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The Supreme Court decision$anofi-Aventis v. Apotex, 2008 SCC 61 Ganofi”) came
out about a year ago on November 9, 2008, sostdgyood time to evaluate what its

effect has been so far.

The tests for anticipation and obviousness seinotlte decision are now well known and
inevitably cited by lower courts dealing with ampi@tion, obviousness or selection
patents.Sanofi has effectively superceded tBeloit' decision, invariably cited
previously by Canadian courts in anticipation oviobsness cases.

At the hearing, the judges seemed particularlyr@stied in whether the law of
obviousness should be revisited, | thought. Bytremt, they seemed in general
unsympathetic to arguments that the selection pdtatrine should be changed or
dispensed with because it permitted impermissibéegreening. The appellant Apotex,
having only an hour, never addressed obviousnesslrsubmissions, although

obviousness was of course dealt with in their factu

| brought up obviousness in my ten minute oral arent on behalf of an intervener
Canadian Generic Pharmaceutical Association (“CGP¥arious judges seemed
interested, and Justice Rothstein seemed struthebiact that if the lower courts were

correct in saying “obvious to try” was not the lalMCanada, then there was a clear

! Beloit Canada Ltd. v. Valmet Oy, [1986] F.C.J. No. 87, 8 C.P.R. (3d) 289 (F.C(ABeloit")
2 All | was allowed!



discrepancy between Canada’s law and that of thekukKthe US, as exemplified by the

KSR decision (which the UK courts had said was simitespirit to their own law).

In its submissions, Apotex and CGPgought to put to rest the line of cases cited by
Justice Shore below as to the test for obviousn€hss line of jurisprudence, originating
with Fox on Patents, was to the effect that if the notional skillednker must do any
testing, then the invention cannot be obvious.tiarmore, Justice Shore cited the
various cases that said that the “worth a try” tieshe UK cases is not part of Canadian

law.

CGPA also attacked tHgeloit test as outmoded. Justice Hugessen’'s famous witirds
[the test for obviousness] is a very difficult tessatisfy”, CGPA submitted, direct the
court to adopt a subjective mindset pre-disposeaitd the patentee, rather than an

objective test that balances the concerns of ttenpee and the public.

The Supreme Court indeed held that the lower coariplication of the test for
obviousness was “too restrictive and rigid,” anat thn “obvious to try” approach was
appropriate in some cases. However, the courtpaitsaded language that went the other
way, for example, that it must be more or less-eeifient or that what is being tested
ought to work, and that to be obvious somethingtrhasvery plain”.

The court also re-visited the test for anticipatiarguably making it easier to meet.

Although Sanofi is applied in all the cases discussed below,dtffgult to say whether it

has changed the balance in patent cases as aplacétter.

Most of the cases decided sirfgmofi clearly would have gone the same way if the
Sanofi decision had never come down. Possibly, one canglde one or two might have

¥ KSR International Co. v. Teleflex Inc. et al., (2007) 127 S.Ct. 1727 at 1739, 1748R")
* The portion of CGPA factum in the Supreme Couslithg with obviousness is set out as Appendix “A”.



come out differently withouBanofi, but there is no case so far as | know where dlet

expressly says so.

It is perhaps arguable that Madam Justice Snydecssion invalidating the ramipril
patent, which turned heavily on the obvious todogtrine, might have gone the other
way at least with respect to obviousness, witt8anbfi. Her decision in the somewhat
similar perindopril case, decided bef@anofi, did go the other way (the patent was not
invalid as obvious). But there were other grouoidattack, in particular, lack of sound
prediction, and there were some important factisinttions as to obviousness between

the cases, as Justice Snider herself pointed dwdriramipril reasons.

Court decisions are always dependant on their,faotattempting to determine the effect

of a particular decision on subsequent casesdswfse speculative.

Summaries and some commentsSanofi, three subsequent Federal Court of Appeal

decisions, and various lower court decisions, atr®st below.

The Sanofi decision

The appeal arose out of a proceeding undePatented Medicines (Notice of
Compliance) Regulations (*“PMNOC Regulations’) involving patent 1,336,777 (the “777
patent”). (Because a decision underPMNOC Regulations is not determinative, there

is an Apotex impeachment action now under way vé#pect to the same patént.

The 777 patent claims a dextro-rotary isomer, kismwn as clopidogrel, which has
beneficial properties over the known racemate hedther isomer, namely, better
efficacy and lower toxicity. A racemate is a salnse containing equal amounts of two
optical isomers known as enantiomers i.e. a racematn equal mixture of two

molecules which are identical except one is a mimage of the other. The 777 patent

® Federal Court action no. T-644-09. Sanofi-Syrethelsues for infringement of the 777 patent in B-93
09.



also claims the bisulfate salt of clopidogrel.

A prohibition order had been granted by Justicer§hend then upheld in the Federal
Court of Appeal.

Essentially, Apotex argued that there was doublerpi;ag over Canadian patent
1,194,875 (the “875 patent”), which claimed theeraate, disclosed the racemate could
exist in the form of two enantiomers, and alsomkd the enantiomers. However, the

875 patent did not teach how the isolate the eoarais, or which was better.

Apotex also argued that the 777 patent was obwbegause the separation of the two
enantiomers involved non-inventive techniques, \kethwn in the art as of the relevant
date in 1986. Although a person skilled in thevastild not know ahead of time which
separation technigque would work, he or she woutdyaaut the known techniques until

one did work, as matter of common practice, scetivas no inventive step.

Anticipation The SCC in unanimous reasons written by JuRa#stein held that the
application judge below “overstated the stringeatthe test for anticipation.”
(paragraph 23). Citing the decision of the UK Hoo$ Lords inSynthon (paragraph 24
— 25), the Court set out two requirements to teeftg anticipation: (1) the prior patent
must disclose subject matter which if performedieawould infringe the patent, and (2)

there must be enabling disclosure.

For the purposes of determining if there was engldisclosure, some trial and error is
permitted; the question is whether the skilled addee would be able to work the
invention (see paragraphs 26 — 30, discussion @clBsure” at paragraphs 31 — 32,
“Enablement” at paragraphs 33 — 37, including tedigour non-exhaustive factors to be
considered in determining if there has been engldisclosure, at paragraph 37).

Applying the law to the facts, the Court held ttied prior art 875 patent did not disclose
the invention because a skilled person readin@tepatent would not arrive at the



invention in the 777 patent (paragraph 39), andlevoat have known of the beneficial
properties of clopidogrel i.e that it was less tofpgaragraph 40 - 41), although Justice
Rothstein acknowledged that a person of skill waxgect that one enantiomner would
be superior in efficacy to the other.

Although the first step in establishing anticipatigrior disclosure of the invention, had
not been established, the Court nevertheless nwade sbservations about the facts with
respect to the second requirement, enablemerguidance in the future. Although
some trial and error is permitted, the investigatione by the inventor to find
clopidogrel was beyond the permitted amount; itlieed extensive investigation over a

period of months.” (paragraph 42 — 48).

Obviousness The application judge below, Justice Shore, egected the “worth a try
approach” as not permitted under the test for almness in thBeloit case (paragraph
52). However, the Court said the judge appliedésefor obviousness in too restrictive
and rigid a manner (paragraph 61 — 63, 82), cihiotln US and American case law as to
obviousness. In particular, the Court quoted B@7XSR decision of the US Supreme
Court, which calls for flexibility in assessing abusness, and held that if there are a
finite number of identified predictable optionsdgmerson of skill has reason to pursue
the options within his or her grasp, the result thayininventive. In such a case, the fact
that a combination was “obvious to try” might edistbthat it was obvious. (paragraph
58). Justice Rothstein noted a similar approachédobvious to try test” had been
adopted in the UK and that “the convergence of é&thKingdom and United States law
on this issue suggests that the restrictivenesswhich theBeloit test has been

interpreted in Canada should be re-examined.” (apdn 60).

However the “obvious to try” approach must be apph®d cautiously. It is only one
factor. Itis not a mandatory test. Mere posgibthat you will find something is not
enough. It must be “more or less self-evident Wizt is being tested ought to work.”
Mere possibility that something might turn up i¢ anough. The answer must be “very

plain.” (paragraphs 64 — 66) Factors to be useapplying the “obvious to try” test



include the motive to find a solution to the praobléhe patent addresses, the number and
extent of the possible avenues of research, tloetéfivolved in pursuing them and the

expectation of success (paragraphs 59, 64).

Four steps are to be used in analyzing obvioustedss) fromWindsurfer, the standard

UK case (paragraph 67). In areas such as pharteadsuywhere advances are often won
by experiment, the obvious to try approach maygm@priate (paragraph 68). Other
“Obvious to Try Considerations” are set out at gaaphs 69 — 71.

The invention was not obvious. The prior art 8@%ept did not teach the advantages of
clopidogrel. Although there were known methodsesting the enantiomers, it was not
self-evident to try them. The investigation wasolpnged and arduous”. Nothing in the
875 patent provided a motivation to pursue thei@véntion. Sanofi spent months
investigating the racemate up to the point of chhirials (paragraphs 72 — 91). The
invention was not “obvious to try” because it was self-evident what the properties of
the enantiomer would be, and the investigation &g time (paragraph 92).

Double patenting Although the Court noted that evergreening isitmificant concern”

(paragraph 97), it largely upheld the selectiorpttoctrine. Selection patents
encourage improvements in that the inventor selbds of the subject matter of the
original genus patent because that bit does sontethiferent and better than what was
claimed in the genus patent.” (paragraph 100) 8ttepatent claimed 250,000 possible
compounds, and said they all work. It was latenfbthat in fact they did not all did
work as promised. “That information is valuabl@éaragraph 104). The SCC agreed
with Apotex that the emphasis must be on the clamasthe disclosure in evaluating
double patenting (paragraph 108), but found thard¢evant claims of the 875 genus
patent and the 777 patent were not “contermindus”did not claim the same invention,
and were “patentably distinct.” The inventions avdifferent (paragraph 110) because
the genus patent claimed a vast range of possibigaounds, whereas the 777 patent
claimed only the dextro-rotatory isomer, clopiddgaad disclosed that it had beneficial

properties (paragraph 111 — 115).



How hasSanofi been interpreted by the lower Courts in pharma cass?

Federal Court of Appeal

The Federal Court of Appeal has considegaabfi in at least three decisions, upholding

the lower court in all three.

In the perindopril case, the FCA upheld Justicedgnyg decision that the patent was
valid and infringed. The FCA also decided two appérom PMNOC cases. Prohibition

was granted in one (sildenafil) but not the otlotar{thromyxcin crystal form).

Although Justice Snider’s decision on perindoprisvdecided beforganofi, the FCA

commented that her reasons were consistent witprtheiples inSanofi.

The sildenafil case is of interest because theappeed largely on the argument, which
the FCA rejected, th&anofi had changed the law of obviousness such thatdusti

Mosley’s lower court decision of granting prohibiishould be overturned.

In the clarithromycin appeal, the FCA upheld Jestiughes’ decision, the first lower
court decision applyin§anofi, which had appeared just a day or two beforedhet
court hearing. Justice Hughes had dismissed thicapon, finding the allegation of
anticipation and obviousness was justified. TheeF@dCourt affirmed on anticipation,
rejected argument the patent was a selection patedtdid not go on to consider

obviousness.

The three cases are summarized below.

The perindopril case: Apotex v. ADIR, Servier, 2008 FC 825, aff'd 2009 FCA 222



The Court of Appeal dismissed Apotex’s appeal atida Snider’s decision at a trial in
which she found Canadian Patent No. 1,341,196 aadinfringed.

Claim 1 claimed a class of compounds describelardisclosure as useful in reducing
the activity of enzymes responsible for hypertemsiocardiac insufficiency. Claims 2, 3
and 5 were dependant, each claiming a restricsss$ df the compounds in claim 1.

Claim 5 claimed perindopril, an ACE inhibitor, aisl pharmaceutically acceptable salts.

The obviousness analysis is set out at paragrap® ©f the FCA decision. The panel

noted:

The question of obviousness is largely a factugliiry. The trial judge
applied the framework articulated Janssen-Ortho. Subsequently, the
Supreme Court of Canada issued its decisidaiofi. TheJanssen-
Ortho framework is not inconsistent with that descrilre&anofi.
Therefore, the trial judge’s factual determinatians equally relevant
to theSanofi analysis.

Apotex argued Justice Snider erred in directingotndousness inquiry to the claims of
the 196 Patent and as a result rejected what sobodure taught. If she had construed
the entire specification she would have concludhed the invention is a class of
compounds described in the General Formula I. Ot of Appeal relied in part of the
Sanofi decision in rejecting this; the question of obwpess should be determined by

reference to the claim.

Justice Rothstein stated [Banofi], at paragraph 67, that the second
step is the need to “identify the inventive conoefthe claim in

question or if that cannot readily be done, comstrd

The Court found that it was open to Justice Srtiol@onclude that it was not obvious to a
skilled person to design an ACE inhibitor with atpalroindole carboxylic acid moiety

at the C-terminus or a linear alkyl group at théeNminus. The Court noted that Justice



Snider’s determinations were consistent with thenework of obviousness set out in
Sanofi.

The Federal Court of Appeal also rejected argumthiatisJustice Snider erred as to first
inventorship, lack of utility, sound prediction,dagertain corrections to the claims made

by the patentee.

The sildenafil case: Pfizer v. Apotex, 2007 FC 971, aff'd 2009 FCA 8

This was a case under the PMNOC Regulations comgesiidenafil, better known as
VIAGRA. The best way to summarize the Apotex alliggn of obviousness is perhaps
to quote the UK Court of Appeal, holding the eqleva patent invalid as obvious,
including its narrower claims to sildenafil: “Anybp who read Rajfer and Murray would
have realized that PDE inhibitors were likely todffective in treatment of [erectile
disfunction]. There was nothing inventive in tryithem out for that purpose. The work
to identify those that worked was routine, andng avent, it was conceded that the

screening process did not involve inventién.”

Justice Mosley, prior to the SCC decisiorsamofi, concluded as follows on the
obviousness issue: “Keeping in mind the strict reaf the obviousness test, ... what
emerges is a picture of a field of rapidly advaga@eience which led to the discovery but
did not directly point to it....At best there was spkation, which in hindsight proved to
be correct, that PDES5 inhibitors might treat impat ... the most that could be said is
that at the priority date is that it would be 'wo# try’” (paragraphs 123, 125, 126).
[Emphasis added].

At the appeal, Apotex argued that Bamofi decision “brought a fundamental change to
the jurisprudential approach to obviousness in Gary incorporating the ‘worth a try’

test into Canadian law.” Justice Mosley shouldefae be overturned.

® Lilly Icos Ltd v. Pfizer, [2002] E.W.J. No. 77, paragraph 52.
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The Federal Court of Appeal agreed that the ap@teptest to apply in Canada is the
“obvious to try” test (paragraph 28). However, &osolution to be “obvious to try” it
must be very plain or the invention must be morkess self-evident (paragraphs 27 and
29). The possibility that something might worki®worthwhile to pursue does not meet
the “obvious to try” test (paragraph 45).

The test recognized [iBanofi] is "obvious to try" where the word "obvious"
means "very plain". According to this test, an imien is not made obvious
because the prior art would have alerted the pes&dled in the art to the
possibility that something might be worth tryincheTinvention must be more
or less self-evident.

The Federal Court of Appeal found that Justice Mgsldecision may not have used the
words “obvious to try”, but his analysis was indiwith Sanofi. Justice Mosley did not
err when he looked for evidence that the inventias more or less self-evident and
rejected any argument that the invention was olsvimsed on mere possibilities or

speculation (paragraphs 30, 36 and 37).

The Court of Appeal also noted that the obvioustestsapplied by Justice Laddie in the
UK decision is broader than the test adopted bystngeme Court of CanadaSanofi.
The test applied by Justice Laddie will be met wtrenprior art indicates that something
may work and it is an avenue of experimentationtivpursuing. This is not the case in
Canada where the obviousness test will only bewhen there is evidence that the

solution was more or less self-evident.

The clarithromycin crystal case:Abbot v. Sandoz, 2008 FC 1359, aff'd 2009 FCA 94.

The FCA dismissed Abbott’'s appeal of Justice Hugtiesision dismissing a prohibition
application. Sandoz alleged that claim 5 of Camadlatent No. 2,386,527 (the “527

patent”) was invalid for anticipation and obviousse

The only claim in issue, claim 5, claimed the ukelarithromycin Form I, for the
treatment of bacterial infections in a host maminalpplying the Sanofi decision, and
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the UK Synthon test, Justice Hughes held the allegation justified claim 5 was
anticipated by the US 602 patent which disclosedderystallization of clarithromycin
to Form I. The 602 patent was also enabling becduescribes clarithromycin, its use,
and how to make it in a crystalline form that isd (although no one at the time had

identified or named Form I, but this was irreleyant

Abbott argued on appeal that that this was a setepatent case, relying @anofi.

Justice Hughes erred, argued Abbott, in finding theam 5 was anticipated because the
602 patent failed to disclose the special advamstéige improved bioavailability and
significant formulation advantages) of Form | of#@rm Il. Justice Hughes should have

considered these special advantages to be essdatiants of claim 5.

The Federal Court of Appeal rejected this. Claipr&@perly construed includes the use
of Form | in mixture with other forms of clarithrgmin such as Forms 0 and Il. Given
that claim 5 covers the use of clarithromycin wheereery small amount of the

clarithromycin is Form |, the increased solubilifiyForm | was not an essential element.

The FCA found it unnecessary to consider obviousaes non-infringement, and

dismissed the appeal

2 Federal Court decisions applyingsanofi

There were at least seven lower court cases whereéeicision considered or applied
Sanofi, turning on such issues as anticipation, obviossioe double patenting, or a

selection patent argument.

Three decisions arise from patent actions: thepahtase mentioned above, where the
patent was held invalid as obvious by Justice $ntte amlodipine decision of Justice

Hughes where a selection patent was held invalidasious grounds, and the recent
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cefaclor case, where Madam Justice Gauthier heldusaprocess patents to be valid and

infringed.

a. Trial decisions

The amlodipine besylate caseRatiopharm v. Pfizer (T-1712-07), 2009 FC 711

Justice Hughes found that claim 11 of CanadianrPate. 1,321,393 (the “393 Patent”)
was invalid on various grounds. Claim 11 claimueel besylate salt of amlodipine.

Amlodipine was already known.

The prior art disclosed pharmaceutically acceptableforms of amlodipine, and named
several, although not besylate. Besylate was krasya potentially useful salt in

developing pharmaceuticals.

At paragraphs 158-173, Justice Hughes found tleasekection of the besylate salt of
amlodipine was obvious. The inventors tried a neinds salts including the besylate salt
through a well known process called a salt screefew of the salts screened, including
the besylate, were good enough, so they stoppedgesiustice Hughes found that a

person skilled in the art would have every reasaiest the besylate salt.

Justice Hughes dealt with the argument that thenpatas selection patent, and therefore
valid at paragraphs 174-180. He said that “an gitémcreate a special category for
‘selection’ patents is really nothing more thanaywf approaching an issue of
obviousness” [paragraph 175]. However, if sucltegory exists, Justice Hughes found
that the 393 patent is not a valid selection pat@iie evidence and the patent fail to
support the claim that the besylate salt of amloeijs sufficiently superior to the other
salts such as the tosylate or mesylate salts soraake it “unique” or “outstanding” or

“particularly suitable”.
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The patent was also held invalid for lack of wilinsufficiency, and failure of the

patentee to make proper disclosure to the patéoeafnder s. 53(1) of theatent Act.

The ramipril case: Sanofi-Aventisv., Apotex, Novopharm, 2009 FC 676

Justice Snider dismissed Sanofi’'s infringementastiand found that certain claims of
Canadian Patent No. 1,341,206 (the “206 paten€&)raralid for lack of sound prediction
of utility. In the alternative, Justice Snider falthat these claims are invalid for

obviousness.

Claims 1, 2, 3, 6 and 12 of the 206 patent clanboxyalkyl dipeptides compounds
such as ramipril. In general, the compounds otthens in issue are very similar in
structure to enalapril except that the proline grotienalapril is replaced with a
spirocyclic or bicyclic ring structure. Claim 12aghs several stereocisomers of a
carboxyalkyl dipeptide compound containing a 5&yblic ring and five chiral centres.
When all the chiral centres are in the S-configara the compound is ramipril (see
paras 79-118 and 138 for claim construction). tideiSnider found that the 206 patent
promised that the claimed compounds would havéyuitil both ACE inhibition and
reduction of high blood pressure (i.e. use as gpéhensive agents) (see paragraphs
119-137 for Justice Snider’s analysis on the preroighe patent).

Justice Snider dealt with lack of sound predicabparagraphs 142-259 of her decision.
The 206 Patent was invalid because there was wemrse in the 206 patent or otherwise
for a person skilled in the art to soundly predicthe Canadian filing date that the
claimed compounds could be used as ACE inhibitodsaatihypertensive agents. Also
the patent failed to disclose facts and reasomrgptindly predict the utility of the

invention.

In the alternative, Justice Snider dealt with obgiwess at paragraphs 260 — 320.

Applying the test irfanofi, she noted that
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As | see it, the term “general knowledge” is notnsach the “forest of art” or
list of documents, publications and patent appbcest Rather, it is the
knowledge that emerges from this prior art and iwbiesuch knowledge would
have been generally known. When the art referrecbyothe parties is
examined, it is clear that there are some genleemhés that emerge that would

come to the attention of our person skilled in dnie All of the art referred to

by the Defendants and their experts is in the f@fldACE inhibition, unlike

Perindopril, above, where some of the art was in relationoim-ACE research

and development. The skilled person, in this casassessing the information

described by the parties, would not be asked tenexhis research beyond the
ACE inhibition field

A person skilled in the art would have been highlgtivated to come up with a new
ACE inhibitor and in particular motivation to degplnovel analogues of enalapril. The
disclosure by Merck at a conference and in subsequélications established that
enalapril was the new standard in ACE researchlzatcan all S-configuration on the
enalapril backbone is preferred. There were sépeiaications in relation to the drug
captopril that would teach a skilled person thatgioline ring of enalapril could be

replaced with other structures and still maintaitivaty.

Prior art made it obvious to try substituting a-bi&yclic ring for the proline ring:

From this point,_it is more likely than néhat the skilled person would be

motivated to try various fused-ring structuresckreowledge that having to try

every size and shape of fused rings would be exsiedifficult for the skilled

person The syntheses involved are, as | have learnetisntrial, not simple

However, in my view, some of the prior art wouldséded the skilled person

quickly to trya 5,5 bicyclic ring structure.

She concluded that it would have been more ordevident that a 5,5-bicyclic ring

substituted for the proline moiety of the enalaprdlecule would have worked:

[315] Having reviewed all of the evidence presented am dhestion of

obviousness, | am persuaded that the 5,5 bicyalig substituted for the
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proline ring on the enalapril backbone would haeerbobvious to try. This is
not a case where “the prior art would have aletiedperson skilled in the art
to the possibility that something might be worthirtg” (Sldenafil, above, at

para. 29). On these particular facts, | am satdfiat the invention of ramipril,

as embodied in Claim 12, was “more or less setl@wi’.

[316] This is not to say that the skilled person would also have tried
synthesizing and testing a 6,5 bicyclic ring moietyther configurations on an
enalapril backbone. | do not know. But, even ittisahe case, the existence of

more than one possibility does not automaticallyclédke the possible

obviousness of any given option.

[317] The final question that would be asked of our nwicskilled person is
whether it was obvious that the 5,5 bicyclic ring an enalapril backbone

“ought to work”. 1 think that the answer to thatesgtion is a qualified “yes'lf

Dr. Bartlett is correct that, on the basis of hipéce” theory, one could soundly

predict that a 5,5 bicyclic ring on an enalaprickiaone would work, then a

skilled person would expect that compound to hastévigy. If the theory is

applicable and available to the Schering scientistee no reason why it was
not available to the person skilled in the art.

Justice Snyder also noted “[t]he effort, nature amibunt of effort required to achieve
the invention would not be insignificant. Howeverthere were known methods of
synthesis available to the skilled person to makparate and test the targeted

compounds.”

The cefaclor caseEli Lilly v. Apotex, 2009 FC 991.

Several patents were at issue claiming processestasnake a key intermediate in
making cefaclor, a known antibiotic. There werewn ways of making cefaclor; the
patents related to a less expensive process. Apogeied it did not infringe, because the
processes had been carried out outside Canadar akftextensive analysis of the
Sacharrine doctrine, the court rejected this argupand held at least one claim of all the
patents to be infringed.



16

Apotex argued the patents were invalid on varigosiigds including obviousness. The
issue was whether it was obvious to use variousvknchemical reactions on certain

compounds in order to achieve certain results.

A prior art article, the Rydon taught the use tieaane solvent to carry out the reaction,
but the patents claim the use of an aromatic adeadated hydrocarbon solvent. Justice
Gauthier found the Rydon Article teaches away fthenclaimed solvent and therefore it
is not self-evident that an aromatic or halogenatgttocarbon solvent could be used to
carry out the reaction. In addition, Justice Geutfound that practicing the method
described in Rydon with the benefit of technologsctbsed in the prior art (i.&'P

NMR) would not make the invention obvious.

Arguments that the patents were invalid for lackitilfty, lack of sound

prediction/inoperability, deficiency of specificati and ambiguity were also rejected.

b. Prohibition decisions under thePMNOC Regulations

Besides these three trial decisions, there amast kix decisions under tR&INOC

Regulations that apply or turn in some way on t&anofi decision.

In three of those, the escitalopram cases (alt @eti in one decision), the
clarithromycin XL case and the oxycodone casegatiens of obviousness were held

unjustified, and prohibition was granted.

In two other cases, raloxefene and cefepime, betiddd by Justice Hughes, the court
dismissed the prohibition application finding thkegation justified that the patent was

invalid as obvious.

The escitalopram casestundbeck v. Genpharm, Lundbeck v. Apotex and Lundbeck
v. Cobalt, 2009 FC 146
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Justice Harrington granted a prohibition orderacteof three proceedings, heard before
him separately, but one after the other, and aa#itin common reasons. Lik&anofi,

the case was about an enantiomer.

Justice Harrington held the patent at issue was selection patent, however, he held, if
it was a selection patent, he would have held llegation justified that it was invalid.
This implies the validity of a selection pateng®verned by different, perhaps tougher,
rules than other patents.

Escitalopram is the S-enantiomer of the racematdopram, a known compound. The
three respondents alleged that Canadian Paterit,B@9,452 (the “452 patent”) claimed
a selection from a prior genus patent, but wasaalid selection patent because no

unexpected or unknown benefit over the genus datied in the 452 patent.

The court held the patent was not a selection paesause it did not meet the two part
test for anticipation irganofi. In particular, there was no prior disclosurkthé subject
matter of the prior patent were performed, the maate would be produced, not an

enantiomer. A claim for the racemate is not anclfor the enantiomer.

Justice Harrington said, however, that if he isvgrand the 452 patent is indeed a
selection patent, it is invalid because there wamdication that escitalopram had any
other desirable or surprising traits over the gerfescitalopram was at most twice as
potent as citalopram, which is not sufficiently pected to serve as the basis of a
selection patent.

With respect to obviousness, Justice Harringtonieghphe four part test iBanofi. The
differences between the prior art and the inventmecept were not obvious. There was
considerable time and effort spent by Lundbecksohating the enantiomers of
citalopram [paragraphs 91-101]. Even if it webious to try to resolve escitalopram, it

was not self —evident that what was being triechbtig work.
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The 452 Patent was not anticipated because theatidisclosing the racemate did not

disclose the enantiomer.

The oxycodone casePurdue v. Pharmascience, 2009 FC 726, and the clarithromycin
XL case: Abbott v. Sandoz, 2009 FC 648

Two cases (oxycodone, and clarithromycin XL), dedithy Justices Harrington and
Heneghan respectively, involve patents on usingvknslow release excipients to
produce sustained release formulations havingiogstearmacokinetic profiles in bio-
studies. In both, prohibition orders were grantedthe basis that it was not self-evident
that was being tried ought to work, and investmatyy the skilled person would have
been arduous. If there is routine testing ofa &and error nature to be done, using
various amounts of a sustained release agentugitha person of skill cannot predict the
outcome of each particular bio-study, should tiwemion be obvious? Both courts said

no.

The cefepime caseBristol-Myersv. Apotex, 2009 FC 137

Justice Hughes dismissed the prohibition applicategarding the drug cefepime and
Canadian Patent No. 1,298,288 (the “288 Patertliktice Hughes found the allegations
justified that claims 2 and 3 of the 288 Patentenavalid for obviousness and double
patenting.

The 288 Patent claimed several crystalline addsalts of cefepime, purportedly more

temperature stable compared to the known form fejpome.

Two pieces of prior art, a U.S. patent and a Gpegknt, disclosed the crystalline
dihydrochloride salt and its temperature stabiltyich taught everything that is essential
in claims 2 and 3 except to identify that the hyidraof the crystalline dihydrochloride
as a monohydrate. [paragraph 157].
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Applying the test irBanofi, Justice Hughes held it would have been obvioasttte

monohydrate form of the crystalline dihydrochloratgd addition salt had temperature
stability. The 288 patent only discloses one §itgliest. No other comparison is made
to other hydrated forms of the same salt or difiesalts [paragraphs 159 and 163]. It
would be more or less self-evident that if a téshe members of the class were done,

one would be better than another.

Justice Hughes rejected with Bristol-Myers’ arguirtbat the facts were similar to the
case inSanofi, and in effect the patent should be saved bedauses a selection patent.
In Sanofi, he noted, the patent went into great detail om twoseparate the enantiomer
and provided data showing the superiority of thengilomer [paragraph 170]. In
contrast, the 288 Patent had only one piece ofréfiecting a measurement and did not
say that the superiority of the monohydrate is peeked, nor was evidence put forward

that this would be unexpected [paragraph 171].

Claims 2 and 3 were not invalid for anticipatioright of the 055 Patent, because the
court attached little weight to Apotex’s evidendeesting certain examples in the prior

art.

The raloxifene “impurities” case: Eli Lilly v. Novopharm, 2009 FC 301

Justice Hughes dismissed Eli Lilly’s applicatiorpi@hibit Novopharm from selling
raloxifene tablets until the expiry of CanadiandmatNo. 2,158,399 (the “399 patent”).
The allegation was justified that the 399 paters w&alid for anticipation and

obviousness.

Raloxifene was disclosed in a prior art US patérite 399 patent purported to improve
on the prior art by teaching a way to make ralmefevithout undesirable impurities.

" See alsdli Lilly v. Apotex, 2009 FC 320, also decided by Justice Hughes,iskémg a prohibition case
with respect to the same patent.
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Justice Hughes found that the 399 patent was patail by the prior US patent. Certain
examples in the old patent disclose a purifiedtahyferm of raloxifene hydrochloride.
Novopharm’s experiments replicated the examplespaoduced material with a x-ray
powder diffraction (“XRPD”) similar to the XRPD iclaim 1 of the 399 Patent.

Justice Hughes also found that the 399 Patent tmasus. He found no difference
between the inventive concept and what is disclaséde old patent and a prior art
article, the Jones article. The identificatioruafvanted impurities, and the purification

of materials were all known to a person skilledhe art.
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Appendix A
Excerpt from CGPA factum in SCC &anofi

Obviousness

25. It is submitted that the decisions below exposeutiduly restrictive nature of the

test for obviousness as sometimes applied in Canada

26. Both courts below cited the well-known test for @wmsness in thBeloit case®

The application judge also seemed to apply a o#isteirule that if the evidence shows
the invention was merely “worth a try” to the natad skilled uninventive technician,
the factfinder is thereby precluded from finding thvention obvious, regardless of the
nature of the claims at issue or the circumstarides.application judge particularly
emphasized judicial language rejecting the “Englsbrth a try’ test” as inapplicable

in Canadad.

27. Similarly, the application judge restricted hisessment of whether there had
been inventive ingenuity by finding that if the @@nce shows the notional skilled
uninventive technician required “testing” to arriaethe invention, excluding simple

verification of known information, inventive ingeityiis automatically establishéd.

8 Beloit Canada Ltd. v. Valmet Oy, [1986] F.C.J. No. 87, 8 C.P.R. (3d) 289 (F.C.A))
(“Belait”), Apotex’ B. of A., Vol 1, Tab 12, cited as towabusness at FC Reasons, AR,
Vol 1, Tab 2, paragraphs 75, 78, and at FCA ReagkRsVol 1, Tab 4, paragraph 22.
 FC Reasons, AR, Vol 1, Tab 2, paragraphs 78, iflgd=arbwerke Hoechst AG v.
Halocarbon (Ontario) Ltd., [1979] 2 S.C.R. 929, 27 N.R. 582, 42 C.P.R. (25,1
Apotex’ B of A, Vol 2, Tab 27, anA.B. Hassle v. Genpharm, [2004] F.C.J. No. 2079,
2003 FC 1443 Genpharm”), CGPA’ B of A, Tab 1, apparently referring torpgraphs
112, 113 of that decision. See aBfter Canada Inc. v. Apotex Inc., 2007 FC 971 at
paragraphs 106, 126, CGPA’ B of A, Tab The FCA Reasons, AR, Vol 1, Tab 4,
however, appliedanssen-Ortho Inc. v. Novopharm Limited, 2006 FC 1234 (later aff'd
2007 FCA 217), Sanofi B of A, Vol 1, Tab 9, whicbed not appear to preclude testing
by the notional skilled technician, nor exclude ‘tverth a try” approach.

YFC Reasons, AR, Vol 1, Tab 2, paragraph 78, cBager Aktiengesellschaft v. Apotex
Inc., [1995] O.J. No. 141, 60 C.P.R.(3d) 58 (Ont. G&.) (“Bayer”), aff'd [1998] O.J.
No. 3849, 113 O.A.C. 1, 82 C.P.R. (3d) 526 (C.Apeptex’ B. of A., Vol 1, Tab 9.
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28. It is submitted that in bringing this rigid apprbaio its assessment of the
evidence relating to obviousness, the courts beload.

29. Testing does not automatically equate with invemtidhere is no inflexible rule
in Canada that if the notional skilled techniciaould have had to do testing to arrive

at the invention, an obviousness challenge muist fai

There is no inventiveness in following an obvious avell-charted route using
known techniques and processes involving known @aitipns unless the

inventor encounters difficulties that could not édoeen reasonably expected by a
person versed in the art or overcome by the agjditaf ordinary skill**

30. The restrictive notion that experimentation alwagsates to invention cited in

some Canadian cases appears to derive from a giagbage in Dr. Harold Fox’s text,

11 Apotex Inc. and Novopharm Ltd. v. Wellcome Foundation Ltd., (1998) 79 C.P.R. (3d)
193 at paragraph 243 (F.C.T.D.), varied but nothenissue of obviousness, [2001] 1
F.C. 495 (C.A)), aff'd [2002] 4 S.C.R. 153, CGPADLBA, Tab 3. See alsaventis
Pharma Inc. v. Apotex Inc, 2005 FC 1504 at paragraph 96, CGPA’ B of A, BaMost
recently, the Federal Court of Appeal, describipgricipal factors” to be applied in
considering obviousness, stated: “if commonplacaght and techniques can come up
with a solution, there may be a reduced possilifiti the solution required inventive
ingenuity.” Janssen-Ortho v. Novopharm, 2007 FCA 217 at paragraph 25, heading 5,
Sanofi’ B of A, Vol 1, Tab 9). Testing may be unamtive in the context of the
pharmaceutical industry in which a substantial anmb@di testing is routinely undertaken
by skilled formulatorsApotex v. Hoffmann-LaRoche, (1987) 15 C.P.R. (3d) 217,
Apotex’ B. of A., Vol 1, Tab 5). Experimentation treate a formulation following
known methods is not inventivAgotex Inc. v. Syntex Pharmaceuticals International

Ltd., (1999) 1C.P.R. (4th) 22, 166 F.T.R. 161, CGPA’ B of A, Tab 4). IrBurns &

Russell Canada v. Day & Campbell Ltd., [1965] 48 C.P.R. 207 (Ex. Ct.), CGPA'’ B of A,
Tab 6, the court stated: “The courts have supgisthndard for this hypothetical person
in determining whether or not an invention existshaying that it is or is not ‘beyond the
skill of the calling’ or ‘beyond the skill of theutineer.”” Because the skilled person
would turn to alternative formulation methods ineslier patent and determine whether
each or any of those methods would solve, or at lgassibly solve the problem, the
patent was invalid for anticipatioalthough not obviousness, a result which appears to
highlight the unduly restrictive nature of the diigeloit test for obviousnesStithKline
Beecham Pharma Inc. v. Apotex Inc., 2001 FCT 770 at paragraphs 40, 45 - 51, affd 21
C.P.R.(4) 129, CGPA' B of A, Tab 20).
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The Canadian Law and Practice Relating To Letters Patent for Inventions, 4™ ed.,
1969, p. 70 - 71, which the application judge ensited by underlining?

In order that a thing shall be “obvious”, it must $omething that would directly
occur to someone who was searching for somethiaglpa new manufacture, or
whatever it might be, without the necessity ofliasing to do any experimenting
or serious thought, or research, whether the resdse in the laboratory or
amongst literature.

31. The four cases cited as authority for this statarbgribr. Fox, however, do not
support it, and authoritative cases to the conteaigted in Canada in 1969.No
rationale is offered by Dr. Fox as to why “expermitieg, serious thought, or research”
must automatically be held by the factfinder tostdate inventive ingenuity. It is

submitted such a rigid test cannot be the law.

32. Similarly, the “English ‘worth a try’ test” is nat formulaic test in English law.
Rather, the English test encourages flexibilitypeteding on the nature of the invention
and the circumstances. The cases cited by thecafiph judge for the alleged
universal rule that “the English ‘worth a try’ tég not applicable in Canada, such as
Genpharm andBayer, do not consider English case law in any depth anticulate why
it is unsatisfactory, nor provide any statutorydevice or policy rationale as to why

Canadian law should be different.

33. The expression “worth a try” first arose in Engllalv in Johns Manville.** The
facts were simple: there was a known process. anpwas for the old process using

the new agent. It was held obvious as being "weltktrying out”. Diplock LJ said:

It is enough that the person versed in the art dvagkess the likelihood of
success as sufficient to warrant actual trial.

12 FC Reasons, AR, Vol 1, Tab 2, paragraph 78; F&GRA’ B of A, Tab 24.

13 Ron A. Bouchard, “Should Scientific Research ia tiead-Up to Invention Vitiate
Obvious under the Patented Medicines (Notice of fl@nce) Regulations: To Test or
Not to Test?” (2007) 6 C.J.L.T. 1 at 8-10, CGPAOBA, Tab 25.

1411967] R.P.C. 479, [1967] F.S.R. 327 at 331, CGBAJf A, Tab 11. As noted by
Lord Jacob imAngiotech Pharmaceuticals v. Conor Medsystems Inc., [2007] EWCA Civ
5 at paragraph 39 (16 January 200Angfiotech”), CGPA’ B of A, Tab 2.
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34. Lord Justice Jacob of the U.K. Court of Appeal relyequoted Lord Diplock’s
reasons idohns Manville to make clear there is no formulaic “worth a ttgst in
England. The emphasis is on flexibiliyepending on the nature of the invention and
the circumstances, it may be appropriate for the court to consideadactor whether
the invention was worth a try. The ultimate quasigan objective one: was the

invention obvious?

"Patent law can too easily be bedevilled by lingassand the citation of a
plethora of cases about inventions of differentkinrhe correctness of a
decision upon an issue of obvious does not deppad whether or not the
decider has paraphrased the words of the Act irequarticular verbal
formula. | doubt whether there is any verbal foranwhich is appropriate to
all classes of claims."...

In the end the question is simply "was the invambbvious?" This involves
taking into account a number of factors, for instathe attributes and cgk
[common general knowledge] of the skilled man,dtiterence between what is
claimed and the prior art, whether there is a neofikovided or hinted by the

prior art and so on. Some factors are more impbtteam others. Sometimes
commercial success can demonstrate that an idea g@sd one. In others
"obvious to try" may come into the assessmBuot such a formula cannot itself
necessarily provide the answer. Of particular ingoaze is of course the nature of
the invention itselt> (Emphasis added).

35. ltisinstructive to consider the most frequenibgd test for obviousness in the
England, set out by Oliver LJ Windsurfing:

There are, we think, four steps which require téaben in answering the jury
question. The first is to identify the inventivenocept embodied in the patent in
suit. Thereatfter, the court has to assume the mahthe normally skilled but
unimaginative addressee in the art at the prialde and to impute to him what
was, at that date, common general knowledge iauthi@ question. The third step
is to identify what, if any, differences exist beswn the matter cited as [forming
part of the state of the art] and the alleged itiean Finally, the court has to ask
itself whether, viewed without any knowledge of #ikeged invention, those

15 Angiotech, at paragraphs 44, 45, CGPA’ B of A, Tab 2.
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differences constitute steps which would have lmmmous to the skilled man or
whether they require any degree of inventibn.

36. Windsurfing has been applied in a pharmaceutical patent nasenanner which
makes clear that whether the “worth a try” or “ains to try” approach is appropriate

depends on the nature of the invention and suriiagrfects.

The fourth step [in th&Vindsurfing test] is to consider, without knowledge of the
invention, whether the difference between the paibiand the invention of claim
1 was obvious. In my view it was. Anybody who réadrray and Rajfer would
have realised that PREhibitors were likely to be effective in the ttegent of
MED. There was nothing inventive in trying them éwutthat purpose. The work
involved to identify those that worked was routarel, in any case, it was
conceded that the screening process did not invoixention ...

What would have been obvious will depend on alldineumstances. As | said
Norton Healthcare Ltd v Beecham Group Plc CA (unreported) 19th June 1997.

“When deciding whether a claimed invention is oloxgipit is often necessary
to decide whether a particular avenue of reseaatiimg to the invention was
obvious. In such circumstances the extent of tfferént avenues of research
and the perceived chances of any one of them prayal successful result can
be relevant to the decision whether the inventiamed was obvious.
Whether the subject matter was obvious may deppod whether it was
obvious to try in the circumstances of that patticgase and in those
circumstances it will be necessary to take intmaotthe expectation of
achieving a good resulBut that does not mean that in every case thisidec
whether a claimed invention was obvious can berghéted by deciding
whether there was a reasonable expectation thettsam might get a good
result from trying a particular avenue of reseakdich case depends upon the
invention and the surrounding fachdo formula should be substituted for the
words of the statute. In every case the Court biageigh up the evidence and
decide whether the invention was obviots.”

18 Windsurfing International Inc. v. Tabur Marine (Great Britain) Limited, [1985] R.P.C.
59 at 73 (Windsurfing”), CGPA’ B of A, Tab 22.

7 Lilly ICOSLIc v Pfizer Ltd. (No. 1), [2002] EWCA Civ 1 at paragraphs 52, 57 (23rd
January, 2002), CGPA’ B of A, Tab 13. Contrast@amadian lower court decision
granting prohibition on the Canadian equivalenepaffizer Canada Inc. v. Apotex Inc.,
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37. The Supreme Court of the United States has similatl occasion recently to
remind the Federal Circuit Court of Appeals nobtimg an unduly “rigid approach” to
the assessment of obviousness. “Rigid preventaties that deny factfinders recourse
to common sense, however, are neither necessaey aodcase law nor consistent
with it.” The correct test is expansive and fleribin particular, the lower court was in

error in automatically rejecting the “obvious tg"tapproacht?

38. KSR was recently cited in an American pharmaceutieéépt case involving the

separation of stereoisomers:

Requiring an explicit teaching to purify the 5(8reoisomer from a mixture in
which it is the active ingredient is precisely #wat of rigid application of the
TSM [“teaching, suggestion or motivation”] testthas criticized in KSR...

However, if it is known that some desirable propefta mixture derives in
whole or in part from a particular one of its compots, or if the prior art would
provide a person of ordinary skill in the art witkason to believe that this is so,
the purified compound igrima facie obvious over the mixture even without an
explicit teaching that the ingredient should beasairated or purified’

It is submitted a similar result is appropriatéhe instant appeal.

39. The AmericarKSR decision, incorporating the long-standing testassessing
obviousness iraham,?° is similar in approach to th&indsurfing test as interpreted

in English jurisprudence. In both, the analysiarisobjective oné*

2007 FC 971, rejecting the “worth a try” approagaragraphs 123 — 126, CGPA'’ B of
A, Tab 15.

18 KSR International Co. v. Teleflex Inc. et al., (2007) 127 S.Ct. 1727 at 1739, 1742
(“KSR"), Apotex’ B. of A., Vol 3, Tab 49, pp. 8, 10.

19 Aventis Pharma Deutschland GMBH v. Lupin, Ltd., 499 F.3d 1293 at 1301 (Fed. Cir.
2007), Apotex’ B. of A., Vol 1, Tab 7, p. 7.

20 Graham v. John Deere Co. of Kansas City, 383 U.S. 1 at 17 (1966) (USSC)
(“Graham”): “Under 8103,the scope and content of the prior art are to berakened;
differences between the prior art and the claimssaie are to be ascertained; and the
level of ordinary skill in the pertinent art resetll Against this background the
obviousness or nonobviousness of the subject mattkstermined. Such secondary
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40. TheBedoit decision, almost invariably cited by Canadian t®as the test for
obviousnes$? differs from thewindsurfing or Graham tests in that it offers little

guidance as to the objective factors the factfirsdheruld consider:

The test for obviousness is not to ask what conmp@teentors did or would have
done to solve the problem. Inventors are by defniinventive. The classical
touchstone for obviousness is the technician skihethe art but having no
scintilla of inventiveness or imagination; a panagd deduction and dexterity,
wholly devoid of intuition; a triumph of the lefemisphere over the right. The
question to be asked is whether this mythical areatthe man in the Clapham
omnibus of patent law) would, in the light of thtate of the art and of common
general knowledge as at the claimed date of ingantiave come directly and
without difficulty to the solution taught by thetpat. It is a very difficult test to
satisfy.

41. Far from indicating the factfinder’s analysis ofvadLisness must be objective i.e.
even-handedeloit appears to indicate the factfinder must applyestive analysis;

he or she should be predisposed to find inventigenuity. There must be a complete
absence (“no scintilla”) of inventiveness and inmagjion attributed to the notional
technician skilled in the art (he must be “wholBvdid of intuition”), regardless of the
nature of the technology or the circumstances.efftwt or ordinary innovation may be
attributed to him (it must be shown he “would ... B@ome directly and without
difficulty to the solution taught by the patentThe test is said to be, in general, “a very

difficult test to satisfy.®

considerations as commercial success, long felubswblved needs, failure of others, etc.,
might be utilized to give light to the circumstas&irrounding the origin of the subject
matter sought to be patented.”, CGPA’ B of A, Tab 9

2L Nichia Corp v. Argos Ltd., [2007] EWCA Civ 741 at paragraph 23 (19 July 2007)
(“Nichia”), CGPA’ B of A, Tab 14.

2 Beloit at 294, Apotex’ B. of A., Vol 1, Tab 12, cited bel at FC Reasons, AR, Vol 1,
Tab 2, paragraph 75 and FCA Reasons, AR, Vol 1 4T@aragraph 38.

23 In fairness to Justice Hugessen and the other menab theBeloit panel, nothing in
the reasons indicates that they intended or coaNe lexpected the decision to articulate
the test for anticipation and obviousness citedritually all later patent cases for
decades. Only one authority is cited — on a paietevant to obviousness or
anticipation. Analysis of the case law on antitipaand obviousness may not have
appeared necessary on the facts, because thegeeuned to have no difficulty finding
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42. One judge, well-versed in patent law, has recesttigerved that thBeliot test is
“perilously close to the test for anticipatiof”. This would indeed appear to be the
case, particularly on facts such as those in tbgaim appeal where there is only one

significant piece of prior art.

43. It may be time to reconsider whether the courtstardgublic are well-served by
constant judicial citation of the testBaloit, particularly as applied in the restrictive
manner used by the courts below in this appeat.afds eloquence and familiarity to
patent lawyersBeloit has perhaps outlived its usefulness as a judimihlin assessing
obviousness. Rather than setting out an objeatisiefor assessing obviousndddit
requires that the evidence be weighed by the fatefi subjectively using a mindset in

which the interests of the patentee are to be pezf@ver those of the public.

44. If the “results of ordinary innovation” are not gl&d to exclusive patent rights in
the US for fear that “otherwise patents might stifather than promote, the progress of
the useful arts?®® and the English courts have held the US appraashmiilar to their
own?® Canada’s law as to what constitutes a non-obnitoeention is strikingly

different, if the decisions below are permittecstand?’

neither was made out. Both the plaintiff and de&eridhad obtained, and asserted against
the other, a patent on the same invention. ThelRaand this, among other factors,
meant the defendant could not succeed with an aguthe plaintiff's patent was invalid
for anticipation and obviousness.

24 Janssen-Ortho Inc. v. Novopharm Ltd., 2006 FC 1234 at paragraph 112. Betit

test was nevertheless cited in the affirming reasidrihe Federal Court of Appeal, 2007
FCA 217 at paragraph 23, Sanofi’ B of A, Vol 1, Tab

2> KSR at 1746, Apotex’ B. of A., Vol 3 Tab 49, p. 12.

2 Nichia, at paragraph 23, CGPA’ B of A, Tab 14.

2" 'Yet one looks in vain for any significant diffecenin the definition of “invention” in
Canada’s statute, as compared for example witltBe definition,Harvard College v.
Canada (Commissioner of Patents), [2002] 4 S.C.R. 45, 2002 SCC 76 at paragraph 3,
CGPA’' B of A, Tab 10.
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45. It is respectfully submitted the rigid approachtué courts below is incorrett.
Just as the construction of the patent claims ieiSteasonable and fair to both
patentee and the publi¢®the proper test for obviousness must be objeatieeven-
handed. Potentially useful tools such as the “wartty” or “obvious to try” approach

must be available to the factfinder, if warrantgdte circumstances and the nature of
the invention.

28 The rigid approach which some fact-finders in &mhave applied to assessing
obviousness is perhaps best illustrated by reaagisidns which appear to hold that if the
invention is a selection from a known genus, thelyais need go no further; a selection
patent is “by definition” non-obviousneg¥jzer, supra. note 4, paragraphs 67 — 68, 78.
29 Whirlpool, at paragraph 49(g), CGPA’ B of A, Tab 21.



