wr
i

£y

ol

Fol A A4

o

TAE 71 AL

of wigte]l W A91xe] 1A

o

Ny

Plo
XO
T

o)
N

.l
N}

G

)

1o

ol

- 239 -



0

B! =

7 _ B!

ﬂ.o% 3

® I .

S T )

D mr N o -

=y Ho qr - it N o

e X0 z.f ~ o o K

R B T ® =27 L

—_ dﬂ ‘PO” mO o X — ‘HO ;O.._ ‘ﬂ0|

o G i = %o mf F W T TR ma

5 S og o T RO z © e T

o zﬁ © n o H Hr = ok o T i

% ¥ ® = T - % i T B

Y T b s S B, oz

w_wo T o Uo wjr T = ol o _F K mwo = Wm X0

iyl ~ = 0 !
B B o ~ op %H T o s " % of ) e o T
fel T 7254 L T A

M ﬁa % 0 N - o % T o il o
ny wy ) - N~ oF 3 o ~ s & T =
es o = = m X g F T T o R A i
o T = Mm = = =S N4 % HW e 7 B f/_. . o K
0 ~ I 1o _ _ ol
T I = w%éﬂw X i_wo%w 4
Z N os —_— XO wAO — _ T.w K
Ef X ® % = i % ® v B 5 % ot % = wm [ © B

"o

W o = ~o T ok - wr — ~o0 do (- i lic ~ = s
=) ﬂ_o% ) X o0 o o ‘HAI B AL . - oF [ ﬂwﬁ RN X
~ ~ ﬂu b ﬁ:._ . OMH E J N J ;oe ] oA Eﬁ \I_ﬁi ol N ‘Bo

O \yIA_l J Eﬂ \Ul \ul — Lm \ml ) Z.o o E S

o x < B o/ X oy K = 0 g i M
A 5 R go o A = = ™ E 5 M / Y
o S e " < T T J

o X0 o = O go T - = =~ N B ~ ~ !

_~ @ oagl] 0 ~ —_ s o —_ > U.._ . HE —_
¢ o 5 F B < o = 9 = = R T T T

— — il 1ﬁ Mﬂ W Wr\ _ﬁ ~~ — dﬂ OT
PR o © o o N o sOe =~ = o Hlo ol g
o KO RN B8 F — o K2 A ~o ~ X0 el ol B
S W s Moot B 5 = = T ' N q N
= ~ W M Ho < K " ~ o A B ow o T ~ o)

I o o = _ ° X 3 e < = T B X ~ = = T o o
%@m @H@w%@ G} Ltgv},a F = >ﬂmw %
2 EEEEE P ¢ RSN ST
T N zﬂﬁaﬂﬂ ﬂﬁm Arﬁa%.ﬂ bz B %%mx N+

@ o ..* 1o E ﬂx_wo _ _E E N X HT X \Ul R —~ ~ o

ol % T W r & ﬁ = r " N & T = = i} oF oy Tor l3p) LLf =y
= T O p < Iy Lo o 3 o T = (- R = W T 10 )
® = B o o P T T W uT o o)
N G Ny ~O 2 X "0 do 2 To = 1! = ) )
< 3 %u B/ N 0 o s = O N ol oy = o oo
> W T ok - | el = = ) o -
X o — —_ o) - ™ X A
s T ) N X of <Eo =
= T % Mo % < 25 5 .
& = N o « o T o w
= % M Mouo G x 2
= % wﬂh = = o ma o
o) _ Z.E _ \._mo
& = _ N
N .
o

- 240 -



A2z G5 mhE S3As E577e] AFERY FaAW®) D H5 BE 53

Ao EEH7Ie Aol W AMEALZe] 2459 14 et dFols FaA

<
=
@ A1l sloiA A 2 AdH ol thste] FES AFe ofs] dAolofoF Tt
@

ol
)
oj
2
=
il

m

{
)
lo
i
Ap
N
R
lo
re
o
ojft
Jh
-
fol
jubad

W+ 9 ABzAIZe] FaAE

= g9 Avig 372 ¢ gl

A13Z (F2AF) B A1dEzA1E 2459 19 s dst= 44

ABZE(ANAE7ISH) E5H AL o] 1Alo] thale] 2016 1¥ 1Y 7|02 uj3do] H+=
A 3dAe] 12¢ 317X E Zathuitl 1 Bl S HESIY A o 2AE &
o] of i},

- 241 -



2. M= £S5V AZAE #E HH(2017. 12. 1L.AZ FEF HF)

7}, 539 (35 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 1s 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—

(1) 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

- 242 -



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”.

(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—

(1) 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—

(1) 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).
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As used in this subsection, the term “product” 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—

(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)(B)G3),
(2)(B)(1), B, (DB)(), and (B5)(B)() 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
(1), within the sixty—day period beginning on the covered date (as defined in subsection
(1)). 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
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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 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.

(2)

(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.
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(B)

(1) 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 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 1s 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.
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(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)(i), (2)(B)Gi), (3)(B)(i),
(4)(B)(i), 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—

(1) 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
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.
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(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—

(1) 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—

(1) 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
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(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 wusing 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 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 “informal hearing” has the meaning prescribed for such term by section

201(y) [2] of the Federal Food, Drug, and Cosmetic Act.
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(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:

(D

(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 —

(1) 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

(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
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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(£)(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) 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
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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 —

(1) 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
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
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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.

(1)

(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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Y. 37 C.F.R.(Code of Federal Regulation, "|Za%7#AR) §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.

[54 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;

(c) 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
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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 i1s 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 1is
submitted within the sixty—-day period beginning on the date of the first permitted
commercial marketing or wuse 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.

[52 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:
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(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
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 48325, 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
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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;
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(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:

(1) 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
(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
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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 with respect

to the approved product and the significant dates applicable to such activities;
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(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).

(c) 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:
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(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.

(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.

[652 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.
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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 §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
yvear 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]
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§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
1s practical to do so after the individual becomes aware of the information. Information
1s 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
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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 (§1.20(j)) or any portion thereof.

[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,
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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.

(c) 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 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;
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(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,

(1) 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)G) of this

section with each other and selecting the earlier date;

(6) If the original patent was issued before September 24, 1984, and

(1) 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)(1)(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)(i)(A) of

this section with each other and selecting the earlier date.

[52 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
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be determined by the Secretary of Health and Human Services. Under 35 U.S.C.
156(g)(2)(B), it is the sum of—

(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
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with paragraphs (d)(1) (i) and (i) 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 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,

(1) 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)G) 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)())(A) of

this section with each other and selecting the earlier date; or
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(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 —

(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.

(c) 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
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(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 —

(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
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(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,

(1) 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)G) of this

section with each other and selecting the earlier date;

(6) If the original patent was issued before September 24, 1984, and

(1) 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)(1)(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)(i)(A) of

this section with each other and selecting the earlier date.
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§1.778  Calculation of patent term extension for an animal drug product.

(a) If a determination is made pursuant to §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

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:

- 274 -



(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;

(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, 1983, by —

(1) 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
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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)(G)(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 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.

[54 FR 30381, July 20, 1989]

§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.
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(c) 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
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;
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(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 —

(1) 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, 19883, and

(1) 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 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)(1))(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 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
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(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.

[52 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
(81.720(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
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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.

(c) 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]

§1.790 Interim extension of patent term under 35 U.S.C. 156(d)(5).
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(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)(i), (2)(B)Gi), (3)(B)(i),
(4)(B)(i), 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 §81.740 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
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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.

[60 FR 25619, May 12, 1995]
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t. AA71#(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
“[tlhe 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 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.
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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 O. 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(;)(4)(D)@i).
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 receives permission
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under the second sentence of this paragraph, if such permission is transmitted after 4:30
PM., 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.” 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
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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
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 —

(1) 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

(i) 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 1s 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.”

skokskork

(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.
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(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 wusing 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 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 “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.

skkskokk
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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 —

() 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.

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;

(c) 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
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(2) In the case of a patent other than one directed to subject matter within § 1.710(h)(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 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 i1s 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 1is
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 US.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
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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 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.

LTERMINALLY 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
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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).

II. MEANING OF “PRODUCT” 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
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,
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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.

A “drug 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
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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 US.C. 156() turns on the question of whether the product, ie. 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.

III. 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 1701 is an extension of the patent due to administrative delay
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 1760 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).

IV. 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
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1492, 1492-1493 (Comm’r Pat. & Tm. 1990). See also Baxter Diagnostics v. AVL
Scientific Corp.,, 798 F. Supp. 612, 619-620; 25 USPQ2d 14281434 (CD Cal.
1992)(Congress intended only Class III 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. 3,349,549, 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
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
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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

skokskork

(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

- 295 -



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 5.

skokskork

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.

(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.
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(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 1740 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
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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
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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
such application (for a total of three copies).

(c) 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
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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 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
i1s 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
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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, “[flor 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.” 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
US.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
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approved product is appropriate. Where a claim uses the “means for” language permitted
by 35 US.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 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
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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
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
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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 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.

LFILING 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.O. Box 1450,
Alexandria, Virginia 22313-1450 or may be hand carried to the Office of Patent Legal
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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 i1s 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.

II.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 1740 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 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.

INI.INFORMAL APPLICATION
37 CFR 1740 Formal requirements for application for extension of patent term;

correction of informalities.

skokskokk

(c) 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.
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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 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
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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 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

- 308 -



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 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
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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 1s 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.

skokskork

(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.

skokskork

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 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
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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 (CommTr 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 1s 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 longer

than the period of extension to which the patent would be eligible.

- 311 -



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.

skokskork

(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)(i), (3)(B)(i),
(4)(B)(i), 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
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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 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—

(1) 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.

skokskork

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
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applicable regulatory review period described in paragraph (1)(B)(i), (2)(B)Gi), (3)(B)(i),
(4)(B)(i), 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.

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 §§ 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
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review as defined by 35 U.S.C. 156(g)(1)(B)Gi), (2)(B)Gi), 3)(B)Gi), (4)(B)3i), and
(5)(B)(i1) 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
1s approved, the application must be converted to an application for 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)
1s 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(G)(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 - &A#(active
ingredient) __ in the human drug product “___.” The application indicates that the

product is currently undergoing a regulatory review before the Food and Drug

Administration for permission to market or use the product commercially. The original
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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.

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)(B)(E).

2756 Correspondence Between the USPTO and the Regulatory Agency [R-11.2013]

It 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 under 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 US.C. 156, both the Food and Drug Administration and the Department of
Agriculture have entered into an “agreement” of cooperation with the Office.

Memorandum of Understanding Between the Patent and Trademark Office and the Food
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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 OG 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 biological product that has been subject to the Virus-Serum-Toxin Act (21
US.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.

LINFORMATION 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,
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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.

ILPRELIMINARY 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 (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.
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2757 Regulatory Agency Determination of the Length of the Regulatory Review
Period [R-11.2013]

Under 35 US.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. 4,215113). 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
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
1s 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
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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” is 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.

2758 Notice of Final Determination - Calculation of Patent Term Extension
[R-11.2013]
35 U.S.C. 156 Extension of patent term.

skokskork

(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—

(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;
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(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)(B)G3),
(2)(B)(1), (B)(1), (DB){), and (B5)(B)(Q) 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.

Skokokosksk

(g) For purposes of this section, the term “regulatory review period” has the following
meanings:

Skoskokoksk

(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 —

(1) 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 (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
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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.

skokskork

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 may

include text similar to the following:

A determination has been made that U.S. Patent No. ___, which claims the human drug

, 1s 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
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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), “RRP” 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)(1), 2)B){1), ()(B)1), 4)B)G), and (5)(B)({) of subsection (g) of 35
US.C. 156, and “PGTP” is 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).

, only that

Since the regulatory review period began before the patent issued

—_

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
US.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
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
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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 “original 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.

LCALCULATION 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.

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
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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 exXceeds
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 exXceeds
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
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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 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]
35 U.S.C. 156 Extension of patent term.

skokskork

(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.

skokskork

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.
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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 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
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patent electronic database as part of the patent record in the same manner as is 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 USPTOQO’s website at

www.uspto.gov/ip/boards/foia_rr/ resources/patents/pte.jsp.

2760 Trade Secret, Confidential, and Protective Order Material [R-8.2012]

There 1s 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
(FOIA) 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.
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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.

Skokskork

(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.

skokskork

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.

(c) 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
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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
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 is 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
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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.

(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
1s practical to do so after the individual becomes aware of the information. Information
1s 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
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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.

skokskork

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.
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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.

skokskork

(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.

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]
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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 (§ 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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7}. Regulation EC 469/2009

REGULATION (EC) No 469/2009

THE EUROPEAN PARLIAMENT 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
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authorisation has been granted is necessary. A regulation is therefore the most
appropriate legal instrument.

(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
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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.

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 wvalid 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
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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.

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
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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 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.
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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
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
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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.

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).
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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.

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;
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(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

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
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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,

(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;
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(c) 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,
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,
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(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;

(1) any medicinal product protected by a wvalid 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

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
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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 the

Official Journal of the European Union.
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- 53 Y (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

(b) import into Australia, for general marketing, the substance or a product containing

the substance.
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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

(c) 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

(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
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(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.

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

(c) 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.
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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:

(1) 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;

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 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.

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
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(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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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.
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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 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;

(c) 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
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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)

(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
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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.

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
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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
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.
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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 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;

(c) 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.

- 369 -



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

(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.
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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.

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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