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A BRI EF H STORY OF THE CANADI AN PATENT SYSTEM

EXECUTI VE SUMVARY
PURPCSE OF PATENTS
Governnents provide patent rights to pronote econom c growh by
pronoting i nnovati on and the advancenent of scientific and
techni cal knowl edge. By granting rights, governnents aimto
create a business climte that will encourage research and
devel opnent and attract trade and investnent. Statutory patent
rights serve as an incentive to invent, and patentees use these
rights to prevent others frompracticing their inventions.

VWHAT | S A PATENT

In order to obtain a patent, applicants nust submt a fornal
application to the Patent Ofice. The application, which
contains both a description of the invention and clains that
define the scope of protection being sought, is exam ned by
technically qualified patent exam ners in order to ensure
conpliance with the Patent Act. To be patentable, the clained
i nvention nmust be new, non-obvious, and useful, and nust be
directed toward subject matter that is patentable under the
Act. A refusal of the application by the Comm ssioner of
Patents can be appealed to the Federal Court of Canada.

Rl GHTS AND ENFORCEMENT

Patent rights allow a patentee to exclude other from making
using or selling the clained invention w thout the patentee’s
perm ssion, during the termof the patent. A patentee can
enforce these rights by suing an infringer for nonetary
conpensat i on.

Early Patent Systens

Bef ore Confederation, the four existing provinces in what is
now Canada had al ready enacted their own patent |egislation
Patents were granted only to residents, and patentees were
obligated by statute to manufacture patented inventions

| ocally, and inportation of patented products was prohibited.
The early patent systens were designed to encourage the
establ i shnment of l|ocal industry, even to the extent of granting
patents to residents who inported technol ogy i nvented abroad by
ot hers.

At Confederation, authority for patents was assigned to the

f ederal Governnent under the then British North Anerica Act,
1867, and Canada's first federal Patent Act cane into force in
1869.

I nternational Influence

Many of the provisions in the first federal Patent Act, as well
as in the earlier provincial Acts, were nodeled on the first
United States Patent Act of 1790. In particular, Canada



adopted the first-to-invent principle used by the United States
whereby a patent is granted to the inventor with the earli est
invention date in cases where two or nore inventors claimthe
same invention. Subsequent anmendnents were influenced by
practise in both Geat Britain and United States, while nore
recent amendnents have been influenced by the European Patent
Convention (EPC).

In the second half of the 19th Century, an international debate
on the value of patents existed between pro- and anti-patent
forces. However, near the end of the Century, internationa

di scussi ons had reached a sufficiently strong consensus to
conclude the first patent treaty in 1883, the Paris Convention
for the Protection of Industrial Property. Two key provisions
of the Treaty were national treatment that obligated nenber
states not to discrimnate against foreigners, and recognition
by nmenber states of foreign patent application filing dates,
known as convention priority rights. A Secretariat originally
formed to adm nister the Paris Convention was absorbed in 1970
by the creation of the Wrld Intellectual Property Organization
(WPO), which shortly thereafter becane one of the specialized
agencies of the United Nations.

Canada first harnonized its patent legislation with
international practice in 1923, two years before joining the
Pari s Convention. Over the past ten years, Canada has j oi ned
four patent-related treaties concerning: the classification of
patents; the international recognition of m croorgani sm
deposits; international norns for the protection of new plant
varieties; and, an international procedure that facilitates the
obtai ning of patent protection in nore than 100 nmenber
countries, nanely the Patent Cooperation Treaty (PCT).

Conmpul sory Licensing for Foods and Medi ci ne

The 1923 Canadi an Patent Act introduced the first conpul sory

i censing schene for patented foods and nedicines. |t provided
for the granting, virtually as a right, of licenses to

manuf acture patented foods and nedi ci nes i n Canada, w thout
having to prove abuse of the rights under a patent.

In the 1960s, several governnent studies were conducted to
address the high costs of consunmer drugs. Based on
recomrendati ons contained in the studies, the conpul sory

l'i censing provisions of the Patent Act were anmended in 1969 to
allow licenses to be issued for the inportation of patented
medi cines. This had the desired effect of increasing
conpetition in Canada's pharmaceuti cal manufacturing industry,
and hel ped to establish the generic drug manufacturers sector.

In the 1980s, the Governnent sought to increase pharmaceutica
research and devel opnent in Canada by inproving protection for
patented nedi ci nes. The conpul sory |icensing regi me was
amended in 1987 by Bill CG22 to significantly increase patent
protection for medicines. At the sane tine, the Patented
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Medi cine Prices Review Board (PMPRB) was established, with a
mandate to nonitor consuner drug prices, and authority to

i npose sanctions agai nst undue price increases. In 1993, a
second anendnent conpletely elimnated the conpul sory |icensing
schene for patented foods and nedicines, a schene that had

exi sted in Canada for some seventy years. The anendnent al so
strengt hened the renedi al powers of the PMPRB

General Patent Procedure

Over a period of sone 20 years, three nmjor patent studies were
initiated by the Governnment to determ ne how best to amend the
patent systemto enhance its effectiveness in encouraging

I ndustrial growmh. The Royal Conmi ssion on Patents, Copyri ght
and I ndustrial Design was appointed in 1954, followed in 1966
by the Economic Council of Canada Study, and in 1976 a

conpr ehensi ve Worki ng Paper on Patent Law Revision was
publ i shed. Even though there was common ground in the
recommendations of the three reports, particularly in regard to
amendnents to the general procedure for obtaining and

mai ntai ning a patent, no legislative action was taken at the
time.

An opportunity to anend the general patenting provisions of the
Patent Act arose during the drafting of the above-nentioned
Bill C22, and a nunber of procedural anendnments were included
inthe Bill. These anmendnents brought in a series of
fundanment al changes to the general procedure for obtaining and
mai ntai ning a patent in Canada, including the adoption of a

Eur opean-style first-to-file patent system thereby severing a
century old simlarity with the first-to-invent principle,
which is still in use in the United States.

Trade- Rel at ed Agreenents

The concl usion of three trade-rel ated agreenents in |ess than
ten years caused a series of changes to Canada's intellectua
property |laws. Although the Free Trade Agreenent (FTA) wth
the United States did not result in any changes to the Patent
Act, the North American Free Trade Agreenment (NAFTA) and the
Wrld Trade Organi zation (WO Agreenment on Trade- Rel at ed
Intell ectual Property Rights (TRIPS) introduced severa
significant international obligations. Under the Agreenents,
patents had to be nade available for all fields of technol ogy,
and patent rights could not be restricted based on the place of
i nvention or whether a patented product was inported or
manufactured locally. A dispute resolution procedure was put
in place that allows nenber states to chall enge donestic | aws
for non-conpliance with the agreenents.

Patentability of Life Forms

Pat ents on m croorgani sns have been allowed in Canada since
1982, when a decision by the Conm ssioner of Patents granted a
patent for a yeast culture. Protection has not been avail able
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for plants and animals other than the protection provided for
new plant varieties under the 1990 Pl ant Breeders' Rights Act.

However, a 2000 Federal Court of Appeal decision, gave a broad
interpretation to the Patent Act definition of invention and
ruled that it included genetically-nodified, non-human nmanmmal s.
This overturned a decision by the Conm ssioner of Patents,
affirmed by the Federal Court Trial Division, refusing clains
to a genetically-engineered nouse. The Governnent has sought

| eave to appeal the decision to the Suprenme Court of Canada.
Bot h the European and United States Patent Ofices, as well as
patent offices in other industrialized countries, have granted
a patent to what has becone known as the "Harvard nouse”.

The European Patent O fice (EPO decision to grant a patent on
the Harvard nouse was not w thout controversy as nore than 300
organi zati ons protested the decision on ethical and

envi ronnental grounds. |In reaching its decision, the EPO
concl uded that the patent was not contrary to the public order
and norality provisions of the EPC

The Nati onal Bi otechnol ogy Advisory Commttee's 1998 Report
entitled, Leading in the Next MIlennium contains five
recommendat i ons on patent changes that should be nade to
enhance Canada's conpetitiveness by bringing the patent system
inline with its major trading partners. Mst of the patent
recommendat i ons have been either partially inplenmented or are
under consi derati on.

CANADI AN PATENT OFFI CE ADM NI STRATI ON

The Canadi an Patent O fice was established by statute in 1906.
It currently forms part of the Canadian Intellectual Property
Ofice (PO, which is responsible for the adm nistration of
intellectual property |aws on patents, trade-marks, copyright,
i ndustrial designs, and integrated circuit topography.

In order to enhance the effectiveness and use of the patent
system the Patent O fice has inplenmented a nunber of neasures
to nodernize its operations and inprove service to the public
including: a proactive information initiative to dissem nate
patent information and pronote the use of the patent systemin
Canada’ s regions; a mmjor ten- year project to autonate the

i nternal operations of the Ofice and to make patent
informati on avail able online fromlIndustry Canada’s Strategis
Wb site, at a cost of $76 nmillion; and, obtaining approval to
beconme a sel f-funding, Special Operating Agency, which provides
CIPOwth increased flexibilities in adm nistrative and
financial matters.

ROLE OF THE COURTS
Patents are presuned valid when granted but their validity can
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be chall enged in court, and the onus is generally on the party
attacking the validity to prove otherw se. Patentees can use
either the Federal Court of Canada or provincial courts to
enforce their patent rights.

Concl usi on

From a broad perspective, the basic steps of obtaining a patent
have changed very little over the past century, and the
statutory definition of invention and the patentability
criteria of novelty, non-obviousness and utility are virtually
the sane as they were sone 100 years ago. Legislative
provi si ons have, however, evolved fromearly governnent
policies that favoured residents over foreigners and focused on
the establishnent of |[ocal manufacturing, to today’ s policies
that tend to enphasi ze international trade and investnent.

Efforts continue, under the aegis of WPQO, to obtain

i nternational agreenment on substantive patent matters. The
concl usion of the 1970 Patent Cooperation Treaty was a success,
but the Treaty is largely procedural in nature. Wth the

not abl e exception of the 1973 EPC and the subsequent
establ i shnment of the European Patent O fice, harnonization of
substantive matters has ot herwi se been el usive.

Acceptance of significant international norns was, however,
nore qui ckly acconplished under the recently concl uded trade
agreenents namely the North American Free Trade Agreenent
(NAFTA) and TRIPS. The TRIPS dispute settlenent procedure has
al ready been used to chal |l enge Canadi an patent | egislation.
Conpl aints have been filed by the United States and the

Eur opean Communi ty agai nst Canadi an i npl enentation of its
obligations under TRIPS, and the WO has rul ed that Canada has
not lived up to its obligations.

Hi storically, the concept of what subject matters can be

pat ent ed has expanded as new technol ogi es are invented. The
patentability of biotechnol ogy inventions has attracted gl oba
attention. But, ethical and environnental concerns are being
debated and as a result discussion on patentability, normally
limted to the patent community, have taken on a new di nensi on
and have noved to other sectors of society.
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A BRI EF H STORY OF THE CANADI AN PATENT SYSTEM
1. 1 NTRODUCTI ON

The practice of granting patents for inventions dates back to
ancient tines, but patﬁnts were not granted based on | egislation
until the M ddl e Ages. While originally patents were granted as
forms of privilege, favour or royal patronage, it is generally
bel i eved that patents based on | egislation were granted by
governments to pronote their national interests. However, sone
have argued that the notion of patent rights is not solely
derived froma legislated right, but also froman inherent right
of creators and inventors, and that statutes do not create these
rights as much as develop and Iimt them®= The forner view, that
patents are granted to pronote national interests, is generally
accepted in Canada and nany ot her countries.

The first patent allowed in what is now Canada was granted in
1791 under an ordi nance fromthe Governor and Legi sl ative Counci
of Quebec, but the first patent |egislation was not ena&ted unti |
sone thirty years later by both Lower and Upper Canada.

Canada is a large net inporter of technol ogy, and patent policies
adopted by the Canadi an governnent over the years nust therefore
be read in context of Canada’ s patent ownership profile. More
than 90 percent of Canadi an patents are owned by foreigners, with
roughly half owned by United States patentees. Even in the early
years of thE 20'" Century, some 80 percent of patents bel onged to
forei gners. The chal | enge for the Canadi an governnent has been
to devise ways to encourage invention and innovation in Canada
via the patent systemwhile recognizing the fact that patent
ownership rests nmainly in the hands of foreign patentees.

The paper has been prepared at the request of the Canadi an

Bi ot echnol ogy Advi sory Commttee (CBAC) to provide a historical
perspective on Canada’ s patent system and to provide background
information for the Commttee s deliberations on the
patentability of biotechnol ogy inventions. The paper traces the
devel opnment of the Canadi an patent systemin the 20th Century.

It is not, however, intended to provide a conprehensive review,
but only highlights significant events and issues, with greater
enphasis on the latter half of the century. Recent events that
are relevant to the patenting of higher Iife fornms are noted.
Where rel evant, the paper will follow the devel opnment of Canada's
patent systemin four main areas, nanely: (1) first inventorship,
(2) what can be patented, (3) procedure for obtaining a patent,
and (4) patent rights and enforcenent.

Pat ent term nology, as is the case with nost specialized
disciplines, is replete with technical and | egal jargon whose
nmeani ngs are not commonly understood. As far as possible, the
paper strives to limt the use of technical words so as to nake
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it nore readabl e by the non-patent comunity.
2. PURPCSE OF PATENTS

Starting with the earliest patent |egislation, nations have used
the patent systemto inprove their econom es by encouraging
speci fic kinds of behaviour by the business comunity.

Pat ents can be viewed from several points of view. First, froma
government's point of view since it devel ops and inpl enents
policies on the granting of patent rights. Second, froma
patentee's and owner’s point of view since they are the direct
beneficiaries of the rights.

From a governnent's perspective, the patent systemis a key
tool for encouragi ng econom c growmh by pronoting innovation
and the advancenent of scientific and technical know edge. Its
policy initiatives aimto create a business climte that

encour ages research and devel opnment, the commrercialization of
new t echnol ogi es, and the pronotion of trade and investnent.

From a patentee's perspective, the rights act as a strong
incentive to invent and al so provide certain market advantages.
By being able to prevent others frompractising the invention
patentees gain a head start in the market place, as well as the
financi al advantages of a sole supplier.

In addition, a patent can be viewed as a contract or bargain
bet ween the inventor on the one hand and the gover nnent
representing the interests of the public on the other. This

t heory, which is commonly held viﬁw i n Canada, was devel oped in
Engl and as far back as the 1800s. For its part, the governnent
agrees to provide an exclusive right, and in return, inventors
agree to publicly and fully disclose technical information
concerning their inventions.

Al so, patent rights have been characterized by sone as a
nonopoly, albeit Iimted in length and nature. Because of the
econonmi ¢ costs and benefits traditionally associated with
nonopol i es, patent legislation strives to obtain a fair bal ance
between at times conpeting interests fromvarious sectors of

t he busi ness community. For exanple, patentees, inventors, the
research and devel opnent sector, and potential users of

pat ented technol ogy do not always agree on the kind of patent
policies that should be inplenented. The Governnment’s goal is
to provide an appropriate |level of protection so as to fairly
bal ance the interests of the various groups.

I nventors are a critical conponent of the patent system since
they are the creators of patented technol ogi es. However, the
great majority of patents are granted not to inventors but to
their enployers who nornmally own the patent rights to their



enpl oyees’ inventions.

I nstead of applying for patent protection, owners of
proprietary technology can alternatively opt to keep their
technol ogy confidential and rely on trade secret |aw and
confidentially agreements for protection. This approach is
generally nore effective with respect to technol ogies rel ated
to processes, rather than products or articles, since the

| atter are nore difficult to keep secret as they normally
beconme available to the public. Trade secrets differ from
patents in an inportant manner in that trade secret
technol ogi es are not publicly disclosed.

An inportant advantage to trade secret protection is that the
period of protection is unlimted, and lasts for as long as the
technol ogy stays secret, or until another person,

i ndependently, or through perm ssible reverse-engineering,
acquires or publicizes it. Furthernore, protection is not
limted to patentable inventions, and is therefore applicable
to a broader range of technol ogies.

3. WHAT IS A PATENT

Patents belong to the field of intellectual property, which

mai nly includes copyright, trade-marks, and industrial designs.
In addition, patents also belong to the narrower field known as
i ndustrial property, which includes the above, except for
copyri ght.

Unli ke, for exanple, copyright, where protection is automatic
upon the creation of a work, an inventor nust request a patent
by filing a formal patent application with the Patent O fice.
The technol ogi cal content acconpanying an application, called a
specification, consists of two parts: (a) a disclosure

i ncl udi ng draw ngs, where applicable, that describes the
invention, and (b) clains that define the scope of protection

sought for the invention. 1In the disclosure, the applicant
must provide a clear and conpl ete description of the invention
such that it will allow others to construct and use the

i nvention once the patent has expired. Basic information on
Canadi an patents is found in a Guideﬂpublished by the Canadi an
Intellectual Property Ofice (ClPO.

First Inventorship

Two basi ¢ approaches are used to decide the question of first
inventorship in cases where two or nore independent inventors
file an application for the sane invention. Under the first-
to-invent principle used by the United States, and fornerly
used by Canada, the patent is granted to the inventor with the
earliest invention date. Under the first-to-file principle
used by virtually every country except the United States, and
recently adopted by Canada, a patent is granted to the inventor
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with the earliest filing date.

What Can Be Patented

The gl obally accepted criteria for an invention to be
patentable are that it nust be new, non-obvious, and useful.
The definition of invention, which has renmained virtually
unchanged %ince Confederation, is found in Section 2 of the
Patent Act“ as follows:

"any new and useful art, process, nachine, manufacture or
conposition of matter, or any useful inprovenent in any
art, process, machine, manufacture or conposition of
matter"”.

The non-obvi ous requirenent, which has only recently been added
to the Act, is found in a later section of the Act. Prior to
this addition, Canadian courts considered the non-obvious
requirenent as inplicit in the word “invention”, even though it
was not directly expressed in the Act. To be patentable, an

i nvention nmust not be obvious to a person skilled in the art or
technol ogy to which the invention pertains.

A patentabl e technol ogy nust be newin that it was not nmade

public before the patent application was filed. In Canada,
i nventors have a one-year period of grace during which they may
publicly disclose the invention and still obtain a valid

patent, but this grace period does not necessarily apply in
ot her countries.

Not all subject matter is patentable under the Act. Two
statutory exceptions frompatentability are scientific
princi pl es and abstract theorens. Al so, new technol ogi es do
not always clearly fall within the above definition, and the
Conmi ssi oner of Patents and the courts nust decide their
patentability by interpreting the terns of the definition.
Recent exanpl es where the patentability question has been under
consi deration include conputer prograns, higher life forns,

met hods of nedical treatnent, and nethods of doing business
usi ng conputer or Internet technol ogy.

Procedure for Obtaining a Patent

Pat ent applications are exam ned by technically qualified

pat ent exam ners for statutory conpliance, particularly the
patentability criteria of novelty, non-obvi ousness and

useful ness. To decide the novelty and obvi ousness i ssues,
exam ners conduct a search of existing patents and ot her
publ i shed docunents, known as the “prior art”, and review any
prior art cited by other patent offices against corresponding
foreign applications. If all statutory requirenents are
satisfied, the patent is granted. |In the event that an
application is rejected by an exam ner for non-conpliance, the
applicant can request a review by the Conm ssioner of Patents.
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The review is conducted by the Patent Appeal Board, which is
conposed of senior exam ners who prepare a reasoned
recommendation to the Commissioner. |If the exam ner's
rejection is upheld by the Conm ssioner, the Comr ssioner’s
refusal to grant a patent can be appealed to the Federal Court
of Canada.

Under Canada's deferred exam nati on system patent applications
are not automatically exam ned upon filing. To initiate

exam nation, an applicant nust formally request exam nation
within five years fromthe filing date, otherw se the
application becones abandoned. The five-year period allows
applicants tinme to assess the conmercial value of their

i nventions and to deci de whether or not to continue with the
pat ent process.

In Canada, it normally takes between two to three years from
the filing of the request for exam nation to the issuance of a
patent. Even though Canadi an applications are made public 18
nonths after their filing date, the invention clained in a
pendi ng application that has been made public cannot be freely
used by others during its pendency, since once a patent is
granted, the patentee can sue for paynent of reasonable
conpensati on. Making patent applications public nmakes

know edge of the technol ogy described in the application
publicly available at an early date, i.e., before the grant of
t he patent.

Canadi an Pat ent Agents

A patent specification nust be clearly and correctly worded in
order to wthstand careful scrutiny by Patent O fice exam ners
and, if necessary, by the courts. |In particular, the clains of
an application, which define the scope of protection of

i nventions, nmust be precisely drafted to ensure that the scope
is not so broad as to jeopardize their validity or so narrow as
to i nadequately protect the invention. In addition, filing and
prosecuting an application before the Patent Ofice requires a
good know edge of patent |aw and Patent O fice practice. For

t hese reasons, nost inventors hire registered patent agents to
prepare, file and prosecute their applications before the
Patent O fice. Virtually all registered agents are nenbers of
the Intellectual Property Institute of Canada(lPIC), fornerly
known as the Patent and Trade Mark Institute of Canada(PTIC),
an organi zation of intellectual property professionals. The

hi story of the patent profession and of the Institute,

est abl i shed En 1926, is well docunented in its 1985
publ i cati on.

Ri ghts and Enf or cenent

A Canadi an patent gives the patentee the statutory right to
excl ude others from maeki ng, using or selling the invention for
a termof twenty years fromthe filing date of the application
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In the event that soneone practices a patented invention in
Canada wi thout the patentee’s permi ssion, i.e., infringes the
patent, the patentee can sue the infringer for nonetary
conpensation in the appropriate court.

Patent rights are not absolute and are subject to | egislative
restrictions that have varied over tine. In Canada, the nost
controversi al of these has been the conpul sory |icencing of
patents. \When patentees voluntarily license others to practice
their patented inventions, the terns and conditions of the

| i cence, including the paynent of royalties, are negotiated and
deci ded between the patentee and the |icensee. Conpul sory

| i cences, on the other hand, are granted under the Act to third
parties by the Comm ssioner of Patents who determ nes the terns
and conditions of the licence and sets the royalty. Patentees
have argued that the royalties set by the Conm ssioner are

| ower than what could privately be negoti at ed.

Compul sory licences have al so been authorized for the donestic
manuf acture of patented inventions in the event of abuse of the
rights under a patent. The npbst conmon abuse al |l eged by
persons applying for a licence has been a failure by the
patentee to work the patented invention in Canada on a
comercial scale. In addition, conpul sory |licences have been
avai lable, virtually as a matter of right, for the | ocal

manuf acture or inportation of patented foods or nedicines.
Protection for inventions relating to foods or nedicines was
further limted in that patent clainms were restricted to the
process by which an invention was nmade, such that a food or
medi ci ne could not be clained per se, independent of the
process. As discussed bel ow, the compul sory |icencing

provi sions and claimng restrictions for foods and nedi ci nes
have now been del eted, and the conditions under which the

i nfrequently used abuse-based conpul sory |icencing provisions
are permtted have been restricted.

QO her restrictions have included provisions: (a) that allow
governnments to use patented inventions, (b) for the handling of
applications relating to nuclear energy and mlitary weapons or
equi pnent, and (c) that allow manufacturers of generic

medi cines to stockpile or to seek regulatory market approval

for patented nedicines, prior to the expiry of a rel evant
patent. As nentioned bel ow, the governnent use provisions have
recently been anended, and the stockpiling feature is under
revision.

4. UNI TED STATES AND EUROPEAN | NFLUENCE

Hi storically, Canadian patent practice has been |argely
i nfluenced by devel opnents in Geat Britain and the United
States. It is therefore useful to briefly note the early
begi nni ngs of the patent systemin those jurisdictions.
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Two m | estones that are nost frequently used to mark the

begi nni ng of | aw based patent systens are the provisions
enacted in Venice in 1474, and the passing of the Statute of
Monopolies in England in 1624. The sovereign’ s power to grant
nonopol i es was substantially limted by the statute. It has
been called the Magna Carta of the rights of inventors, since
it outlawed nonopolies in general, but spared patent nonopolies
granted to the first and true inventor of any manner of new
manuf act ur e. Geat Britain first co%ﬁfied its patent
provisions in the Patent Act of 1852.

United States

Shortly after the passing of the United States Constitution,
the U S. Congress enacted its first Patent Act in 1790 which

i npl enented the following wording in the Constitution: "The
Congress shall have power...To pronote the Progress of science
and useful arts, by securing for limted tinmes to authors and
i nventors theEﬁxclusive right to their respective witings and
di scoveries".* The United States Patent Ofice and the position
of Conm ssioner of Patents was established by the 1836 Act,

whi ch al so i ntroduced exam nation of patent applications and
authority to refuse the grant of a patent.

Eur ope

Efforts to unify patent practice anong European countries and
create a single European patent date back to the begi nning of
the 20th Century when several proposals were put forward.
Moreover, an initiative to establish a single British Enpire
patent was al so di scussed. However, none of the proposals were
adopt ed.

The signing of the Treaty of Ronme in 1957, which created the
Eur opean Economi ¢ Community, spurred di scussions anong European
countries on the creation of a single European patent system
and a single Patent Ofice. The discussions, which included
countries that were not nmenbers of the Community, led to the
concl usi on of the European Patent Convention (EPC) in 1973 and
t he subsequentEﬁstablishnent of the European Patent O fice
(EPO) in 1978.* Neither the EPC nor the EPO are part of the
formal European Community (EU) structure, and consequently
menbership is not limted to EU states.

The European patent |aw created by the Convention exists side-
by-side with the national patent systens of nenber states. By
filing a single application with the EPO, a bundl e of European
patents can be obtained, one patent for each country in which
protection is sought. However, even though the EPO all ows the
patents, they cone into effect and are i ssued as national
patents by each of the twenty nenber states, and any patent

di sputes are litigated before the respective national courts.
Di scussions are once again under way in Europe to establish a
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si ngl e Eur opean CDEHunity patent that woul d be effective

t hroughout the EU. I n Novenber 2000, the European Patent
Organi zation held a D plomatic Conference to revise the 1973
EPC. The Conference dealt with a |l arge nunber of reforns at

t he substantive, institutional and procedural |evel, including
reduci ng patenting costs and setting up a European central
court systemfor the enforcenent of European patents.

The pre-confederation provincial Patent Acts in what is now
Canada, as well as the ensuing federal Acts, were largely
nodel ed on United States |egislation, and were based on the
first-to-invent principle. However, conpulsory |icencing
provi si ons based on abuse of the rights under a patent, and for
pat ent ed ods or nedicines, were largely derived fromBritish
practi ce. Some of the nore recent anendnents to the Canadi an
Pat ent Act have been inspired by European practice, rather than
that of the United States.

5. THE WORLD | NTELLECTUAL PROPERTY ORGANI ZATI ON (W PO)

Increased trade in the mddle of the 19th Century | ed patentees
to seek protection for their technol ogi es abroad. Despite

di fferences of opinion that existed at the tine on the val ue of
patents, a degree of international consensus was reached near
the end of the century when the first international treaty on
patents, the 1883 Paris Convention r the Protection of

| ndustrial Property, was concl uded. It included two key

provi sions: recognition of foreign patent application filing
dates, known as convention priority, and national treatnent
under which nenber states were obliged to provide_the sane
protection for foreigners as for their nationals.* The Treaty,
whi ch Canada j oi ned in 1925, has since been anmended seveﬁil
times and currently has a nenbershlp of sone 160 states.

In 1970, the secretariat responsible for the adm nistration of
the Paris Convention was replaced by the Wrld Intellectual
Property Organization (WPO). Its broad objectives are to
pronote the protection of intellectual property and to ensure
adm ni strative cooperation anong its nmenber states. WPO
becanme one of the specialized agencies of the United Nations in
1974, and thus undertook the added responsibility of pronoting
creativity in and fachiltatlng the transfer of technology to
devel opi ng countri es.

Since its inception WPO has worked towards the gl obal

har noni zati on of patent practice. Wile efforts to obtain
agreenent on substantive changes to the Paris Convention have
not been successful, treaties on an international patent
classification system the international deposit of

m croorgani snms, and an international procedure to facilitate
the obtaining of patents in a nunber of countries have been
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concluded. Canada becane a nenber of WPO in 1970, and is a
menber of the above treaties, as well as the International
Convention for the Protection of New Varieties of Plants (UPOV)
(the acronym UPOV stens fromthe French title: Union

I nternational e pour la Protection des Obtentions Végétales). ]
The Convention is not a WPO Treaty, but is adm nistered by the
W PO secretariat. Basic information on these treaties is
provided in Table 1.

In June 2000, W PO concluded a Patent Law Treaty (PLT) to

har moni ze formality requirenents for the filkﬂg of patent
applications and the nai ntenance of patents. It is expected
that the Treaty will come into force within the next severa
years. Initial work towards the harnonizati on of substanti al
patent issues is al so planned.

6. THE CANADI AN PATENT ACT: HI STORI CAL HI GHLI GHTS

While this paper is primarily concerned with events during the
20th Century, it is useful to briefly note the early

| egi slative activities in what is now Canada. Prior to

Conf ederation, several of the provinces had al ready enacted
their owm patent legislation. Early legislation favoured | ocal
residents and did not allow foreigners to obtain patents. Laws
wer e designed to encourage the establishnment of |ocal industry,
and patents could even be obtained by inportingzﬁoreign

technol ogy without actually having invented it.

At Confederation, the federal Government was assi gned excl usive
| egi sl ative authority by Efction 91(22) of the then British
Nort h AneriEﬂ Act, 1867, for "Patents of Invention and

Di scovery". The first federal Patent Act cane into effect in
1869 and before the end of the nineteenth century foreigners
had beconme eligible to obtain patents. As well, statutory
authority was enacted to all ow patent exam ners to be hired to
conduct a thoEﬁugh and reliable exam nation of patent

appl i cations. Tabl e 2. highlights sonme of the |egislative
patent activities from 1824 to the end of the 19th Century.

At the beginning of the 20th Century, several amendnents were
enacted including a provision maki ng applications secret during
their pendency. The first major revision of the 20th Century
occurred in 1923 when neasures were passed to allow Canada to
join the Paris Convention. The 1923 anendnents provi ded
priority rights for corresponding foreign applications,

i ntroduced restrictive claimng provisions for foods or
medi ci nes, and provi ded conpul sory |icensing, virtuallyzﬂs a
right, for the | ocal manufacture of foods or nedicines.

The 1935 Patent Act |lowered the termof a patent from ei ghteen
to seventeen years. |In 1947 the Act was anended to protect the
rights of inventors who were unable to neet statutory tine
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limts during World War 11, and to provide a procedure for the
handl i ng of applications relating to national defence and
atom c energy. Wen Newfoundl and entered Confederation in
1949, the Act was_further anmended to extend its provisions to
t he new province. Tabl e 3 highlights sone of the |egislative
changes to the Patent Act from 1900 to the 1950s.

Fromthe 1950s to the end of the century, the Patent Act was
anended nunerous tinmes to: (a) inplenent recomendations in a
Governnment Study, (b) conmply with international obligations
arising fromtrade-rel ated agreenents, and (c) inprove the

adm ni stration of the Act via technical and non-controversi al
anmendnents. Anendnents with respect to parts (a) and (b) are
di scussed bel ow under headings 7 and 8 respectively. 1In regard
to part (c), the 1992 M scell aneous Statute Law Anendnent Act
made editorial changes to the Patent Act, and the 1993

Intell ectual Property Law | nprovenent Act added the previously
judicially applied non-obviousness criterion to the statute,
and all owed a deposit of biological naterial, referred to in
the disclosure of a patent application, to be considered part
of the application. Table 4 highlights sonme of the |egislative
changes to the Patent Act from 1960 to 1999.

7. GOVERNMENT PATENT STUDI ES

For alnost thirty years, starting in the late 1950s, the
benefits and costs of having a patent system cane under
frequent scrutiny as the Governnent exam ned the patent system
with a viewto enhancing its contribution to the Canadi an
econony. Several studies were conducted to determ ne how best
to pronote Canada's technol ogi cal devel opnent and strengt hen
its international conpetitiveness. The effects of the patent
system were reviewed to determne a fair bal ance between the
benefits that accrue fromthe incentives provided by a patent
system and the econom c costs arising fromthe grant of

excl usive rights.

Royal Comm ssion on Patents, Copyright and Industrial Design
The first of these studies produced a 1959 Report by the Royal
Comm ssi on on Patents, pyright and Industrial Design, chaired
by Justice J.L. Ilsley*= Wth respect to patents, the

Conmmi ssion's mandate was, inter alia, to determine if the
existing legislation provided a reasonable incentive to

i nvention, research and creativity, and nade scientific and
techni cal creations publicly avail able.

In its Report, the Conm ssion proposed several fundanental

pat ent changes as follows: (a) adopt a first-to-file patent
system (b) publish patent applications before the grant date,
(c) delete the claimng restriction for food or nedicine that
were introduced in 1923, (d) change the prohibition on the
granting of patents for illicit subject matter to instead
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prohi bit patents that would be of fensive under the Cri m nal
Code, e) start the patent termfromthe date of filing instead
of fromthe date of grant. f) introduce patent naintenance
fees, and, g) make the non-obvi ousness requirenment statutory.

None of the Royal Conmi ssion's reconmendations that required
| egi sl ative action were inplenented by the governnment of the
day.

Pat ents and the Cost of Drugs

The above-nentioned Ilsley Commi ssion stated in its Report that
few matters connected with patents had been nore extensively
studi ed than the working of patented inventions, and the

conmpul sory licensing of patents.a] This statenent turned out to
be prophetic for Canada over approximately the next three
decades.

In the 1960s, consuners believed that prices for medicines were
too high conpared to other countries. In response, both the
federal and provincial governments comm ssioned several studies
to exam ne the question. The followi ng three federal studies
are of particular relevance to the patent system (a) a 1963
Report by the Restrictive Trade Practices CbnnisEﬂon Concerni ng
t he Manufacture, Distribution and Sal e of Drugs,= (b) a 1964
Report by the Royal Commi ssion on He h Servi ces:
Recommendati ons with Respect to Drugs®™ 9, (the Hall Conmm ssion)
and, (c) a 1966 Report of the Special Comittee of the se of
Commons on Drug Costs and Prices (the Harley Conmttee).

The three reports concluded that consumer prices for drugs were
too high. The above-nentioned first report proposed the
abolition of patent protection for nedicines, while the Hal

and Harley reports reconmended that conpul sory |icensing for
medi ci nes be extended to include inportation. The Governnent
adopted the |atter approach and anmended t he conpul sory

| icensing provisions in 1969. This led to a proliferation of
conpul sory licences, increased conpetition in the manufacture
of drugs, and hel ped to establish the generic drug

manuf acturing industry in Canada.

The Economi ¢ Council of Canada

In order to nove patent discussions and debate into the

mai nstream of econom ¢ policy decision-nmeking, the Governnent
requested the Econom ¢ Council of Canada in 1966 to study and
provi de advice on patents in light of the country's long-term
econoni ¢ obj ectives.

In its 1971 Report on Intellectual and Industrial Property, the
Council stressed the need to use Canadi an econom c resources as
productively as possible and stated that the transfer of the
manuf acturi ng of patented technol ogy into Canadgjshould only
occur where it could be economcally justified.® Characteri zing



- 20 -

information as a commobdity, it recommended that the patent
syst em shoul d encour age tEﬁ rapid and effective dissem nation
of technical information.

As can be seen from Table 5, the Council Report agreed with
several of the Ilsley Comm ssion recomendations. |In addition,
it reconmended that conpul sory licences for manufacture in
Canada becone avail able after five years, and in order to
prevent price discrimnation, inportation of a patented product
shoul d be al | owed Eﬁon1countries where the product enjoys

pat ent protection.

Wor ki ng Paper on Patent Law Revi sion

Wthin five years of the Report of the Economic Council, the
government continued its efforts to nodernize the patent SyStET
by publishing a Wrking Paper on Patent Law Revision in 1976.
The purpose of the paper was to prepare a set of detailed
proposal s for public debate in anticipation of the drafting of
new | egi sl ati on.

The Report included several contentious proposals that
generated a great deal of public response. Anong the nost
controversial proposals were: (a) a split patent term of nine
years plus five years if the patent was comercially worked in
Canada, (b) conpul sory licences to manufacture after seven
years if the patent was not worked in Canada, and (c) a
restriction on patent rights mhichEﬁould allow third party

i nportation of a patented product.

From 1959 to 1976 the reports of the Ilsley Conm ssion, the
Econom ¢ Council and the Wrking Paper recommended a series of
basi ¢ changes to the procedure for obtaining a patent.

Al t hough none of the proposals were i nmediately inplenented,
many of them were eventually enacted into law. Table 5 lists
the main comon proposals contained in the three reports which
were | ater enact ed.

The Eastnman Conmm ssion of Inquiry

To assess the prospects for a significant expansion of the

i nnovative sector of the Canadi an pharnmaceutical industry, the
Gover nment appoi nted a Comm ssion of Inquiry, the Eastman

Comm ssion, to identify proposals that could lead to a
consensus on a licensing policy for patented nedicines. The
1969 conpul sory licensing regi me had produced a vi gorous
generic sector, but it was argued that the existing patent
incentives were not sufficient to encourage an optinal |evel of
i nvestnment in Canadi an research and devel opnent.

In its 1984 Report, the Conm ssion reconmended that (a) the
claimng restrictions for nedicines be renoved to allow drugs
per se to be patented, and (b) that a conmpul sory |icence shoul d
not be available until after the expiry of a four-year period
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of exclusivity.EI This was intended to encourage the early
i ntroduction of new drugs by raising the profitability of
research and devel opnent in Canada.

Bill C22

Foll owi ng the rel ease of the Eastnman Report, the Governnent
introduced Bill C22 in 1986 to anend the conpul sory |icensing
provi sions of the Patent Act. The Bill was duly passed by
Parliament in 1987 after a prol onged struggl e between the House
of Conmopns and the Senate over the inpact of the changes on the
consuner cost of drugs in Canada. The Bill, which represented
a major shift in governnent policy with respect to the
protection of patented nedicines, deleted the claimng
restrictions for medicines and introduced a period of market
exclusivity of seven to ten years. This partly dismantled the
1969 conpul sory licensing reginme and significantly increased
the protection for patented nedicines in Canada. As a result
of the new provisions, conpulsory |icences only becane
effective once the market exclusivity period had expired. At
the sane time, the Pharmaceutical Manufacturers Association of
Canada (PMAC) publicly agreed to increase their R&D
expenditures in Canada as a percentage of their sales. To
protect consumers, the Governnent established the Patented
Medi cine Prices Review Board (PMPRB) with authority to nonitor
drug prices and order sanctions in the event of undue price

i ncreases for patented drugs.

In addition to the above anendnents to the compul sory |icensing
reginme, the Bill contained a series of fundanental changes to
the procedure for obtaining and naintaining a patent. The
anendnents were designed to sinplify the patent system and
make patented technol ogy available to the public at an earlier
date. The nost significant change was the adoption of the
European first-to-file principle, which noved Canadi an practice
away fromits historical simlarity with the United States.

O her European style procedures that were adopted included:
early publication and deferred exam nati on of patent
applications, a 20 year patent termstarting at the filing

rat her than at the grant date, and the introduction of patent
mai nt enance fees. Table 5 highlights the main features

i ntroduced by the Bill.

The Bill included a further provision that all owed Canada to
beconme a nenber of the 1970 Patent Cooperation Treaty (PCT).
The Treaty, which Canada joined in 1990, sets out a uniform

i nternational procedure designed to elimnate duplication anong
menber states. It is designed to benefit those applicants who
seek to patent an invention in a nunber of countries by, anong
ot her advant ages, reduci ng patenting costs.

The Treaty provides for the filing of an international
application with one of a nunber of PCT Receiving Ofices,
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i ncl udi ng the Canadi an Patent Ofice. The application is
searched by one of several PCT International Searching

Aut horities, and published by WPO. Applicants may request a
non- bi ndi ng, prelimnary exam nation, which is conducted by PCT
International Prelimnary Searching Authorities. The Treaty,
however, has no provisions for the granting of a patent. The
authority to grant remains with each nenber state, and
foll ow ng conpletion of the PCT procedure, applicants nust
request a patent fromeach country in which protection is
sought. The Treaty, which has a nmenbership of 110 states, has
beconme widely used with the nunber of international patent
applications filed under the Treaty continuing to increase
annual | y.

The Science Council of Canada
During its existence, the Science Council of Canada produced
several papers that touch on or deal directly with intellectual

property.

Concerns about the inpact of trade-related intellectual
property issues on industrial conpetitiveness, caused e

Sci ence Council to publish a Discussion Paper in 1990. The
paper was based on a major Canadi an survey of high-technol ogy
and top R&D conpanies together with interviews with industry
associ ations and research institutes.

Wth respect to top R& firnms, the paper reveal ed strong
evi dence of the inportance of intellectual property, with nore
than 80 percent of firms reporting intellectual property
activity over a three-year period. However in the field of
bi ot echnol ogy, 67 percent of the top R& firms and 39 percent
of high technology firnms were dissatisfied with the avail able
intellectual property protection and |aws. Biotechnology firns
were also the nost likely to indicate that Canadi an
intellectual property |aws discourage their | ocal R& efforts.
However, it should be noted that the survey was conducted
before the enactnent of Canada’ s Plant Breeders’ Rights Act
(PBR) in 1990, discussed bel ow.

Pat ents and Conpetition Law

Conpetition law is designed to prevent conpanies from

i nappropriately creating, enhancing or maintaining market power
that underm nes conpetition w thout providing offsetting
benefits. Patent and conpetition |law are conplenentary in that
they both pronote efficient operation of the nmarket place.

To clarify the treatnment of intellectual property, including
patents, under the Conpetition Act, the Conpetition Bureau in
2000 published CGuidelines that set out how the Bureau views the
interface between intellectual property and conpetition |aw.
The Bureau's intention is to pronote transparency in the
enforcenent of the Conpetition Act and to apply it to conduct
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involving intellectual property in generally the sane manner as
it is applied to other fornms of property.

The Cuidelines state that anti-conpetitive conduct involving
intellectual property falls into two broad categories: conduct
that is "sonmething nore"” than the nere exercise of an
intellectual property right, and conduct that is the nere
exercise of a right and nothing el se. The general provisions
of the Conpetition Act will apply to the former_—and the
special renedies part of the Act to the | atter. B

8. TRADE- RELATED AGREEMENTS

In less than a decade fromthe late 1980s to the early 1990s,

Canada negotiated and ratified three trade-rel ated agreenents,
all of which created obligations that required anmendnents to

Canada's intellectual property |egislation.

The Free Trade Agreenent

The 1988 Free Trade Agreenment (FTA) with the United States did
not include a chapter on intellectual property, and while it
requi red changes to the Copyright Act relating to the

di ssem nati on of cross-border broadcast progranm ng, no
amendnents to the Patent Act were needed. The parties nerely
agreed to work towards inproving intellectual property
protection internationally.

Bill CG91

In anticipation of upcom ng international obligations,
Parliament enacted legislation in 1993 that elimnated the
conmpul sory licensing regine for drugs and foods. The narket
exclusivity periods for patented nedicines enacted by Bill C 22
wer e repeal ed, and nmarket conpetition was now del ayed unti |l
after the patent expiry date. This anmendnent increased patent
protection for medicines in Canada to a | evel enjoyed by other
technol ogies, and for the first tinme since 1923 patented
medi ci nes were no | onger subject to a specific conpul sory

| i censing schene. Follow ng passage of the Bill, nulti-
nat i onal pharnaceuti cal conpani es, as they had done in 1987

Wi th respect to the conpul sory licensing amendnents enacted by
Bill C 22, undertook further commitnents to increase their
research and devel opnent expenditures in Canada.

At the sane time, the Bill: (a) strengthened the renedi al
powers of the Patented Medicine Prices Review Board established
in 1987, and (b) introduced restrictions on the rights of
patent holders to allow, before the expiry of a patent, early
wor ki ng of an invention for the purpose of seeking regul atory
approval, and devel opnent and stockpiling of copies of drugs.
As di scussed bel ow, the stockpiling and early working
provi si ons were subsequently chall enged by Canada's trading
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The North American Free Trade Agreenent

The North Anerican Free Trade Agreenent (NAFTA) with the United
States and Mexico cane into effect in 1994 and resulted in
several amendnents to the Patent Act. Under the pre-NAFTA

Pat ent Act, the Governnent of Canada had the right to use any
patented invention provided that it paid the patentee
reasonabl e conpensati on. The 1993 NAFTA Free Trade Agreenent

| npl enent ati on Act extended this provision to include

provi nci al governnments, but substantially limted the
conditions under which either the federal or provincial
governnments could use a patented invention w thout prior
negotiation with the patentee. The NAFTA Act al so deleted the
granting of abuse-based conpul sory |licenses on the grounds of
not working an invention in Canada.

The WIO Agreenent on Trade- Rel ated Aspects of Intellectual
Property Rights (TRIPS)

The World Trade Organi zati on (WO Agreenent on Trade- Rel at ed
Aspects of Intellectual Property Rights (TRIPS), which cane
into effect in 1996, resulted in only m ninmal changes to the
Pat ent Act including restrictions on governnent use of

sem conductor technol ogy. However, nany anmendnents had al r eady
been nade since negotiations of the intellectual property
chapter of NAFTA were concluded at about the sane tinme that the
TRI PS di scussi ons were nearing conpletion. This overlap
resulted in a substantial simlarity between NAFTA and TRI PS on
patent matters, particularly in relation to patentable subject
matter, exclusions fron1patentiﬁility, and exceptions to the
excl usive rights of patentees.ﬂ]

A key itemis that patents nust be available for all fields of
technol ogy. However, exceptions exist for certain mnethods,
i.e., diagnostic, therapeutic and surgical, for treating humans
and animals, and to protect ordre public or norality.

Countries can al so exclude plants and ani mal s ot her than

m croorgani snms from patentability, as well as essentially

bi ol ogi cal processes for the production of plants and ani mal s
ot her than non-bi ol ogi cal and m crobi ol ogi cal processes.
Countries are not obliged to adopt these exclusions, but if

t hey do, they must nake patentability of these technol ogies
avai lable to all WO nenbers. Wth respect to the enjoynent of
patent rights, menber states nust make patent rights avail able
Wi t hout discrimnation as to the place of invention, the field
of technol ogy, and whether products are inported or produced

| ocally. These provisions will restrict the devel opnent of
future governnent patent policies on these natters.

WO Di spute Settl enment
WPO intell ectual property treaties |lack effective dispute
settlement procedures. In contrast, WO nenbers can chal | enge



- 25 -

donestic laws for non-conpliance with WIO obligations. |[f
rulings of a trade panel or the WO appel | ate body, confirned
by the WIO Di spute Settl enent Body (DSB), are not inplenented,
t hey becone subject to trade sanctions.

Any doubts as to the willingness of WO nenber states to use
this procedure with respect to patent matters have been

di spell ed. Canada has recently been the subject of two
separate conplaints |aunched by the European Conmunity in
relation to early working and stockpiling of pharmaceuticals,
and by the United States in relation to the length of the term
of a Canadi an patent.

In April 2000, the DSB endorsed Canada's early working regine,
but found the stockpiling provisions inconsistent with Canada's
TRIPS obligations. Canada has indicated that it will conply
with the ruling by amending its provisions that currently allow
conpani es to manufacture and stockpile a patented nedici ne iﬁj
the six-nonth period prior to the expiry date of the patent.

In May 2000, a WIO panel found that Canada failed to make a

m ni nrum of 20 years of protection available for patents filed
before Cctober 1, 1989. The Canadi an Gover nnent appeal ed, but
the WIO Appel | at e Body uphel d the panel decision. Canada is
reviemﬁngEﬁhe rul ing before deciding on howto inplenent the
deci si on.

9. PATENTABI LITY OF LI FE FORMS

Decisions on the patentability of life forns have evol ved

| argely as a result of court or patent office rulings, rather
than by specific legislative anendnents. This is true with
respect to Canada as well as nost other industrialized
countries. In tracing Canada's policy devel opnent it is useful
to briefly refer to events in the United States and Europe,

si nce changes to Canadi an practice on the patentability of new
technol ogi es are frequently influenced by international

devel opnent s.

Canadi an Protection

It is worth noting that subm ssions were received by the Ilsley
Comm ssion in the 1950s urging Canada to provide legislation to
protEﬁt pl ants, nodeled on the 1930 United States Pl ant Patent
Act . The Conmi ssion was not, however, convinced that it was
in the best interests of Canada to provide plant protection.

Processes of using mcroorgani sns for comrercial purposes have
been consi dered patentable by both the Patent Ofice and the
Courts dating back to at |east the 1960s. However, clainms to a
m croorgani sm per se were not deened patentable until two 1982
deci sion by the Comm ssioner of Patents. The Comm sioner ruled
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that clainms in an application by Abiti bi co. Bl for a yeast
culture and clains to ﬁjcell line in an application by
Connaught Laboratori es®™ were patentable. The Abitibi
application contained clains directed to a mcrobial culture
system wused to purify effluent fromthe manufacture of wood-
pul p. The Comm ssioner held that m croorganisns that are
produced en masse in such | arge nunbers, as chem cal conpounds
are prepared, that any neasurable quantity will possesses

uni form characteristics and properties, are patentable. The
Connaught Laboratories application contained clains to a cel
culture of a bovine cell |ine useful for the production of

i nsulin.

An application by Pioneer H -Bred for a patent on a new cross-
bred variety of soybean was the fitﬁt pl ant patent case to
reach the Suprene Court of Canada. The Conm ssi oner of

Pat ents had refused the clains for the soybean on the grounds
of non-statutory subject matter. The applicant appeal ed, but

t he Federal Court of Appeal upheld the Conm ssioner’s viewthat
the clains did not fall within the statutory definition of
invention. In 1989, the Suprene Court affirmed on the basis
that the application did not neet the statutory description
requi renents. The Court was not convinced that a person skilled
in the art of cross-breeding could arrive at the sane result as
the inventor by following the instructions in the application.
Even though the applicant had deposited seeds of the soybean in
bot h Canada and the United States, the Court held that the
deposits did not neet the description requirenents of the Act.
The Court failed, however, to rule directly on the
patentability of higher life forms, i.e., whether clains to the
soybean constituted an invention under the Patent Act.

In 1990 Canada enacted the Plant Breeders' Rights Act (PBR) and
one year later joined the 1978 text of the UPOV Convention

The 1961 Convention sets out a reginme designed to permt the
breeder of a new plant variety to obtain protection for the
reproductive nmaterial of the protected variety. The PBR

adm ni stered by the Canadi an Food I nspecti on Agency of

Agricul ture and Agri-Food Canada, was designed to stinulate the
Canadi an pl ant breeding industry and provide w der access to
foreign varieties. It provides protection for new varieties of
pl ants, either sexually or asexually bred. The UPOV Convention
was anmended in 1991 to tﬂcrease the protection provided under
the Treaty. Bill C80,*tabled in the House O Conmons in
1999, contained anmendnents to the Plant Breeders' Rights Act

whi ch woul d have all owed Canada to join the 1991 UPOV text.

The Bill, however, died on the Order Paper.

In addition to the question of patentability, a key issue
relating to biological inventions has been how to satisfy the
di scl osure requirenments of the Patent Act. An anendnent to the
Pat ent Act, discussed above, allows for a deposit of biological
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material referred to in a patent application to be consi dered
as part of the disclosure. Applications that involve or relate
to the use of biological material can therefore refer to a
deposit of the biological material in order to conply with the
statutory disclosure requirenents. This amendnent addressed
the issue identified by the Supreme Court in the above 1989

Pi oneer Hi -Bred case. Canada joined the Budapest Treaty on the
I nternational Recognition of the Deposit of M croorganisns for
t he Purposes of Patent Procedures in 1996. The fundanent al
principle of the Treaty, adm nistered by WPO, is that all
menber states recogni ze a single deposit nmade by a patent
applicant in one of the nore than 30 recogni zed “international
depositary authorities”, as sufficient for their own national

pr ocedur es.

A deci sion on August 3, 2000 by the Federal Court of Appeal of
Canada held that a genetically-nodified, non-human nanmal
gqualified as a patentable invention under the Patent Act.n! The
Court, in a 2-1 split decision, arrived at its ruling by
assigning a broad interpretation to the statutory definition of
invention. Previous interpretations have given the statutory
definition of invention a narrow interpretation with respect to
the patentability of higher life forns.

The application filed in Canada in 1985 by the President and
Fel l ows of Harvard Col | ege was directed towards a genetically-
nodi fied manmal that was prone to devel opi ng cancer. The
Harvard application included clains to (a) a genetically-

engi neered non- human manmal , (b) an oncogene, and (c) a process
for isolating and inserting the oncogene into the enbryo of a
manmal . The process and oncogene clains were not rejected, but
t he Conmi ssioner refused to allow the clains to the mamual per
se on the grounds that higher life fornms constituted non-
statutory subject matter. The Federal Court Trial Division
uphel d the Comm ssioner’s refusal, but the applicant appeal ed,
and the Federal Court of Appeal overturned the decision and
held that clainms to the genetically-nodified mammal were
patentable. On Cctober 4, 2000, the Governnment sought |eave to
appeal the decision to the Suprene Court of Canada.
Correspondi ng patents on what has becone known as the “Harvard
nouse”, have already been granted by countries around the
worl d, including the United States and Japan, and by the

Eur opean Patent O fi ce.

United States Protection

The United States has provided patent-1ike protection for
asexual |y pEﬂpagated pl ants since 1930 when it passed its Pl ant
Pat ent Act. More recently, a series of decisions over a
period of several years has produced the current policy of
allowing higher Iife fornms to be patented. Four key deci sions
are briefly noted bel ow.
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I n 1980, thUnited States Supreme Court in Dianond v.
Chakrabarty stated that "anything under the sun that is
made by man" was patentable, and ruled that a novel
genetically-altered bacterium wuseful in cleaning up oi
spills, constituted statutory subject nmatter.

In 1985, the United States Patent and Trademark O fice
(USPTO Board of Patent Appeals a Interferences all owed
clainms to nmaize plants and seeds;® and in 1987 the Board
held that clainms to a genetéﬁally-altered oyster were
pat ent abl e subj ect matter.

In 1988, the USPTO granted a patentEﬁo Harvard University
for a genetically-engi neered nouse. Thi s patent
corresponds to the pendi ng Canadi an application on the
“Harvard nouse”, discussed above.

The latest "life forni issue confrontin&ﬂthe USPTO concerns the
patentability of gene-based inventions. New USPTO gui del i nes
for patent exam ners were published in this regard in January
2001 to clarify the witten description needed for a patent
application to conply with the statutory utility requirenent.
Briefly, the guidelines state that an applicant nust assert a
specific and substantial utility that woul d be consi dered
credible by a persoE]of ordinary skill in the art to which the
i nvention pertains.

Eur opean Protection

The 1992 grant by the European Patent Ofice of a patent for
the Harvard nouse was not w thout controversy. Mre than 300
non- gover nment al organi zati ons and G een political parties
nounted a joint canpaign to revoke the patent, arguing that it
vi ol ated the European Patent Convention. The chall enges were
| argel y based on environnental concerns and ethical grounds,
alleging, inter alia, that the nouse posed unacceptable risks
to the environment, and that the patent violated public order
since genetically engineering aani mal that is predisposed to
suffer is contrary to norality.

In 1998, the European Parlianent concluded ten years of debate
by approving a European Community Di recﬁive on the Lega
Protecti on of Biotechnol ogy I nventions. 2 The Directive defines
what is deened to be patentable, and provides a non-exhaustive

| i st of non-patentable subject matter. The list is based on

t he EPC prohibition against the patenting of inventions whose
comercial exploitation is contrary to "ordre public" or
norality.

10. CANADI AN PATENT OFFI CE ADM NI STRATI ON

At Confederation the Patent Act was adm nistered by the
Department of Agriculture, with the Mnister of Agriculture as
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t he Conm ssioner of Patents. The Patent O fice was established
by statute in 1906, and the first non-mnisterial Comm ssioner
of Patents was appointed in 1919.

In recent years, the admnistrative measures noted bel ow have
noder ni zed of fice operations and i nproved service to the public
in order to enhance the effectiveness of Canada’ s patent

system

The Patent O fice added a new dinension to its operations
in the 1970s by inplenenting a proactive programto

di ssem nate patent information. The goal was to nake
patent information, particularly the technical information
contained in patent docunents, nore accessible to the

busi ness and R&D community, as well as to the general
public. To make the information nore equitably avail able
across the country, patent experts were located in
Canada’s regions to provide clients with advisory and
educational services, and generally pronote the use of the
patent system This initiative has recently been

strengt hened through the use of conputer technol ogy, noted
bel ow.

To inprove efficiency, the admnistration of intellectual
property statutes, consisting of patents, trade-narks,
copyright, industrial designs, and integrated circuit

t opogr aphy, was consolidated under a newly created
Canadi an Intellectual Property Ofice (CIPO in 1991.

A ten-year $76 million major project, TechSource, to
automate the internal operations of the Patent Ofice and
to convert the paper-based patent search file into

el ectronic formwas conpleted in 1997. Scanned inmages and
text of nore than 1.4 mllion Canadi an patent docunents
dating back to 1920, and text-searchabl e docunents dating
back to 1978 are nEﬁ/available online fromlIndustry
Canada’s Wb site.

Cl PO becane a Special Operating Agency (SQA) in 1993 to

t ake advantage of the adm nistrative and financi al
flexibilities offered by SOA status, followed by the
establishment of a revolving fund. As a result, ClPO was
mandated to place nmuch greater enphasis on inproving
service to its clients. The revolving fund nmade the
office a self-funding body, and allowed it to use the
statutory fees it receives fromintellectual property
applicants and owners to fund its operations.

To keep the pendency period of patent applications that
are subject to exam nation as short as possible, the
Patent O fice has, over the last few years, hired and is
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continuing to hire a substantial nunber of new patent
exam ners.

11. ROLE OF THE COURTS

Both the provincial courts and the Federal Court of Canada have
authority to enforce the rights of patentees and to decide
patent disputes. The Federal Court of Canada has excl usive
jurisdiction to hear appeals from decisions of the Conm ssioner
of Patents, and in the inpeachnent of patents. Neverthel ess,
provi ncial courts can deal with objections of patent

invalidity, but any decision on that issue applies only
narrow y between the parties.

Under the Patent Act, patents are presuned valid when granted,
and the onus is generally on the party attacking the validity
of the patent to prove otherwi se. An analysis of recent patent
deci sions by Federal Court Trial Division over an alnost thirty
year period reveals that in 67 percent of cases the court held
at |east one of the clainms in a patent valid. 1In 59 percent of
t he cases the pakﬁntee was | east partly successful with respect
to infringenent.

A 1990 study published by the Science Council of Canada found
that 17 percent of surveyed Canadian firnms and 45 percent of
top R&D performers were involved in court proceedings relating
to intellectual property during a three-year period.
Furthernore, sonme 40 percent of firnms surveyed were involved
with, threatened with, or considered intellectual property-

rel ated | egal action. A comon conpl aint throughout the survey
was the cost of applying and enforcing intellectual property
rights, with the cost of litigation, for the top R& Eﬂrns who
reported their expenses, averaging $370, 000 per case.

It is worth noting that the |inkage between the regul atory
approval process for obtaining a Notice of Conpliance from
Heal t h Canada and the patent regul ati ons brought in under Bil
C-91 has resulted in a Igﬁge nunber of cases being heard by the
Federal Court of Canada.

A 1991 study addressed concerns about many aspects of Canada’s
intellectual property litigation, |egislation and education
system The study exam ned court procedures and intellectual
property actions. It identified varies difficulties and

devel oped reconmendati ons to nmake the judicial systemnore
expeditious and cost-effective, sone of which have been

adopt ed.

Interlocutory Injunctions

In patent cases, interlocutory injunctions are at tines
requested by patentees during a court action to prohibit a
defendant frominfringing the patent until the action is
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finally heard and determ ned. Patentees argue that their
inability to obtain an injunction is effectively equal to
al l owi ng the defendant to practise the patented invention,
wi t hout royalty paynments, until the trial is heard.

Def endants, on the other hand argue that, if they are
successful at trial, the granting of a pretrial i1njunction
unjustly bars thii1fron1using t he technol ogy and causes
nonet ary | osses. B4

Even though the threshold for one of the criteria for obtaining
an interlocutory injunction was |lowered in 1975, the nunber
granted by the Federal Court has recently declined, with the
maj or stunbling bl ock being the "irreparabl e harnf criterion. Bl
The Court's position is that harmsuffered by the patentee due
to infringeneEﬁ is normally "repairable" by nonetary
conpensati on.

12. THE NATI ONAL BI OTECHNCLOGY ADVI SORY COWM TTEE ( NBAC)

The 1998 Report Eﬂ t he National Bi otechnol ogy Advisory

Comm ttee (NBAC)®™- contains recommendations to inprove
protection for biotechnol ogy inventions. The recomendations
together with an indication on what action has so far been
taken are set out bel ow

1. Ratify the 1991 UPOV Convention and anend Canadi an
| egislation to strengthen protection of plant varieties in
conpliance with the Conventi on.

Action: PBR Regul ati ons were anended in 1998 to extend
protection to all varieties of plants. As indicated
earlier, Bill C80 that included anendnents to the Pl ant
Breeders' Rights Act that would have all owed Canada to
join the 1991 Text of the Convention, died on the O der
Paper.

2. Wrk towards bringing Canada's patent practice into closer
alignment with other industrialized nenber countries of the
WO to: (a) strengthen patent protection for nmulti-cellular
life forms, (b) introduce patent termrestoration, and (c)
adopt a patent opposition procedure.

Action: The question on the patentability of higher life
forms is currently focused on the Federal Court of Appeal
Harvard Mouse case, discussed above.

Patent termrestoration allows patentees to have the

|l ength of a patent term extended to conpensate for del ays
in obtaiiing requi red governnment approval to market a
product.E’ There is no indication that patent term
restoration is under consideration.
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The Canadi an Patent Act currently all ows anyone to protest
the patentability of any claimduring the pendency of a
pat ent application, or request re-exam nation of any claim
in a patent, on the basis of prior art submtted to the
Patent O fice. However, these are not fornmal inter partes
procedures. The adoption of a formal opposition procedure
is currently under discussion.

3. Ensure that applications for gene sequences are not allowed
wi t hout a known specific utility.

Action: Current Patent O fice practice requires that the
di sclosure include a utility that is real and can be
denonstr at ed.

4. Adopt a fast-track procedure for the granting of
applications with clains that are co-extensive with those
granted by Canada's nmjor trading partners.

Action: Applicants can currently obtain early exam nation
of an application by neans of a special order request.
There is, however, no indication that the adoption of a
formal fast-track procedure is under consideration.

13. CONCLUSI ON

Looki ng back from a broad perspective, the basic procedural
steps of obtaining a patent, i.e., an application is filed,
exam ned for conpliance with the Patent Act, and granted or
refused, have remained the sane over the past century. Al so,
the statutory definition of invention, and the patentability
criteria of novelty, non-obviousness and utility have, remained
virtually the same since Confederation. Today’'s |egislative
provi si ons have, however, evolved froma strong focus on
residency requirenments and | ocal nmanufacturing to today’s
policies, influenced by the gl obal econony’s enphasis on trade
and i nvest nent.

Canada first becane bound by international patent obligations
when it joined the 1883 Paris Convention for the Protection of
I ndustrial Property in 1925. Even though the Convention has
been anended several tinmes since then, progress on the

har noni zati on of substantive patent issues has been | argely

el usive. The conclusion, after alnost ten years of

del i beration, of the 1970 PCT was a success, but the Treaty is
| argely procedural in nature, and was not able to address
substantive matters. WWPO continues its efforts in this
regard, but the only recent international harnonization of
substantive nmatters has been the EPC and the establishnment of
the EPO. Recent trade-rel ated agreenents have, however,
established significant international patent norns, coupled
with an effective dispute resolution procedure.
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Looki ng ahead, the boundaries that define what subject matter
can be patented will, if the past is any indication, continue
to expand to accommopdate new i nventions. |In this context,
debate concerning the patentability of biotechnol ogy-rel ated
inventions will likely differ from for exanple, questions
concerning conputer or Internet-related inventions. Policy
decisions with respect to biotechnol ogy may have to take
et hi cal and environnental concerns into consideration in order
to gain general societal acceptance.

The patent nornms negotiated under trade-rel ated agreenents are
such as to restrict future governnent attenpts to devel op
Canadi an policy initiatives designed to benefit primarily | ocal
i nnovation. In order to encourage donestic innovation via the
patent system the governnent may have to devel op

adm ni strative or other nmeasures that do not violate
international obligations. Nevertheless, conpliance with these
nornms by Canada’s trading partners should provide nore uniform
protection for Canadi an products abroad.

As the Canadi an econony becones nore dependent on gl obal trade
and investnent, other trade-related issues could arise that
establish links with various patent issues, and thereby shift
policy discussions on these matters to the international |evel.



TABLE 1
CANADI AN MEMBERSHI P | N W PO PATENT- RELATED TREATI ES

NAVE AND YEAR OF YEAR BASI C DESCRI PTI ON
TREATY CANADA
JA NED;
NUVBER
VEVBER:
Paris Convention for Joi ned: Cont ai ns basic norns such as
the Protection of 1925; national treatnent and
I ndustrial Property Menber s: convention priority rights for
(1883) 160. foreign applications.
Pat ent Cooperation Joi ned: Est abl i shes a procedure for the
Treaty (PCT) (1970) 1990; international filing,
Menber s: publication, search, and
109. prelimnary exam nation of
i nternational applications.
The Treaty does not have
authority to grant patents,
whi ch remains with national
of fices.
St rasbour g Agreenent Joi ned: Adm ni sters and updates the
Concerni ng the 1996; I nt ernati onal Patent
I nt ernati onal Patent Menber s: Classification (I PC), used by
Cl assification (IPC 47. virtually all countries.
(1971)
Budapest Treaty on Joi ned: Governs procedure for the
the I nternational 1996; deposit of a sanple
Recognition of the Menber s: m croorgani sm described in a
Deposit of 49. patent application, with an
M cr oor gani sns for I nternational Depositary
t he Purposes of Aut hority (IDA). A single
Patents (1977) deposit with one IDAis
recogni zed by all nenber states.
Uni on International e Joi ned: Provi des international norns for
pour | a Protection 1991, the protection of new pl ant
des (btentions Menper s: varieties.
Végét al es (UPQV) 46. (Not a WPO Treaty, but

(1961)

adm ni stered by WPO
secretariat.)

L WPO Wb site: www wipo.org/treaties (I'nfo. as of Jan. 30/01)

2 See UPOV Website, www upov.int.

(Info. as of Jan. 30 01).
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TABLE 2

CANADI AN PATENT LEGQ SLATI VE H GHLI GHTS
1824 to 1899

PERI CD EVENTS H GHLI GHTS
1820s First Patent Acts in First-to-invent patent
Lower and Upper Canada. system

Patents for residents only;

Pat ents granted for

i nported technol ogy

i nvented by ot hers;

Patent term of 14 years.
1830s to | First Patent Acts in Patent term of 14 years,
1850s Nova Scotia, New extendable to 21 years for

Brunswi ck, Prince Edward |insufficient renuneration
| sl and, Newfoundl| and,
and the Province of
Canada.
1860s First federal Patent Act | Governnment can use patented
(1869). i nventions; Patent
applications are open to

t he public;

Patent term of 15 years

(three 5 year periods);

Pat ents coul d be i npeached

for non-working in Canada;

M nister of Agriculture is

Conmmi ssi oner of Patents.
1870s Federal Act extended to Forei gners can obtain

t he new provi nces of pat ents.

Mani t oba, British

Col unbi a and Prince

Edwar d | sl and.

Second federal Patent

Act (1872)
1880s Federal Act extended to Patent term of 18 years
and North West Territories. (three 6 year periods);
1890s Statutory authority to

enpl oy exam ners;

Federal Exchequer Court to
hear (a) conflict
proceedi ngs to determ ne
first inventor, and (b)

i npeachnent proceedi ngs.
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CANADI AN PATENT LEGQ SLATI VE H GHLI GHTS
1900 TO 1959

PERI CD EVENTS H GHLI GHTS

1900 to Pat ent Act Patent O fice established by

1919 extended to new |statute;
provi nces of Pat ent applications nade secret;
Al berta and Exchequer Court to hear appeal s
Saskat chewan. fromrefusals by Conm ssioner of

Patents to grant a patent;
Compul sory licenses for not
wor ki ng;

First appoi nted Conm ssioner of
Pat ent s;

Patent O fice transferred to
Department of Trade and

Conmmer ce.
1920s Third federal Claimng restrictions and
Pat ent Act conmpul sory licensing for the
(1923). manuf act ure of patented foods

and nedi ci nes;

Provi sions for inventions nmade
by public servants;

Convention priority rights for
forei gn applications;

Patent term of 18 years.

1930 to Fourth federal Mut ual recognition of Canadi an
1959 Pat ent Act and Newf oundl and patents;
(1935). Procedure for handling national
defence and atom c energy
Pat ent Act appl i cations;
extended to the | Provisions on public servant
new provi nce of |inventions transferred to
Newf oundl and separate Act.

(1949) .
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CANADI AN PATENT LEGQ SLATI VE H GHLI GHTS

1960 TO 1999

tati on Act

PERI OD OR EVENT MAI N AVENDMENTS
DATE
1960s Compul sory | nt roduced conpul sory |icences to inport
| i censi ng pat ent ed nedi ci nes.
amendment s
(1969)
1970s and Bill C 22 Conpul sory Licensing: Deleted clainmng
1980s Conpul sory restrictions for foods and nedici nes, and
| i censi ng, i ntroduced periods of market exclusivity
and general |for patented nedicines of 7 to 10 years.
pat ent General Amendnents: First-to-file patent
amendnments. |system Early publication of
(Royal applications; Introduced nmintenance
Assent fees; Term of patent starts fromfiling
1987) date; G ace period for acts by inventor;
Authority to join and inplenment Patent
Cooperation Treaty (PCT).
1990 Pl ant First Plant Breeders’ Right Act: provides
Br eeder s’ protection for plant varieties;
Ri ghts Adm ni stered by Agricul ture Canada.
1992 veLAL Editorial anmendments.
1993 Bibl S-17, Added patentability requirenent of non-
| P obvi ousness; Deposits of biological
| mprovenent [material to be treated as part of a
Act pat ent application.
1993 Bill C91, Repeal ed conpul sory |icensing provisions
Compul sory for foods and nedi ci nes; Provided
| i censi ng exceptions for early working and
anmendnent s stockpiling of patented nedicines before
patent expiry date.
1994 NAFTA Ext ended Governnent use of patented
| mpl enen- i nventions to provinces; Deleted
tation Act conmpul sory licences for non-working.
1996 WO TRI PS Restrictions on governnent use of
| mpl enen- sem conduct or technol ogy.

1 M scel | aneous Statute Law Anendnent Act.

2 Intell ectual

Property.
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TABLE 5

COVMON ELEMENTS OF PATENT PROCEDURE RECOMMENDATI ONS
(RE: GOVERNMENT STUDI ES: 1950s to 1970s)

RECOMIVENDATI ONS | 1959 | LSLEY | 1971 1976 ENACTED
COWM SSI ON | ECONOM C WORKI NG I N 1980s
REPORT COUNCI L PAPER ON AND 1990s.
REPORT PATENT LAW
REFORM
Convert to Yes Yes Yes First-to-
first-to-file file system
pat ent System adopt ed
Early 12 nont hs 12 nont hs Yes 18 nont hs
publ i cation of after after (Time to be after
appl i cations. filing filing pr escr i bed) filing
Patentability | f offence No Adopt EPC? Prohi bition
prohi bition for |[under pr oposal provi si ons del et ed.
illicit subject |[Crimnal
matter. Code
Del ete claim Yes. No Yes. Restriction
restrictions proposal . del et ed.
for foods or
medi ci nes.
| nt roduce Yes. Yes Yes. Yes.
mai nt enance
f ees.
Change start of 17 years 17 years 9 years 20 years
patent term fromfiling [from fromfiling [fromfiling
dat e. filing date, plus dat e.
dat e. five nore
years if
wor ked in
Canada.
Provi de Not in No Excl ude Pl ant
protection for favour of pr oposal . pl ant Br eeders’
pl ant s. pl ant varieties, Ri ghts Act
protection. per EP enact ed.
Add non- Yes. No Yes. Yes.
obvi ousness pr oposal .
requirenent to

! Eur opean Patent Conventi on.
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