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(i) 'The statutory framework
() EAEEH
p.6 /paragraphl11

Section 18(1) sets out “the essential characteristics of a  ‘patentable invention”  for the
purposes of the Act.”  Section 18(1)(a) provides:

55 18(1) R T "R EAEEIM AR EA M , AEERE - L 5 18(D(@)
RIUE -

"Subject to subsection (2), a patentable invention is an invention that, so far as claimed in any

claim:

"R R 2 GRS - DUEB (2) FURHTEE - EAAESRAT ERATE

(a)is a manner of manufacture within the meaning of section 6 of the Statute of Monopolies™ .

(a) F5EEETE (the Statute of Monopolies ) 55 6 AT EZHIAE = |

The other requirements of s 18(1) of novelty, inventive step, usefulness and no secret user before

the priority date are not raised in this appeal. Nor is s 18(2), which precludes the patentability of
“Ih]Juman beings, and the biological processes for their generation” )

HADARES 18(1) BRFTZAFF S RYERL: - FraalE ~ 51~ A S AR DLURAE B Se i H

fE m] EIRIB A SR 2 BRI > MORTEA_ERRERH 28 18(2) ff - RIPERR " AME R H

FIER A YRR B AT A | ZRUE - IRREA LR -

p.7/ paragraph12

The term  “patentable invention” is defined in the Dictionary in Sched 1 to the Actas “an in-
vention of the kind mentioned in section 18.” The term “invention” is defined as :

FENERMEZEE  FEAE SR 1 FER R ER R T 5 I8 RATEE 2 -, TEEAA
LEFR

“any manner of new manufacture the subject of letters patent and grant of privilege within sec-
tion 6 of the Statute of Monopolies, and includes an alleged invention.”

"TTHEEENEE o iR - (EABEUS BAREE RS T A 5 W& —IHE
fEAYEER -

It is not clear, and was not debated in this appeal, how the expression “manner of manufacture”
differs from the expression “manner of new manufacture” . The definition of “invention”
has been used in Commonwealth patent statutes since federation. It allows for exclusion from the

class of “invention” , and therefore from the class of “patentable invention” anything which
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is not, on the face of the specification, a proper subject of letters patent according to traditional
principles. That anterior exclusion may be based upon an admission, on the face of the specifica-
tion, which makes clear that the invention claimed is not novel or does not involve an inventive
step. This appeal, however, collapses the anterior and subsequent questions — “Is there an in-
vention?” and “Is there a patentable invention?” — into one inquiry. That inquiry requires
a definition of the allegedly patentable invention. That definition depends upon the construction
of the impugned claims read in the light of the specification as a whole and the relevant prior art.
The prior art in this case was reflected in expert evidence at trial and set out in the scientific primer
agreed between the parties and summarised later in these reasons.

AR T ARG M TR E T ) R R AR B TRR FER o B LR (R
AANER) BEFLAZK Commonwealth patent statutes LR T #8HH | {EAIRTHYE SR - =X EF=
AR EAERAEFE TAT 2N ~ ERAT T # o IR SRbRERE B AT A
PERER ) — KR DRI AL > S5 grbRey T 580 ) dL IR AIREE Frak ffiE 2 H
Z - BYWETPE ERATHERR Z IR0 - IRl e H " B8 (admission) | FTiERL - BIK
HEFERAE 2R - HERAREAZEFRN B R eGES M - 2800 A EFaT
pARTE T2 2, IRk —RE T2 E AT HAIERY NS 2, & Orp—(ERE o [\
1B W FTRE 7R S A L ] A 2 S T E 22 <G (e R IRE R FRE AR R -
787 S E A E 2 B DU AHRBI R JEHIE - ARAVJeTE 20N — R E
Kt o aats 0 HOREHUR 2 RPNEE S EBEANFE - FHEER R EGRE T -

p.8/ paragraph13

The conditions of patentability in s 18(1) must be satisfied by the invention “so far as claimed in

any claim” . That term directs attention to the formal requirement of s 40(2)(b) that a complete

application for a standard patent must “end with a claim or claims defining the invention” . The

word “invention” in that context does not import the definition in the Dictionary, but means
“the embodiment which is described, and around which the claims are drawn” .
"EAR[RE KR AT EERAVEEEE | - ATFEES 18(1) RFTHUE B n] EANERE M - B S

HZEERER 4002)(b) FRATYIRIIEDK - BISERERYEA FRER LA T —#FE R IEE S

{EFERIEFSUE B | (RS - IEERY T3 ) WA AR EFRETHES Mk
8 " Pl 2 B G DAREE SRIERTEE RIA IS ElE -

p.8/ paragraph14

Historically, the claim, as definer of the inventor’ s property, emerged in the late 19th century.
The statutory requirement to set out at the end of a complete specification a  “distinct statement
of the invention claimed” first appeared in s 5(5) of the Patents, Designs, and Trade Marks Act
1883 (UK). It was reflected in successive Commonwealth patent statutes from the time of federa-

tion. The function of the claim was described by Lord Russell of Killowen in 1938 as  “to define
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clearly and with precision the monopoly claimed, so that others may know the exact boundaries of
the area within which they will be trespassers.” Its limiting role was emphasised:

(ERESL EACE » 12 19 tHACK - FERIEMRA R UE #HE 2 7 - EHEAERHER %R
A T ERFUE TR R EERE | 2B EIKR E K HIRE the Patents, Designs, and Trade
Marks Act 1883 (UK) 55 5 (5) {6k - HAHBUBHFLAZE Commonwealth patent statutes FHHIH
ZOK o FERIARITHRELE 1938 4F Killowen ) Russell #i5ft £y " BAME S E At ZOK R FEHEET
RERHEREDE - (Efh NRETH RMEVIRVIEANREFHE - 1 FEREIRGIEHZ 2 H -

“It and it alone [defines] the monopoly; and the patentee is under a statutory obligation to state
in the claims clearly and distinctly what is the invention which he desires to protect.”

TREKIEAR G ELUE THRENIE  FEIERIRVELRT - EAE A G RS REEE H
Hiffe b Rl EL AT SR (R RSB A -

Lord Russell’ s observations have stood the test of time in the United Kingdom as “[t]he best-
known statement of the status of the claims in UK law” . They also describe the function of the
claim mandated by s 40(2)(b) of the Act. As succinctly, but accurately, stated in a recent Australian
text that function is  “to define what it is that the patentee has exclusive right to, during the term
of the patent.” 'The breadth of the class of invention claimed in this case, using the generic term
“isolated nucleic acid” , makes definition of the boundaries of the monopoly which is sought
elusive.
Russell By B3 & figgsid 1 IRy Z B - BIREBIE T RE AR - B RIEDIRERERH -
H R gl AR 40(2)(b) AT SR ZEE KIERIZNRE - 3T EARINE R 2R = i 2t
Bo [ T HRME - SRS KIEZIIRER " BHME S e SAIRE S S HE (R € WITE P B BF
i N S o A FrZRRERRIIERE " 2 EERIRLER | BRI RY 4G
BEASERETRERY SRR EELIRATE SUE -

p.9/ paragraph15

The rights of the patentee are conferred by s 13(1) of the Act, which provides:
BLFIRE N RIRERFRASEES 13(1) BRI - HAE -

“Subject to this Act, a patent gives the patentee the exclusive rights, during the term of the pat-

ent, to exploit the invention and to authorise another person to exploit the invention.”
"D R ETE - ARSI CREETITA] - BURIRERS T SRR T DUE e L s A SR At A
B e WA HR A -

The term “exploit” in relation to an invention includes:
B=E 2 = L .
TE, BHERAE
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“(a)where the invention is a product—make, hire, sell or otherwise dispose of the product, offer
to make, sell, hire or otherwise dispose of it, use or import it, or keep it for the purpose of doing
any of those things; or

") VIR E > BEREE - HE - WESHMEYZEE - BEE - IE M
R EHYRE K Y2 HEGED - sV E R Bl H AR AT R
o

(b)where the invention is a method or process—use the method or process or do any act men-
tioned in paragraph (a) in respect of a product resulting from such use.”

(b) JTEHACE - B R EEEIE - B R TR SR A E A 2 V) R T
(Al (a) BEFTl 21T Ry -

p.10/ paragraph16

The definition of “exploit” distinguishes between an invention which is a product and an in-
vention which is a method or process which may or may not yield a product. In Northern Territo-
ry v Collins, Gummow AC]J and Kirby ] linked that distinction to the way in which, over time, the
expression “manner of manufacture” had been construed to include the practice and means of

“making” , as well as its product, which would include an economically useful outcome effected
by an inventive method. The idea of something which can be “made” by human intervention is

(34

central and long standing — [m]anufacture’  connotes ... the making of something.” It is

an important element of the exclusive right to exploit a patented product.

"EM L ERE D RYZEY > KA EGEEHYE - HEEEEZHN - £
Northern Territory v. Collins —Z&H » Gummow LI B i 15 'E (AC)) # Kirby 7 B 5 Fij =
fti o 5% ssEAE ARG ) ZESE o FEE IR AR R TR
ig ) WJTEMET - DU E A EE B AQENREEZY - ZMES
ACVE A P B (B2 AR % B T R P EE AR RUAS R - FEVIRERE I AR 5 NS AR RO TR
ERMFENZ OIS — T EEEWESLE R[N - | SN HZENRE YN
HRRERYEE E AT -

p.10/ paragraph17

The proceedings for the revocation of the Myriad patent Claims 1 to 3, which have led to this ap-
peal, were instituted under s 138 of the Act. The relevant ground for revocation is that set out in s
138(3)(b):

A EFF 0 B S Myriad EHIEEKIE 1 £ 3 0 SIREARESE 138 6 - GRS H
TEAEH 138(3) (b) {5
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“that the invention is not a patentable invention” .

"R B AT EAE AR -

The answer to the question of patentability raised by that ground depends upon the principles
governing the criterion prescribed by s 18(1)(a), considered in the next section of these reasons.

PR HI I AT 2 HH AT B AT SR PR A PR - ZEHRER 18(1) () fbE s 2 R RIS it A2 1Y B AR e A
B - FRARREEN N —EiFE -

(ii)A manner of manufacture — relevant principles.
(i) & & % X —4a Bl 7 2l
p.11/ paragraph18

The legislative history of the requirement for patentability imposed by s 18(1)(a) of the Act has
been set out in previous decisions of this Court. The question posed by the application of s 18(1)(a)
may be framed as in NRDC :

BRIRAIEES 18(1)(a) fRATHLE B Al SAME 2 BRI AR CAE AR B DLRTHIEH] o il
o 55 18(1)(a) {58 F _E R E T §EAT NRDC ( National Research Development Corpora-

tion v. Commissioner of Patents ) —Z&H 4 :

“Is this a proper subject of letters patent according to the principles which have been developed

for the application of s 6 of the Statute of Monopolies?”

ARIEE A ERETESE o AT AR AR R EAFE R R SEE 7

/

That question is to be answered according to a common law methodology under the rubric of
“manner of manufacture’ as developed through the cases, but consistently with “a widening
conception of the notion [which] has been a characteristic of the growth of patent law.” That
widening conception is a necessary feature of the development of patent law in the 20th and 21st
centuries as scientific discoveries inspire new technologies which may fall on or outside the bound-
aries of patentability set by the case law which predated their emergence.
18 il R B B R Ry TR AR B - T ARE R ) EE @A AR - N
R EMLS B R LR BHAREN R AR E - RIS iR E £ - i
SHIHETRECR 20 ~ 21 AL EANEZR RALAGE R - MAEFTEr R ETE B AL E
"B RTEANE ) CHERIRTREIG IS 1B TRl - thRlREE RS L

p.11/ paragraph19

The Court in NRDC upheld the validity of a patent for the use of previously unknown properties
of a known chemical to effect a new purpose. The Court generalised what had come to be treated,

erroneously, as a “rule” , that for a method or process to be a “manner of manufacture” it
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should result in the production, improvement, restoration or preservation of a  “vendible prod-
uct” . By treating the word “product” as covering every end produced and the word “vendible”
as pointing to the requirement of utility in practical affairs, the vendible product “rule” could
be accepted as wide enough to convey the broad idea which a long line of authority on the subject
had been shown to be comprehended by the Statute . The Court said of the method patent in suit
before it:

EBEY NRDC —Z Al E — I E F E R LS i B R FIRF R AGE R S8R AR
Az Ebe SRR R T A E T B TR BRAR A DARIE G IRIE SR
THIAE AL ) BUUTEEEE - BRI T AL ) —FTRREEREREENECR
PRt eIy ) —Ffer R B e B EE R IR - AT L T RE ) g
e A RyiE (AR e P #E R - R A EE AR IZ A S - S R — R Y AHRBA H R

P~ UIGERATRZEIES © ROARS TSGR TR EANFRR ¢

“The effect produced by the appellant’ s method exhibits the two essential qualities upon which

‘product and ‘vendible' seem designed to insist. It isa ‘product  because it consists in
an artificially created state of affairs, discernible by observing over a period the growth of weeds
and crops respectively on sown land on which the method has been put into practice. And the sig-
nificance of the product is economic ...”

" ERR ARG R E A RIBCRISE M T A A T AIRE R, R ELE R - S R
{6 TSy o RIRERIN A TREIERIRAE - i — IR AR EE - n] DI BRI
Yoy B ERE R M AR - G5B ER AR EREM o I HENE B HEERE
==

IR ...

p.12/ paragraph20

The terminology of an  “artificially created state of affairs of economic significance” is to be un-
derstood in the context in which it was used in NRDC. It was not intended as a formula exhaus-
tive of the concept of manner of manufacture. The Court made that point emphatically:

" NREE EAE R SRR | iR EERL{E NRDC fEHRE SR - EiRlE
EHAE R A E M SIS A T o BaEbessal 1755 B

“To attempt to place upon the idea the fetters of an exact verbal formula could never have been

sound.”

"R E DA (EAEHERYEE B A URE AL E T IR SR N T RESE IR EY © 4

Hayne ] made it in Apotex Pty Ltd v Sanofi-Aventis Australia Pty Ltd :
Hayne /£ E £ Apotex Pty Ltd v Sanofi-Aventis Australia Pty Led —ZEHIFR/R

“Nothing said in the Court s reasons for decision in that case can be taken as an exact verbal
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formula which alone captures the breadth of the ideas to which effect must be given.”

" EBR AR S R A FI TR E AN RE M B (F— (B HERYRE S A3 ©

In similar vein, Crennan and Kiefel JJ, with whom Gageler ] agreed, said that:

[EF%HY > Crennanz 1Bl Kiefel 5B [FIE Gageler (X E#iE :

“In Australian law, the starting point is the recognition in the NRDC Case that any attempt to
define the word ‘manufacture’ or the expression ‘manner of manufacture’ |, as they occur in
s 6 of the Statute of Monopolies, is bound to fail.”

TEBEEEE T - € NRDC —ZEDIEERRE] - (LEEE FEEE LR 6 BRAmil " £ 4
o AR ERE —EgEM -

It is true that in Anaesthetic Supplies Pty Ltd v Rescare Ltd Lockhart ] in the Full Federal Court,
in a passage endorsed by Crennan and Kiefel JJ in Apotex, said:

WEHE » 1EHIR Apotex H » Crennan ] Kiefel % 'E [A] & Lockhart 5 H HAE Anaesthetic Sup-
plies Pty Ltd v Rescare Ltd —Z_ 3% (the Full Federal Court) FHAfilt » Lockhart 7AHER :

“If a process which does not produce a new substance but nevertheless results in  ‘a new and
useful effect’  so that the new result is  ‘an artificially created state of affairs’  providing eco-
nomic utility, it may be considered a  ‘manner of new manufacture’  within s 6 of the Statute of
Monopolies.”

"INR T A REE T RIYIE - HREREA TR SCERRURTR o 0 S (ERTHIRS R
S RS REER T — (8 R EBERIRRE - BRI RERT S EBEN LSS 6 ey Ty
FEGH . ©

Importantly, however, his Honour used the word “may” . Neither Lockhart J nor Crennan and
Kiefel JJ should be read as holding that satisfaction of that formula would mandate a finding of
inherent patentability. That is not to say that it will not suffice for a large class of cases in which
there are no countervailing considerations.

{HE Z /&  Lockhart TE B G E T AJRE s ° 230t Lockhart 1B Al Crennan DL Kz
Kiefel 5B HIE AN LR R DUHAET B afHA M - B2 - S HENAEE - BiEEEEE
s B R AT HE R 25 By 22

p.13/ paragraph21
In CCOM Pty Ltd v Jiejing Pty Ltd, the Full Court of the Federal Court said the NRDC case

“requires a mode or manner of achieving an end result which is an artificially created state of af-
fairs of utility in the field of economic endeavour.” As Professor Monotti wrote in an article in

the Federal Law Review in 2006, the passage from the judgment in NRDC characterising the pro-
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cess claimed before the Court as a product consisting in an  “artificially created state of affairs”
merely explained “the qualities of the invention before the court.” The Court could hardly have
intended the phrase to be seen as a definition of manner of manufacture because it had already
denounced the idea of an exact formula. The formulation in CCOM, like the so-called vendible
product “rule” , should be taken as a guide rather than as a rigid formula.

{£ CCOM Pty Ltd v Jiejing Pty Led —Z&H » EEFEF R » NRDC H T BURITEENEZER
—fE A o G e P BEEZ SIS A R R BIEIRRE 5 R4 Monotti #
FAEH: 2006 3L E Federal Law Review FEH » NRDC AR i3 F 552 T A
RSN ) BURER - SRS AGRVR FHEN BRI E - R ATaE R H AT
i R 22 TR E SR - RRRZEREAETE T —(@FEA XL - f£27 CCOM
HIETIEYE - FTEERYRISHEE AL | ARYE , 1k > JERU R —(EfE5 [ mIE—(EMIEAY

p.14/ paragraph22
Counsel for Myriad posited “the test” in NRDC for patentability of a product as — “is it an

artificially created state of affairs of economic utility?” . Myriad’ s approach was accepted by the
primary judge who derived from NRDC the proposition that:

Myriad HUFHE AN E5R - AlEELE S B ] EAERAIEBTERER S NRDC 1y 26 A
RAE B EE S AHIGRE ? ) - REAYEIEE (primary judge) #5Z Myriad 2
NRDC #7/52 » thgEf NRDC #1755 » 380 ¢

“a product that consists of an artificially created state of affairs which has economic significance

”»

. . ¢ ’
will constitutea manner of manufacture

" —EEAE RN RASHIRE H B EREE R e AR TEEG, -

In similar vein, the Full Court said of NRDC that:
[Flfse - ARZE FEREEAm & NRDC 327 ¢

“The Court held that it is sufficient for a product to result in  ‘an artificially created state of af-

fairs , leading to  ‘an economically useful result’ .
" NRDC Pl R —(H SRR Ty © — B AR BIREATARRE o MR T & EA AR
A s HIBESRE ©

That proposition underpinned the conclusion by the Full Court in the second last paragraph of its

judgment that:

A ERRS R AN AR MU B e - R AR BB B ¢

“The isolated nucleic acid, including cDNA, has resulted in an artificially created state of affairs
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for economic benefit. The claimed product is properly the subject of letters patent. The claim is
to an invention within the meaning of s 18(1) of the Act.”

" EERIIZIR - B cDNA - Bl AR ELERYINGE H B A REE A ARG R o EiRIRE
HYEELL ] MG AR E » RZRE IR R AEER 18(1) RATFEAVEM - |

Myriad’ s proposition and the approach of the primary judge and the Full Court, with respect,
rested upon an unduly narrow characterisation of the effect of the decision in NRDC. It rested
upon the premise that the claims were for a product well within existing conceptions of a  “manner
of manufacture” .

Myriad BYE 3R DU A3 S B R EFRER AT 520 - SR B NRDC AREYRLTT -
i FEy LR DVE MR RIER G 3T T EE 2 e e -

p.15/ paragraph23
This Court in NRDC did not prescribe a well-defined pathway for the development of the con-

cept of “manner of manufacture” in its application to unimagined technologies with unimag-
ined characteristics and implications. Rather, it authorised a case-by-case methodology. Consis-
tently with that approach, and without resort to the “generally inconvenient” proviso in s 6 of
the Statute of Monopolies, there may be cases in which the court will decide that the implications
of patentability of a new class of invention are such that the invention as claimed should not be

treated as patentable by judicial decision.

NRDC HyiERest Han(mis " A E G ) BB EH IR ST RAVRHE (R REHEA
ZREORERGR) - MAREE —EEAMERRE « A - ERIGEER R -
L h o B RR R ERIMGE - HOREREEREEEN LSS 6 BRI IIBR MR T &
A ETE (generally inconvenient) - ¥ABEE PRIE i T R8I 152 IH B rT AR R 2 -
PRIIEE AR 55 PR S A 3 A e B T SR

p.15/ paragraph24

The Full Court disclaimed any consideration of “whether, for policy or moral or social reasons,
patents for gene sequences should be excluded from patentability.” The question for its determi-
nation, however, was not whether a claimed invention, prima facie patentable, should be denied
patentability by judicial fiat. The question was whether the claimed invention lay within the estab-
lished concept of a manner of manufacture and, if not, whether it should nevertheless be included
in the class of patentable inventions as defined in s 18(1)(a) of the Act. Purposive and consequen-
tialist considerations which, no doubt, could be classed as  “policy”  reasons may play a part in
answering the second limb of that question. As Professor Monotti percipiently remarked in her

article in the Federal Law Review, which, of course, predated Apotex:
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EIREBEREAEE T EGHRER  E Rt e AR - R R Y A PR
HATERIMZAN o KT BRIPENGR BRI A 2 20 - B ERZ U E S e R
EBebhan % (fac) AT HA B ] EAME - BEERRI R FRRENHNES BN "4
FESE ) WIBE S ZN - 54 AR S BINEAES 18(1)(a) FRATEFRNE ] HAM: 25
WA - 2 fEEk - HRVEASREEE T BOR ) HE - s R 5 —(EfHRE -
IEZ Monotti ZX#%1E Federal Law Review » F-A Apotex —Z& Y SCEHFTFAIZEHY -

“Although it was important to expand patentable subject matter and remove artificial fetters on
patentable subject matter at the time of NRDC, there is no consensus that we should continue
to expand the scope of patentable subject matter into all fields of endeavour so as to remove the
remaining fetters on patentable subject matter. The continuing debates on whether methods of
medical treatment, business systems and genes should be patentable subject matter demonstrate
that there is no universal acceptance of an approach that would accept that anything under the sun
invented by man is patentable.”

" HEPRTE NRDC Wi - R B af AR E - DU bR A R B B a] A M N EHY R
IR E I - (HAHE S HERF AR B ] M M A A RO S B R E R A <BIsk » DAERS R
RN BB AT FEHME AR AT - B e s o WIREEIER - rRiR S E R
B ER A EA NG S - SR IERGIE T - AR B R P
HA[EAME - G EFRIRE EEZ -

The proposition that patents should extend to “anything under the sun that is made by man”
was a statement of legislative intention attributed to Congress by the Supreme Court of the United
States in Diamond v Chakrabarty in relation to 35 USC § 101 which provides:

HEERE T RBET - AFEAEGEREARPY ) EEER - B RBIBA & ER
£ Diamond v Chakrabarty ZZIFH AT EHAVEREE - AR 35 USC §101 ¢

“Whoever invents or discovers any new and useful process, machine, manufacture, or composi-
tion of matter, or any new and useful improvement thereof, may obtain a patent therefor, subject
to the conditions and requirements of this title.”

" DR E AR BRI R AR - R BB AR » BEES - BLEY B S YR
B EER » Bl (E(AraralisE H g A B - RIS A -

p.16/ paragraph25
NRDC was decided in 1959. The Act in 1990 re-enacted, in s 18(1)(a), the definition of “inven-

tion” in the Patents Act 1952 (Cth), to which NRDC was directed. That re-enactment bore with
it the judicial methodology for its application and the constraints attaching to that methodology.
The proper function of the judicial branch was considered in an analogous, but not identical, con-

text in two successive decisions of the Supreme Court of the United States in 1978 and 1980. In
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Parker v Flook , the Court said that the judiciary “must proceed cautiously when ... asked to ex-
tend patent rights into areas wholly unforeseen by Congress.” In Chakrabarty, Burger CJ, writing
for the majority, and finding for patentability of a manufactured micro-organism as “any new
and useful ... manufacture, or composition of matter’ under 35 USC § 101, said:

NRDC A 1959 FERE « NRDC FriBE F 1952 FFEHFE - fig%is 18(1)(a) FREANS "3
W ) ZEFR 1990 FFEHTER] - HriE iR R B = BB Fr SR Y A 5 2UR HARR -
FEER TR E TR AE TR R B R mnEBE iR 1978 F-F0 1980 FARME M R R EFI A - 7R
B HEFEFE ~ (EAHRIEYETER  7E Parker v Flook —Z&1 » 3Bl b wIEIFT T & Wi
ol BRI R 2 Bl & 5 2 A TH R A B IsRF - AZH/IVRETE © ) fF Chakrabarty —32€
B Burger HF KB R EERIZHE LRI 35 USC §101 > FIE ARy A4 & BGSHI
AV TERET EHARE . BEEYERHEY) ) BAlERIE - Fon

“It is, of course, correct that Congress, not the courts, must define the limits of patentability; but
it is equally true that once Congress has spoken it is  ‘the province and duty of the judicial de-
partment to say what the law is.” "

"B AREY  TAEERE - A E Bl FEAMERY SR ERIGS - — BBl
SERCILIE » RRAEFTMLA T e IRE R -

The majority rejected the proposition that the claim before them was a matter of high policy
for resolution within the legislative process, saying that the contentions to that effect should be
pressed on the political branches of government and not on the courts. Brennan J, who was joined
in dissent by White, Marshall and Powell J], put the other side of the argument:

ZHE R R R KBRS EBUR T AELERE PR 2Rk - ERE IR EL
R B IR 3 E B DOEE HY BUR B BURERFT I A2 5 BE © H Brennan KIRE £~
White » Marshall PRz Powell AGEE IIARIANFEE R G HES GRS -

“It is the role of Congress, not this Court, to broaden or narrow the reach of the patent laws. This
is especially true where, as here, the composition sought to be patented uniquely implicates mat-
ters of public concern.”

"R B N AR R E R B G IR - B R - THE ARG KG T HAAUR
GYREERAIY R Aak -

The debate about institutional competency in Chakrabarty was resolved by the majority on the ba-
sis that the statutory authority conferred on the courts by Congress under 35 USC § 101 required
an approach to patentability unconstrained by policy considerations. In Australia, the Parliament
has left it to the courts to carry out a case-by-case development of a broad statutory concept ac-

cording to the common law method in a representative democracy.

R R ERFTHEPRAY 3 5 (£ Chakrabarty B > 2808 REL R E B @I LEMEEDE - JEIRIE
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35 USC § 101 EL AT SERI 1 SEERA M R 2 ECRE R AR - T - e EARRE
BT B PR R RS B RS T R EE LS
S -

p-18/ paragraph27

Myriad submitted that the Court ought to treat the impugned claims as claims for a chemical
compound. It argued that there was  “no jurisprudential basis or normative principle upon which
claims to isolated nucleic acids should be treated differently from any other product claims.” The
Court should look to their subject matter and determine the question of patentability according
to the principles in NRDC which had been affirmed in Apotex. That submission sought to locate
the claims well within the established understanding of “manner of manufacture” in a way that
would make normative considerations, which might inform the development of that concept, ir-
relevant. Properly construed, however, the claims are not within the established boundaries and
wider considerations than Myriad" s characterisation of them as an “artificially created state of

. . o1 4 .
affairs of economic utility’ come into play.

Myriad 53Ry Be e %% 338 SR IEm f (LERAH S PIHURE KIE © Myriad 5k T A% #

TR NEIIANE - IRIZEAERy Apotex H 38 NRDC HhiyJR A - tRE B m] HAI 1 B 5
HIFRE - ZERRE AT KEMEN S " AR ) NREEHE A - g Pk
PREFZMESERAREERSE © AR - FIEFEEE T - RFEREILAERE E R
HAFHEIE N - HIEHELL Myriad #E5REEMER " ARAlE B A RE L HARE , LA
HNEREEIZAINZR

p.18/ paragraph28

A number of factors may be relevant in determining whether the exclusive rights created by the
grant of letters patent should be held by judicial decision, applying s 18(1)(a) of the Act, to be ca-
pable of extension to a particular class of claim. According to existing principle derived from the
NRDC decision, the first two factors are necessary to characterisation of an invention claimed as a
manner of manufacture:

EBEAE AR AR SE 18(1) (a) oA ARSI T U M2 75 RE SRRaEE SH AR E 28 1
I - JES 2D N EERER - IRIBIE NRDC ARG HAYRA A - K FRORGERI I E
MR T3 - EEE DU — A (AR -

1. Whether the invention as claimed is for a product made, or a process producing an outcome as

a result of human action.

1. BIRRERTEVE S AR EMESE - SR AT R E LSRR -
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2. Whether the invention as claimed has economic utility.

2. ErRRERHEE S BAETE S -

When the invention falls within the existing concept of manner of manufacture, as it has been
developed through cases, they will also ordinarily be sufhicient. When a new class of claim involves
a significant new application or extension of the concept of “manner of manufacture” , other
factors including factors connected directly or indirectly to the purpose of the Act may assume im-
portance. They include:

—RME - ERAEE TS EEFRAT IR B TRAEE A ESRIRER - &
PRIRESKIEER W K T AT ) PSS E R R R R - MR - Ba e
Bl FEEAIAGE HIAERA IR SR - R EE - HhfsE

3. Whether patentability would be consistent with the purposes of the Act and, in particular:
3. BrfEAMEE ORI EAEE - Fole

3.1 whether the invention as claimed, if patentable under s 18(1)(a), could give rise to a large new
field of monopoly protection with potentially negative effects on innovation;

3.1 FERORFERYZED - AIRARIRES 18(1)(a) R EL T EAME - BAEECHTHY » B RHIEEER
HERERIE - MAE AR AT E

3.2 whether the invention as claimed, if patentable under s 18(1)(a), could, because of the content
of the claims, have a chilling effect on activities beyond those formally the subject of the exclusive
rights granted to the patentee;

3.2 FERORERYZRI - AIRIRIRES 18(1)(a) R EL AT EHAE - BERRREH - KHEIANE » £
T BHHE N EAE MR N A Z TN B IS BRI E

3.3 whether to accord patentability to the invention as claimed would involve the court in

assessing important and conflicting public and private interests and purposes.
3.3 T EIRRERIFEIFR AT FERNE - 200 ARG AR AT s AR ZR DL
HEy -

4. Whether to accord patentability to the invention as claimed would enhance or detract from the

coherence of the law relating to inherent patentability.

4. BT EIRIRGERYFE U] B A BRI MR 5 e v R el aia [ B ] SRR LR — 20t -

5. Relevantly to Australia’ s place in the international community of nations:

5. BRI E B it & AU Hh AT -
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5.1 Australia’ s obligations under international law;

5.1 PNHI B PR 5

5.2 the patent laws of other countries.

5.2 HABRZ AV H R -

6. Whether to accord patentability to the class of invention as claimed would involve law-making
of a kind which should be done by the legislature.
6. T LR IR EE FE AR B B a] AR B 0 K LR TR B R I -

Factors 3, 4 and 6 are of primary importance. Those primary factors are not mutually exclusive. It
may be that one or more of them would inform the “generally inconvenient” limitation in s 6
of the Statute of Monopolies. It is not necessary to consider that question given that no reliance
was placed upon that proviso. They are nevertheless also relevant to the ongoing development of
the concept of “manner of manufacture” .

304 6 NRERERN < ELERERRILA LT - AlgegH i —{#E= 2 E A
KGR BERENESE o R T BT (generally inconvenient) | R - BBEELS 6 ik
WAREDRE B 3 228 6 AR - (HiELENZ e T AE A ) SRR RaR -

p-19/ paragraph29
Factors 1 and 2 have been discussed in the light of NRDC. The purpose of Australian patent leg-

islation has been discussed in general terms in decisions of this Court. At a functional level, it can
be defined narrowly by what the Act does — it confers upon a patentee, in return for disclosure of
his or her invention, a limited monopoly at the expiration of which an invention is available to the
public at large. That function may be expressed as an objective but it serves the larger purpose of
encouraging innovation by means which do not stifle it. The inventive step which emerged as an
independent requirement from the general limiting criterion of want of subject matter “reflected
the balance of policy considerations in patent law of encouraging and rewarding inventors without
impeding advances and improvements by skilled, non-inventive persons.” It follows that the pur-
pose of the Act would not be served by according patentability to a class of claims which by their
very nature lack well-defined boundaries or have negative or chilling effects on innovation. There
may also be flow-on consequences for the balance that the Act seeks to strike and the coherence
of the law as developed by judicial decision in giving effect to the purposes of the law. If there be a
significant risk of such a consequence, the existence of that risk will weigh against inherent patent-
ability.

2 1 HI55 2 KIERE2% NRDC EFATERHIE it o AbEACH IR EFTRINE A TLE
H A& MEasam - EX0Refia b - SRS AEE R E & H— I ERET R
TEAMEN - RIEFREATGFE N - fEIRFIEEE IR - SRS HRZ Y -
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B HZhEEAR S E HAR - (H'E H E BT H SR NIRRT B = B AGE s B EHT -
D VEE R EARERR A — i PR AR e Ch O B L - SO T AR BOR - 5@
FOAEE 2 - (BN I E Re JTRIER B MR R - 5 HIELATH > T —(EA
B R ERIIRE SRR BT EIHTE S R B s R S AR SR R B AT A -
RERARE Z HAY » BIARESIEERA P - REERAIRATE AR —HE - B
AREE R RIETCE - MIRREIEREANE R - HERE SR TS E -

p.20/ paragraph30

Coherence and the limits of the judicial function were both relevant in the determination in Apo-
tex that methods of medical treatment can be inherently patentable. Having regard to the estab-
lished patentability of pharmaceutical products, the exclusion of treatments using such products
was anomalous and had no stable logical or normative basis. Their inclusion was consistent with
the existing application of the law and served to enhance its coherence.

£ Apotex —ZEHVAIETGRF T IEAVE L E AT HAME: - B R RREThReRy — BERIBRH A R -
= RSV LA R B AT BRI - 60 259 & e R T iR R BRIE R A5 - th KRR
[E R B EOAR S o [ Sz - '] T A AT A EE A & BT R A A

iR — 2k -

(iii)Legislative history.
(i) Lk %
p.23/ paragraph36

Myriad submitted that what it called “the legislative history” did not support any implied
“exclusion”  of isolated DNA or RNA sequences from patentability. It relied upon the following

events:

Myriad FREFTEEH) " VAW ) WA SRR BE DNA B0 RNA AR & T HERR |
AERTERMEZ SN - HAEER NAISELF

* 'The rejection in the Senate of an amendment to the Patents Bill 1990, which would have ex-
cluded genes from patentability, whether derived from cells or chemically synthesised.

o ZEBLIEAE Patents Bill 1990 FUBIEZE » 2B IR TP EA E ] EAE — A GR R 2
e ISR EE EER S R -

¢ The rejection by the Legal and Constitutional Affairs Legislation Committee of the Senate of
a Private Members'  Bill, the Patent Amendment (Human Genes and Biological Materials) Bill
2010 .

VL) rEEE BB Em I -
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o ZEIRIEREELEHREEGIEMR I EEERELE (Private Members'  Bill®) » 2010 5
FHEEEZE ([ NJEERAAYIH 8 (Biological Materials) ]

Mpyriad also referred to the Report of the Australian Law Reform Commission on gene patent-
ing, published in 2004 ( “the ALRC Report™ ), and its conclusion that “the ALRC considers
that a new approach to the patentability of genetic materials is not warranted at this stage in the
development of the patent system” . Myriad" s submissions on legislative history rested upon the
premise, derived from debates on the failed amendments and the recommendation in the ALRC
Report, that this case is about exclusion from patentability of an otherwise patentable invention.
In its written submissions, Myriad said that:

Myriad H$2 KOBEINERINEZR E S (the Australian Law Reform Commission) A 2004 4 Hi
MR EA S (T ALRC ey ) ) » HidEm s T NERAEZE G R - EHEAH
FEE AR EL - i B KR EY) 'S B ] SRR HET SR BT YR E 5% (new
approach ) | ° Myriad fEIZEWYERY TR » 2 B BTIE IEZEH] ALRC #2522 KM i) =
B Heam - M E5RE (E = A PRBE R 2 5 R A B T AR 2 B ERER R EARESN - FEH
AR Myriad §3E :

“Parliament has expressly declined to enact any such exclusion on more than one occasion. This
making of a conscious decision not to act sets this area apart from mere silence by the legislature,
which might be characterised as the legislature leaving the field to the Courts for resolution.”

"R OIS R RN IERG R L AT LR BRI - B (E A SRR E T8 - H
TR AT ARG AR S LR R BRI 5% SR AL R e AR DR Y BT UER ©

p.24/ paragraph37

This Court is not concerned in this appeal with “gene patenting’ generally, but with whether
the invention as claimed in Claims 1 to 3 falls within established applications of the concept of
manner of manufacture. If it does not, then the question is one of inclusion not exclusion. The
legislative history cannot be read as impliedly mandating the patentability of claims for inventions
relating to isolated nucleic acids coding for particular polypeptides. The legislative history does not
assist the Court in answering the question posed in this appeal.

REGEAR LRI A mE T ERES Bl EAME ) —fkEE - MERRKE1E3 H
EROGERIEM - B AT G E AL E T A SHE A EE - 55 ARERRES
EEMIFR G PERR o ILE MR RRE NI H R B ] SRR IR T R i 2 HHVRF E 2R
LT HEZEREEE - TLER N A R B R RIS A _ERRSE HA EE

o

p.24/ paragraph38

Against that general background, the relevant science, the patent specification and the im-

2

http://lawyer.getcom tw/dic/DictionaryDetail aspx?iDT=71025
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pugned claims can be considered.

EiEE S N AIDVSEMARRE - EAEHENRFFRE -

(xii) Isolated nucleic acid — composite or extract?
(xii) - BEAZEE — &R E LR ?
p.34/ paragraph72

There is no claim in the patent for the process of isolation nor could there be as no new process is
disclosed. However, in answer to questions from the Court, counsel for Myriad focussed upon an
aspect of the evidence about isolation processes in order to deflect a suggestion that an isolated nu-
cleic acid can be viewed as a  “piece”  of naturally occurring DNA or RNA. He contended that
isolation involved alteration of the order of the relevant nucleotides and their reassembly in the
order in which they had been placed in the cell. That proposition was supported by reference to
the evidence of the expert witness, Dr Suthers. Dr Suthers had agreed that a conventional way of
extracting a gene sequence, as distinct from synthesising it, would involve breaking the hydrogen
bonds between the bases and breaking some covalent bonds to release the extract. He also agreed
that in the mid-1990s a 100,000 base sequence would be broken up into smaller pieces which
could then be amplified and stitched together physically or “conceptually”

ARAEPARFE R BEEAE AT EA] - RAEEEAT AL - K1 - FEEREBRHREE S
Myriad Fy7HE AR T A —(E o BEERE | FURERE - DUEE A BRI R B R ER
DNA 5 RNA H18y " —E¢ | By RMR - (= am 0 B HOE AR 20 K U AR BR L H TR Y /- 51 A
KT R H BRI SRR T B4« 38— EARA H A Suthers i LRES AU -
Suthers & £ [FE T2 R A PRI B9 5 UG BN R - T8 H 2 U A JE Al 5 i R P
P LUR — B - ththFEIEAE 1990 FEUr T - — (- B (R 5 P 21 v 70 i s N
HIFTE: - RIRATDAPEE EBR T B b SRORANPFREE il

p.35/ paragraph?73

The preceding argument has some similarity to Myriad' s submission to the primary judge that
Dr Suthers'  evidence supported the proposition that there would be at least some breaking of
the covalent cells in the sugar phosphate backbone as a result of the isolation process. The primary
judge said:

LA BLA] Myriad HAFAIZ B FE5RAAHILZE > Suthers R3S Rz E5k - Ry
HEfE 2D e i — e IR B 2R T R S (B - WIERERE A

“It is not apparent to me that every isolated DNA sequence within the scope of the claims must
have had at least some covalent bonds broken as a result of the isolation process. Nor would I im-
ply any such requirement into the claims merely because, in Dr Suther’ s experience, this is what

occurs. To interpret the disputed claims in this way would require me to impose an impermissible
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gloss upon the words of the claim.”

ERRER - FERRORRBEIPE M DNA FFF1 - RSN B
SHEG - WIEEIN S R 2% - T AE ERR o BEEFE L ARSI EH#E (20 Suthers
LS ) - MR ERREP AR - DUERETAERFEENRIE - ¥R
TN B BRIUGEFT N AR FHUBRE -

Nor, as previously noted, are the claims subject to any process based limitation involving the
breaking up and physical stitching together of the sequences comprising the isolated nucleic acids
which are the products the subject of the claims. The “conceptual” stitching together, which
may be regarded as the ordered compilation of information defining the relevant sequence, falls
outside the claims entirely. The claims encompass molecules comprising isolated nucleic acids con-
taining coding nucleotides arranged in the same sequence as appears in the DNA from which they
were derived, whether or not introns and other non-coding sections have been removed from the
relevant stretch of that DNA.

REoRIE » ATHTATL - FoiZ it o3 i R P BRIV B R P Rl 0 BERZ BR 1Y 57 51— BIIRZER SR IE Z
FEhn * INE AL BAE ERYIRE] - 10 T #EE B BRFEEE R - "I R ERE AR R
& (ordered compilation ) [MEEHIAHBAFEA - AISE R NEGERIEZA © KA E &R
SEERREI T R & BLH AR DNA MR F YIRS H R - MaaN a1
FIH A ERREG A 2 1 EIER% DNA BUMHRH B LB

(xiii) The primaryjudge’ s decision.
(xiii) #7 & Hlik
p.36/ paragraph74

For the primary judge, the issue of patentability turned on:

HYIEERE - FRHETEANE

“whether an isolated nucleic acid, which may be assumed to have precisely the same chemical
composition and structure as that found in the cells of some human beings, constitutes an artificial
state of affairs in the sense those words should be understood in the present context.”

CTIRARZIEIRT - ERE S B ER B I A e AR (L ER R s RO RS - FIo3-
R SRR N RRRE® 2

That approach, as observed earlier, involves application of the verbal formula in NRDC and the

apparent assumption, no doubt derived from the way the case was framed before his Honour, that

it was a sufficient condition of inherent patentability.

AORATE - ARSI A MEEE Y e NRDC —ZHEE S ARAEA ~ HIRES

S MR JB S % artificial state of affairs - JE 4§ B X artificially created state of affairs - #322% " A Z 8|
ME > REAMEEE -
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p.36/ paragraph75

His Honour observed that isolated nucleic acids do not exist inside the cell and their isolation

required “immense research and intellectual effort.” Despite his Honour' s reliance upon the
“artificial state of affairs” formula, the influence of wider purposive considerations was apparent

in his judgment, including the observation that:

ZEE R R ANFES BRI - RO DR T REITRMESERA - i

RLEERE T NRAGEIRE ) AR - EEMATHIE T - ARG EEEZAEE

HE g

“Tt would lead to very odd results if a person whose skill and effort culminated in the isolation of
a micro-organism (a fortiori, an isolated DNA sequence) could not be independently rewarded by
the grant of a patent because the isolated micro-organism, no matter how practically useful or eco-
nomically significant, was held to be inherently non-patentable.”

"R R S BERI AR YN BLIEAE AT SR - BIEAE IR R3S J7 7 B 43 Bl — (i
&Y (EAHERBE—E DNA B3 - fitam2e B ERE FHECE R - #-Nae L E
EREREREEE - 2IRE R -

p.36/ paragraph76

His Honour cited the practice of the Australian Patent Office, and the rejection by Parliament of
proposed amendments precluding gene sequences from patentability. Those matters led to no
firm conclusion beyond a finding that it was not the intention of Parliament to deal with the is-
sue of gene patenting by way of express exclusion but to leave it to the courts to apply the law as
settled in NRDC and other relevant authorities. His Honour referred to patent laws of the Euro-
pean Union as permitting patentability of gene sequences. It is difficult to discern how those mat-
ters could have been related to a simple categorical application of the “artificial state of affairs”
criterion. Their relevance can only have been to wider considerations of the kind discussed earlier
in these reasons although how they were used was not apparent from his Honour s reasons.
ZEE S HENENFREE - LGRS BT IR P Y B T 51 215 - 5L
SR A RER I B g R R DERR B IA BT BRI - e s 35k IR SR B e A Fh vk B
F NRDC ZE DUk HAFHRBAE AR © B20RE 125 [BCER S EHI AR R A P51 B A A
1 o REEE S SE RN T A CRRRR ) FRYERE AR - b BB DI 0%
BHFIRGwE AL - AAERTILATE ey EEZAINRE &
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p.37/ paragraph77

In the event, his Honour concluded that each of the disputed claims was to  “a manner of manu-
p

facture as that expression should now be understood.”

EE W B R FEERIEA TR E T -

(xiv) The decision of the Full Court.
(xiv) £ 3% A
p.37/ paragraph78

The Full Court described the impugned claims as claims “for a product set within a context of
invention described in the specification: a context of development, through research and work,
of the knowledge of the mutations or polymorphisms in question, and of the finding of the gene
in question.” Their Honours emphasised the character of the claims as relating to ~ “the nucleic
acid as isolated from the cell” and differences between the claimed product and the “naturally
occurring product” .
AR R T KIE R T 5K EAER A E Ll B HE E R EY)  EasEiFErE A
(work ) FERVEE S B AIVERYHIGE - BB RN B - RIHEEE o | HEEE MK
A RKIHZ B B T e o BERRZ IR | AR - I AR EREREYIR T RAREY) L ~F] -

p.37/ paragraph79

Their Honours referred at some length to the decision of the Supreme Court of the United States
in Association for Molecular Pathology v Myriad Genetics Inc. That decision was concerned with
the application of 35 USC § 101 to claims differently expressed from those impugned in this case:
HRE & DA E R e sm S 2 Bl i =15 Association for Molecular Pathology v Myriad Genet-
ics Inc —Z&ZHWR o FZANRBARS 35 USC § 101 ARG RIEZEA - HiKIEEAZ R F
AR RIE AN -

1. An isolated DNA coding for a BRCAI polypeptide, said polypeptide having the amino acid
sequence set forth in SEQ ID No:2.

1. —{ERERTS BRCA1 Z K73 BE DNA » ATl % K EAT SEQ ID No:2. Fr¥IH &SRR P
5 -

2. The isolated DNA of claim 1 wherein said DNA has the nucleotide sequence set forth in SEQ
ID No:1 ( “the Myriad claims™ ).

2. 55KIE 1 7378 DNA » Hrh DNA {#$5 545 SEQ ID No:1 FrdRIEZ H L1 (" Myriad
S

RRENDE
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The Supreme Court had accepted that the creation of a cDNA sequence from mRNA resulted in
an exon-only molecule that was not naturally occurring and was therefore patentable. The Myriad
claims, however, fell squarely within a  “law of nature” exception. While Myriad had discovered
the location of the BRCALI gene that discovery did not lend to the BRCA1 gene the character of a
new composition of matter within 35 USC § 101.

S Bl = AR [FEAE mRNA MBS HEINETHY cDNA 9701 A2 HARFER -
PRIEE B TSR » KT » Myriad BURESRIAIESE " HARERT ) BBISE o BEZR Myriad 278
U1 BRCAL ENIILE - (B2 @Bl AE BRCAL Z R E{f 35 USC § 101 Al &
VI

p-38/ paragraph80
The Full Court preferred the reasoning of the United States Court of Appeals for the Federal Cir-

cuit in Association for Molecular Pathology v United States Patent and Trademark Office, which
had been overturned by the Supreme Court. Their Honours characterised that reasoning as based
on an analysis of the products as products and not of the information that they contained. They
held that, consistently with NRDC and Australian law, their analysis should focus on differences
in structure and function effected by the intervention of man and not on the similarities.

b A B fLE ) A 32 B AR &G | BRI BE R Association for Molecular Pathology v United
States Patent and Trademark Office —Z<HRYFIRIEE - (H (EE]) fEiBbEEREZ AR -
EEREF R E ARG AR R R o TR R M - A EEYTEEHIEE - i
NRDC FHRMEER—2 - MMRE R AT AR AR T AR E LA T B2 =
B M RHIZE -

p.38/ paragraph81

Outside the logical framework which they had defined for their analysis, their Honours adverted
to the primary judge’ s consideration of Australian Patent Office practice, the ALRC Report, and
the legislative history. They also referred to the Executive Government s response to the ALRC
Report, including its acceptance of the recommendation that the Act not be amended to exclude
genetic materials and technologies from patentable subject matter. They said:

FEREEREIN . Z5h - EEREERE O TR E SRR INERERUME - ALRC S AIIT
W o REREEE MR ET BURRA Y ALRC S5 RIEIE - B a2 EHAENER
DR HEBREE AR RIS A B T SEAMEAR A 2 3R - R fFTaR -

“While these legislative matters do not affect what constitutes patentable subject matter under
the rubric of ‘manner of manufacture’ , Parliament has considered, and has specifically de-
clined, to exclude purified and isolated gene sequences from the scope of patentable subject mat-

”

ter.
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TR BRI AR EIRGE T A E G, IR B Al HA 1 - ERREE
2 Il I e R AE A LA 0 B Y B AL 5 S R BRI B TSR S 2 50 -

p-39/ paragraph82

Before the Full Court, Ms D" Arcy submitted that isolated nucleic acid was not materially differ-
ent to cellular nucleic acid and that naturally occurring DNA and RNA, even in isolated form, are
products of nature that could not form the basis of a valid patent. Myriad, on the other hand, con-
tended that its claims were for a product consisting of an artificial state of affairs providing a new
and useful effect of economic significance, and that isolated nucleic acid differed from the nucleic
acid found in a human cell chemically, structurally and functionally.

R EFREE » D Arcy ZHERSBEIZBR ML IR EE BN E - B s By AU
REHH 2 RARTFAER) DNA M RNA » 2 HAWEY) - AeelFR—{EE S A B -
55—l » Myriad HIZ0E » EEERIERH A RBIRGE © MRS - HREEERE LR
Form A HRIAS SR+ DUR G BERIRZ IR B JEAHBE 3 SR A RS R L2 |~ 568 B ATh
A EANA] -

p.39/ paragraph83

As previously observed, in its concluding paragraphs, the Full Court eschewed the relevance of
policy, moral or social reasons for the exclusion of patents for gene sequences. Like the majority in
Chakrabarty, their Honours said of those considerations:

AORTAmL - B A HAS amal o0 i T SRR A Y E A Z BOR ~ B g
% o fll Chakrabarty —HZHER 5K » ZXEEXLRE ¢

il
=

“It is not a matter for the court, but for Parliament to decide. Parliament has considered the
question of the patentability of gene sequences and has chosen not to exclude them but to make
amendments to the Act to address, in part, the balance between the benefits of the patent system
and the incentive thereby created, and the restriction on, for example, subsequent research.”

FETNRIEREREEEE - MEHEGINE - Y5 E T ER Y E T HA AR
R MGEEFEAAFRREA - MR B MELESE BB 77 s H S TR B 25t B i 1 2 A 1Y 5%
BIAIPRE] (EIaipaEterImtse) Z e -

They characterised the subject matter of the claims as :

PR LEEE RIEI N B E R -

* acompound, not information;

o —EEY) > MAEHE

¢ [HEEE3-
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* an isolated nucleic acid, which is taken out of the genome and removed from the cell and is un-

able to be the subject of cellular processes of transcription and translation;

o EERVIZER - FEREREARE I IR o B - HABEET TR

* containing the code for a mutant or polymorphic protein; and

o SHBRNZAECNE LI

* containing a sequence identified by comparison with tables created following extensive research
describing the location of the mutations or polymorphisms in DNA.

o S (EEFEAFRMFERI DNA th# S el 2 R VE R A7 B T A LY 5 LU 00 H
HIFPA

p.40/ paragraph84

It was common ground before the Full Court that the isolated nucleic acids had valuable econom-

ic uses. In their reasons, their Honours said:

2 ERREE - EERIIZIR A EEAROE R DA - EHEAT - EREIRERGE

“The isolation of the nucleic acid also leads to an economically useful result — in this case, the
treatment of breast and ovarian cancers. This is surely what was contemplated by a manner of new
manufacture in the Statute of Monopolies.”

" ZERA B NE RO B R EURER — AR BFUEMINEERIEE - EERE
R R oo G LRI RERY -

The Full Court concluded that the isolated nucleic acids, including cDNA, had resulted in an arti-
ficially created state of affairs for economic benefit and that the claimed product was properly the
subject of letters patent.

EERERRS R - o BENIREES - 5 (DNA - B B ARSI EE H B KR
A PAR EIRORGE A it A] DA% 5 SRR -

p.40/ paragraph85

The passage quoted in the preceding paragraph, which appears to refer to the process of “isola-
tion” , does not disclose a pathway to patentability of the invention as described in Claims 1 to
3. That is so even if they were to be characterised as product claims simpliciter, a characterisation
which, as appears below, we do not accept. The economic significance necessary to the patentabil-
ity of an “artificially created state of affairs” in the sense used in NRDC is not demonstrated
by stating that the artificially created state of affairs is a step along the way to a process or method

itself claimed as an artificially created state of affairs of economic significance.
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AT FTEE S P AERRam T oo Bl o SEBFEAVERR - I MERERIEERIA 1 2 3 it & B a8
FITE - BIfE BT MEM R EMSEREE AL - 20 FRrR » LA LR E N -
NRDC —Zfrffi ] - BEERESERR—# " NRALSIRE , B EMNMEATLE - pHil
REHNHAIEREE — [l & WS R R - RS R RE—E A REE A
HAS I EFRAIRNEE -

(xv)Conclusions.
(xv) &
p.41/ paragraph86

Mpyriad submitted, as the Full Court had held, that its claims are for a product. To assess patent-
ability, it said, they must be construed in the same way as any other claim for an invention which
is a product. The product was “a chemical compound [which] has no counterpart in nature.”
That characterisation of the claims superficially accords with their form.

Myriad 5% » IEA1 EFREFATREE > R KIEE A EM © o TG BT EA1E - 2 F
A R IEAZE RO (R AT LA 3 B BBy 2 AL HORR K IE - DUHEIRY T AR - B2 2 T —
LS Y > HAEBARFPEATIZY) o ) BIBHH %A RIE ik - (AR RIR
H A -

p.41/ paragraph87
The approach taken by the Full Court and urged by Myriad involves an apparently straightfor-

ward characterisation based on the formal terms of the patent identifying the isolated nucleic
acids as products which, notwithstanding their derivation from naturally occurring DNA, have
been brought into existence by human artifice and, in that sense, “made” . So characterised, and
without further inquiry into the breadth of the claims or their substance, they could be seen to
fall comfortably within principles attracting characterisation as a manner of manufacture. None of
the purposive or policy factors mentioned earlier in these reasons need be considered on that ap-
proach.

EFFEE DU Myriad AT ) E5RAVIAT G - W R —(HEAGE N E&L T E e - Al
R A EA: - R B G BEPRE TR B R FAERY DNA - (HEEGE A
T AMGLEE > 175 T A& (made) § BUEE - BTl AEN - RE—THIE
AR RIERYEEE BUAE - Al SRR i BT S A RS © R i T AU S B ATk
2 fe L HTEEBURF N3 -

p.41/ paragraph88

Identification of the subject matter of the claims as a class of chemical compounds is the premise

upon which the Full Court’ s conclusion is based. It is a premise which, with respect, elevates
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form over substance to the detriment of the developmental function entrusted to the Court as ex-
plained in NRDC and reflected in the continuing use of the “manner of manufacture” formula
ins 18(1)(a) of the Act.

Keeg RN BIF R —LEH &Y - 2 LIRS HIZRIRTEE - 2 NRDC —ZfT
Rt - PR B T AR REACE S 18(1) () ik " AR 530 ) AFUZIREE - AR ERRERTIRE
LHETEE o BEERESCDIEAMIEE E AR - AFER S RTRKEE -

p.41/ paragraph89

The code in the invention as claimed refers to the sequence of nucleotides which, in a cellular en-
vironment, can ultimately be translated into the BRCA1 polypeptide. That sequence can properly
be described as  “information” , the ordinary meaning of which includes:
EERREFEVPAYVENS (code) - FERYEIEMIMEIEREE TR ALREMEERL BRCAT ZRAYRZ
HIERFPY - &2 Fpyn] IEfE A TS, - HEREEES

“Without necessary relation to a recipient: that which inheres in or is represented by a particular
arrangement, sequence, or set, that may be stored in, transferred by, and responded to by inani-
mate things .

FEZ AR A LRGSR o SE AR - BT ERERIPEST - RS EA & A
K AR EE G REHE B OREENE -

Used in that sense, the information stored in the sequence of nucleotides coding for the mutated
or polymorphic BRCALI polypeptide is the same information as that contained in the DNA of the
person from which the nucleic acid was isolated. It is the existence of that information which is an
essential element of the invention as claimed. The product is the medium in which that informa-
tion resides. That characteristic also attaches to cDNA, covered by the claims, which is synthesised
but replicates a naturally occurring sequence of exons.

RAGEES » R FEFEIZ HERFP A i Bl % BUTER) BRCAT ZAREEHYEE - BlEZs)
HERZIR B B DNA tf - AT & HYRHEMEE] - AR IR & R R FERT A AT Bl
BREVEESR © RZZEAENE FTERVEST - FEKIEFTIRZER cDNA IR S HIIARF % - cDNA
e m RYMEH BRI E R EENINET

p.42/ paragraph90

Ms D’ Arcy submitted that none of the chemical, structural or functional differences between
isolated nucleic acids and nucleic acids in the cellular environment, relied upon by Myriad, plays
any part in the definition of the invention as claimed in each of the claims. She invoked the obser-
vation of the plurality opinion of the Supreme Court of the United States in Myriad directed to a

common feature of the claims in issue in that case and the claims in issue in this case :
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D’ Arcy 205k  Myriad AT E5R 77 B RZ BRI ISR SR AR R ] FEfEER B
A teg LANTRE EAYZZE > MRAE E AR REE SR (E B 5 SKE T BT FUE (B - dt
&5 [ B =L BEE Myriad ZEVZHE R, - $HARZFERIARZR T3 RIERHEFIRFE

“Myriad’ s claims are simply not expressed in terms of chemical composition, nor do they rely
in any way on the chemical changes that result from the isolation of a particular section of DNA.
Instead, the claims understandably focus on the genetic information encoded in the BRCA1 and
BRCA2 genes.”

" Myriad BUFRRIANEIELMEERR SV 230 - TRIRIR 7B DNA g B 70 e A= iy (L 54
{EAER - FHE - B2 KIEEE 5 BRCAL Fll BRCA2 E:AfRISHLEEE - |

That characterisation, so far as it emphasises the focus of the claims on genetic information, is ap-
plicable to the claims in this case and, contrary to the view of the Full Court, should be accepted.
e B2 <2 R e RIE AR Ry B RIS 2R 1 (REBREREL ERRFEEMIS) » HaEAIRA
ZEHIFERIA

p.42/ paragraph91
Ms D’ Arcy also engaged with the finding by the Full Court that the isolated nucleic acids were

patentable as  “an artificially created state of affairs” . Engaging with that criterion in this case
places the question of patentability in too narrow a frame. It invites debates about the application
of categories such as  “products of nature” versus “artificially created products” which may
be distracting from the central issue, that is whether an essential integer of the claims, the genetic
information, takes them outside the category of that which can be “made” . But even if the cri-
terion of an  “artificially created state of affairs” were to define the area of discourse in this case,
the fact of the existence of the requisite mutations or polymorphisms is a matter of chance. It is
not something “made” .Itis not “artificially created” .

EIRER R BERIRGERR T —(E NRRILERYIRRE | SE AT EARE - D' Arcy Z2 IR
RHFH - ARKEZIT R 220 T AR EHIMERRE - H5[#EG 2 "BREY , 1
8 T N REERE S ) FRNEADE AT 0 5 I RE S M TR - BIEESRIEF L
HISEEERT (essential integer ) SEEHENE - BEFFEA] T A7 ) AVXEAVEGE - BIfE " A
RRILEHIIARE | HURRHERES(E AR S R FLUE P am Y E & - AR R A B 7 1E
B - E N2 T AR ) AR - E N2 T ARATERG ) /Y -

p.42/ paragraph92

There are perhaps two ways of looking at the role of genetic information in characterising the sub-
ject matter of the claims. One way is to say that the chemical formula of any given isolated nucleic

acid is defined, in part, by the sequence of nucleotides which it reproduces and, in that sense, is
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defined by the information embodied in that sequence. Another way is to say that the particular
chemical compound embodies and conveys the information. The latter approach gives the priority
to the informational aspect which its importance to the utility of the claimed invention warrants.
AT AR U B S AR N E RS SRR PE A - — R G =03 - (EfFG
TER T HERE R - HALSR A I i E R EIZ HBRFPS IR E R0 EER L - e
PP ERTER - S5— U - FreE L &P Rsi ol (URRZ 8
RS - A CEEEE > B LRGSR A Z2EZEN -

p.43/ paragraph93

When proper regard is paid to their emphasis on genetic information, the subject matter of the
claims lies at the boundaries of the concept of “manner of manufacture” . That it does lie at the
boundaries is further evidenced by the odd consequence that if the claims are properly the sub-
ject of a patent, the patent could be infringed without the infringer being aware of that fact. That
consequence coupled with the very large, indeed unquantified size of the relevant class of isolated
nucleic acids, all of which bear the requisite information, raises the risk of a chilling effect upon
legitimate innovative activity outside the formal boundaries of the monopoly and risks creating a
penumbral de facto monopoly impeding the activities of legitimate improvers and inventors.
HRMFrRORER R EEE - BGERIEEREYELE T AR T SRS RIBRIH -
Fnkan RKEAMEE B AT BRI - BRRE ATRE R SRR R F R B —E M Ay AR I
tE R RIEERIEE VR (R "B E G0 BEeauEMItTy o ORI N 2R E
Eery R E R (R ELEE ) - AIRES [EE b AT iE 8l SR E - &
EEEETHEEE [ (de facto) HYEF2 (penumbral) - IHBEEEINE M EEHHIT R -

p.43/ paragraph94

Although it may be said in a formal sense that the invention as claimed, referring to isolated
nucleic acids, embodies a product created by human action, that is not sufficient to support its
characterisation as a manner of manufacture. The substance of the invention as claimed and the
considerations flowing from its substance militate against that characterisation. To include it
within the scope of a  “manner of manufacture” involves an extension of that concept, which is
not appropriate for judicial determination. Further, to include this class of claim within that con-
cept would not contribute to coherence in the law as was the case in Apotex. Nor do Australia’ s
international obligations and the differently framed patent laws of other jurisdictions, which were
referred to earlier in these reasons, support the conclusion that this class of claim should fall within
the concept.

@REEPAERL - B BEZRRHR N RSN B AT RELAES -
RNRUSZFRFHE A E GARHE - R ERAEEVAE - IRBEEANEES
W ERER - FEHEAFERZRE - REA T EETA ) BEEE 2SR
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MASE S BB ARRE - FE - Rz KRS EZM SN - B E 8 Apotex —
E—IRA B2 - ST - RN B ik e s R AR R R T A E A
SRR R KIEEE BT & E B A o

p.43/ paragraph95

The invention as claimed in Claims 1 to 3 does not meet the requirement of s 18(1)(a) and the ap-

peal should be allowed.
EIRAREHEHRIEERIA 1 £ 3 PRFEAESS 18(1) () RZZEMF - FEHERTA LF -

p.43/ paragraph96

The following orders should be made:
FELERL Tt AR -

1. Appeal allowed.
1. _FERUERT -

2. Set aside paragraph 1 of the order of the Full Court of the Federal Court of Australia made on 5
September 2014 and, in its place, order that:

2. TR A Be AR L 2014 52 9 H 5 HERRHYHAIREE — B » MAERLIEH LA H)
R

(a) the appeal be allowed; and
(a) EFFAERT 5 DAk

(b) paragraph 1 of the order of Nicholas ] made on 15 February 2013 be set aside and, in its place,
order that claims 1, 2 and 3 of Australian Patent No 686004 be revoked.

(b) fl#H Nicholas X 2013 £ 2 H 15 HERLAIRAYEE —EZ > AR L AR FA] 686004
Bian KM 1~ 2 DUK 3 R
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