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1.0 
INTRODUCTION

2002 provided two decisions of the Supreme Court of Canada on important patent issues and several other cases of interest.

· with regard to patentable subject  matter, the Supreme Court of Canada issued its decision in Commissioner of Patents v. Harvard College, the “Harvard Mouse” decision
; 

· also with respect to patentable subject matter, the Federal Court of Appeal affirmed the validity and enforcement of a patent for a genetically modified canola seed in Monsanto v. Schmeiser
;

· the issue of the scope of patent protection available on the basis of “sound prediction” was addressed by the Supreme Court of Canada in Apotex and Novopharm v. Wellcome
;

· also, in Apotex and Novopharm v. Wellcome, the Supreme Court dealt with the issue of the extent to which an error in naming the correct inventors can result in invalidity of a patent;

· the Federal Court of Appeal in Baker v. Canwell
 and in Smithkline Beecham v. Apotex
 gave the first detailed consideration of section 28.2 of the  “New Act”, the Patent Act as amended in 1989 and 1996, relating to anticipation.

2.0
LEGISLATION

2.1
Patent Act Amendment

The only amendment to the Patent Act  was a minor amendment of sections 17 and 54(2) to replace the reference to “Federal Court Act” with “Federal Courts Act
.

2.2
Patent Rules Amendment

Amendments were made to the Patent Rules effective April 2, 2002
 to implement an amendment to the Patent Cooperation Treaty (PCT) to extend the time limit for transmitting a PCT application to national patent offices from 20 months to 30 months, whether or not international examination has been requested.  The object is to reduce patent office workloads.  The benefit to the applicant is that it has a longer period of time before incurring the expenses of entering the national phase and before having to choose which country in which to do so (where the original PCT application listed a large number of countries and regions).  The amendments are as follows:

“1. (1) Paragraphs 58(3)(a) and (b) of the Patent Rules are replaced by the following:

(a)
the 30-month period after the priority date; or

(b)
where the applicant pays the additional fee for late payment set out in item 11 of Schedule II, the 42-month period after the priority date.

(2)
Section 58 of the Rules is amended by adding the following after subsection (8):

(9)
An international application may not become a PCT national phase application where:

(a)
before April 1, 2002, the 32-month period after the priority date has expired;

(b)
the applicant had not complied with the requirements of subsection (1) and, where applicable, subsection (2) before the expiry of that period; and

(c)
an election of Canada was not made before the expiry of the nineteenth month after the priority date.

2. (1)
Paragraphs 62(2)(a) and (b) of the Rules are replaced by the following:

(a)
the 36-month period after the priority date; and

(2)
Section 62 of the Rules is amended by adding the following after subsection (3):

(4)
For greater certainty, where an application was, before April 1, 2002, deemed to have been abandoned pursuant to subsection (1), the application may not be reinstated in accordance with subsection 73(3) of the Act after the expiry of the 12-month period after the date on which the application was deemed to be abandoned.”

3.0
CONSTRUCTION OF PATENTS

3.1
Application of the Free World / Whirlpool Test

During 2002, courts continued to deal with the construction of patents in light of the direction given by the Supreme Court of Canada in Free World v. Électro Santé
 and Camco v. Whirlpool
.

3.1.1
Schmeiser v. Monsanto

In Schmeiser v. Monsanto
, Sharlow J.A. for the Federal Court of Appeal stated that “It is a fundamental principle that a patent claim must be given a purposive construction” and she noted that “purposive construction of a patent claim” had been explained by Lord Diplock in Catnic Components. v. Hill & Smith
 and that such explanation had been endorsed by Binnie J. in Whirlpool.  She also stated:
“[36]  Shortly before Catnic, Mr. Justice Dickson had said in Consolboard v. MacMillan Bloedel
 that a patent claim construction should be reasonable and fair to both the patent holder and the public. As I understand it, this is simply another expression of the purposive approach to the construction of patent claims, emphasizing the statutory bargain represented by the grant of a patent. …[noting the comments of Binnie J. in Whirlpool, at paragraph 49(g)]:

[37] It is also well settled that in construing the claims of a patent, recourse to the disclosure portion of the specification is (1) permissible to assist in understanding the terms used in the claims, (2) unnecessary where the words are plain and unambiguous, and (3) improper to vary the scope or ambit of the claims: Dableh v. Ontario Hydro
”

3.1.2
Westaim v. Royal Canadian Mint

In Westaim v. Royal Canadian Mint
. Hansen J. gave a detailed consideration of the construction of the essential elements of the claims in issue. She noted that the key difference between the parties regarding the construction of the claims arose from the meaning of the words “…placing the container into an electroplating bath, electroplating a metallic cladding onto the cores while moving the container angularly about a horizontal axis, until a plating thickness of at least about 0.01mm has been deposited…” The issue was whether the meaning of these words included a cladding consisting of multiple metallic layers. (The Mint contended that its process did not infringe since (a) the first layer of metal electroplated onto the steel cores was not at least 0.01 mm thick, and (b) multiple electroplating baths of different metals were used to achieve a plating thickness greater than 0.01 mm, (c) the second copper layer and third nickel layer are not electroplated onto steel cores.)

Hansen J. referred to the Supreme Court decisions in Free World and Whirlpool . She noted:

[32] In Whirlpool, and Free World Trust …, Binnie J. affirmed the “purposive construction” approach to claims construction. The court's task is to identify how the patentee has used various terms in the claims and what was meant by the terms. An understanding of the meaning of the terms is derived from the context of the patent specification as a whole with the assistance of the person skilled in the art to which the patent relates. An informed and knowledgeable reading of the claims will enable the court to identify as stated in Whirlpool, supra at paragraph 45 “... the particular words or phrases in the claims that describe what the inventor considered to be the "essential" elements of his invention”.

…..

[71] As noted earlier, the Court's task in construing the claims is to identify the essential and non-essential elements of the claims. As stated in Whirlpool, supra in paragraph 48:

“...the scope of the monopoly remains a function of the written claims but, as before, flexibility and fairness is achieved by differentiating the essential features ("the pith and marrow") from the unessential, based on a knowledgeable reading of the whole specification through the eyes of the skilled addressee rather than on the basis of the kind of meticulous verbal analysis in which lawyers are too often tempted by their training to indulge”.
[72] In Free World Trust, Binnie J. emphasized the primacy of the claims language in determining the scope of the monopoly. However, it is a purposive construction of the claims that defines the scope of the monopoly. In Free World Trust, supra at paragraph 55, Binnie J. observed that an essential element is one “where substitution of another element or omission takes the device outside the monopoly”. A non-essential element is one “where substitution or omission is not necessarily fatal to an allegation of infringement”. He explained that an element of an invention may be considered to be non-essential in either of two ways:

i) that on a purposive construction of the words of the claim it was clearly not intended to be essential, or (ii) that at the date of the publication of the patent, the skilled addressees would have appreciated that a particular element could be substituted without affecting the working of the invention, i.e. had the skilled worker at that time been told of both the element specified in the claim and the variant and "asked whether the variant would obviously work in the same way", the answer would be yes...

[73] The phrase “work in the same way” means that “the variant (or component) would perform substantially the same function in substantially the same way to obtain substantially the same result”.

She then proceeded to apply these principles in light of the expert evidence as to the understanding of the person skilled in the art.

1.  With respect to the first test, she concluded that “It is clear from a reading of the claims in the context of the entire specification that the inventors intended that the metallic cladding have a minimum thickness of 0.01 mm.” and that there was nothing in the language of the claims to indicate that the inventors did not clearly intend that first layer 0.01mm was a non-essential element.

2.  With respect to the second question, whether it would have been obvious to the skilled worker at the date of the publication of the patent that a cladding having multiple layers could be substituted for a cladding having a single layer without affecting the working of the invention, she accepted the evidence of one of plaintiff’s experts that the number of layers plated during the plating process does not make a functional difference to the process of the invention. and that this would have been obvious at the date of the publication of the patent. She noted that “a cladding consisting of multiple metallic layers would obtain ‘substantially the same result’ as a cladding consisting of a single metallic layer. The result is a coin blank with a cladding able to take an imprint, that is, a coin suitable for minting.”

3.1.3
Quadco v. Timberjack

Quadco v. Timberjack (felling head)
, was an action for infringement of a patent relating to an accumulator  felling head to be used in accumulating trees as they are cut down.

Tremblay-Lamer J. summarized the principles applicable to construction of patents in light of Free World Trust and Whirlpool, While noting that the claim may contain non-essential elements which may be substituted without affecting the claim, she said, inter alia:

“[23] … The fact remains however that strict compliance with a word or phrase will be considered an essential requirement by the courts unless it is obvious that the inventor knew that a failure to comply with that requirement would have no material effect on the way the invention worked. A court must interpret the claims; it cannot redraft them. When an inventor has clearly stated in the claims that he considered a requirement as essential to his invention, a court cannot decide otherwise for the sole reason that he was mistaken, (O'Hara Manufacturing, supra at 7).”

and

“[28] The onus is on the patentee to establish known and obvious substitutability at the date of the publication of the patent. If the patentee fails to discharge that onus, the descriptive word or expression in the claim is to be considered essential unless the context of the claims language otherwise dictates, (Free World Trust, supra at para. 57).”

The case turned on the interpretation of claim 1 which stated:

Claim 1: An improved accumulator arm means in a device for gathering and retaining a plurality of trees, said improved accumulator arm means comprising a first arm mounted on a frame of the device for swinging through an arc about a first axis, a finger member swingably mounted on the free end of the arm, a hydraulic piston cylinder unit connected at one end thereof to the frame and at the other end to a lug member pivoted for free movement about said first axis, and a link member pivotally connected adjacent opposed ends thereof respectively to said lug member and said finger.

Adopting the evidence of the defendant’s expert, she construed all of the elements of the claim to be essential. She concluded that the Timberjack felling head did not infringe stating:

“[72] I am convinced by the testimony of Mr. Micacchi, Mr. McPhee and Mr. Wildey that the Timberjack "Watt-1 six bar mechanism" is a different mechanism from the Quadco "four bar mechanism". In the Timberjack device design, the lug is not pinned to the frame, it is pinned to the moving first arm. It also does not pivot about the same axis as the inner arm and the lug is not free to pivot independently of the movement of the inner arm. This difference in connectivity substantially alters the operation and design of the Timberjack mechanism from the mechanism claimed in the ‘130 patent. Considering that it is sufficient that one essential element be different, the Timberjack device does not infringe claim 1 of the ‘130 patent since an essential element of claim 1 is that the lug and the inner arm be pinned to the frame at the same point.”

3.1.4
Norac v. Prairie
In Norac v. Prairie
  Pelletier J. considered the issues of purposive construction and essential and non-essential elements in the context of a consideration of infringement and this aspect of his decision is considered below in that context.
3.2
Person skilled in the Art

3.2.1
Westaim v. Royal Canadian Mint

There was an issue as to the person skilled in the art in Westaim v. Royal Canadian Mint
. The patent related to a process for producing coin blanks suitable for minting into coins. The plaintiff contended that the person skilled in the art was a person having experience in the production of plated blanks, such as two of its experts. The trial judge accepted the defendant’s contention that the patent was addressed to a person or team of people who are knowledgeable not only in minting, but also in metallurgy and electroplating, since the steps of the process included heat treatment of various metals and an electroplating step.

3.3
Construction of the Patent – Expert Evidence

3.3.1
Urea Casale v. Stamicarbon
In Urea Casale v. Stamicarbon
 the Federal Court of Appeal, in discussing whether summary judgment should have been granted in that case, commented on the use of expert evidence to construe a patent . Stone J.A. for the Court of Appeal said:
“[26]   While expert evidence in patent litigation is more commonly addressed to technical terms appearing in the specification, it may also be directed  towards explaining terms contained in the claims in order that the court may fully understand the language used: see e.g. McPhar Engineering Company of Canada Limited v. Sharpe Instruments Limited,. As Lord Justice Lindley put it in Brooks v. Steele and Currie :

“The Judge may, and indeed generally must be assisted by expert evidence to explain technical terms, to show the practical working of machinery described or drawn, and to point out what is old and what is new in the Specification”. 

The point was made most recently with even greater emphasis by the Supreme Court of Canada in Whirlpool Corp. v. Camco Inc., where, after referring to the guidance on patent construction to be gathered from Burton Parsons, and Catnic, Binnie J. stated:

“Burton Parsons is a pre-Catnic instance of purposive construction where, as in Catnic itself, the skilled addressee made sense and purpose of the words used in the claim by deploying the common knowledge of someone in that position. It is through the eyes of such a person, not an etymologist or academic grammarian, that the terms of the specification, including the claims, must be read.”

[Citations omitted]
3.3.2
Quadco v. Timberjack

In Quadco v. Timberjack (felling head)
, Tremblay-Lamer J. considered objections made by plaintiff’s counsel to the defendant’s expert evidence. Plaintiff called the evidence of one expert who had practical experience in the field of forestry operations and the manufacture of forestry equipment. Defendant called three experts – a professor of mechanical engineering and two employees of the defendant experienced in forestry equipment design. Counsel for the defendant objected to the evidence of the professor on the basis that he did not have practical experience in the field and he objected to the other experts on the basis that they were employees of the defendant. Tremblay –Lamer J. rejected these submissions.

1. With respect to the professor’s evidence she said:

“[50]  While I agree …that the Whirlpool, supra decision emphasizes the importance of relying on skilled individuals sufficiently versed in the art to which the patent relates, the Supreme Court, in my opinion, was merely addressing the difficulty of the "dictionary approach" and the use of grammarians and etymologists to construe the words of a claim. I am unable to read in the decision an invitation to discard the evidence of highly qualified experts in the field in favour of the evidence of less qualified ones.

She went on to say hat she was impressed with the quality of his expertise and the helpfulness of his evidence. ”In contrast, she found the evidence of the plaintiff’s expert to be “confusing and inconsistent”. 

2.  With respect to the evidence of the two employees she noted:

“[53]…. While I recognize that they are employees of the defendant, there is no doubt that they are qualified to give expert evidence. Both witnesses testified in a straightforward and competent manner, and I did not detect any bias in either experts' testimony.”

3.4
Construction of the Patent –Evidence of the Inventor

3.4.1
Quadco v. Timberjack

A further evidentiary issue raised in Quadco v. Timberjack (felling head)
 concerned the evidence of the inventor. Certain testimony of the inventor as to the interpretation of a term in the claim was adopted as knowledge information and belief of the plaintiff on its examination for discovery. Defendant sought to read it into evidence, but the defendant objected to its admissibility as to the construction of the patent on the ground that extrinsic evidence, even the evidence of the inventor, is inadmissible for this purpose.  Tremblay-Lamer J. noted that on discovery the plaintiff had accepted that the answer was binding, nevertheless, “given the ambiguity concerning the admissibility” of the answer, she maintained the objection to its admissibility.
4.0
INFRINGEMENT

4.1 
The Subject Matter Aspect of Infringement

4.1.1
Norac v. Prairie

In Norac v. Prairie
  the patent related to a patent for a mobile weighing system, designed to be used to accurately weigh loads carried on a truck or trailer. Pelletier J., in addition to quoting extensively from Free World Trust and Whirlpool, commented:

1. After quoting paragraph 29 of Binnie J.’s decision in Free World Trust re essential and non-essential elements:

[12] It can be seen from these passages that the question of substantial infringement is now a question of essential and non-essential elements of the claims. If the substituted elements are not essential, then their replacement by an equivalent combination of parts is a matter of no consequence; infringement can still be found. However, in the case of essential elements, their absence or their substitution will lead to a finding of no infringement. So while there is still scope to inquire as to whether what has been done by the defendant is simply a replacement of one element by an equivalent assembly, that conclusion, by itself, is not determinative of infringement.

2. After quoting paragraphs 45 and 49 of Whirlpool regarding the key to a purposive construction and noting it could narrow as well as broaden the scope of a claim:

[16] A purposive construction must amount to more than a summary of the main elements of a device (in the case of a mechanical patent). Since a patent, by definition, concerns a novel and useful device, a purposive construction of a patent must identify the functional elements which make the device novel and inventive. Since it is the means by which a result is obtained which is protected by the patent, rather than the result itself, a purposive construction of a patent should identify those functional elements which produce a useful result in a novel and inventive way. To that extent, it is not useful to say that all elements of a claim are equally essential in that the invention cannot function in the absence of any one of them. The inquiry ought to focus on identifying the elements whose absence will result in the device ceasing to be inventive.

Although he found the patent invalid as lacking utility, Pelletier held that the patent would not have been infringed if it were valid since (1) a tension load cell was an essential part of the invention and defendant’s load cell was not a tension load cell, although it was a cell whose output was correlated to the tension load, and (2) pivotal attachment also was an essential feature and the defendant’s load cell was not pivotally attached to the linkage assembly. He noted that infringement is not avoided by pointing out that some elements referred to in the preferred embodiment, but not included in the claim, are not included in the alleged infringing structure: infringement can not be avoided by showing a deviation from the preferred embodiment set out in the specification.

4.1.2
Illinois Tool v. Cobra

Illinois Tool v. Cobra
 was an action for infringement of a patent for a drywall anchor. Claim 1 of the patent provided:

1. An anchor for use in friable material comprising a generally hollow cylindrical body with a flanged end and a drilling end, said body having an exterior thread disposed thereon, said drilling end including means for allowing passage of an elongated fastener through and beyond said drilling end, said drilling end further including means for engaging said fastener and for causing said drilling end to deflect upon advancement of said fastener through said body. 

Pelletier J. found that in the defendant’s WallDriller anchor did not include “means for allowing passage of an elongated fastener through and beyond said drilling end” and that it also lacked “means for engaging said fastener and for causing said drilling end to deflect upon advancement of said fastener through said body”.  

With respect to the first of these elements, he concluded that the WallDriller products were never intended to be used with screws that would go beyond the drilling tip. While it was possible to drive a fastener beyond the drill tip, doing so detracted substantially from its utility. He noted that the defendant cited the following passage from National Electric v. Industrial Electric

“As to infringement, it cannot be disputed that if a purchaser follows the directions as to the manner in which the bushings are to be used there is no infringement. There is no ground for holding that this direction is colourable or that it is given in the expectation that it will be disregarded. In these circumstances I think the proper conclusion of fact is that the appellants' invention has not been taken.”

He also noted that no consumer would knowingly use the defendant’s product in an infringing manner and added: 

“[81] … In this case, the plaintiff attempts to prove infringement by showing that a device can be forced to take a form which would cause it to infringe the patent, even if no consumer would have an interest in forcing it to take that form. It would be a curious turn of events if infringement of a useful device could be established by showing how the 'infringing' device can be made to be of little or no utility.”

Having found that the product lacked two elements of the claim, he then said:

“[83] … The question which arises is whether these are essential elements of the invention whose absence would negative a finding of infringement.  In my view, they are since the patent shows that the invention was specifically designed with at least two objectives in mind; it should be self drilling, and it should permit use of fasteners of indefinite length.

‘Further the present invention seeks to provide a threaded insert which has self drilling features, and which allows the use of screws of moderate to long length.[ITW patent at p. 2, lines 17 to 19.]’
[84] The design of both embodiments of the invention makes specific and detailed provision for these elements. These elements include notch means in the first embodiment and the configuration of the drilling end in the second embodiment. A review of all of the independent claims of the patent discloses that each of them makes provision for the use of an elongated fastener. While it would have been possible to draw the patent in such a way that a matter of capacity, such as the length of the fastener which could be used, was not an essential element, this patent was drawn in such a way as to demonstrate that the inventor considered it to be an essential element of his invention. Consequently, the absence of the means provided for the use of an elongated fastener precludes a finding of infringement with respect to claim 1.”

He also found that the other independent claim, claim 7 was not infringed since it did not have a “notch means” which he found was an essential feature of that claim.

4.2
The Activity Aspect of Infringement

4.2.1
Monsanto v. Schmeiser

Schmeiser v. Monsanto
 was an action for infringement of a genetically modified plant gene and cell which was resistant to glyphosate such as used in Monsanto’s herbicide “Roundup”. At trial, the patent was held to be valid and infringed by the defendant corporation’s growing and sale of Roundup tolerant canola grown from seed saved by it. On appeal, several issues were raised relating to infringement.

Sharlow J.A., inter alia, noted the following principles:

[32] Infringement is not defined in the Patent Act, but it has been said that infringement is any act that "interferes with the full enjoyment of the monopoly granted": Lishman v. Eron Roche Inc.
… In my view, the definition of infringement stated in Lishman is intended to reflect the idea that what constitutes infringement in a particular case is a function of the scope of the statutory monopoly, so that any act that impairs the statutory monopoly is by definition "infringement". I do not read the Lishman definition as saying anything more than that.

[33]   Thus, to determine whether a certain act amounts to infringement, the scope of the statutory monopoly must be determined by construing the claims of the patent.   

Several claims were found  to be infringed. Two of the broad claims were as follows:

1.  A chimeric plant gene which comprises

(a)  a promoter sequence which functions in plant cells

(b) a coding sequence which causes the production of RNA, encoding a chloroplast transit peptide/5-enolpyruvylshikimate-3-phosphate synthase (EPSPS) fusion polypeptide, which chloroplast transit peptide permits the fusion polypeptide to be imported into a chloroplast of a plant cell; and

(c) a 3' non-translated region which encodes a polyadenylation signal which functions in plant cells to cause the addition of polyadenylate nucleotides to the 3' end of the RNA;

the promoter being heterologous with respect to the coding sequence and adapted to cause sufficient expression of the fusion polypeptide to enhance the glyphosate resistance of a plant cell transformed with the gene.

22. A glyphosate-resistant plant cell comprising a chimeric plant gene of Claim 1.

[A chimeric plant gene is one that has been molecularly engineered using multiple sources that may include plant, viral and bacterial DNA].

The object of the invention was to make a seed that would yield plants that were resistant to glyphospate herbicides. It was argued that there could be no infringement unless such a herbicide was used for there was no taking of the benefit of the invention. Sharlow J.A. rejected this argument stating:

“[43] However, it does not follow that the use of Roundup is essential to a finding of infringement. It seems to me that the argument made for Mr. Schmeiser on this point is flawed in two respects. First, it incorrectly relies on the disclosure in the patent to import a limitation that is not found in the words of the claims themselves (see Dableh). Second, it proposes a construction of the patent claim that is defined or limited by the alleged infringement. Mr. Justice Binnie said in Whirlpool, at paragraph 49(a), that such a result oriented approach to patent construction is incorrect.”

The court considered but found it unnecessary to decide whether innocence could give a defence in relation to a patent of this type. On this point Sharlow J.A. said:

[55] Counsel for Mr. Schmeiser submitted that a finding for Monsanto in this case would be highly prejudicial to any farmer who does not wish to grow Roundup Ready Canola. That is because glyphosate resistant canola can appear in a field without having been planted there, but a farmer cannot detect it without spraying Roundup, thereby killing any conventional canola in the field.

[56] There is considerable force to the argument that it would be unfair to grant Monsanto a remedy for infringement where volunteer Roundup Ready Canola grows in a farmer's field but its resistance to glyphosate remains unknown, or if that characteristic becomes apparent but the seeds of the volunteer plants are not retained for cultivation. It is often said that intention is not material to a finding of infringement
.That principle was developed in the context of patents for conventional inventions
. Clearly, in most cases of patent infringement, to allow a defence of ignorance or lack of intention to infringe would destroy the efficacy of the patent, because the actual content of any particular patent is known to very few people.

[57] However, it seems to me arguable that the patented Monsanto gene falls into a novel category. It is a patented invention found within a living plant that may, without human intervention, produce progeny containing the same invention. It is undisputed that a plant containing the Monsanto gene may come fortuitously onto the property of a person who has no reason to be aware of the presence of the characteristic created by the patented gene. It is also reasonable to suppose that the person could become aware that the plant has that characteristic but may tolerate the continued presence of the plant without doing anything to cause or promote the propagation of the plant or its progeny (by saving and planting the seeds, for example). In my view, it is an open question whether Monsanto could, in such circumstances, obtain a remedy for infringement on the basis that the intention of the alleged infringer is irrelevant. However, that question does not need to be resolved in this case. 

[58] In this case, Mr. Schmeiser cultivated glyphosate resistant canola plants. His 1998 canola crop was mostly glyphosate resistant, and it came from seed that Mr. Schmeiser had saved from his own fields and the adjacent road allowances in 1997. Although the Trial Judge did not find that Mr. Schmeiser played any part initially in causing those glyphosate resistant canola plants to grow in 1997, the Trial Judge found as a fact, on the basis of ample evidence, that Mr. Schmeiser knew or should have known that those plants were glyphosate resistant when he saved their seeds in 1997 and planted those seeds the following year. It was the cultivation, harvest and sale of the 1998 crop in those circumstances that made Mr. Schmeiser vulnerable to Monsanto's infringement claim.

Several other issues were raised and rejected by the court. Such issues included:

· Whether Monsanto had forfeited its right to claim infringement by failing to take steps to limit the spread of Roundup Ready Canola by means of the movement of pollen and through accidental spillage.

· Whether the seed of the glyphosate resistant canola plants that appeared in 1997 on and adjacent to the Schmeiser property became the property of Mr. Schmeiser by operation of law and he was free to use it.

An application for leave to appeal to the Superior Court of Canada was filed November 4, 2002.

4.2.2
Illinois Tool v. Cobra
Illinois Tool v. Cobra
 was an action for infringement of a patent for a drywall anchor. Pelletier J. noted that counsel for the plaintiff sought to demonstrate knowledge of the patent and the intention of the defendant in making its design. As to this point he said:

[14] It may very well be that I am missing the point but I take the law to be that infringement is not a matter of intention. One can infringe without having any knowledge of another's patent and without any intention to do so. The converse, it seems to me, is that one can deliberately set out to avoid infringing a patent of which one has knowledge. Whether one has succeeded or not is determined by a construction of the claims of the patent and not by one's intention. Consequently, I attribute no significance to the fact that Mr. McDuff and Mr. McSherry had knowledge of the Ernst patent and attempted to design an anchor which would not infringe that patent.

He noted that an issue of deliberate infringement may arise in the context of the personal liability of directors for the infringing acts of the company or where there is  a claim for punitive damages, neither of which were issues in that case.

4.3
Title Aspect of infringement

In Canada, pursuant to section 55 of the Patent Act, an infringer is liable, not only to the patentee, but also to all persons claiming under the patentee for any damages suffered by such person by reason of the infringement.  This has been held to enable a non-exclusive licensee to claim damages for infringement
.  In Illinois Tool v. Cobra
, Pelletier J. held that ITW Canada, a limited partnership, and ITW Canada Holdings Co. were persons claiming under the patentee by virtue of paying royalties to the patentee.

5.0
REMEDIES FOR PATENT INFRINGEMENT

5.1
Award of Damages or Profits

5.1.1
Bayer v. Apotex

The award of a right to elect an account of profits was considered by the Ontario Court of Appeal in Bayer v. Apotex
.  Following a determination that Apotex had infringed Bayer’s patent by its sale of nifedipine capsules, the trial judge awarded Bayer, at its election,  an account of the profits of Apotex as an alternative to its damages. On appeal, Apotex challenged this award, asserting that the trial judge had reversed the burden of proof by not considering whether Bayer had demonstrated an entitlement to the remedy of an accounting for profits.  As to this, MacPherson J.A. for the Ontario Court of Appeal said:
“[11] In my view, this is a very weak argument. Section 57(1) of the Patent Act, R.S.C. 1985, c. 33, gives the trial judge in an action for infringement of a patent a wide discretion to “make such order as the . . . judge sees fit”, including, in paragraph (b), an order “for and respecting . . . account”. In several leading patent cases, this discretion has been specifically applied to the remedy of an accounting for profits: see, for example, Beloit Canada Ltd. v. Valmet-Dominion Inc. and Apotex Inc. v. Merck & Co.. 

[12] Apotex v. Merck & Co. is particularly relevant to the present appeal because in that case Apotex made precisely the same argument about the trial judge reversing the burden of proof. In brief reasons, Linden J.A. rejected this argument, concluding that “in matters of the granting of equitable relief no legal presumptions are controlling, something the Trial Judge clearly understood”. 

[13] I would say the same about Lederman J.’s reasons in the present case….”

[14] Moreover, in his reasons granting the accounting for profits remedy, the trial judge very carefully considered a wide range of relevant factors, including delay, windfall, complexity of calculation (as compared to damages) and the conduct of Apotex (“when Bayer commenced this action, Apotex as licensee attacked the patent which put Bayer in jeopardy in respect of its entire market”). 

[15] In summary, the trial judge did not err – indeed he did not come close to erring – on the elementary question of burden of proof. He understood that the remedy of an accounting for profits was a discretionary one and he carefully and fairly considered the relevant factors before making his decision.  [citations omitted]

5.1.2
Apotex v. Merck 

In awarding an election of damages or an account of profits, in Apotex v. Merck
, the court noted that award of an account of profits is within the discretion of the court but stated “however, it is normally awarded unless there are circumstances  warranting otherwise”.

5.2
Damages

5.2.1
Bristol-Myers Squibb v. Apotex

Bristol-Myers Squibb v. Apotex
 was a motion for production of documents with respect to an assessment of damages. The plaintiffs were ordered to produce all of their costing documents on a full accounting basis and not simply on the basis of differential accounting. Blanchard J. stated:

“With respect to plaintiffs second ground of appeal, namely that the prothonotary erred in ordering that the plaintiffs produce all of their costing documents on a full accounting basis, and not on the accepted basis of differential accounting, I am of the view that the prothonotary did not err at law in concluding as she did.  I have carefully reviewed the arguments and the authorities submitted to me by both parties on this issue and conclude that the jurisprudence does not, as a matter of law, impose the differential cost method as the only approach that a court may adopt in a damages calculation.  Rather, each situation must be looked at in light of its own particular facts and circumstances. …”

5.3
Account of Profits
5.3.1
Monsanto v. Schmeiser

In Monsanto v. Schmeiser
, Monsanto U.S. as patentee of a patent relating to a plant gene and Monsanto Canada as licensee were held to be entitled to the profits made by the corporate farming business from its infringement which the trial judge assessed to be about $20,000.  On the appeal and cross appeal Schmeiser argued that there were no profits from the infringement, Monsanto argued that the profits should be assessed at about $105,000.  Both arguments failed. 

Comparative method rejected
Schmeiser argued since the seed was sold to a commercial crushing plant and the same price was obtained as if it had not infringed, there had been no financial benefit, and therefore no profit, from the infringement. Sharlow J.A. for the Federal Court of Appeal re-affirmed that on an account of profits one looks at the actual profits, not a comparison with the profits that might have been made had there been no infringement, stating:

“[80] In my view the Trial Judge was correct on this point. A somewhat similar question was considered in Reading & Bates v. Baker Energy
, and was answered as follows by Mr. Justice Létourneau:

‘On this accounting procedure, I believe one has to look at the profits that the appellant actually made through the infringing acts, not the profit that he could have made had he used a non-infringing method.’”

Quantification of the Profits

With respect to the quantum, the Federal Court of Appeal affirmed the trial judge’s deduction in determining the profits of the corporation of a reasonable amount as an allowance for Mr. Schmeiser’s labour, even though in fact no salary was paid to him for tax reasons.  Sharlow J.A. said:

“[85]  The award of profits as a remedy for patent infringement is fundamentally an equitable remedy. In my view, if the application of accounting principles in a mechanical fashion results in a quantum that does not reflect the economic profit from the infringement, it is open to the Trial Judge to adjust the quantum provided he does so on a principled basis.”

5.3.2
Bayer v. Apotex – Apportionment

One of the issues raised by Apotex on its appeal from directions given by the trial judge with respect to the accounting of the profits made by Apotex from its sale of nifedipine capsules was that the trial judge erred in failing to permit an apportionment of the profits. The direction as given by Lederman J. was:

“…On that reference, in respect of damages or profits, sales of all infringing Apo-Nifed capsules are to be considered and Apotex may not apportion revenues as between those Apo-Nifed capsules actually bitten, and those that were swallowed.” 
Apotex challenged this direction citing comments concerning apportionment made in Lubrizol v. Imperial Oil
 (on a motion for production of documents).  The Court of Appeal viewed this as a disguised attempt to reargue the liability determination  MacPherson J.A. said:

[24] Apotex contends that its sales of capsules did not depend on the biteability characteristic. Accordingly, an accounting for profits should permit an apportionment to take account of this factor.

[25] I disagree. Lubrizol is inapplicable because in the present case there was an express finding by the trial judge, confirmed by this court, that the Bayer capsule as a whole, not just its biteability factor, was protected by the patent. As restated and explained by the trial judge in his reasons relating to remedy:

The defendant manufactured and sold a product which, in its entirety, infringed the plaintiff’s patent. It made, presumably, a profit from those sales. It defies logic to suggest that these two facts taken together do not add up to a causal link. 

. . . . . 

Since the defendant’s product was infringing by virtue of its entire configuration, it is conceptually impossible for there to be a division of profits between infringing and non-infringing elements. [Emphasis added.] 

[26] I agree with this analysis, as did this court when it upheld Lederman J.’s identical line of reasoning in his judgment on the liability issue… 

5.3.3
Apotex v. Merck

In Apotex v. Merck
, as noted above, the plaintiff was awarded an election as to damages or profits .with respect to the procedure the court held that the plaintiff was not required to submit to discovery unless it elected damages on the basis that unless it elects damages any information relevant to the remedy of accounting would be wholly within defendant’s knowledge and possession. The plaintiff allowed to make its election subsequent to discovery of the defendant. 

5.4
Punitive Damages

5.4.1
 Apotex v. Merck
Apotex v. Merck
 also addressed an issue of punitive damages. The court found that Apotex acquired additional enalapril maleate in breach of the injunction, but did not disclose it and held that this was an appropriate case for punitive damages. The court directed that the assessment of the quantum, if any, be determined on the reference subsequent to the determination of general damages or profits. The court noted that Apotex was legally sophisticated and could not have believed it was not infringing and that, even if it did so believe, it was obliged to seek directions from the court on this issue.

5.5
Injunction

5.5.1
Monsanto v. Schmeiser

On the appeal in Monsanto v. Schmeiser
 there was an issue raised as to the scope of the injunction. At trial, the trial judge granted Monsanto an injunction in these terms:

3. The Defendant, Percy Schmeiser, and the officers, directors, employees of the Defendant, Schmeiser Enterprises Ltd., and all persons under their control are hereby enjoined until the end of the term of the Patent from:

(a) planting or growing seeds which they know or ought to know contain genes or cells as claimed in claims 1, 2, 5, 6, 22, 23, 27, 28 and 45 of the patent

(b) cultivating or harvesting any plant grown from the seeds referred to in subparagraph (a) above; and

(c) offering for sale, selling, marketing, distributing by any means any and all quantities of seed referred to in subparagraph (a) above and any and all quantities of plants grown from such seed

Mr. Schmeiser argued that the injunction was overly broad because he knew that his canola fields are already contaminated by glyphosate resistant canola and the nature of canola is such that he could reasonably anticipate the constant presence of volunteer glyphosate resistant canola in his field at all times. Therefore, by the terms of this injunction, he could not save his canola seed as is his normal practice and is compelled to buy new canola seeds every year. As to this submission, Sharlow J.A. said:

“[76] As I interpret the injunction, it would not preclude Mr. Schmeiser from saving canola seeds unless he knows or ought to know that the seeds are glyphosate resistant. I do not construe the words "know or ought to know" in the injunction to mean the awareness of every Canadian farmer, including Mr. Schmeiser, that volunteer glyphosate resistant plants may appear anywhere, or are likely to appear anywhere. It seems to me that the requisite knowledge would not be established unless Mr. Schmeiser, because of the use of Roundup or some means of chemical testing, knows or is willfully blind to the presence of glyphosate resistant canola plants on or near his property. If Mr. Schmeiser, having that degree of knowledge, saves and plants the seeds from those plants, he would be in breach of the injunction. Mr. Schmeiser would not breach the injunction merely by saving seed from canola plants that have not survived spraying with Roundup and have not been subjected to any other test that would detect glyphosate resistance.

[77] It seems to me that Monsanto should be entitled to some assurance that Mr. Schmeiser will not repeat the actions that have now been established to be an infringement of the Monsanto patent. The injunction granted by the Trial Judge gives that assurance. I cannot conceive of a narrower injunction that would serve the same function.”

6.0
 PATENT VALIDITY ISSUES

6.1
Patentable Subject Matter 

6.1.1
Harvard College v. Commissioner - Higher Life Forms – Non-human Mammals
On December 5, 2002, the Supreme Court of Canada issued its decision in Harvard College v. Commissioner
 regarding the patentability of genetically modified non-human mammals. The Supreme Court (4 of the 9 judges dissenting) reversed the judgment of the Federal Court of Appeal which had held the claimed subject matter patentable, restoring the decision of the Commissioner.

The issue arose on an appeal from the refusal by the Commissioner to allow claims in a pending patent application for what is sometimes called the “Harvard Mouse”, but which in view of the scope of the claims might more accurately be called the “Harvard Mammal”.  Claim 1 of the patent application read as follows:

“A transgenic non-human mammal whose germ cells and somatic cells contain an activated oncogene sequence introduced into said mammal, or an ancestor of said mammal, at an embryonic stage.”
Essentially, the claims were directed to a non-human mammal (narrowed in subsidiary claims to a mouse) which is genetically engineered so as to be predisposed to developing cancer and hence useful in testing products as possible cancer treating agents.

The application also contained claims to a method of producing a transgenic cell culture, a somatic cell culture derived from a transgenic mammal, a method of producing a transgenic mammal, a method of testing using such mammal, and use of such mammal in a method of testing. These claims had been allowed by the Patent Office and their patentability was not in issue.

The issue focused on the definition of “invention” in the Patent Act, which states:

“any new and useful art, process, machine, manufacture or composition of matter, or any new and useful improvement in any art, process, machine, manufacture or composition of matter”

The Commissioner held that “manufacture” and “composition of matter” applied to something made under the control of the inventor, and that in the case of the Harvard Mouse, not all aspects of the resulting product fell under the control of the inventor, as the laws of nature took over once the gene was inserted into the mouse at the embryonic stage.

Trial Decision
Mr. Justice Nadon in the Trial Division of the Federal Court upheld the decision of the Commissioner.  Mr. Justice Nadon stated that the claimed mammal was not truly reproducible; “too much is left to luck and chance”.
  He also found that a higher life form did not fit within the scope of the Patent Act, and specifically did not fit within the meaning of the words “manufacture” or “composition of matter”. 
Federal Court of Appeal Decision

The decision of Nadon J. was reversed by the Federal Court of Appeal, which held that the claims should be allowed.  The majority of the Court of Appeal (Isaac J.A. dissenting) held that the genetically engineered mouse was a “composition of matter” within the definition of “invention" in section 2 of the Act, stating that such section does not exclude living things and stating that limitations should not be read into the definition.

Supreme Court of Canada Decision – Bastarache J. for the Majority
The decision of the majority of the Supreme Court of Canada rejecting the patentability of the claimed subject matter was given by Bastarache J. He summarized his conclusion as follows:

153 The sole question in this appeal is whether the words "manufacture" and "composition of matter", in the context of the Patent Act, are sufficiently broad to include higher life forms. If these words are not sufficiently broad to include higher life forms, it is irrelevant whether this Court believes that higher life forms such as the oncomouse ought to be patentable. The grant of a patent reflects the interest of Parliament to promote certain manifestations of human ingenuity. As Binnie J. indicates in his reasons, there are a number of reasons why Parliament might want to encourage the sort of biomedical research that resulted in the oncomouse. But there are also a number of reasons why Parliament might want to be cautious about encouraging the patenting of higher life forms. In my view, whether higher life forms such as the oncomouse ought to be patentable is a matter for Parliament to determine. This Court's views as to the utility or propriety of patenting non-human higher life forms such as the oncomouse are wholly irrelevant.

154 This Court has on many occasions expressed the view that statutory interpretation cannot be based on the wording of the legislation alone (Rizzo & Rizzo Shoes Ltd. (Re), [1998] 1 S.C.R. 27). Rather, the Court has adopted E. A. Driedger's statement in his text, Construction of Statutes (2nd ed. 1983), at p. 87 : "[T]he words of an Act are to be read in their entire context and in their grammatical and ordinary sense harmoniously with the scheme of the Act, the object of the Act, and the intention of Parliament" (Rizzo, supra, at para. 21).

155 Having considered the relevant factors, I conclude that Parliament did not intend to include higher life forms within the definition of invention found in the Patent Act. In their grammatical and ordinary sense alone, the words "manufacture" and "composition of matter" are somewhat imprecise and ambiguous. However, it is my view that the best reading of the words of the Act supports the conclusion that higher life forms are not patentable. As I discuss below, I do not believe that a higher life form such as the oncomouse is easily understood as either a "manufacture" or a "composition of matter". For this reason, I am not satisfied that the definition of "invention" in the Patent Act is sufficiently broad to include higher life forms. This conclusion is supported by the fact that the patenting of higher life forms raises unique concerns which do not arise in respect of non-living inventions and which are not addressed by the scheme of the Act. Even if a higher life form could, scientifically, be regarded as a "composition of matter", the scheme of the Act indicates that the patentability of higher life forms was not contemplated by Parliament. Owing to the fact that the patenting of higher life forms is a highly contentious and complex matter that raises serious practical, ethical and environmental concerns that the Act does not contemplate, I conclude that the Commissioner was correct to reject the patent application. This is a policy issue that raises questions of great significance and importance and that would appear to require a dramatic expansion of the traditional patent regime. Absent explicit legislative direction, the Court should not order the Commissioner to grant a patent on a higher life form.”

He elaborated on these reasons under four headings.

1. The Words of the Act.  He agreed that the definition was broad, but not unlimited, noting that Parliament had chosen to adopt an exhaustive definition, signaling a clear intention to include certain subject matter as patentable and exclude other subject matter. He concluded that “manufacture” would be understood to mean a non-living mechanistic product or process. With respect to “composition of matter”, while declining to precisely define its limits, he concluded that it did not include a higher life form such as the oncomouse. He said [para. 163] that “animal life forms have numerous unique qualities that transcend the particular matter of which they are composed” and thus the phrase “composition of matter seemed inadequate as a description of a higher life form. He also said [paras. 164-166]:

164 Lastly, I wish also to address Rothstein J.A.'s assertion that "[t]he language of patent law is broad and general and is to be given wide scope because inventions are, necessarily, unanticipated and unforeseeable" (para. 116). In my view, it does not thereby follow that all proposed inventions are patentable. On the one hand, it might be argued that, in this instance, Parliament could foresee that patents might be sought in higher life forms. Although Parliament would not have foreseen the genetically altered mouse and the process of genetic engineering used to produce it, Parliament was well aware of animal husbandry or breeding. While the technologies used to produce a crossbred animal and a genetically engineered animal differ substantially, the end result, an animal with a new or several new features, is the same. Yet Parliament chose to define the categories of invention using language that does not, in common usage, refer to higher life forms. One might thus infer that Parliament did not intend to include higher life forms in the definition of "invention". Although he was referring specifically to crossbred plants and not to higher life forms in general, a similar point was made by Marceau J.A. in Pioneer Hi-Bred (F.C.A.), supra, at p.14:

‘It is argued that the very nature of the patent system and the benefits that were expected there from should lead to the conclusion that Parliament intended the most open and favourable approach to its statute. Maybe so, but I do not think that such an approach would permit the interpreter to dispense with the necessity to respect the results suggested by a careful analysis of the terms used in the statute. Besides, speaking of the intention of Parliament, given that plant breeding was well established when the Act was passed, it seems to me that the inclusion of plants within the purview of the legislation would have led first to a definition of invention in which words such as "strain", "variety" or "hybrid" would have appeared . . .’

165 On the other hand, it is important to recall that there is a qualitative difference between crossbreeding and genetic Harvard College v. Canada (Commissioner of Patents) alteration. In Pioneer Hi-Bred (S.C.C.) Lamer J. (as he then was) articulated that difference in the following terms (at p. 1163):

‘While the first method implies an evolution based strictly on heredity and Mendelian principles, the second also employs a sharp and permanent alteration of hereditary traits by a change in the quality of the genes.’ 

It is thus possible that Parliament did not regard crossbred plants and animals as patentable, not because they are higher life forms, but because they are better regarded as "discoveries". Unable to anticipate genetic alteration, Parliament would not have foreseen that higher life forms could be created in a manner reasonably understood as an invention. If this is the case, we should be wary of applying too broad or literal an interpretation of the phrase "composition[s] of matter". Even if higher life forms were more easily cognizable as "compositions of matter", I still would find it difficult to conclude that the definition of "invention" was intended to be sufficiently broad to include higher life forms.

166 Patenting higher life forms would involve a radical departure from the traditional patent regime. Moreover, the patentability of such life forms is a highly contentious matter that raises a number of extremely complex issues. If higher life forms are to be patentable, it must be under the clear and unequivocal direction of Parliament….”
2. The Scheme of the Act.  He concluded that the patenting of higher life forms raises unique concerns which do not arise with non-living inventions and which cannot be adequately addressed by the scheme of the act. Such concerns included: (1) the unique ability of higher life forms to self replicate, so that the protection extends not only to the product but the progency; (2) concerns of the agricultural industry regarding farmers saving seed and breeding animals for their own use; (3) the impact on innovation in this field; (4) the issues relating to the patentability of human life and human tissues, organs and genes.

3. The Object of the Act  While the objects of the act are to advance research and development and to encourage broader economic activity, these objects do not override the fact that the statute has an exhaustive definition.

4. Related Legislation: The Plant Breeders’ Rights Act  The Plant Breeders’ Rights Act (“PBRA”) was only passed after the Supreme Court’s decision in Pioneer. The fact that it was passed and no amendment to the Patent Act relating to higher life forms was passed tends support to the conclusion that Parliament chose not to provide patent rights higher life forms. He noted that in introducing the legislation, the Minister of Agriculture said: “The legislation is designed to deal with the complexities of the issue and that is why we have chosen this route rather than to amend the Patent Act.”
As a final point he addressed the defensibility of a line between lower and higher life forms. He noted that the patentability of lower life forms was not in issue and indeed had never been litigated in Canada. He did note that it is now accepted in Canada that lower life forms (such as the microbial culture used to purify a waste product which was in issue in Abitibi
) are patentable  but he said that this did not lead to a conclusion that higher life forms were patentable.

Binnie J. for the Minority
There was a vigorous dissent by Binnie J. for the minority. He was of he view [para.59] that the definition of “invention” should be read as a whole and expansively. In his view [para.40] the check on the indiscriminate grant of patents lies in the established criteria of utility, novelty and non-obviousness. He addressed extensively arguments made by the appellant and the interveners. Inter, alia he noted that the Patent Act did not distinguish between higher and lower life forms and stated:

“48 While refusing to issue a patent for a higher animal life form in this case, the Commissioner has issued patents under the Patent Act for higher plant life forms: see, e.g., Canadian Patent 1,313,830 issued February 23, 1993 for "Round-up Ready Canola", a genetically modified plant, recently before the courts in Monsanto Canada Inc. v. Schmeiser, [2002] F.C.J. No. 1209 (QL) (C.A.).”

Binnie J. concluded that the oncomouse was patentable subject matter, but said that did not mean the claims must be allowed. He would have remitted the patent application to the Patent Office, noting that in the European Patent Office claim 1 was modified to “transgenic rodents”, rather than as claimed “transgenic non-human mammals”.

Some Questions

There are numerous questions that flow from this decision - one is what is its impact on patents for plants – as noted below, an application for leave to appeal to the Supreme Court has been filed in the Monsanto v. Schmeiser case. A second question is where to draw the line: what is a higher life form.  The Supreme Court expressly refrained from expressing a view on this issue.Another important question is  what is the impact on “business method” patents – there are numerous business method applications filed with  the Patent Office.

6.1.2
Monsanto v. Schmeiser – Life forms - Plants

In Monsanto v. Schmeiser
, the defendant challenged the patent in issue, which related to a plant gene, on the ground that it was not patentable subject matter and on the basis that intellectual property rights pertaining to new plant varieties are to be governed by the Plant Breeders' Rights Act
 (“PBRA”).  

This was an action for infringement of a patent relating to genetically-engineered genes, and cells containing those genes which, when inserted in plants, in this case canola, make those plants resistant to glyphosate herbicides such as Monsanto's product sold under the trade-mark “Roundup”. Claims 1 and 22 illustrative of the claims are reproduced in section 4.2.1 above.

With respect to the argument based on the PBRA, MacKay J. held that the PBRA was not intended to, and by its terms it does not, preclude registration under the Patent Act of inventions that relate to plants, and that may lead to new varieties or characteristics of plants. MacKay J. also rejected the allegation that the plant gene was not patentable subject matter. He said that the grant of the patent was consistent with the implications of the decision of the Supreme Court of Canada in Pioneer Hi-Bred

His decision was affirmed in 2002 by the Federal Court of Appeal, but these points were not specifically addressed by the Court of Appeal
.

6.1.3
Apotex and Novopharm v. Wellcome – Second Use of a Pharmaceutical - Method of

Medical Treatment

Apotex and Novopharm v. Wellcome
 was an action to impeach a patent for a new use of the known drug AZT to treat the HIV/AIDS virus.  The Supreme Court commented briefly on the patentability of the claims to this use in light of the submission raised at trial, but not before the Supreme Court, that such claims were unpatentable as a method of medical treatment. Binnie J. for the Court said:

“48 There is no serious challenge in this case to subject matter patentability. "[H]itherto unrecognized properties" can constitute a patentable new use for an old substance: Shell Oil
, per Wilson J. at p. 549. In that case, it was disclosed in the patent that known chemical compounds revealed a previously unrecognized use as plant growth regulators. 

49 At trial, the present appellants argued that the patent was invalid as seeking to monopolize a method of medical treatment contrary to Tennessee Eastman Co. v. Commissioner of Patents
, but this was rightly rejected. Tennessee Eastman was concerned with the patentability of a surgical method for joining incisions or wounds by applying certain compounds. The decision was based on the former s. 41 of the Patent Act, now repealed. The Court concluded that the method (apart from the compounds) was not patentable. The policy rationale, as explained by Wilson J. in Shell Oil, supra, at p. 554, was that the unpatentable claim was ... essentially non-economic and unrelated to trade, industry, or commerce. It was related rather to the area of professional skills.

50 The AZT patent does not seek to "fence in" an area of medical treatment. It seeks the exclusive right to provide AZT as a commercial offering. How and when, if at all, AZT is employed is left to the professional skill and judgment of the medical profession.”
6.2
Obviousness

6.2.1 The Requirement of Invention or Non-obviousness

It has long been settled in Canadian patent law that “invention is an essential attribute of patentability”.
 

Prior to October 1, 1996, there was no express statutory test, but the requirement was effectively based on an interpretation of the term “invention” in section 27 of the pre-1989 Patent Act. In Windsurfing v. Trilantic
, Urie J for the Federal Court of Appeal stated the test in these terms:

“Would an unimaginative skilled technician at the date of the invention...in light of his general knowledge and the literature and information on the subject available to him on that date, have been led directly and without difficulty to ... [the] invention?’

6.2.2  Section 28.3

The requirement for invention or lack of obviousness for patents governed by the “New Act” is now governed by section 28.3 of the Patent Act, which was introduced effective October 1, 1996 

Section 28.3 provides:

The subject-matter defined by a claim in an application for a patent in Canada must be subject-matter that would not have been obvious on the claim date to a person skilled in the art or science to which it pertains, having regard to

(a) information disclosed more than one year before the filing date by the applicant, or by a person who obtained knowledge, directly or indirectly, from the applicant in such a manner that the information became available to the public in Canada or elsewhere; and

(b) information disclosed before the claim date by a person not mentioned in paragraph (a) in such a manner that the information became available to the public in Canada or elsewhere.

6.2.3.
Obviousness under the “New Act”

6.2.3.1. Pfizer v. Apotex
Pfizer v. Apotex
 was a NOC prohibition proceeding under the NOC Regulations (discussed below) concerning a patent for new uses for a drug sertaline, previously patented for the treatment of depression.  The new uses were the treatment of panic disorder (“PD”) and obsessive-compulsive disorder (OCD”).  The patent had a priority date in November 1989 and hence was filed after October 1, 1989, but no specific reference was made in the decision to section 28.3.  Dawson J. found that the applicant had not shown that the allegation of obviousness was not justified and dismissed the prohibition application on that basis (and on the basis of anticipation).

Test for Obviousness

In addition to citing the statement of the test for obviousness in Beloit v. Valmet and in Windsurfing v. Trilantic and noting the difficulty of satisfying such a test, she said:

“105  Notwithstanding, as Mr. Justice Wetston noted in Apotex v. Wellcome
” [t]here is no inventiveness in following an obvious and well-chartered rout using known techniques and processes involving known compositions unless the inventor encounters difficulties that could not have been reasonably expected by a person versed in the art or overcome by the application or ordinary skill”.

106… This expression  of the test was found to be without error by the Court of Appeal (at paragraph 63).”

She then asked:

“107  What then is the extent of experimentation or manipulation the unimaginative skilled technician, the paragon of deduction, is entitled to conduct?”

She noted that Pfizer relied upon Bayer v. Apotex
 as authority that making inquiries or testing is outside the ken of the notional technician, and that it is not enough for there to be clues which made the invention “worth a try” and then added:

“110  However, notwithstanding that no research is to be conducted by the skilled technician, he or she is, as noted by Mr. Justice Hugessen in Beloit, a paragon of deduction and dexterity. He or she is also reasonably diligent in keeping up with advances in the field: Whirlpool Corp. v. Camco Inc., [2000] 2 S.C.R. 1067 at paragraph 74.”

Application of the Obviousness Test

Dawson J. then proceeded to apply these principles.  She summarized her conclusions as follows:

“111 Turning to the application of those principles to the facts before me, I begin from the premise that the patent is directed to the skilled psychiatrist or someone knowledgeable in the treatment of anxiety-related disorders.  The parties are agreed that because the 065 Patent claims a priority filing date of November 2, 1989, that is the relevant date on which to assess obviousness.  As of that date was inventiveness required for a skilled psychiatrist to treat PD or OCD with sertraline?  Or would the skilled psychiatrist plod directly and without difficulty to the use of sertraline to treat PD and OCD?

…

113 … having considered the totality of the evidence adduced by affidavit and the transcripts of the cross-examinations, and bearing in mind that the test for obviousness is difficult to satisfy, and that the solution to the problem must be plain as day or crystal clear without the need for experimenting or serious thought, I am satisfied that Pfizer has failed to meet its burden to establish on balance of probabilities that the allegation of obviousness is not justified.

114  I conclude on the evidence that a skilled psychiatrist keeping up with developments in this field would be taught by the literature that SSRIs, of which sertraline is one, were logical candidates for further investigation for both OCD and PD, that sertraline was in trials with respect to OCD, that sertraline was probably one of the SSRI’s that would be cornerstone of OCD treatment and that preliminary results suggested that drugs, including sertraline, should have anti-panic activity.  I see no inventive step or undue experimentation required in that circumstance for the notional skilled psychiatrist to prescribe sertraline for OCD or PD.

115  The inventive step, that is the discovery that the use of sertraline will aid in the treatment of PD and OCD, was clearly advocated and recommended as of November 2, 1989.  I so conclude for the following reasons.

116  First, I have been mindful of the admonition that the opinions of experts given in hindsight must be treated with extreme care.  Therefore, I have reviewed with attention what was written in the literature prior to November 2, 1989.

[She found 4 articles of particular significance, three dealing with OCD and one dealing with PD, and reviewed those articles]

117  Those articles teach, prior to the effective date, that current research suggested that SSRIs were logical candidates for use with OCD patients, that sertraline was in clinical trials as a treatment for OCD, that the balance of the evidence suggested SSRIs are effective in PD and preliminary results warrant investigating sertraline for PD.  On the basis of this literature no inventive ingenuity, or undue experimentation was required in order to prescribe sertraline for the treatment of PD or OCD.  To paraphrase Mr. Justice Wetston in Apotex Inc. v. Wellcome Foundation Ltd., supra, there was no inventiveness in following an obvious and well-chartered route using known techniques and known compositions unless unexpected difficulties were encountered.

Her conclusion was also supported by the opinions of the Apotex experts which she preferred over the Pfizer experts for several reasons which she outlined.

Information as to Searches
Pfizer relied upon authority such as Xerox v. IBM
 to argue that Apotex should have led evidence establishing how items said to be prior art were found, and establishing that the references were not selected with hindsight.  In the absence of such evidence, it is argued by Pfizer that the Court should give less weight to Apotex’ experts opinions which were formed on prior art of unknown provenance.  As to this point Dawson J. said;

140  In order to assess this argument, it is significant in my view that the evidence provided by Pfizer’s experts as to hindsight in the selection of prior art was generalized, not specific.  Accordingly that evidence is difficult to assess.  In the absence of specific reference to significant omissions in the selected literature, what I find most telling is that in oral argument counsel for Pfizer referred to the prior art as containing five key documents which were: Exhibits H, L, M, N and O to the affidavit of Dr. Rasmussen.

141  All but one of those documents were contained in Apotex’ list of prior art… The only one not contained in the list of prior art is Exhibit H, which is a 1983 article…. However, Apotex’ reference number 66 was a later article… which… referenced the 1983 paper.

142  In light of the failure of Pfizer’s experts to point to specific significant omissions in the prior art relied upon by Apotex, and Pfizer’s counsel’s reliance on the five articles discussed above, I have not been persuaded that Apotex’ evidence of prior art is flawed.  I have therefore not discounted the opinions of Apotex’s experts on this basis.

6.2.4
Obviousness under the “Old Act”

6.2.4.1
Illinois Tool v. Cobra
In Illinois Tool v. Cobra
, Pelletier J. dismissed an allegation of obviousness finding that, while most, if not all of the elements of the invention, were within the common general knowledge of the person skilled in the art, there was no obvious, non-inventive way of combining them as the inventor did to achieve a useful result.

In dealing with the issue of obviousness, he limited the art to be considered to that within the common general knowledge of the skilled worker or discoverable by such worker on a diligent search. As to this issue he said:

98  The person to whom the invention is said to be obvious is the person skilled in the art, armed with the common general knowledge of such a person. That common general knowledge may include knowledge of particular patents which are sufficiently well known to have passed into general knowledge but does not include knowledge of all patents in the domain of the invention, even though these are considered to be public knowledge. General Tire & Rubber Company v. Firestone Tyre and Rubber Company Ltd (1972), 17 R.P.C. 457 (C.A.) at 482.

100   Consequently, when dealing with obviousness, one is not looking for prior disclosure of the invention in a single patent, for that would be anticipation. One is entitled to look at the patents which a skilled workman would discover in a reasonable and diligent search to determine whether the "mosaic" leads directly to the invention. General Tire and Rubber Co. v. Firestone Tyre and Rubber Co. Ltd., supra, at 499-500 (C.A.). What constitutes a reasonable and diligent search is a question of fact.

The dicta in General Tire that art to be considered for obviousness should be limited to that locatable on a “diligent search” is derived from a dicta of Lord Reid in Technograph v. Mills & Rockley
 in interpreting a test of obviousness in the UK patent statute..  In that case, Lord Reid suggested that there was a distinction between the art that could be considered for novelty and the art that could be considered for obviousness, even though the words "having regard to what was known or used ... in the United Kingdom" describing such art was identical in both statutory provisions. Lord Reid said that in relation to obviousness the words should have the more natural meaning of what was or ought to have been known to a diligent searcher.”  In the same case, Lord Diplock disagreed. He said that he did not think that there was any difference in the meaning of the same words in the two sections.

In General Tire v. Firestone, also in dicta, the English Court of Appeal indicated that it favoured the Lord Reid view and it is that decision that is cited by Pelletier J. However, in a subsequent decision, the English Court of Appeal reversed its position on this issue. In Windsurfing v. Tabur
., Oliver L.J. for the court said: “If and so far as it is necessary to express a preference for the two obiter views expressed in Technograph, we would respectfully favour that of Lord Diplock, for we find it difficult to see any context for reading the same words in the two sub-paragraphs in different senses.”

Illinois Tool v. Cobra was decided under the “Old Act”. Whatever may be the position under the Old Act, under the New Act, the language of 28.3 as to the art to be considered is identical to the wording used in section 28.2 as to novelty. Both define the art to be considered as “information disclosed before” the specified date “in such manner that the information became available to the public in Canada or elsewhere.”

6.2.4.2
Westaim v. Royal Canadian Mint
Westaim v. Royal Canadian Mint
. also concerned a patent governed by the “Old Act”. There were three principal issues elating to obviousness: (1) whether Westaim could establish a date of invention  earlier than its priority date; (2) whether certain art could be considered; and (3) whether at the date of invention as proved the claimed subject matter was obvious.

With respect to the date of invention, Westaim claimed an invention date in 1976. In her construction of the claims, Hansen J. had determined certain elements of the claims to be essential including the sequence of the steps of the process, the minimum thickness of 0.01, and the carbon content of the steel., and she found that the plaintiff had failed to prove that it had determined these essential features at the claimed date of invention. For example, with respect to the minimum thickness, it was not proved when it became evident that 0.01 would be sufficient;  no testing at this thickness was done until 1981. She concluded that March 1981 was the earliest possible date of invention. (The priority date was in July 1981.)

An issue as to the consideration of art by the hypothetical skilled worker arose with respect to a U.S. Treasury report. On this point Hansen J. said:

[114]  Before turning to the evidence, a question arises as to when a particular study or report can be considered to have become part of the knowledge of a skilled worker. The Federal Court of Appeal in Mahurkar v. Vas-Cath of Canada Ltd. [1988] F.C.J. No. 58 stated:

In reviewing the prior art I have also been persuaded by counsel for the plaintiff that an objective test should be applied to determine whether the hypothetical skilled workman in the art could be reasonably assumed to have knowledge of such prior art. There appears to be adequate authority in the jurisprudence for such a test. No evidence was produced by the defendants to show that the ordinary skilled workman should be assumed to have been aware of all of this prior art. Frankly I find it difficult to believe that several of the items of prior art would have been present to the mind of the ordinary skilled workman in 1981.

[115]  In the present case, The U.S. Treasury Department report was obtained by a member of the public under the Freedom of Information Act in mid-December 1980. However, the research was first announced publicly in an article appearing in the December 31, 1980 edition of the magazine Coin World. The article states that the full report was released at the end of 1980. Mr. Ruscoe stated that upon reading this article he became aware, for the first time, of the U.S. Mint's work on the alternative materials for coins. Mr. Ruscoe stated that he subsequently obtained a copy of the report in "early 1981". Dr. Clegg stated on cross-examination that he received the report sometime before July 1981. No other evidence was led with respect to when the ordinary skilled worker would have been aware of the contents of the report. On this evidence alone, I am unable to find that a skilled person could reasonably be assumed to have the information contained in the report prior to March 1981. Accordingly, the contents of the report will be disregarded.

With respect to the issue of obviousness, Hansen J. concluded that a prior patent of the plaintiff rendered the claimed invention obvious in light of the common knowledge in the art. She found that most of the information was disclosed in that patent or formed part of the common knowledge of a person skilled in the art and stated:

[142] The only question is whether a skilled person reading the '803 patent, in the absence of any direction in the patent that the annealing step may occur before the electroplating step, would be led directly and without difficulty to the conclusion that the annealing step must be carried out before electroplating when an intermediate layer of zinc is contemplated. When this question was put to Dr. Jonas, he testified that a skilled person could opt to punch the cores from pre-annealed steel strip. However, he agreed that where cores punched from hard steel strip is the starting material, the skilled person would anneal the steel cores before electroplating. As noted earlier, Dr. Risebrough and Dr. Schlessinger reached the same conclusion.

[143] Dr. Jonas also expressed the view in his report that since the '803 patent is primarily concerned with metallurgical bonding, the '073 and '803 are two distinct patents. I do not find this assertion to be persuasive. As stated earlier, the patent claims the process and product with and without a metallurgical bond. 

[144] I also wish to add that in my view the opinions expressed by the RCM's experts do not constitute an exercise of hindsight nor are they based on a selection of options flowing from the prior art. Their opinions are grounded on information found within the four corners of the '803 patent and the common general knowledge of the person skilled in the art. 

[145] For these reasons, I find that a skilled person reading the '803 patent and equipped with the common general knowledge would have been led directly and without difficulty to the process claimed in the '073 patent. …”

6.3
Anticipation

6.3.1
Section 28.2

The novelty requirements of the current Patent Act are found in section 28.2. Although section 28.2 has been in force since October 1, 1996 and was foreshadowed by the amendments  effective October 1, 1989, there has not until recently  been a detailed consideration of these provisions by the court
. However, the interpretation of aspects of section 28.2 has been considered in the last couple of years in three cases - most extensively by The Federal Court of Appeal in Canwell v. Baker
, decided in 2002, but also in M-I Drilling v. Q’Max
 and Smithkline Beecham Pharma v. Apotex
.
Section 28.2 provides:

28.2 (1) The subject-matter defined by a claim in an application for a patent in Canada (the "pending application") must not have been disclosed

(a) more than one year before the filing date by the applicant, or by a person who obtained knowledge, directly or indirectly, from the applicant, in such a manner that the subject-matter became available to the public in Canada or elsewhere;

(b) before the claim date by a person not mentioned in paragraph (a) in such a manner that the subject-matter became available to the public in Canada or elsewhere;

(c) in an application for a patent that is filed in Canada by a person other than the applicant, and has a filing date that is before the claim date; or

(d) in an application (the "co-pending application") for a patent that is filed in Canada by a person other than the applicant and has a filing date that is on or after the claim date if

(i) the co-pending application is filed by (A) a person who has, or whose agent, legal representative or predecessor in title has, previously regularly filed in or for Canada an application for a patent disclosing the subject-matter defined by the claim, or  (B) a person who is entitled to protection under the terms of any treaty or convention relating to patents to which Canada is a party and who has, or whose agent, legal representative or predecessor in title has, previously regularly filed in or for any other country that by treaty, convention or law affords similar protection to citizens of Canada an application for a patent disclosing the subject-matter defined by the claim,

(ii) the filing date of the previously regularly filed application is before the claim date of the pending application,

(iii) the filing date of the co-pending application is within twelve months after the filing date of the previously regularly filed application, and

(iv) the applicant has, in respect of the co-pending application, made a request for priority on the basis of the previously regularly filed application.

(2) An application mentioned in paragraph (1)(c) or a co-pending application mentioned in paragraph (1)(d) that is withdrawn before it is open to public inspection shall, for the purposes of this section, be considered never to have been filed.

The “claim date” refers to the date of a claim in a “New Act” Canadian patent application or patent as determined in accordance with section 28.1 of the Patent Act

6.3.2
General Principles

In Canwell v. Baker
, M-I Drilling v. Q’Max
, and Smithkline Beecham v. Apotex
it was held that the principles applied in Beloit v. Valmet
, Tye-Sil v. Diversified
 and Free World v. Électro Santé
 under  the “Old Act” apply to  section 28.2 of the “New Act” with different relevant dates.

The principles underlying the requirement for novelty were described by Linden J.A. in Smithkline Beecham v. Apotex  as follows:

11 Patents are often described as a bargain in which an inventor agrees to disclose his/her invention to the public in exchange for the exclusive right to exploit it for a limited time (Free World Trust v. Électro Santé Inc.). If the invention purported to be disclosed is not new, then the public would receive no consideration in exchange for the inventor's monopoly. This rationale underlies the concepts of prior knowledge, prior use, prior publication and prior sale, which are together referred to as "anticipation" (Diversified Products Corp. v. Tye-Sil Corp.). Thus, if an invention is anticipated, its inventor will not be rewarded with a monopoly for it would not be earned by disclosing an invention not previously available to the public.[citations omitted]

While section 27.2 does not distinguish between anticipation by a prior publication and anticipation by a prior use or sale, it is nevertheless helpful to consider these separately. 

6.3.3  Prior Publication
6.3.3.1  Smithkline Beecham v. Apotex – Application of s. 28.2 to a Prior Publication by the Applicant
In Smithkline Beecham v. Apotex
, a NOC proceeding
, anticipation of the 637 Patent in issue, was found based on the applicant’s prior  060 Patent. The 637 Patent related to tablets of paroxtine hydrochloride which solved a “pink hue” hue problem. The solution was forming the tablets by dry compression so that water was absent. 

The prior 060 Patent disclosed compositions containing paroxtine hydrochloride and noted that the preferred unit dosage forms included tablets or capsules and stated that:  “The composition of this invention may be formulated by conventional methods of admixture such as blending, filling and compressing.” Gibson J. noted that it was not in dispute before him that conventional methods of admixture or formulation would be understood by persons skilled in the art to include wet granulation, dry granulation and direct compression.

He concluded:

[39] Against the terms of the Beloit test, I am satisfied that a person of ordinary skill and knowledge in the field would, on the evidence before me, be able to look at a prior, single publication, the 060 Patent, and find in it all the information which, for practical purposes, would be needed to produce the invention of the 637 Patent without the exercise of any inventive skill. The 060 Patent contains so clear a direction that a skilled person reading and following it would in every case and without possibility of error be led to the claimed invention.

[40] Having determined that a wet formulation of paroxetine tablets gives rise to a "pink hue problem", a problem of significant enough magnitude to cause a skilled person to seek out at least a partial solution to the problem, I am satisfied that a logical first step for a person skilled in the art would be to turn to the alternative formulation methods disclosed by the 060 Patent and to determine whether each or any of those alternative formulation methods would solve, or a least partially solve, the problem. Such an enquiry would, I am  satisfied, involve no inventive step or skill. It would simply involve application of the invention taught by the 060 Patent.”

This decision was affirmed by the Federal Court of Appeal in a decision rendered May 28, 2002. Linden J.A. He found that Gibson J. had not misstated the legal test. He considered and rejected the argument of the appellant stating:

17 Smithkline's position is that the invention claimed in the '637 Patent was not "disclosed ... in such a manner that the subject-matter became available to the public ...". Smithkline submits that the '060 Patent teaches a wide array of formulations clearly outside the scope of the '637 Patent, including solutions for parenteral administration, capsules and tablets made using a formulation process in which water is present. Therefore, according to Smithkline, the '060 Patent does not inevitably teach the use of a formulation of paroxetine through a process in which water is absent. Because the instructions in the '060 Patent could result in inventions other than that claimed in the '637 Patent, Smithkline argues that it is not true that a "skilled person reading and following [the '060 Patent] would in every case and without the possibility of error be led to the ['637 Patent]" (Beloit, supra).

18 As support for this position, Smithkline refers to Pfizer, supra, Farbwerke Hoechst A.G. Vormals Meister Lucius & Bruning v. Halocarbon (Ontario) Ltd.
, and General Tire & Rubber Co. v. Firestone Tyre & Rubber Co.
. Smithkline argues that those cases stand for the proposition that a prior art does not anticipate a later invention if the instructions provided by the prior art could bring about a product that is outside the claims of the later invention. Smithkline suggests that a claim to a specific chemical compound cannot be anticipated by a prior art reference that only teaches a broad genus of compounds into which the particular compound falls because the prior art reference does not give directions that inevitably result in the specific compound. According to Smithkline, this reasoning applies to the '060 Patent, which teaches a broad variety of possible formulation methods, and the '637 Patent, which describes only one of those possible formulation methods.

19  I do not agree. The cases referred to by Smithkline are distinguishable from the situation before this Court. In each of the cases cited by Smithkline, the instructions of the prior art set out a general class of compounds or reactions from which one could arrive at the later invention. The later inventions were not anticipated in those cases because the particular compounds in the claimed invention were not identified in the prior art and, therefore, the identification of the particular compounds used in the claimed invention was novel and inventive. In those cases, the prior art did not "enable a person of ordinary skill and knowledge in the field to understand ... the 'nature of the invention and carry it into practical use without the aid of inventive genius but purely by mechanical skill'" (Free World Trust supra, at para. 26). Since the prior art in those cases did not clearly and simply describe the latter alleged invention, a further inventive step was required.

20 However, in this case, the Applications Judge found as a fact that "no inventive step or skill" was required to arrive at the '637 Patent. In other words, one could arrive at the '637 Patent "without the aid of inventive genius but purely by mechanical skill." The instructions for arriving at the formulation claimed by the '637 Patent are, therefore, clearly and unmistakably present in the '060 Patent. The Applications Judge determined that it is not at all surprising that any person skilled in the art who was confronted by the "pink hue problem" would invariably turn to the alternative formulation methods disclosed by the '060 Patent to arrive at a solution without any inventive step. Mechanical skill rather than inventive genius is required in order to apply the '060 Patent to arrive at the '637 Patent. The appellants have not persuaded me that the Applications Judge erred in his consideration of the evidence as a whole to arrive at this conclusion. Moreover, the fact that the '060 Patent contains additional information and instructions not present in the '637 Patent is immaterial to whether or not one could "look at [the '060 Patent] and find in it all the information which, for practical purposes, is needed to produce [the 637 Patent] without the exercise of any inventive skill" (Beloit, supra at 297).

21 Smithkline argues that the result of upholding the Applications Judge's conclusion would be to overturn a large number of cases related to selection patents, including EI Du Pont de Nemours & Co v. Akzo NV
. I do not agree. It is clear that section 32 of the Act provides that "any person who has invented any improvement on any patented invention may obtain a patent for the improvement." However, given that the Applications Judge determined that there is nothing set out in the claims of the '637 Patent which is not also set out in the '060 Patent, there is no "improvement" claimed in the '637 Patent. The only "improvement" referenced in the disclosure merely verifies properties of a known substance formulated using common techniques. Even construing the '637 Patent generously to bring the advantage of reduction of the "pink hue problem" within a broad interpretation of its claims, the Applications Judge found that "no inventive step or skill" was involved in selecting one process over another. Whatever may be regarded as novel in the' 637 Patent was disclosed in the '060 Patent in a manner that enabled a reasonable uninventive person skilled in the art, after attributing the "pink hue problem" to a process in which water is present, to produce the claimed invention "in every case without the possibility of error" (Beloit). In short, there is nothing new or novel in the '637 Patent. This Court is not inclined to disturb this essentially factual finding, which turns on the particular circumstances of this case.”

6.3.3.2  Pfizer v. Apotex

As noted above, in Pfizer v. Apotex
, Dawson J. found anticipation as well as obviousness. Having cited the principles set out in Beloit v, Valmet and in Free World Trust, and having outlined he evidence concerning the article in question, Dawson J. stated:

155  Pfizer submits that while the Peroutka article comes "tantalizingly close" to anticipating the patent, it does not, because the mere mention of the existence of a Phase II trial does not provide information that sertraline works for OCD. Until the results of the trial are published there is no disclosure of efficacy. Pfizer notes that often the result of Phase II trials is negative. Pfizer further points to the fact that the portion of the Peroutka article which discusses OCD mentions some specific drugs being effective, but does not mention sertraline.

156  In my view, however, it is not necessary for the Peroutka article to say that sertraline is effective for the treatment of OCD in order for the article to anticipate the 065 Patent.  To require that level of advice is to ignore the requirement at law that the prior publication must simply contain sufficient information to enable a person of ordinary skill and knowledge in the field to understand the nature of the invention and carry it into practical use without the aid of inventive genius, but purely by mechanical skill.

[Reference to SmithKline Beecham Pharma Inc. v. Apotex Inc.]
158  Similarly, in the present case I conclude that the skilled clinician who read the Peroutka article would have learned that persons suffering from OCD were being administered sertraline to see if it succeeded in treating the condition. No inventive step would be required for that clinician to then administer sertraline to a patient suffering from OCD.

159  To the extent that the Peroutka article does not disclose the dosage range which is information provided in the patent, I am persuaded by the logic of Dr. Richter's evidence that because the dosage range for OCD overlaps with the recommended dosage for the treatment of depression, a skilled clinician would have tried sertraline for OCD within that range and would likely have observed efficacy. That would not have involved inventive skill or an inventive step.

160  I therefore conclude that Pfizer has failed on the evidence to discharge its burden to establish that the allegation of invalidity of claims 1, 10, 11, 12 and 13 on the ground of anticipation by the Peroutka article is not justified.”

6.3.3
Prior Public Use or Sale

6.3.3.1
Canwell v. Baker - Federal Court of Appeal Review of the Principles
The Federal Court of Appeal  gave the first extensive consideration of section 28.2 as it applies to public use or sale in Canwell v. Baker
.

This was an action by Baker for infringement of a patent for a method of sweetening “sour” natural gas by removing hydrogen sulphide by use of the reaction product of an alkanolamine with an aldehyde. The preferred embodiment described in the patent used the reaction product of monoethanolamine with formaldehyde. At trial, the patent was held valid and infringed.  The patent was governed by the New Act and it was alleged that the invention was anticipated under s. 28.2 by use by a predecessor of the patentee. The trial judge held that there were sales of the invention more than a year before the filing date, but that it was not proved that such sales made the invention available to the public since, although samples could have been obtained, it was not proved that analysis of such samples would have disclosed the exact composition of the patentee’s product.

The Court of Appeal reversed this determination . It held that the claims in issue were anticipated by the prior sale and that the patent was invalid. 

Rothstein J.A. for the Court of Appeal noted a difference between the New Act and the Old Act with regard to prior use or sale stating:

“[31] The Patent Act in force in 1986, when Beloit v. Valmet was decided, provided that anticipation could be proven by the public use or sale of the invention in Canada more than two years prior to the filing of a patent application. …[reference to Old Act s.27(1)(c)]. 
Under paragraph 27(1)(c), it appears that public use or sale of the invention was sufficient to prove anticipation even if the invention was not thereby disclosed; that is, even if it was not possible to determine the claimed invention, the invention would be anticipated simply by its use or sale. It was, therefore, not necessary, at that time, to prove more than use or sale of the invention in the relevant time period in order to prove anticipation.

[32] As a result of amendments made effective on October 1, 1989, and continued in the 1996 Act, evidence of use or sale of the invention was no longer sufficient in itself to prove anticipation. With the enactment of paragraph 27(1)(d) on October 1, 1989, which was replaced by paragraph 28.2(1)(a) on October 1, 1996, the test for anticipation by any means became disclosure of "the subject matter defined by a patent claim"(the invention) [...] "in such a manner that the subject matter became available to the public in Canada or elsewhere". The change to the legislation, inter alia:

1. reduced the relevant grace period prior to the filing of the patent application;

2. 
made disclosure anywhere, and not just in Canada, relevant;

3. 
eliminated use or sale of the invention per se as sufficient evidence of anticipation;

4.
as proof of anticipation, required disclosure in such a manner that the invention became available to the public in Canada or elsewhere.”


Rothstein J.A. noted that there was little Canadian jurisprudence, but found the UK jurisprudence pertinent. From it he extracted the following principles relevant to the appeal in the Canwell case:

1. Sale to the public or use by the public alone is insufficient to prove anticipation. Disclosure of the invention is required to constitute anticipation under paragraph 28.2(1)(a). In Merrell Dow Pharmaceuticals Inc. v. H.N. Norton & Co. Ltd., Lord Hoffmann found that use of a product makes an invention part of the state of the art, i.e. equivalent to disclosure, only so far as that use makes available the information which describes the invention. At page 86, he stated:

[...] to be part of the state of the art, the invention must have been made available to the public. An invention is a piece of information. Making matter available to the public within the meaning of section 2(2) therefore requires the communication of information. The use of a product makes the invention part of the state of the art only so far as that use makes available the necessary information. [Emphasis in italics in original] [Other emphasis added]

2. For a prior sale or use to anticipate an invention, it must amount to "enabling disclosure". In Merrell Dow, Lord Hoffmann quoted with approval the statement of Aldous J. in PLG Research Ltd. v. Ardon International Ltd.:

Under the 1977 Act, patents may be granted for an invention covering a product that has been put on the market provided the product does not provide an enabling disclosure of the invention claimed. In most cases, prior sale of the product will make available information as to its contents and its method of manufacture, but it is possible to imagine circumstances where that will not happen. [Emphasis added]

In Lux Traffic Controls Limited v. Pike Signals Limited, Aldous J. stated:

It is settled law that to invalidate a patent a disclosure has to be what has been called an enabling disclosure. That is to say the disclosure has to be such as to enable the public to make or obtain the invention. [Emphasis added]

3. The prior sale or use of a chemical product will constitute enabling disclosure to the public if its composition can be discovered through analysis of the product. The Board of Appeal for the European Patent Office in Fisons PLC v. Packard Instrument BV, stated:

[...] in the Board's view it is the fact that direct and unambiguous access to information concerning the composition or internal structure of a prior used product is possible, for example by means of analysis, which makes such composition or internal structure "available to the public" and thus part of the state of the art for the purpose of Article 54 (2) EPC. [Emphasis added]

4. The analysis must be able to be performed by a person skilled in the art in accordance with known analytical techniques available at the relevant time. In Fisons v. Packard, the Board of Appeal stated:

If such an analysis is possible in accordance with the known analytical techniques which were available for use by a skilled person before the relevant filing date, the composition or internal structure thereby is available to the public. [Emphasis added]

This principle, in the context of enabling disclosure arising from prior use or sale, must be applied consistently with this Court's determination respecting prior publication in Beloit v. Valmet. The person skilled in the art, using available analytical techniques, must be able to find the invention without the exercise of inventive skill.

5. In the context of patent anticipation under paragraph 28.2(1)(a), when reverse engineering is necessary and capable of discovering the invention, an invention becomes available to the public if a product containing the invention is sold to any member of the public who is free to use it as she or he pleases. In Bristol Myers Company ‘s application, Lord Parker C.J. stated:

[...] if the information [...] has been communicated to a single member of the public without inhibiting fetter that is enough to amount to a making available to the public [...]    [Emphasis added]

In Lux, Aldous J. stated:

In the present case, a light system with a prototype controller was on a number of occasions made available to contractors over five months. Those contractors were free in law and equity to examine it. [Emphasis added]

It makes sense that sale of a product to even one member of the public constitutes a making available to the public for purposes of paragraph 28.2(1)(a). The value of the patent that is sought lies in the secrecy of its subject matter. Providing enabling disclosure to even one member of the public destroys this secrecy. The grant of a patent depends on the inventor giving to the public something it did not have before. If the public already has it, then the inventor gives nothing and is not entitled to anything in return, i.e. a monopoly for a period of years. (See Free World Trust.)

6. It is not necessary to demonstrate that a member of the public actually analyzed the product that was sold. In Lux, supra, Aldous J. stated:

Further it is settled law that there is no need to prove that anybody actually saw the disclosure provided the relevant disclosure was in public. Thus an anticipating description in a book will invalidate a patent if the book is on a shelf of a library open to the public, whether or not anybody read the book and whether or not it was situated in a dark and dusty corner of the library. If the book is available to the public, then the public have the right to make and use the information in the book without hindrance from a monopoly granted by the State. [Emphasis added]

Although the comments of Aldous J. use the example of prior publication to make the point, Lux was a prior use case and the principle derived from his example is equally applicable to prior use or sale as well as prior publication.

7. The amount of time and work involved in conducting the analysis is not determinative of whether a skilled person could discover the invention. The relevant consideration, in this respect, is only whether inventive skill was required. In Fisons PLC v. Packard Instruments BV, the Board of Appeal of the European Patent Office stated:

[...] The likelihood or otherwise of such a skilled person either reading such a written description, or analyzing such a prior sold product, and the degree of burden (i.e. the amount of work and time) involved in such reading or in analyzing, is in principle irrelevant to the determination of what constitutes the state of the art. [Emphasis added]

There must be some evidence from which the use of inventive skill may be inferred. Complexity or time and work involved alone are insufficient.

8. It is not necessary that the product that is the subject of the analysis be capable of exact reproduction. It is the subject matter of the patent claims (the invention) that must be disclosed through the analysis. Novelty of the claimed invention is destroyed if there is disclosure of an embodiment which falls within the claim. In Fisons v. Packard, the Board held:

According to the established jurisprudence of the Boards of Appeal, the novelty of a claimed invention is destroyed by the prior disclosure (by whatever means) of an embodiment which falls within the claim. Thus in the Board's view, the novelty of a claimed invention is destroyed by the prior use of a product, for example, sale of a product, if an analysis of a product using available analytical techniques is such as to inform the skilled person of an embodiment of the product which falls within the claim of the patent. The Board therefore does not accept the patent proprietor's submission to the effect that a complete analysis of a prior used product must be possible, so as to enable an exact reproduction of such product, in order to destroy the novelty of the claimed product. [Emphasis in bold in original] [Other emphasis added]    

He noted:

“[43] The foregoing eight principles (which are not intended to be exhaustive) are particularly relevant to disclosure by prior use or sale in the context of paragraph 28.2(1)(a) in this case, although some may also be applicable to disclosure by prior patent or publication. They supplement, but do not alter the principles relating to anticipation as set out in Beloit v. Valmet or Free World Trust.”

He found that the trial judge had erred in requiring a complete duplication of Baker’s commercial product based on the reverse engineering. It was sufficient if a product having the features claimed would be produced. On this point he said:

“[75] A defendant relying on the defence of anticipation by prior use or sale of a product does not have to prove that the product can be reproduced (see Fisons v. Packard). The product will contain the invention but may also contain other ingredients. A defendant relying on paragraph 28.2(1)(a) need only prove that the subject matter of the patent, i.e. the invention, has been disclosed. The invention in this case was contacting natural gas streams with triazine (or its starting components) to reduce levels of hydrogen sulphide in the streams. Because the contacting of W-3053 with sour natural gas streams was known to customers who purchased the product, it is only necessary to consider whether triazine or its starting components were capable of being detected in the W-3053. If so, then the invention was disclosed by the sale to the public of W-3053 and the 946 patent is anticipated. Thus, in the circumstances of this case, the question is whether a person skilled in the art could have discovered triazine (or its starting components) through analysis. It is not whether that skilled person could have reproduced W-3053.”

He found that on the evidence the prior use did disclose the invention.

It was also argued that the prior use was not public use, that it was not proved that any reverse engineering would have occurred and that the results of any reverse engineering would have been kept confidential. Linden J.A. rejected these arguments, stating:

“[96] Petrolite says that the deliveries of W-3053 in western Oklahoma were to the private property of the purchasers and W-3053 was, therefore, not available to the public. This argument fails to appreciate that the purchaser is a member of the public, and that the Trial Judge found that sales were made unconditionally. To prove anticipation under paragraph 28.2(1)(a), it is not necessary to demonstrate that a particular purchaser did or would have conducted an analysis of the product. It is sufficient that the purchaser could have done so (see Lux).

[97] The same may be said about Petrolite's argument that the results of a reverse engineering analysis would be kept confidential by anyone performing the analysis and would, therefore, not be available to the public. It is the unconditional sale of the W-3053 to the purchaser that makes the product available to the public. If the purchaser is free to perform reverse engineering, that is sufficient. How a purchaser chooses to treat the analysis, i.e to keep it confidential or not, is not a relevant consideration.”

6.4.
Utility

6.4.1 
Proof of Utility – Sound Prediction – Apotex and Novopharm v. Wellcome

In Apotex and Novopharm v. Wellcome
, the plaintiff’s alleged that the Glaxo/Wellcome personnel named as inventors did not invent anything or alternatively, if they did so it was only in collaboration with others whose work they appropriated. The inventorship issues are considered further below, but in the course of addressing this issue, the Supreme Court dealt with the utility necessary to support an invention and particularly with an invention based on predicted utility. In this case, the product itself was old; the only “invention” was the previously unrecognized utility for the treatment of AIDS. Binnie J. noted:

“52 It is important to reiterate that the only contribution made by Glaxo/Wellcome in the case of AZT was to identify a new use.... but if it had not established such utility by tests or sound prediction at the time it applied for its patent, then it was offering nothing to the public but wishful thinking in exchange for locking up potentially valuable research turf for (then) 17 years....”

He noted that the Patent Act in section 2 defines an “invention” as, amongst other criteria, “new and useful” and commented that “If it is not useful, it is not an invention within the meaning of the Act.”.  He quoted with approval the observation of Jackett C.J. in Procter & Gamble v. Bristol-Myers
 that “...:Knowing a new process without knowing its utility is not in my view knowledge of an “invention”. Accordingly, he said the issue was as follows: 

“53 ... The question on February 6, 1985 was not whether or how the invention could be practiced. The question was whether AZT did the job against HIV that was claimed; in other words, whether on February 6, 1985, there was any invention at all within the meaning of s. 2 of the Patent Act.”

He reviewed the law relating to the making of an invention noting that  it “has to be read keeping the particular factual context in mind.” He noted that in Christiani v. Rice
, the Supreme Court held:

“: ... for the purpose of section 7 [now s. 27] "it is not enough for a man to say that an idea floated through his brain; he must at least have reduced it to a definite and practical shape before he can be said to have invented a process”. [Emphasis added by the Court.]

Binnie J. noted that in most of the cases relating to inventorship, the utility of the product or process was not in doubt and continued:

“55 In the present case, by contrast, if the utility of AZT for the treatment of HIV/AIDS was unpredictable at the time of the patent application, then the inventors had not made an invention and had offered nothing to the public in exchange for a 17-year monopoly except wishful thinking.

56 Where the new use is the gravamen of the invention, the utility required for patentability (s. 2) must, as of the priority date, either be demonstrated or be a sound prediction based on the information and expertise then available. If a patent sought to be supported on the basis of sound prediction is subsequently challenged, the challenge will succeed if, per Pigeon J. in Monsanto Co. v. Commissioner
, the prediction at the date of application was not sound, or, irrespective of the soundness of the prediction, “[t]here is evidence of lack of utility in respect of some of the area covered”.”

Binnie J. reviewed the origins and application of the “Doctrine of Sound Prediction”  in considerable detail.  Inter alia, he quoted the following extract from the decision of Graham J. in Olin Matheson v. BioRex
 quoted by Pigeon J. in Monsanto v. Commissioner”

“Where, then, is the line to be drawn between a claim which goes beyond the consideration and one which equiparates with it? In my judgment this line was drawn properly by Sir Lionel when he very helpfully stated in the words quoted above that it depended upon whether or not it was possible to make a sound prediction. If it is possible for the patentee to make a sound prediction and to frame a claim which does not go beyond the limits within which the prediction remains sound, then he is entitled to do so. Of course, in so doing he takes the risk that a defendant may be able to show that his prediction is unsound or that some bodies falling within the words he has used have no utility or are old or obvious or that some promise he has made in his specification is false in a material respect; but if, when attacked, he survives this risk successfully, then his claim does not go beyond the consideration given by his disclosure, his claim is fairly based on such disclosure in these respects, and is valid.” [Emphasis added by the Court.]

and the following conclusion drawn by Pigeon J. in Monsanto v. Commissioner:

“I have quoted again the passage quoted by the [Patent Appeal] Board because I consider the last sentence of the paragraph of some importance as it does clearly indicate what is meant by a "sound prediction". It cannot mean a certainty since it does not exclude all risk that some of the area covered may prove devoid of utility. It thus appears to me that the test formulated by Graham J. involves just two possible reasons for rejecting claims such as those in issue.

1. There is evidence of lack of utility in respect of some of the

area covered; [or]

2. It is not a sound prediction.” 

[Emphasis added by the Court.]

He noted that the predictability of a particular result is essentially a question of fact and stated [para.65] that, where, as in this case, the trial judge finds on the evidence  that the inventors could in fact make a sound prediction that an old compound (AZT) offers a hitherto unexpected utility (in this case in the treatment and prophylaxis of HIV/AIDS), “then (and only then) does their disclosure of ‘the invention’ offer real consideration for the monopoly benefits they seek”. Conversely, “…. To the extent its claims went beyond the limits within which the prediction remained sound (e.g., in claiming treatment for human retroviruses other than HIV), the Federal Court properly struck them out.”

With respect to the policy underlying the doctrine, Binnie J. commented:

“66 The doctrine of "sound prediction" balances the public interest in early disclosure of new and useful inventions, even before their utility has been verified by tests (which in the case of pharmaceutical products may take years) and the public interest in avoiding cluttering the public domain with useless patents, and granting monopoly rights in exchange for misinformation.”

He rejected the “After the Fact Validation” position asserted by Welcome and adopted by the Federal Court of Appeal that “where an invention constitutes a speculation as of the priority date claimed in the patent, the patent will not be invalid if it turns out that the speculation is valid at the time the patent is attacked.” On this point he said:
“69 With respect, I think Parliament intended to get something more than speculation in exchange for the grant of a patent monopoly (a point which is further discussed below). On the other hand, I do not think, with respect, that the doctrine of sound prediction is limited to the narrow ambit ascribed to it by the trial judge. Once it is accepted that in appropriate circumstances utility can be predicted in advance of complete testing (whether of untested chemical compounds or otherwise), there seems no reason in principle why the doctrine should not be applied more generally, depending, of course, on the expert evidence. There is no doubt that care must be taken that the doctrine is not abused, and that sound prediction is not diluted to include a lucky guess or mere speculation. The public is entitled to obtain a solid teaching in exchange for the patent rights.”

Also, later in his reasons, he noted:

80 In my view, with respect, Glaxo/Wellcome's proposition is consistent neither with the Act (which does not postpone the requirement of utility to the vagaries of when such proof might actually be demanded) nor with patent policy (which does not encourage the stockpiling of useless or misleading patent disclosures). Were the law to be otherwise, major pharmaceutical corporations could (subject to cost considerations) patent whole stables of chemical compounds for all sorts of desirable but unrealized purposes in a shot-gun approach hoping that, as in a lottery, a certain percentage of compounds will serendipitously turn out to be useful for the purposes claimed. Such a patent system would reward deep pockets and the ingenuity of patent agents rather than the ingenuity of true inventors.”

And

“84 …In the broader context of the Patent Act, as well, there is good reason to reject the proposition that bare speculation, even if it afterwards turns out to be correct, is sufficient. An applicant does not merit a patent on an almost invention, where the public receives only a promise that a hypothesis might later prove useful; this would permit, and encourage, applicants to put placeholders on intriguing ideas to wait for the science to catch up and make it so. The patentee would enjoy the property right of excluding others from making, selling, using or improving that idea without the public's having derived anything useful in return.”

Binnie J. stated that the “Doctrine of Sound Prediction” had three components:

1. “Firstly, as here, there must be a factual basis for the prediction. In Monsanto and Burton Parsons, the factual basis was supplied by the tested compounds, but other factual underpinnings, depending on the nature of the invention, may suffice.” 

2. “Secondly, the inventor must have at the date of the patent application an articulable and ‘sound’ line of reasoning from which the desired result can be inferred from the factual basis. In Monsanto and Burton Parsons, the line of reasoning was grounded in the known “architecture of chemical compounds”, but other lines of reasoning, again depending on the subject matter, may be legitimate.” 

3. “Thirdly, there must be proper disclosure. Normally, it is sufficient if the specification provides a full, clear and exact description of the nature of the invention and the manner in which it can be practiced: H. G. Fox, The Canadian Law and Practice Relating to Letters Patent for Inventions (4th ed. 1969), at p. 167. It is generally not necessary for an inventor to provide a theory of why the invention works. Practical readers merely want to know that it does work and how to work it. In this sort of case, however, the sound prediction is to some extent the quid pro quo the applicant offers in exchange for the patent monopoly. Precise disclosure requirements in this regard do not arise for decision in this case because both the underlying facts (the test data) and the line of reasoning (the chain terminator effect) were in fact disclosed, and disclosure in this respect did not become an issue between the parties. I therefore say no more about it.”

On this issue, with respect to the facts of this case, he concluded:

“71 It bears repetition that the soundness (or otherwise) of the prediction is a question of fact. Evidence must be led about what was known or not known at the priority date, as was done here. Each case will turn on the particularities of the discipline to which it relates. In this case, the findings of fact necessary for the application of "sound prediction" were made and the appellants have not, in my view, demonstrated any overriding or palpable error.

6.4.2  Norac v. Prairie
In Norac v. Prairie
  the patent related to a patent for a mobile weighing system, designed to be used to accurately weigh loads carried on a truck or trailer. Pelletier J. held that the claims in issue were invalid for lack of utility. On this issue he said:

“[25] The next issue in relation to validity is the allegation that the invention as described in the patent does not work. This arises because of the lateral movement of the point of attachment of the tension load cell as the cross-arm is being raised. 

[He reviewed the evidence.]

[29] …The evidence is persuasive that the invention described in the patent does not deal with lateral forces acting on the tension load cell. According to the theory underlying the invention, this introduces error into the measured weight.

[30] Even if it were found that the device would work as claimed if operating limitations are imposed[1], the fact is that they appear nowhere in the claims or the specification.    It is a principle of some antiquity that the manner of operation of a machine must be disclosed as well as its design so that upon the expiry of the monopoly period, one skilled in the art could not only design and construct such a machine but operate it as well. The principle is stated in Noranda Mines Ltd. v. Minerals Separation North American Corp., [1947] Ex. C.R. 306 at pp. 316-17 as follows:

Two things must be described in the disclosures of a specification, one being the invention, and the other the operation or use of the invention as contemplated by the inventor, and with respect to each the description must be correct and full.

…..

The description must also give all information that is necessary for successful operation or use of the invention, without leaving such result to the chance of successful experiment, and if warnings are required in order to avert failure such warnings must be given.

[31] Consequently, if the limitations suggested by the plaintiff have the effect which was claimed for them, their absence from the patent is fatal. If they do not have the effect which is claimed for them, then the device described in the claims cannot work in any event.

[32] A device which does not work lacks utility, a quality which must be present in order for a patent to issue. Subsection 27(1) of the Patent Act, R.S.C. 1985, c. P-4, provides for the issue of a patent in respect of an invention. The definition of invention is "... any new and useful art, process, machine, manufacture or composition of matter, or any new and useful improvement in any art, process, machine, manufacture or composition of matter"[2]. The weigh cell, as claimed in claims 6 and 7, lacks utility and so the claims are invalid.”

6.4.3
Westaim v. Royal Canadian Mint

There was an issue as to utility in  Westaim v. Royal Canadian Mint
 based on an allegation that the claims extended to cover useless subject matter.  Hansen J. found one of the claims invalid on this basis stating:

[147] The RCM submits that claim 2 is invalid because it does not provide a limitation on the type steel and not all steels are capable of being annealed to a hardness of less than 65 on the Rockwell 30T scale. 

[148] The RCM relies on the following statement of Pigeon J. in the Supreme Court of Canada decision in Monsanto Co. v. Commissioner
:

If the inventors have claimed more than what they have invented and included substances which are void of utility, their claims will be open to attack. But in order to succeed, such attack will have to be supported by evidence of lack of utility.

[149] The RCM also relies on the Privy Council decision in Minerals Separation v. Noranda
where Lord Reid held that if "the scope of a claim includes some method which is useless, the claim cannot be saved by showing that no skilled person would ever try to use that method".

[150] Dr. Jonas testified that you "could not", or "probably not" anneal tool steels to less than 65 on the Rockwell 30T scale.  At another point during his cross-examination, he stated that not all steels could be softened to less than 65 Rockwell 30T. Given that the steel used for the cores must be capable of being annealed to a hardness of less than 65 on the Rockwell 30T scale, this evidence alone demonstrates that claim 2 contains subject matter that is lacking in utility and is, therefore, invalid. 

6.5
Claims Broader than the Invention

6.5.1
Illinois Tools v. Cobra
In Illinois Tool v. Cobra
, an allegation of overclaiming was rejected by. Pelletier J.  The patent related to a wall anchor which was self drilling and self tapping. It was asserted, based on language in the disclosure, that the claims were too broad since they extended to an anchor which drilled and tapped simultaneously, whereas the disclosure had said these functions should be separated. Pelletier J. referred to the reference in the disclosure to the separation of the steps as a “design constraint as opposed to an essential element of the invention” and said that overclaiming must be in relation to an essential element of the invention
. He also noted that the inventor had chosen not to be limited to the details of the specific embodiments in accordance with the wording of the disclosure preceding the claims. 

6.5.2
Westaim v. Royal Canadian Mint

In Westaim v. Royal Canadian Mint
, an allegation that claim 4 was invalid as extending to subject matter the inventors had not invented was rejected. The defendant alleged that the inventors never tested or used interstitial free steels having a carbon content of 0.005% by weight although these steels were claimed. Hansen J. rejected that argument on two bases: (1) the claim did not claim the use of interstitial free steels; and (2) although the inventors did not test steels having a carbon content as low as 0.005% by weight, from the expert evidence and the test results outlined in the patent, it was clear that the inventors had every reason to believe that the invention would work, indeed would work better, at lower carbon levels.  (As noted above, one claim, claim 2, was held invalid as too broad in that it extended to subject matter lacking utility.)

6.5.3  Apotex and Novopharm v. Wellcome

In Apotex and Novopharm v. Wellcome
, the appellants argued that even if Glaxo/Wellcome could overcome the inventorship hurdle with respect to the treatment properties of AZT, there was nothing in the record on which to base a prediction that AZT possessed prophylactic properties. The appellants asserted that treatment deals with an existing disease, whereas prophylaxis refers to prevention of getting the disease.  Binnie J. held that this argument “puts too much weight on a supposed ‘bright line’ distinction between treatment and prophylaxis. Dictionaries tend to include prophylaxis as an aspect of treatment:”  He noted that the patent had some information on prevention of infection by AIDS by the action of AZT as a chain terminator. He also said:

“92 There is another reason why I think we should not be too quick to overrule the conclusion that prophylactic benefits were soundly predicted. The appellants seek to place Glaxo/Wellcome in a "catch-22" situation. If Glaxo/Wellcome had not specifically claimed prophylactic properties, the appellants could have sought to obtain their own patent on the basis of claiming "hitherto unrecognized [prophylactic] properties" (relying on Shell Oil, supra), thereby undercutting Glaxo/Wellcome's market for treatment, and leaving Glaxo/Wellcome to try to salvage their patent position by arguing that the prophylactic properties were already implicit (or "obvious") in their own patent as aspects of treatment. If the appellants could lawfully get their AZT to market allegedly for prophylaxis, with or without their own patent, the generic version of AZT would likely be used by cost-conscious health providers in place of the more expensive Glaxo/Wellcome AZT for all aspects of HIV/AIDS treatment at all stages, thus undercutting the commercial value of the Glaxo/Wellcome patent. On the other hand, Glaxo/Wellcome having sought to protect itself from this scenario by claiming prophylactic benefits, the appellants now adopt the opposite strategy and seek to invalidate the entire patent on the ground that the claim to prophylaxis is invalid because it exceeds the invention, and its "covetousness" wipes out all of the combined "treatment and prophylaxis" claims, thereby wiping out the commercial value of the patent. As long ago as Consolboard Inc. v. MacMillan Bloedel (Sask.) Ltd., [1981] 1 S.C.R. 504, Dickson J. (as he then was) subscribed to the view, at p. 521, that a "patent should be approached `with a judicial anxiety to support a really useful invention'".

93 In the particular circumstances of this case, I think Glaxo/Wellcome's prediction that the "chain terminator" effect disclosed in the patent specification had prophylactic as well as post-infection treatment application was sound. The Commissioner so ruled, and his decision to allow both treatment and prophylaxis was upheld in the courts below. The onus was on the appellants to show that the patent is invalid, not on Glaxo/Wellcome to show that it is valid. I agree with the trial judge and the Federal Court of Appeal that the appellants have not discharged this onus.”

6.6
Wrong Inventorship
6.6.1
Apotex and Novopharm  v. Wellcome

One of the key issues dealt with by the Supreme Court of Canada in  Apotex and Novopharm v. Wellcome
 was the effect of naming the wrong inventor.  The issue arose in light of a finding by the trial judge that two scientists, Broder and Mitsuya, were co-inventors, although not named in the patent.  The invention was a new use for the known drug AZT, specifically the use of that drug for the treatment of AIDS/HIV. Five scientists from Glaxo/Wellcome had made a prediction that the drug could be used, but this was not proved until the testing by Broder and Mitsuya (of blind samples). 

Inventorship

The Supreme Court held, affirming the Federal Court of Appeal held that the testing of the samples did not make Broder and Mitsuya inventors. Binnie J. said:

“96  Inventorship is not defined in the Act, and it must therefore be inferred from various sections. From the definition of ‘invention’ in s. 2, for example, we infer that the inventor is the person or persons who conceived of the "new and useful" art, process, machine, manufacture or composition of matter, or any "new and useful" improvement thereto. The ultimate question must therefore be: who is responsible for the inventive concept?

97  Section 34(1) requires that at least at the time the patent application is filed, the specification ‘correctly and fully describe the invention ... to enable any person skilled in the art or science to which it pertains ... to ... use it’. It is therefore not enough to have a good idea (or, as was said in Christiani, ‘for a man to say that an idea floated through his brain’); the ingenious idea must be ‘reduced to a definite and practical shape’. Of course, in the steps leading from conception to patentability, the inventor(s) may utilize the services of others, who may be highly skilled, but those others will not be coinventors unless they participated in the conception as opposed to its verification. As Jenkins J. notes in May & Baker Ltd. v. Ciba Ltd., the requisite ‘useful qualities’ of an invention, ‘must be the inventor's own discovery as opposed to mere verification by him of previous predictions’.

98 More recently, in Henry Brothers (Magherafelt) Ltd. v. Apotex Inc. v. Wellcome Foundation Ltd. Ministry of Defence and the Northern Ireland Office, , in response to a submission that an invention could be divided into contributed elements and patents awarded accordingly, Jacob J. stated:

‘I do not think it is right to divide up the claim for an invention which consists of a combination of elements and then to seek to identify who contributed which element. I think the inquiry is more fundamental than that. One must seek to identify who in substance made the combination. Who was responsible for the inventive concept, namely the combination?’ [Emphasis added by the court.]

99 The distinction between conception and verification is consistent with the Canadian authorities, including Fox, The Canadian Law and Practice relating to Letters Patent for Inventions,; Kellogg Co. v. Helen L. Kellogg,; Ernest Scragg & Sons Ltd.; H. Fisher and R. Smart, Canadian Patent Law and Practice (1914). The line is perhaps blurred in Gerrard Wire Tying Machine Co. of Canada v. Cary Manufacturing Co., , where the U.S. text Walker on Patents is quoted:

‘Nor is a patent to joint inventors invalidated by the fact that one of them only first perceived the crude form of the elements and the possibility of their adaptation to complete the result desired. In fact the conception of the entire device may be attributed to one, but if the other makes suggestions of practical value, which assist in working out the main idea and making it operative, or contributes an independent part of the entire invention which helps to create the whole, he is a joint inventor even though his contribution be of minor importance.’

To the extent this suggests that an individual who contributes to the inventive concept may be a co-inventor without being the prime originator, I agree with it. To the extent, however, that it can be read to include as inventors those who help the invention to completion, but whose ingenuity is directed to verification rather than the original inventive concept, I respectfully, for the reasons already given, disagree.

100 Wetston J. concluded at para. 224 that ‘the utility as claimed was not established without the extensive and direct involvement of the NIH....’ This is true, but it is not, with respect, the test. If Glaxo/Wellcome had soundly predicted that AZT could cure nausea in the weightlessness of space, it might require NASA and all its rocket ship expertise to ‘establish’ the utility, but NASA would not on that account become a co-inventor.

101 It is clear that Drs. Broder and Mitsuya at the NIH were instrumental in providing crucial evidence on which the ‘sound prediction’ of AZT's utility depended, but they were not responsible for the inventive concept. They carried out their investigation using extraordinary skill and expertise but, in my view, their blind test of a chemical compound whose existence they had not identified, and with which (unlike Glaxo/Wellcome) they apparently had no prior experience, did not require them to be listed as co-inventors.

….

106 In the circumstances, however, I agree with the Federal Court of Appeal that great though the contribution of Drs. Broder and Mitsuya was to the advancement of science, they were not co-inventors of the patent-in-suit. [citations omitted]

Materiality of Co-Inventorship to Patent Validity
With respect to the materiality of naming the wrong inventor(s) to the validity of a patent, Binnie J. said:

“107 The trial judge concluded that Drs. Broder and Mitsuya were co-inventors, but that failure to include them in the patent was not a material misrepresentation that would invalidate the patent. In reaching this conclusion, he referred to the observation of Addy J. in Procter & Gamble Co. v. Bristol-Myers Can. Ltd. that ‘it is really immaterial to the public whether the applicant is the inventor or one of two joint inventors as this does not got [sic] to the term or to the substance of the invention nor even to the entitlement’. At an earlier date, Thurlow J. had suggested in Jules R. Gilbert Ltd. v. Sandoz Patents Ltd., that ‘allegations in the petition respecting anything other than the subject-matter of the claims in the patent as granted are not material’.

108 The appellants argue that, while as Addy J. says, it may be that the identity of the inventor is immaterial to the public in most instances, this is not necessarily true in all cases. Here, for example, the issue of ‘entitlement’ to the rewards of the AZT patent has created a significant public controversy. There were arguably important public policy ramifications to the issue of coinventorship because of the contrasting mandates, objectives and funding sources of the institutions involved, in particular the NIH and the Glaxo/Wellcome corporate group. If indeed the NIH researchers had been ‘co-inventors’, and the NIH or the U.S. government had therefore held an ownership interest in the patent, there potentially could have been a significant effect on both the access to and the cost of the drug AZT across the world.

109 There is no need to consider the issue of materiality further in this case however, not only because of the conclusion that Drs. Broder and Mitsuya were not in fact co-inventors in this case, but also because there is no evidence whatsoever that the omission to name them was ‘willfully made for the purpose of misleading’, as required by the concluding words of s. 53(1).” [citations omitted]

6.7
Dedication to the Public

6.7.1
Parke-Davis v.  Minister
The matter of dedication of a patent to the public was considered by the Federal Court of Appeal in Parke-Davis v. Minister
. In 1994, Warner-Lambert sent to the Canadian patent Office an “irrevocable dedication” of 324 patents owned by it or related companies. Notice of the dedication was published in the Canadian Patent Office Record.  The list included the 768 Patent which related to its product Lipitor, Parke-Davis top selling prescription drug and one of the most successful drugs on the market. Warner-Lambert continued to pay the annual maintenance fees on this patent and listed it in the patent list for Lipitor.  Warner-Lambert said that the 768 Patent was included in the list for dedication by mistake and that it only discovered its mistake in 1997. Its agent wrote to the commissioner advising of the mistake and asked that a notice of retraction of its dedication be published, which was done.

The effect of the dedication and retraction were considered in a NOC prohibition proceeding. The motions judge dismissed the prohibition proceeding holding that the dedication could be raised as a defence and that Warner-Lambert had not established that the dedication of the 768 Patent was a mistake. The Federal Court of Appeal allowed the appeal on the basis that the Apotex Notice of Allegation (NOA) was of no effect since no application for a NOC had been made, but it nevertheless went on to deal with the dedication and held that there had been a mistake and that mistake could be corrected.

The Court agreed with the motions judge that dedication was a proper and  accepted practice in Canada even though there was no statutory basis for it as there is in some jurisdictions. However the court held that the motions judge erred in law in drawing an inference from an absence of certain evidence that the dedication was deliberate, and on its reconsideration of the evidence concluded that it was proved that the dedication was made in error. The court concluded that a valid dedication was not revocable, drawing an analogy to the law of gifts, but accepted that, if it was proved that the 768 patent was included in the list for dedication in error, there was no valid dedication of it. Having found such error , the court stated that it would have granted the prohibition motion had there been a valid NOA.

6.7.2
 G.D. Searle v. Merck
The patent in issue in G.D. Searle v. Merck
: concerned COX 2 enzyme blockers, particularly the product Celecoxib. The patent as issued had 200 claims, but the patentee dedicated to the public all of the claims except for 4 claims. The defendant alleged that  that, since subject matter within the remaining claims was encompassed within the claims dedicated, that subject matter was also dedicated to the public. This argument was rejected. Heneghan J. noted that dedication of certain claims to the public terminates the patentee’s right to a monopoly in the subject matter described by those claims, but does not affect the rights conferred by the remaining claims, The patent is to be read as if the claims dedicated had never issued, subject to any claim for past infringement. The public’s entitlement to use and manufacture the subject matter of the dedicated claims is limited by the protection conferred by existing patents including the patent containing only the claims remaining after dedication. Since there was no issue as to infringement, the plaintiff was entitled to summary judgment that claim 42 was infringed subject to determination of the challenges relating to its validity.

7.0
PATENT PROSECUTION

7.1
Conflict Between Applications - “Old Act”

7.1.1
Goldfarb v. Gore

Section 43 of the “Old Act” provides a procedure for resolving conflict between two or more co-pending patent applications, where each of them contains one or more claims defining substantially the same subject matter, or where one or more claims of one application describe the invention disclosed in one of the other applications, based on a determination of which of the applicants is the prior inventor. Although this procedure was abolished with the “first-to-file” system of the “New Act”, it remains applicable to applications filed prior to October 1, 1989.

The conflict procedure involves first a determination of priority by the Commissioner based on affidavit evidence
, but following such decision, an applicant can commence proceedings in the Federal Court of Canada for a determination of the respective rights of the several applicants
 and such proceeding is a complete trial de novo which proceeds as an ordinary action.

The Federal Court of Appeal in Goldfarb v. W.L. Gore & Associates
affirmed the trial decision in such a conflict action given in relation to an invention relating to an artificial vascular prosthesis (for replacing or bypassing veins or arteries) made from ePTFE (expanded porous polytetrafluoroethylene), which is marketed as “Gor-Tex”. The conflict claims in issue, which are not reproduced in the decision, are set out in Appendix I hereto.

In accordance with the findings of the trial court, the defendant Gore had made tubes of ePTFE and began investigation of medical uses in Dec. 1970. It contacted various doctors and supplied samples for experimentation. The use of ePTFE for grafts was published in Dec. 1972.  Gore sent samples to the plaintiff, Goldfarb, in Feb. 1973 and he began experimentation.  Patent applications were filed by both by Goldfarb and by Gore, Gore’s application named Mr. Cooper as inventor. 

The trial judge, Lemieux J. held that the invention lay in the appropriate range of fibril length in the ePTFE tubing material, that is what permits this ePTFE tubing to act as a useful artificial graft. He said: “…I agree with the plaintiff's formulation that the ultimate issue is for me to decide who, as between Dr. Goldfarb  and Mr. Cooper, first determined, with a reasonable expectation of success, the fibril lengths that would produce grafts which would permit tissue ingrowth and thus remain patent.” On the evidence he found that Dr. Goldfarb was the first inventor
.

On the appeal, the appellant challenged the findings of fact which led to this conclusion. Noel J.A. noted the standard of review by an appellate court of findings of fact of a trial judge and concluded that “we have no difficulty in concluding that the Trial Judge made no palpable and overriding error in awarding the conflict claims to Dr. Goldfarb.”

8.0
REISSUE

8.1
Urea Casale v. Stamicarbon

In Urea Casale v. Stamicarbon
 the issue was whether a claim of a reissued patent was “identical” to the corresponding claim of the original patent so as to maintain the right to sue in respect of pre-reissue activities under section 47(2). The original claim, claim 14 used the phrase “said method being characterized in that it comprises”. This was amended in the corresponding reissued claim, claim 21 to read “said method comprising”. The text of both claims was otherwise the same.
The Federal Court of Appeal set aside a summary judgment dismissing an action on the reissued patent. The motions judge had held that the claims in the reissued patent were not “identical” to those in the original patent and there was no infringing activity after the reissue. He construed “identical” in section 47 to mean “exactly the same in every detail” based on a reference to the Oxford English Dictionary. 

Stone J.A., for the Court of Appeal noted that the language of section 47 was virtually identical to the language of the corresponding provision in the U.S. patent legislation and reviewed U.S. authorities which held that verbatim identity was not required and that it was sufficient if there was no substantive change in scope. Stone J.A. said:

“[22] It seems to me that the approach taken by the American courts to the construction of the word "identical" is to be preferred to a strict literal interpretation of that word in subsection 47(2) of the Act. The focus should be on whether the scope of the reissue claim has been changed over that of the original claim because of use of different language in the reissue claim.    If the language of Claim 21 did not work a substantive change of the scope of Claim 14, the former claim must to be viewed as "identical" to the latter claim even though the language of the one is not in all respects the same as the other. …” 

The Court of Appeal held that the question of whether the claims were identical was a matter that should not be decided on a motion for summary judgment and in the absence of expert evidence and set aside the summary judgment issued by the court below.

The Court of Appeal also confirmed that once a patent has been surrendered and reissued, there is no cause of action under the surrendered claims except to the extent that they may be “identical” to claims of the reissued patent.

8.2
M.T. Beauty v. Classic Furs
In M.T. Beauty v. Classic Furs
, also was a motion for summary judgment in respect of a reissued patent where the issue was whether the original and reissued claims were “identical”. The patent related to a fabric having a furry surface. The changes in claim 1 were “in such manner so as to be substantially free from contact with said hair”. In view of the Court of Appeal decision in Urea Casale v. Stamicarbon, Kelen J. concluded there was a genuine issue for trial and dismissed the motion 

9.0
OWNERSHIP

9.1.1
Techform  v. Wolda - Ownership - Employee/Consultant Inventor

In Techform v. Wolda
, a former employee turned consultant was engaged to assist in the development of tailgate hinges.  He invented a new design of hinge and the issue was who owned it.  At trial, Sachs J. of the Ontario Superior Court held that the invention belonged to the consultant.  The agreement setting out the consultancy terms made no reference to the ownership of inventions and the trial judge refused to imply a term that inventions belonged to the employer.  There was an Employee Technology Agreement (“ETA”) under which the consultant agreed to assign inventions, but the trial judge held that the ETA was void as made under duress (the threat of being fired) and without independent consideration.

On appeal, the Ontario Court of Appeal
 allowed the appeal and held that the invention belonged to the corporate employer.  Rosenberg J.A. for the Court of Appeal held that the trial judge erred in holding that there was no consideration for the ETA. He noted that in Maguire v. Northland Drug
the Supreme Court of Canada held that continued employment and implied forebearance from dismissal for a reasonable period was adequate consideration.  The Court of Appeal also reversed the trial judge’s conclusion that the ETA was void as having been obtained by duress. Rosenberg J.A., somewhat reluctantly, accepted the trial judge’s conclusion that the consultant had been deprived of choice, however, he concluded that the coercion exerted on the consultant was “legitimate”.

In 2002, the Supreme Court of Canada refused leave to appeal.

10.
PATENT LITIGATION

10.1
Summary Judgment

10.1.1
Urea Casale v. Stamicarbon
As noted above, in Urea Casale v. Stamicarbon
 the Federal Court of Appeal set aside a summary judgment dismissing an action on a reissued patent on the basis that the claims in a reissued patent were not “identical” to those in the original patent and there was no infringing activity after the reissue. While most of the decision focused on the interpretation of “identical” in section 47 of the Patent Act, the Court of Appeal also addressed the matter of evidence.

In paragraph 23 of his reasons, the motions judge, McKeown J., after concluding that the claims were not identical, said:

“23     There are no remaining genuine issues for trial. The meaning of the word "identical" does not require any further canvassing. The interpretation of claims 14 of the original patent, 20 of the reissue patent, need no further review. If the Defendant believed that an expert witness was required it could have submitted an affidavit of expert witness to defend this motion for summary judgment to dismiss its counterclaim. The issue with respect to whether there was an infringement of the original patent is decided by the interpretation of section 47. …”

As to this conclusion, Stone J.A. for the Court of Appeal said:
“[26]   In my view, it would seem inadvisable to attempt to resolve this dispute at the summary judgment stage. If Claim 21 is not "identical" with Claim 14, the Counterclaim would utterly fail short of a full trial. If, on the other hand, the two are identical in scope the way would be cleared to advance the Counterclaim towards trial. The absence of expert evidence in the record before us could be rectified at a trial if, indeed, the parties should choose to adduce such evidence. At paragraph 23 of his reasons, the Motions Judge alluded to the absence of such evidence from the appellant's side. In my view, however, the burden of adducing evidence to establish that the claims were not "identical" and, therefore, that there was "no genuine issued to be tried" was on the respondent as the moving party and not on the appellant under the summary judgment rules: Kirkbi AG v. Ritvik Holdings Inc.. While expert evidence in patent litigation is more commonly addressed to technical terms appearing in the specification, it may also be directed  towards explaining terms contained in the claims in order that the court may fully understand the language used …

[27] The need for expert evidence is all the more evident here, where the parties dispute what is old and what is new in Claim 21 as well as whether essential features of that claim have been deleted and its scope so changed as to render it non-"identical" to the original claim. Allowing the matter to proceed to trial in order to resolve this issue would seem consistent with the caution of Duff C.J. in Northern Electric, that the language of the subsection ought not to be extended beyond cases clearly within its intendment. A full trial of the issue will better enable the Court to decide whether the cause of action pleaded in the Counterclaim has or has not been extinguished as a result of the surrender of the Patent.” [citations omitted]

This decision was followed in M.T. Beauty v. Classic Furs
, a similar case.

10.1.2
Dana v. Lubrizol
In Dana v. Lubrizol
, in an action for product liability arising out of a fire, Dana sued not only Henkel, the supplier of a product alleged to have caused the fire, but also its previous supplier, Lubrizol, alleging that the product supplied by Henkel was the same as or equivalent to the product designed by Lubrizol.  Lubrizol denied that the products were the same or equivalent, but asserted that if they were, the products infringed two patents of Lubrizol.  The claims of the Lubrizol patents specified, inter alia, a magnesium basic complex.  Henkel and Dana contended that the Henkel product did not include magnesium, but contained instead a calcium complex.  On a motion for summary judgment in December 2001, the motions judge found that magnesium was an essential feature of the Lubrizol invention and that a variant of calcium and barium falls outside the monopoly claimed even though it would have no effect on how the invention worked and granted summary judgment dismissing the counterclaim for patent infringement. In May 2002, such summary judgment was set aside by the Ontario Court of Appeal. The Court of Appeal stated that “…on a motion for summary judgment the court will never assess credibility, weigh the evidence, or find the facts. Instead the court’s role is narrowly limited to assessing the threshold issue of whether a genuine issue exists as to material facts requiring a trial.” The court noted that there was conflicting evidence including the pleading by Dana that the products were equivalent and it was a matter for trial.

10.1.3
G.D. Searle & Co. et al. v. Merck
Summary judgment for patent infringement was granted in G.D. Searle & Co. et al. v. Merck
. In that case, the plaintiff sought summary judgment that claim 42 of the patent was infringed; the defendant sought summary judgment dismissing the plaintiff’s action. The patent had 140 claims. In its counterclaim, the defendant challenged the validity of all 140 claims. The patentee subsequently dedicated to the public all but four of the claims. Claim 42 was one of the claims not dedicated. On the motion, defendant did not dispute that its product included the product described in Claim 42, but contended that claim 42 was unenforceable in view of the dedication since that product was included in claims dedicated to the public. Heneghan J., after reviewing the authorities relating to summary judgment said: “On the basis of these authorities, it is clear that the test for summary judgment is well established and a critical issue is whether there is a "genuine issue for trial". In this case, the submission of the defendant was held to ignore the legal proposition that each claim is separate and distinct and that the dedication of other claims did not affect the remaining claims. Summary judgment granted in respect of allegation of infringement claim 42. The defendant’s cross motion for summary judgment was dismissed.

10.1.4
Lammli  v. Cousins
A motion by a plaintiff seeking summary judgment was refused in Lammli  v. Cousins
 The plaintiff sought declaration of non-infringement of a protection device for the lower gear housing of an outboard motor based on a description of its device in a patent application. The defendant noted that there was no evidence as to the exact construction of the article intended to be made and sold. Hansen J., in dismissing the motion for summary judgment, said: “In the absence of the article itself or at a minimum the drawings for the article he proposes to make, use or sell, the plaintiff is asking the Court to rule in a vacuum. In my view, the plaintiff has failed to put forward the necessary evidentiary foundation for the relief being sought”.

10.1.5
Quadco  v. Timberjack

Summary judgment was also refused in Quadco v. Timberjack
. In that case, the defendant sought summary judgment that patent invalid due to prior disclosure by patentee  or due to non-infringement. Heneghan J. held that, as to both issues, the evidence did not meet test of showing there was no genuine issue for trial and accordingly dismissed the motion.

10.1.6
Chao v. Superclip

Chao v. Superclip
 was a motion for summary judgment seeking dismissal of an action for infringement on the basis that here was no infringing activity in Canada since the allegedly infringing product was shipped by the defendant to an importer in Montreal f.o.b. Hong Kong. The court, finding a triable issue as to whether the defendants were owners of the product when it entered Canada, dismissed the motion for summary judgment.

10.1.7
Apotex v. Merck
In two decisions styled Apotex v. Merck, one by the Court of Appeal
 and the other rendered two days later by a trial judge in another proceeding 
, summary judgment was granted with respect to an allegation of infringement based on issue estoppel.  Both cases related to batches of enalapril maleate, a product  previously found to infringe the Merck patent. 

In the first decision, the Court of Appeal  noted a difference between Federal Court rule 216 and rules relating to summary judgment in provincial courts. Malone J.A. stated:

“[49] Lastly, Apotex argued that McKeown J. erred in his interpretation and application of summary judgment rule 216 of the Federal Court Rules, 1998, based principally on authorities dealing with the summary judgment rules of provincial superior courts. It must be noted that the Federal Court Rules, 1998, insofar as they provide for summary judgment where there is no genuine issue for trial, are unique. The Federal Court Rules, 1998 empower a motions judge to make findings of fact or law necessary to dispose of the motion, provided the relevant evidence is available on the record, and does not involve a "serious" question of fact or law which turns on the drawing of inferences. In essence, where a trial would add detail, but not significant additional evidence, it is better for the motions judge to determine the question of law or fact in issue
.”

In the second decision concerning further batches of the product, McKeown J. held that a reference rather than a full trial was appropriate as most expeditious proceeding for determination of the issue.

10.1.8
Patio Drummond v. Dek-Block

In Patio Drummond v. Dek-Block
, the Federal Court of Appeal affirmed the dismissal of a motion for summary judgment seeking to dismiss an action for infringement of a reissued patent on the basis that the reissue was null and void on the basis of misrepresentations. On appeal the applicant sought to rely on a finding asserted to concern an admission against interest, but the Court of Appeal was not satisfied that the factual information in the record relating to the finding was sufficient for the issue to be disposed of by summary judgment.

10.2
Examination for Discovery of Inventor

Federal Court Rule 237(4) provides for examination for discovery of, inter alia, an assignor of a patent. In Faurecia v. Lear
, Hansen J. confirmed that this rule applies to permit the examination of an inventor who assigned the rights to his invention before the patent application was filed.

10.3
Expert Evidence

10.3.1
Halford v. Seed Hawk
In Halford v. Seed Hawk there were several rulings on evidentiary issues which arose during a patent infringement trial. Some were issued in 2001
 as reported in last year’s update; one concerning expert evidence was issued in 2002
.  The patent concerned seeding devices. Objection was taken to the evidence of a professional mechanical engineer on the basis that he did not have experience with seeding equipment. Pelletier J. accepted him as an expert to give opinion evidence on the subject of the design and operation of mechanical devices, noting that seeding devices were not so peculiar that only one who has made a special study of them could assist the court. 

10.4
Appeal

10.4.1
Canwell v. Baker - Interest Payable Where Judgment Set Aside

As noted above, in Canwell v. Baker
 the trial decision holding a patent relating to a process for sweetening natural gas to be valid and infringed was set aside on the basis that the patent was invalid for anticipation. The trial judgment had ordered, inter alia, that the defendant pay to the plaintiff its profits plus interest and pursuant to that judgment the defendant paid to the plaintiff the sum of $638,859.90. Upon reversal of that judgment by the Court of Appeal, the plaintiff repaid the sum paid to it but refused to pay interest on it. The Court of Appeal
 directed that interest be paid. on the basis that “the parties should as far as possible be returned to the position they would have enjoyed had there been no such trial judgment”.

11.
PATENTED MEDICINES

11.1
NOC Regulations

Proceedings related to the disputes as to the grant of Notices of Compliance (“NOC”) for pharmaceuticals continued in 2002 to be the most voluminous source of patent related decisions, most but not all, brought under the Patented Medicines (Notice of Compliance) Regulations
 (“NOC Regulations”).

The NOC Regulations
 require that a person who files a submission for a NOC in respect of a drug and wishes to compare that drug with a drug for which a NOC has already issued to another person (the “first person”) (to avoid duplication of the efficacy testing required for approval of the drug) and for which a Patent List has been filed, shall provide a notice of allegation in respect of each patent on the list that the patent is not properly listed, or it has expired, or is invalid, or no claim for the medicine itself and no claim for the use of the medicine would be infringed by the making using or selling by that person of the drug for which the NOC is sought. This notice of allegation must give a detailed statement of the factual and legal basis of the allegation and must serve it on the first person. The first person has 45 days to commence an application for prohibition of the grant of an NOC to the second person. These proceedings are intended to be summary and, while issues of infringement and validity routinely are dealt with in such proceedings, they are not a final determination of the issue of such issues.

11.2
Prohibition Applications - Decisions on the Merits

11.2.1
Non-infringement - Different Use
11.2.1.1 Genpharm v. Minister
In Genpharm v. Minister
decided in July 2002, a prohibition order was issued to restrain grant of a NOC for an old product for an old use on the basis that P&G’s patent for a new use would be infringed. The patent concerned the use of the known drug etidronate disodium in intermittent cycles for the treatment of osteoporosis. The Court of Appeal noted, inter alia, the following facts:

1.
The old use was for the treatment of a  relatively rare disorder and was declining

2.
Genpharm used blister packed strips of fourteen tablets containing consistent with the intermittent, cyclical regimen for the treatment of osteoporosis described in the patent – the same packaging as used by P & G for its osteoporosis product.

3.
In its product monograph Genpharm refers to the use of the product for the treatment of osteoporosis in intermittent cycles and compares its bioavailability to P & G’s osteoporosis product.

4.
Genpaharm had named P & G’s osteoporosis product as the reference product and the NOC would reference equivalence with it.

Rothstein J.A. for the Court of Appeal concluded that “Genpharm's actions and intentions would lead inevitably to the use of its etidronate disodium product, Gen-etidronate, for the treatment of osteoporosis if it obtains the notices of compliance that it seeks”.

Genpharm asserted that, even if this was so, since it was a use patent, there would be no infringement by it of the patent and that it was not shown that it would induce or procure infringement by patients. As to this point Rothstein J.A.  said:

[42] The patent claims at issue in the appeal are use claims. Therefore, the words that are relevant in subparagraph 5(1)(b)(iv) are "... no claim for the use of the medicine would be infringed by the ... selling by that person [the generic producer] of [its] drug ...".

[43] The phrase "would be infringed" is not qualified. In other words, paragraph 5(1)(b)(iv) does not say, as Genpharm argues, that the act of infringement must be the act of the generic producer. Indeed, by expressly referring to sales by the generic producer ("[...] the selling by that person [...]"), the Governor in Council turned his mind to when it is relevant to associate actions with the generic producer under the Regulations. By not using that same phrase "by that person" in respect of the act of infringement within the same subparagraph, the Governor in Council cannot be said to have intended that infringement must necessarily be limited to acts of the generic producer itself. For Genpharm to suggest that the act of infringement must be by the generic producer reads words into the Regulations which the Court must not do.

[44] In the case of a use patent, if the generic producer sells its product and infringement results by patients using the product for a use protected in a patent, there will be infringement of that patent for purposes of the Regulations. The connection between the generic producer and infringement by the patient is in the generic producer selling its product.

[45]…[He referred to section 55.2(4)(e) of the Patent Act.] Where infringement is by a patient in the case of a use patent, the issuance of the notice of compliance can be said to result in the infringement of the patent, if not directly, then at least indirectly. This is the conclusion reached by Richard J. (as he then was) in Zeneca Pharma Inc. v. Canada (Minister of National Health and Welfare) (1995), 61 C.P.R. (3d) 190 at 203. I think that conclusion was correct and I reach the same result in this case.

[46] I think this interpretation is further supported by the definition of "claims for the use the medicine" in section 2 of the Regulations:

"claims for the use of the medicine" means a claim for the use of the medicine for the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal physical state, or the symptoms thereof.

[47] If the words of the definition are read into paragraph 5(1)(b)(iv), i.e. "no claim for the use of the medicine for the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal physical state, or the symptoms thereof", it is apparent that the use contemplated includes use by patients. That is, medicine used for diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal physical state, or the symptoms thereof , must contemplate use of the medicine by a patient. The point is that use claims referred to in subparagraph 5(1)(b)(vi) contemplate use, not just by the generic producer, but by patients as well, and that infringement will result by patients using a medicine sold by a generic producer, even if there is no inducement or procurement by the generic producer.

[48] The scheme of the Regulations seems obvious. If a generic producer sells a product and infringement by anyone using the product results, that is the infringement the Regulations are intended to preclude. There is no suggestion that the generic producer must have induced or procured patients or others to infringe the patent.

[49] For this reason, I am satisfied that in the case of use claims, it is not necessary for a patentee to demonstrate that a generic producer's actions will induce or procure patent infringement by patients or others. Provided that the generic producer cannot establish that no claim for the use of the medicine would be infringed by patients or others by its selling of its product, it will not satisfy the justification test in subsection 6(2) of the Regulations and a prohibition order must be made.

He concluded that in this case it was not only probable, but inevitable, that if a NOC issued, Genpharm's product would be used for the treatment of osteoporosis in the cyclical regimen that constitutes the invention under the patent and that, accordingly, Genpharm’s allegation of non-infringement was not justified.

11.2.1.2  AB Hassle v. Minister
A different result was reached in an November 2002 decision of the Federal Court of Appeal in  AB Hassle v. Minister
. This case related to the use of omeprazole capsules. Omeprazole was an old compound.  The claims of the AB Hassle patent all related to the use of omreprazole for the treatment of Campylobacter infections. The Apotex NOA stated “Our product will not be made, used or sold for the treatment of Campylobacter infections and, more particularly, we are not seeking approval for such use and no such use will be included in our product monograph.”. the motions judge, O’Keefe J., dismissed the prohibition motion on the basis that it was not shown that Apotex intended to sell its drug for the use prohibited by the '668 Patent, specifically for the treatment of Campylobacter infections. On the appeal, the applicants relied strongly upon the Genpharm case, but Sexton J.A. for the Court of Appeal distinguished it stating:

[54]  First of all, Genpharm can be distinguished on its facts. The Court said:

The evidence cited above satisfies me that Genpharm's actions and intentions would lead inevitably to the use of its etidronate disodium product, Gen-etidronate, for the treatment of osteoporosis if it obtains the notices of compliance that it seeks.

There was no such evidence adduced in the present case, and it would, I suggest, be essential in order to reach the same result.
As a further distinction, he noted that in this case the court did not have the benefit of the generic company’s product monograph which was a key document in Genpharm. He further noted that Apotex had sought to file evidence but their application was opposed by the appellants and also that the appellants did not file it although provided with a copy. Sexton J.A. continued:

[56] The Appellants relied on the following passage from Genpharm at paragraphs 47 to 50 to argue that Genpharm should be applied to the present appeal:

The point is that use claims referred to in subparagraph 5(1)(b)(iv) contemplate use, not just by the generic producer, but by patients as well, and that infringement will result by patients using a medicine sold by a generic producer, even if there is no inducement or procurement by the generic producer. 

The scheme of the Regulations seems obvious. If a generic producer sells a product and infringement by anyone using the product results, that is the infringement the Regulations are intended to preclude. There is no suggestion that the generic producer must have induced or procured patients or others to infringe the patent.
For this reason, I am satisfied that in the case of use claims, it is not necessary for a patentee to demonstrate that a generic producer's actions will induce or procure patent infringement by patients or others. Provided that the generic producer cannot establish that no claim for the use of the medicine would be infringed by patients or others by its selling of its product, it will not satisfy the justification test in subsection 6(2) of the Regulations and a prohibition order must be made.

In this case, if a patient used the Genpharm product for osteoporosis, the use claims of P & G's 376 Patent would be infringed. It would be Genpharm's selling of its product that would result in the infringement. Here, the evidence is overwhelming that it is not only probable, but inevitable, that Genpharm's Gen-etidronate product would, if notices of compliance issue, be used for the treatment of osteoporosis in the cyclical regimen that constitutes the invention under the 376 Patent. [emphasis by Sexton J.A.]

It should be emphasized, however, that the Court made these statements after having concluded that the evidence in Genpharm overwhelmingly demonstrated that the actions and intentions of Genpharm would inevitably lead to an infringement. Because no such conclusion can be reached in the case before us, the Genpharm case can be distinguished on that basis. I do not view Genpharm as being authority for the proposition that mere sale by a generic, without more, of a medicine subject to a use patent is sufficient to constitute infringement for the purpose of subparagraph 5(1)(a)(iv). 
[57] Thus Apotex cannot be prevented from obtaining a NOC solely on the basis that it will sell omeprazole. If it were otherwise, then serious policy issues would arise. If there was any likelihood that a patient would consume a generic product for a patented use, then the generic product would not be approved. This would prevent new uses from being approved for existing drugs because there is always the possibility that someone somewhere will use the drug for the prohibited, patented purpose. This would result in a real injustice: since a generic company cannot possibly control how everyone in the world uses its product, the prevention of the generic from marketing the product would further fortify and artificially extend the monopoly held by the patent holders. The patent holder would, therefore, effectively control not just the new uses for the old compound, but the compound itself, even though the compound itself is not protected by the patent in the first place. The patent holders, as a result, would obtain a benefit they were not meant to have. In the end, society would be deprived of the benefit of new methods of using existing pharmaceutical medicines at a lower cost.

[58] Nor can Apotex be held liable in patent infringement proceedings under the Patent Act if, contrary to the evidence presented in the NOC proceeding, third party infringements do occur after the issue of a NOC, unless Apotex has implicated itself in the infringements by, for example, inducing or encouraging them. Genpharm has no application to a generic's liability under the Patent Act for any patent infringement by a third party that occurs after a NOC has been issued.

[59] The Appellants have not proved that, if a NOC were issued to Apotex and it were to sell omeprazole, patients or other third parties would infringe the Appellants' use patent. If a first person cannot prove in prohibition proceedings that future infringements will occur if a NOC is issued, it cannot obtain a prohibition by relying on subparagraph 5(1)(a)(iv), however the required nexus between the generic and the infringement is defined.”

11.2.1.3  AB Hassle v. Rhoxalpharma
AB Hassle v. Rhoxalpharma
involving the same patent and a similar NOA, Gibson J. granted the prohibition order  In that case there was evidence from a witness of the applicants that in the event that a generic omeprazole product is available in the marketplace, that product will in fact be dispensed to patients who will use it for the treatment of H. pylori infections, even though the particular brand may not be formally approved for that indication by the regulatory authorities. Gibson J. concluded on the evidence that it was not established that Rhoxalpharma would directly infringe the patent. However, on the issue of inducing infringement, although O’Keefe J. in a similar case, AB Hassle v. Apotex [subsequently affirmed by the court of appeal as noted above], found no inducement, Gibson J. reached the opposite conclusion. He said:

[43] On the facts before me, I reach a different conclusion. I am satisfied that, if indeed a "connection" between a second person, in this case RhoxalPharma, and resulting infringement is required, that "connection" in this matter, has been made out. 

[44] The "actions" of RhoxalPharma, including the manufacturing, marketing, and selling of omeprazole, combined with its "knowledge" of the practices of physicians, pharmacists and patients, is sufficient to constitute inducement or procurement of infringement, notwithstanding that the evidence before me clearly does not establish that RhoxalPharma's omeprazole tablets are "intended" by RhoxalPharma for the treatment of H. pylori infections. 

[45] In Valmet Oy v. Beloit Canada Ltd., Mr. Justice Pratte, for the Court, wrote at page 15:

In order to induce or procure another person to infringe a patent, one must do something that leads that other person to infringe the patent. If one does nothing, there cannot be any inducement ... .

Whether the words of Mr. Justice Pratte imply the requirement of a "connection" between a second person, here RhoxalPharma, and an ultimate infringer, here a consumer of omeprazole tablets, is not, I think, a question I need answer. I read the words of Mr. Justice Pratte as indicating that it is sufficient to create an inducement or procurement of infringement if RhoxalPharma does something, or indeed anything, that leads another person to infringe.

[46] The evidence before me is very clear. RhoxalPharma seeks permission from the Minister to do something: to manufacture, market and sell omeprazole tablets. 

[47] The evidence is equally clear that those actions will lead to infringement of at least claim 3 of the '668 patent. I accept the evidence before me that it is well-known among doctors who prescribe omeprazole, and pharmacists who fill prescriptions, that omeprazole is useful in the treatment of H. pylori infections. Doctors and pharmacists often do not rely on the "indications" reflected in a product monograph, but rather on their general knowledge. Omeprazole is a highly prescribed drug in Canada. None of this was disputed by RhoxalPharma in its evidence or through cross-examination of any of the Applicants' affiants. 

[48] The mere fact that RhoxalPharma's product monograph will not include an indication of use in the treatment of H. pylori infections is not relevant. For those who do refer to RhoxalPharma's product monograph, it will there be apparent that RhoxalPharma anticipates the possibility, and indeed perhaps the likelihood, of the use of omeprazole in combination with certain antibiotics. RhoxalPharma's affiant acknowledged on cross-examination that he believes it to be correct that omeprazole, in combination with one or more of the named antibiotics is used for the treatment of H. pylori infections. In the result, I conclude that RhoxalPharma has "knowledge" of probable, if not inevitable, infringement. 

[49]  I conclude on the basis of the foregoing that, if a Notice of Compliance is issued by the Minister to RhoxalPharma in respect of omeprazole tablets, RhoxalPharma will do something that it knows, regardless of its intent, will lead doctors to prescribe RhoxalPharma's omeprazole tablets, pharmacists to fill prescriptions that are either generic or specifically for RhoxalPharma's omeprazole tablets, and patients to utilize RhoxalPharma's omeprazole tablets in a manner that will infringe the '668 patent, that is to say, to treat H. pylori infections. Put another way, I am satisfied that failure to prohibit the issuance of a Notice of Compliance by the Minister to RhoxalPharma in connection with omeprazole tablets will lead inevitably to RhoxalPharma inducing or procuring infringement of the '668 patent.”

In a postscript he noted that his decision was consistent with the decision of the Federal Court of appeal in Genpharm, released after argument in that case.

11.2.2  Infringement- Presumption in s.6(6)

11.2.2.1  Wyeth-Ayerst v. Faulding

In Wyeth-Ayerst l v. Faulding
, Layden-Stevenson J. considered the effect of the presumption in s.6(6) of the NOC Regulations. Section 6(6) provides:
6(6) For the purposes of an application referred to in subsection (1) [request for order of prohibition], where a second person has made an allegation under subparagraph 5(1)(b)(iv) or (1.1)(b)(iv) [allegation of non-infringement] ... in respect of a patent and where that patent was granted for the medicine itself when prepared or produced by the methods or processes of manufacture particularly described and claimed or by their obvious chemical equivalents, it shall be considered that the drug proposed to be produced by the second person is, in the absence of proof to the contrary, prepared or produced by those methods or processes.

The issue arose in a NOC proceeding concerning a process for the preparation of a pharmaceutical parenteral dosage unit comprising a lyophilized penicillin derivative, Faulding asserted in its NOA that the patent would not be infringed since the process required a solution of the penicillin derivative at a concentration of 125 mg/ml, whereas the Faudling product was made using a concentration of at least 200 mg/ml, which concentration was acknowledged by the patent to be within the prior art.  On the application, Wyeth-Ayerst simply relied on the presumption in s.6(6).

Layden-Stevenson J. noted that it had been held that the statements in the NOA are presumed to be true, except to the extent that the contrary is shown and that the Faulding NOA and detailed statement described a process that could not possibly infringe the patent given its language and construction. With respect to the effect of the presumption, Layden-Stevenson J. held that the presumption could be met by the facts stated in the NOA, stating:

“46  Applying the presumption of subsection 6(6), the drug proposed to be produced by the second person is, in the absence of proof to the contrary, prepared or produced by that method or process. Faulding has served and filed an NOA and detailed statement. The law is settled that the facts advanced by a second person in support of a notice of allegation are presumed to be true. Additionally, the second person must set forth in the detailed statement the "legal and factual basis" for the paragraph 5(1)(b) allegation and do so in a sufficiently complete manner as to enable the patentee to assess its course of action in response to the allegation... The intent of paragraph 5(3)(a) appears to be that the entire factual basis be set forth in the statement...A second person cannot in a section 6 proceeding add to the facts that were set forth in its detailed statement: AB Hassle v. Canada, supra.

47  Thus, I find that, for purposes of subsection 6(6), the NOA and detailed statement constitute proof to the contrary, in situations where, as here, it is clear from the NOA and detailed statement that the second person proposes to manufacture a medicine by a process not covered by the claims and therefore outside the scope of the patent.  There is no requirement that a second person file an affidavit: Merck Frosst Canada Inc., supra; Hoffmann-La Roche (1996), supra. Faulding's NOA and detailed statement were put into evidence by the applicants and are part of the record.

48  In my view, this construction best attains the purpose and intent of the Regulations specified to be: reducing unnecessary litigation and streamlining the process. Parliament could not have intended that those objectives would be met by the creation of a conclusive presumption notwithstanding that the second person's allegation falls outside the methods or processes of manufacture particularly described and claimed in the patent.. I am reinforced in my reasoning by subsection 6(7), also one of the 1998 amendments to the Regulations. That subsection permits a first person to apply to the Court to compel production of any relevant portions of a second person's new drug submission (NDS). That avenue was not pursued by the applicants despite the fact that, as deposed by Robert McCluggage, the applicants had "no knowledge of the existence, date of filing or contents, of any regulatory submission on behalf of Faulding, in respect of the products referred to in the NOA". An applicant does not bear a heavy burden with respect to obtaining production: Novartis AG et al., supra; Glaxo Group Ltd. , supra.”

11.2.3
Infringement – Proof of Infringement

11.2.3.1 Merck Frosst v. Minister
Merck Frosst v. Ministe
 was a NOC prohibition application concerning simvastatin. Apotex in its Notice of allegation alleged that its simvastatin would be made by a process different from and non-infringing of the process claimed in the Merck patent. The evidence of the applicant  comprised an affidavit of a Ph.D chemist employee of Merck who gave evidence that he had been unable to successfully carry out the asserted Apotex process and the affidavit of another expert limited to commenting on these experiments.  Rouleau J. said that if the applicant had wanted to give probative evidence with respect to operability it should have retained an independent expert. but in any event noted that the evidence was directed to the wrong question – it was not directed to the question of whether the Apotex process infringed the patent -the operability or workability of the Apotex process was entirely irrelevant to the matters in issue. There was evidence of the experts called by Apotex that the process did not infringe and there was no evidence from Merck to dispute it. Accordingly, Merck did not establish that he process did not infringe and the application was dismissed.

11.3
Patent List

11.3.1 – Eli Lilly v. Minister  - Medicine or Use of a Medicine

Section 4 of the NOC Regulations sets out certain requirements for listing a patent on a patent list. One of the requirements is that the patent contain “a claim for the medicine itself or a claim for the use of the medicine”
. In Eli Lilly.v. The Minister of Health
), Layden-Stevenson J. affirmed the Commissioner’s decision that Eli Lilly’s COMPUDOSE implants were not a medicine or a use of a medicine and that the patent relating to them should be removed from the patent list. Layden-Stevenson J. described COMPUDOSE as follows:

“[3] COMPUDOSE is a controlled release implant that is used in the treatment of live stock. Specifically, it is used for the purposes of increasing the rate of weight gain and improving feed efficiency in cattle. It is comprised of a silicone matrix, which contains an anabolic agent estradiol, a naturally occurring estrogen. The silicone matrix is coated in oxytetracycline, a local anti-bacterial. COMPUDOSE is implanted into the animal's ear with a gun-shaped device. Once implanted, estradiol is slowly released into the animal's body over a period of 200 days. The release of the estradiol, over a prolonged duration at a controlled rate, achieves the intended result in the animal.”

She concluded that the patent was not properly on the register for two reasons:

(1) 
“The definition of "medicine" in the NOC Regulations does not include and does not envisage a substance such as COMPUDOSE, when used for the purposes that are advanced in the present circumstances.”

(2)
The claims of the patent relate to an implant and a method of preparing that implant. Specifically they relate to an implant that is designed to administer a medicine. They do not relate to a claim for the medicine (estradiol) nor do they contain a claim for the use of the medicine.

11.3.2
Timing of addition of a Patent to the Register – Bristol-Myers Squibb v. Attorney General and  Toba Pharma v. Attorney General –Pfizer v. Canada
Section 4 of the NOC Regulations also defines the times at which a patent list may be filed and at which a patent may be added to a patent list. Subsections 4(3), 4(4) and 4(6) provide:

(3) Subject to subsection (4), a person who submits a patent list must do so at the time the person files a submission for a notice of compliance.

(4) A first person may, after the date of filing of a submission for a notice of compliance and within 30 days after the issuance of a patent that was issued on the basis of an application that has a filing date that precedes the date of filing of the submission, submit a patent list, or an amendment to an existing patent list, that includes the information referred to in subsection (2).

(6) A person who submits a patent list must keep the list up to date but may not add a patent to an existing patent list except in accordance with subsection (4).

In Bristol-Myers Squibb v. Attorney General
, the applicant applied for a NOC for tablets of nefazadone hydrochloride to be sold under the brand name SERZONE. Through inadvertence, it omitted a patent from the patent list. After the time had run out, it sought to add this patent to the Register by filing a patent list with a Supplemental New Drug Submission (“SNDS”) to the New relating to a change in the name of the drug to SERZONE-5HT. Campbell J. affirmed the Minister’s refusal to list the patent since to do so would circumvent the timing requirements of section 4 the NOC Regulations. In January 2002, the Federal Court of Appeal affirmed this decision.  The Court of Appeal distinguished Apotex v. Canada
 (in which a patent list based on a SNDS had been allowed) “because it was decided prior to the introduction of s-s.4(6) of the Regulations and involved a supplement to a new drug submission based on a new indication or use.”

The reasoning in Bristol-Myers Squibb v. Attorney General
 was applied in Toba Pharma v. Attorney General
, in which Blais J. affirmed the refusal to add a patent to the Register for the drug Sevoflurane based on  the filing of a SNDS to record a change in the manufacturer’s name and the product name, specifically to record that a licence had been granted to Abbott to market the drug under the brand name EVOTANE. 

In Pfizer v. Canada
, Blanchard J. held that the phrase "filing date" in subsection 4(4) of the Regulations referred solely to the filing date of an application for patent in Canada and that patents that had a priority date, but not a Canadian filing date preceding the filing of the submission did not qualify under this subsection and affirmed the refusal of the minister to list such patents.

11.3.3
Eli Lilly v. Canada – Product Specific

In Eli Lilly v. Canada
, Hansen J. affirmed the Minister’s decision to remove a patent from the Register which did not correspond with the product for which a NOC had been granted. The patent had claims to a pharmaceutical composition containing ceftazidime pentahydrate combined with amorphous lactose and a base. Eli Lilly’s product TAZIDIME for which a NOC had been issued contained ceftazidime pentahydrate, but no lactose. It contended that it was enough if the patent included the active chemical, but Hansen J. disagreed.  She held, following Warner Lambert v. Canada
  that the NOC Regulations limit the patents that can be included in a patent list to patents which are specific to the product for which a NOC is issued.

However, in a decision released in January 2003, the Federal Court of Appeal reversed tis decision and held that it was sufficient if the patent covered the active medicine.  

There was an issue as to whether ceftazidime itself was a medicine since it tended to degrade to create toxic polymers. Sharlow J.A.for the majority held that it was a medicine stating:

“[24] The evidence is that ceftazidime is an antibiotic. Amorphous lactose has no medicinal qualities but prevents ceftazidime from degrading to toxicity. A formulation of ceftazidime and amorphous lactose that is the subject of one of the claims of the 969 patent would be considered to be a "medicine" as that term is defined in section 2 of the PMNOC Regulations: Hoffmann-La Roche Ltd. v. Canada (Minister of National Health and Welfare) (1995), 62 C.P.R. (3d) 58 (F.C.T.D.), affirmed (1996), 67 C.P.R. (3d) 25 (F.C.A.).    However, it seems to me that ceftazidime alone also meets the definition of "medicine".

[25] The Judge reasoned that, because ceftazidime by itself is toxic, it is not intended to be used for the treatment of a disease or disorder, and is not capable of being so used. I must respectfully disagree with that conclusion. An antibiotic does not cease to be an antibiotic merely because it cannot function safely in the human body until it is combined with a substance that prevents it from degrading to toxicity. It would follow that for the purposes of the PMNOC Regulations, ceftazidime is a medicine whether or not it is formulated with amorphous lactose.”

She continued:

“[26]  It would also follow, paraphrasing the words of subsection 4(1), that because Eli Lilly has been issued a notice of compliance in respect of a drug, Tazidime, that contains a medicine, ceftazidime, Eli Lilly is permitted to submit a patent list in respect of the drug Tazidime. However, subsection 4(1) does not specify what patents Eli Lilly is entitled to include on the patent list. That question is determined on the basis of paragraphs 4(2)(b) and 4(7)(b).

[27]  Pursuant to paragraph 4(2)(b), the patent list submitted in respect of Tazidime may include any patent that contains "a claim for the medicine itself". The word "medicine" in paragraph 4(2)(b) must have the same meaning in that provision as it does in subsection 4(1). If that is so, then in the case of a patent list submitted for Tazidime, any patent that contains a claim for ceftazidime itself, or that contains a claim for a formulation in which ceftazidime is the active medicinal ingredient, is within the scope of paragraph 4(2)(b).

. . . . .

[29] Based on the foregoing ordinary and grammatical reading of the PMNOC Regulations, the 969 patent should be eligible for inclusion on the patent lists for Tazidime. That is the interpretation that should be adopted unless the words of the PMNOC Regulations can reasonably bear a different meaning that would accord better with the purpose of the PMNOC Regulations.”

The Minister argued that there had to be a relationship between the patent listed and the product for which the NOC was issued.. The Minister relied upon an interpretation of section 4 of the NOC Regulations to support his position. The material portions of that section (as quoted by the Court) are as follows:

“4(1)  A person who files or has filed a submission for, or has been issued, a notice of compliance in respect of a drug that contains a medicine may submit to the Minister a patent list certified in accordance with subsection (7) in respect of the drug.

4(7)  A person who submits a patent list ... must certify that . . .

(b)  the patents set out on the patent register ... are eligible for inclusion on the register and are relevant to the dosage, form, strength and route of administration of the drug in respect of which the submission for a notice of compliance has been filed.”
Sharlow J.A. for the majority in the Court of Appeal said:

“[34] I am unable to read those words as the Minister argues they should be read. Subsection 4(1) addresses the question of who may submit a patent list, not the permitted contents of the patent list. Similarly, the emphasized words in subsection 4(7)(b) do not describe any relationship between the drug named in the notice of compliance and the patents that may be included on the patent list. Rather, "the drug in respect of which the submission for a notice of compliance has been filed" is, simply, Tazidime.

[35] According to Eli Lilly, the Minister's interpretation would tend to defeat the objectives of the PMNOC Regulations. It is theoretically possible that a generic drug manufacturer could produce a drug consisting of a formulation of ceftazidime and amorphous lactose that is bioequivalent to Tazidime (even though it would not be exactly the same as Tazidime because Tazidime does not contain amorphous lactose). Such a product could infringe the 969 patent. If the 969 patent is not permitted to stay on the patent lists for Tazidime, Eli Lilly will be deprived of its right to apply to stop the issuance of a notice of compliance for the new drug until after the expiry of the 969 patent. If that happens, the PMNOC Regulations will not have been permitted to operate as intended. I note that a similar argument was accepted in Apotex Inc. v. Canada (Minister of Health) (1999), 87 C.P.R. (3d) 271 (F.C.T.D.), but only in obiter dicta, in the context of the PMNOC Regulations before the 1998 amendments.

[36] On balance, it seems to me that the interpretation propounded by Eli Lilly should be favoured over the interpretation propounded by the Minister, for two reasons. First, it is more consistent with the words of the PMNOC Regulations. Second, it has at least the potential of preventing infringement of the 969 patent, while the Minister's interpretation cannot possibly have that result. “

Isaac J.A. dissented. He noted that the NOC Regulations were to “balance the right of patentees with the intent of facilitating the entry of generic products into the market” and said that this was ignored in the decision of the majority. He also concluded on the evidence in that case that ceftazidime by itself was not a “medicine” as defined in the NOC Regulations since by itself it had no therapeutic value.

11.4
Procedural Issues

11.4.1
Notice of Allegation

11.4.1.1 Genpharm v. Minister
In Genpharm v. Minister
, the Federal Court of Appeal affirmed the decision of the motion’s judge that Genpharm’s NOA was inadequate. The patent concerned the use of the known drug etidronate disodium in intermittent cycles for the treatment of osteoporosis and had both kit claims and use claims. The court held that the NOA was insufficient since it did not provide a detailed statement as to the use claims, only as to the kit claims. Rothstein J.A. said:

[23] The requirement of subparagraph 5(1)(b)(iv) that the generic producer "... allege ... that no claim for the medicine itself and no claim for the use of the medicine would be infringed ..." necessarily implies that the detailed statement must provide the legal and factual basis for the allegation that none of the patent claims will be infringed.

[24] I do not say that it is necessary for the generic producer to address each and every dependent patent claim if the basic claim or claims that describe the invention are addressed in the detailed statement. However, it is not open to the generic producer to ignore patent claims that describe the basic invention. If it does so, it will not be providing facts demonstrating that "no claim for the use of the medicine would be infringed", and its notice of allegation will be defective and not in compliance with section 5.

11.4.1.2  Pfizer v. Apotex
Pfizer v. Apotex
 concerned the use of prior art references in a NOC prohibition proceeding which were not listed in the Notice of Allegation (“NOA”). The case related to the medicine  sertraline. The  NOA challenged the validity of the patent on several grounds citing 96 references. During the cross-examination of the patentee’s expert witness, respondent sought to challenge the evidence by referring to five prior art documents not cited in the NOA. Blanchard J., following AB Hassle  v. Canada
, affirmed the ruling of the prothonotary that the defendant could not rely on those five documents.  Apotex argued that the documents were used to impeach the credibility of the witness, not to expand or alter the factual basis set out in the NOA.  Blanchard J. said:

“[9] I am of the view that the prior art references at issue in the case before me do more than establish the state of knowledge of the person skilled in the art at the time of the filing of the patent. These documents expand the factual basis of the allegations made beyond that set out in the notice of allegation. …

11.4.1.3 Parke Davis v. Minister

In Parke-Davis v. Minister
, the Federal Court of Appeal held that the Notice of Allegation of Apotex was not authorized by the NOC Regulations since Apotex had not at any time up to the hearing of the motion filed a new drug submission for the medicine in issue, atorvastatin calcium. The court noted that section 5(1) and 5(1.1) contemplated that the “second person” has filed a new drug submission at some point in the proceeding and also noted that to hold otherwise would permit potentially wasteful attempts to deal with hypothetical or moot issues. (In this case, the Court also considered the effect of a mistaken dedication of a patent as discussed above)
11.4.1.4  AB Hassle v. Apotex
In AB Hassle v. Apotex
, in respect of a patent for a pharmaceutical composition having an inert subcoating between the core and the enteric layer and in which the issue was whether a subcoating was formed by a chemical reaction between the core and the enteric layer applied to it, Kelen J. held that the NOA was defective since it did not “provide the facts about the formulation of the new drug and/or samples of the new drug so that the applicants {the First Person) could determine whether the generic omeprazole tablets have an ‘inert subcoating’”. He noted that the Second Person could have submitted evidence of a scientific analysis of its tablets to prove non-infringement, but declined to do so at its risk and peril.

Kelen J. also held the NOA defective since it did not assert the construction of the claim urged by the Second Person, specifically that the product claim to a pharmaceutical preparation having an inert subcoating had an implied process limitation requiring a separate coating step and excluding a layer created spontaneously by chemical reaction with the main coating.

11.4.2
Dismissal for abuse - NOC Regulations s.6(5)(b)

The NOC Regulations were amended in 1998 to enable a motion to dismiss a prohibition motion if the patents were no eligible for inclusion on a patent list, or if the application was redundant, scandalous, frivolous, vexatious or otherwise an abuse of process. 

11.4.2.1  Astrazeneca.v. Apotex
In Astrazeneca v. Apotex
  Layden-Stevenson J. affirmed the dismissal of a motion seeking to dismiss a NOC prohibition motion relating to omeprazole as frivolous and vexatious under NOC Regulation 6(5)(b). The patent claimed a composition comprising a benzimidazole compound, a basic inorganic salt stabilizing agent selected from potassium, sodium and aluminum salts, and an enteric coating. Apotex filed affidavit evidence of Dr. Sherman challenging the applicant’s evidence that the Apotex product would contain a stabilizing agent within the claim. Layden-Stevenson J. concluded:

“[15] A motion to dismiss pursuant to paragraph 6(5)(b) of the Regulations is not a forum for a determination of the merits of an application. The task of the motions judge is to determine whether the application is so clearly improper as to be bereft of any possibility of success. Here, with respect to the ground of whether the NOA is an abuse of process, much will turn on the evidence of Dr. Sherman. His credibility is important because it is directly relevant to several issues, not the least of which is whether the previous NOAs were withdrawn due to regulatory difficulties. Astrazeneca has enumerated a number of differences that exist between the previous proceedings and this one, the cross-examination of Dr. Sherman and the resulting concern with credibility being, in my view, the most significant. I cannot conclude, on a summary application, … that this ground is so clearly improper as to be bereft of any possibility of success. Apotex has failed to persuade me that this is the case….”

Similar reasons were given in another motion to dismiss, also between Astrazeneca and Apotex

11.4.2.2  Novartis v. Apotex (June 2002)

In Novartis v. Apotex
 decided in June 2002, Tremblay-Lamer J. dismissed a prohibition motion in respect of cyclosporine. Apotex had delivered a NOA alleging invalidity of one of three patents on the patent list. Novartis commenced a NOC prohibition proceeding in respect of this NOA (referred to by the court as “cyclo#7”). Apotex also delivered a NOA asserting non-infringement of the three patents; Novartis commenced a prohibition proceeding in respect of it (“cyclo#8”). Novartis took no steps to prosecute cyclo#8 until cyclo#7 was dismissed. The Court concluded that the new interest in cyclo#8 was only for the ulterior purpose of preserving its right of appeal which would be lost if the NOC were issued to Apotex in view of the dismissal of cyclo#7. She therefore dismissed cyclo#b8 as an abuse of process since it was maintained only for an ulterior or collateral purpose.
11.4.2.3  Novartis v. Apotex (July 2002)

In Novartis v. Apotex
 decided in July 2002, also relating to cyclosporine, an Apotex  motion to dismiss as an abuse of process was dismissed. In this case, the issue re infringement was whether a patent claiming a pharmaceutical preparation, optionally including a hydrosol, could be infringed by formation of a hydrosol in situ. In an earlier case between the parties
, Tremblay-Lamer J. had held infringement was not proved. An appeal from that decision was successfully opposed by Apotex on the ground that it was moot in view of the issuance of the NOC.  Liemieux J. noted that abuse of process was a flexible doctrine and that its application depends on the circumstances. In this case, where the appeal of the earlier decision was blocked as moot, the second application could not be unfair.

11.4.2.4  Syntex v. Minister

In Syntex v. Minister
, the summary dismissal of a prohibition application which was launched after the 45 day period provided in section 6(1) of the NOC Regulations was affirmed by the Federal Court of Appeal. Syntex argued that it was misled by a misleading NOA, but the court held that if it decided not to commence a proceeding it could not later resurrect its rights. The court noted that if the NOA was deceptive, this might give rise to a claim for punitive damages or solicitor client costs in a patent infringement action.

11.4.3 Production of Documents

11.4.3.1  Abbott v. Minister
In Abbott v. Minister
, in respect of a prohibition motion  concerning a patent for 6-O methylerythromycin A, crystal Form II, as to which the water content of the solvent used in manufacture was an issue, production was ordered of  the complete batch information and equipment information for the entire process, detailed information as to the equipment used, information concerning the in process contents and any other information relevant to the solvent composition. The court found that relevant evidence was in the Drug Master File and the abbreviated New Drug submission and both were ordered produced.

11.4.3.2 Production of ANDS and Samples

In Pfizer v. Apotex
 relating to azithromycin dehydrate and in Glaxosmithkline v. Pharmascience
 relating to paroxetine hydrochloride hemihydrate production was ordered of portions of the ANDS and of samples, if samples were provided to the Minister, in respect of allegations that the particular hydrated form claimed would not be used.

11.5
Damages under s. 8 of NOC Regulations

The 1998 amendments to the NOC Regulations added as section 8 a liability for damages where a prohibition application is withdrawn or discontinued or dismissed or where an order for prohibition is reversed on appeal.

11.5.1
Hoffmann-La Roche v. Apotex
In Hoffmann-La Roche v. Apotex
, the Federal Court of Appeal affirmed the refusal to strike out a statement of claim for damages under section 9(6) in respect of a prohibition order issued before the amendment noting that there was no jurisprudence on this issue of interpretation of that section (nor on another issue of who should hear the claim for damages).

11.6
Motion to quash a NOC

11.6.1
Bristol-Myers Squibb Company et al v. A-G Canada
In Bristol-Myers Squibb Company et al v. A-G Canada
, Blanchard J. quashed an NOC granted to Biolyse Pharma in respect of paclitaxel on the basis that an NOC should not have been granted without requiring Biolyse to serve a NOA on Bristol-Myers Squibb.  Biolyse obtained its NOC on the basis of a NDS supported by clinical trials and other safety and efficacy data, not on the basis of an ANDS referencing Bristol-Myers Squibb’s product.  Bristol-Myers Squibb argued that references were made in the Biolyse submission to its product and that section 5(1) was satisfied. The court found that 

[38] The determinative issue on the applicability of subsection 5(1) in this application is whether Biolyse compared or referenced Taxol on the basis of pharmaceutical characteristics. The comparative analysis under subsection 5(1) is twofold; firstly, to establish bioequivalence with another drug with the objective to demonstrate the safety and efficacy of the drug; and secondly, to verify for patent infringement "...with respect to each patent on the registry in respect of the other drug."

[39] Biolyse did not compare its drug or make reference to another drug for the purpose of demonstrating bioequivalence. Biolyse did not apply for a declaration of equivalence nor was one granted.

[40] On the evidence, the Biolyse submission contains clinical studies on sick patients; specifically those with advanced breast cancer unresponsive to usual treatments and those with locally advanced non-small-cell lung cancer. The safety and efficacy of the Biolyse product assessment was based on those studies and on what was known to scientists in the public realm about paclitaxel. This is consistent with the usual procedure for a NDS. In my view, the language in subsection 5(1) is clear. Without a second drug used for comparative purposes to assess the safety and efficacy of the new product, subsection 5(1) has no application. Further, a second person would be unable to comply with the requirements under the subsection to provide the specified information, "...with respect to each patent on the register in respect of the other drug", since no "other drug" is identified in this instance.

[41] I therefore find that the Biolyse submission is not one to which subsection 5(1) of the Patented Medicines (NOC) Regulations applies….”

However that was not the end of the matter. The court then considered section 5(1.1) of the regulations. It provides:

“Subject to subsection (1.2), where subsection (1) does not apply and where a person files or has filed a submission for a notice of compliance in respect of a drug that contains a medicine found in another drug that has been marketed in Canada pursuant to a notice of compliance issued to a first person and in respect of which a patent list has been submitted, the person shall, in the submission, with respect to each patent included on the register in respect of the other drug containing the medicine, where the drug has the same route of administration and a comparable strength and dosage form,…”

The Attorney General argued that this section was intended to apply to a situation should apply only where a new drug submission relies on comparisons with another drug as the basis for approval. such as Merck v. Canada
 and not to apply where an NDS was filed. However, Blanchard J. held that the literal wording of the section could not be ignored  He said:
[51] I disagree with this interpretation of subsection 5(1.1). To embrace the interpretation proposed by counsel for the Attorney General of Canada would require that I disregard the plain wording of subsection 5(1.1). That section is triggered when a drug for which a NOC is sought contains "a medicine found in another drug that has been marketed in Canada pursuant to a notice of compliance issued to a first person and in respect of which a patent list has been submitted". When the Minister issued the NOC to Biolyse on September 20, 2001, he confirmed that Biolyse's drug contains the medicine paclitaxel, a medicine which is also found in another drug that has been marketed in Canada namely, Taxol by BMS. BMS has been granted notices of compliance in respect of Taxol, and has submitted patent lists in respect of Taxol. Subsection 5(1.1) further requires that the new drug have "the same route of administration" and a "comparable strength and dosage form". The evidence establishes that Biolyse's "PACLITAXEL for injection" has the same route of administration as Taxol (intravenous injection) and is of identical strength and dosage form as Taxol (6 mg/ml).

[52] A plain reading of subsection 5(1.1) is consistent with a purposive approach to the interpretation of the Patented Medicines (NOC) Regulations. The Regulations are intended to prevent the infringement of patent rights while, as noted by the Attorney General of Canada, allowing generic producers to work up submissions prior to the expiry of relevant patents and thereby facilitate the entry of generic drugs onto the market.

[53] This interpretation is reinforced by the RIAS, which states that "subsection 5(1.1) will be triggered when the second or subsequent entry manufacturer's drug contains the same medicine, employs the same route of administration and has a comparable strength and dosage form as the drug listed on the patent register."

[54] I therefore conclude that the drug for which Biolyse sought a NOC contains a medicine, paclitaxel, which is found in another drug, Taxol, that has been marketed in Canada pursuant to a NOC issued to a first person, BMS, and in respect of which a patent list has been submitted. Consequently, subsection 5(1.1) is engaged on the facts of this application and the Minister erred by failing to require that a notice of allegation be served on the applicants in compliance therewith.

[55] The uncontradicted evidence is that the paclitaxel found in Biolyse's drug is identical to the paclitaxel found in BMS' Taxol. There is no requirement in subsection 5(1.1) that the new drug submission must rely on comparisons with approved drugs, nor that the type of submission must be an ANDS. The Minister misinterpreted subsection 5(1.1) in deciding that only submissions based on comparative studies trigger subsection 5(1.1).

[56] I am of the view that the Minister committed a reviewable error in determining that subsection 5(1.1) of the Patented Medicines (NOC) Regulations does not apply to the Biolyse NDS. The decision to issue a NOC to Biolyse without requiring service of a NOA on the applicants is therefore reviewable.

[57] On the facts of this case, the Minister erred in issuing a NOC to the respondent Biolyse until the first person, BMS, was served with a notice of allegation as required by s. 7 of the Patented Medicines (NOC) Regulations.

An appeal is pending and Noël J. granted a stay of the order
 on terms, finding that Biolyse, a one product company which probably would go bankrupt if the order was maintained, had met the test for a stay.

11.7
Romanow Report

In November 2002, the Romanow Commission on the Future of Health Care in Canada issued its final report entitled “Building on Values; The Future of Health care in Canada.” Chapter 9 of that report deals with “Prescription Drugs” and it includes some comments and recommendations concerning patent protection for prescription drugs in Canada. Brief mention can be made here of only a few of the points.

Recommendation 41 of the Report is specifically directed to the patent protection for drugs. It states
:

“RECOMMENDATION 41:

The federal government should immediately review the pharmaceutical industry practices related to patent protection, specifically, the practices of evergreening and the notice of compliance regulations. This review should ensure that there is an appropriate balance between the protection of intellectual property and the need to contain costs and provide Canadians with improved access to non-patented prescription drugs.”

The reference to “evergreening” ii the recommendation is elaborated in the Report  as follows
:

“A particular concern with current pharmaceutical industry practice is the process of “evergreening,” where manufacturers of brand name drugs make variations to existing drugs in order to extend their patent coverage. This delays the ability of generic manufacturers to develop cheaper products for the marketplace and it is a questionable outcome of Canada’s patent law.”

With respect to the NOC Regulations the Report comments
:

“Furthermore, regulations under the patent law require generic drug manufacturers to demonstrate that their product is not infringing on a patent held by another drug manufacturer rather than putting the onus on the patent drug manufacturer to show that their patent has been infringed – what is referred to as the notice of compliance regulations. Suggestions have been made that this leads to “pre-emptory” lawsuits from patented drug manufacturers as a way of delaying the approval of generic drugs. Clearly, if this is the case, the practice is not in the public interest. The federal government should review this issue, determine what constitutes a legitimate extension of patent protection, and also consider ways of streamlining the approval of generic drugs ….”

The Report also notes
 challenges ahead for Canada’s patent laws, mentioning particularly the patenting of genes , DNA sequences and cell lines. 

Recommendation 37
 calls for the establishment of a new National Drug Agency, inter alia to evaluate and approve new prescription drugs, replacing Health Canada in this function, and to negotiate and contain drug prices, assuming and expanding the role currently played by the Patented Medicine Prices Review Board. 
APPENDIX I

Conflict Claims - Goldfarb v. Gore

C1
A prosthetic device comprising expanded, porous polytetrafluoroethylene processing a microstructure consisting of nodes interconnected by fibrils, wherein substantially all said fibrils are between 6 and 200 microns in length thereby permitting tissue ingrowth.

C2
An artificial vascular prosthesis comprising a tube of expanded, porous polytetrafluoroethylene possessing a matrix tensile strength in at least one direction exceeding 7300 psi and possessing a microstructure consisting of nodes interconnected by fibrils, wherein said fibrils are from 6 to 200 microns in length thereby permitting tissue ingrowth.

C3
An artificial vascular prosthesis in accordance with claim C2, wherein said fibrils are about 20 to 100 microns in length.

C4
The artificial vascular prosthesis in claim C2, the inside diameter of said tube being less than 8 millimeters.

C5
A prosthetic vascular structure of highly expanded polytetrafluoroethylene having:  (i) proximal and distal ends, and (ii) a microscopic structure of irregular spaced nodes of various sizes and shapes interconnected by fibrils; said vascular structure including:  (a) an average wall thickness in the range between 0.5 and 0.8 millimeters; (b) a substantially uniform distribution of nodes throughout said vascular structure; (c) an average density in the range between 0.2 and 0.4 grams per milliliter; and (d) an average distance between said nodes of between approximately 6 and 80 microns; whereby means are provided for smoothly conveying the flow of blood between at least two points in a living organism while assuring and controlling cellular in-growth through the wall of the vascular structure to promote and nourish a thin, viable neointima over the inner surface thereof, and firmly to attach said prosthetic vascular structure to adjacent tissue of said living organism.

C6
The prosthetic vascular structure of claim C5 having an average inside diameter of less than 8 millimeters.

C7
The prosthetic vascular structure of claim C6 having an average inside diameter of between 3 and 6 millimeters.

C8
The prosthetic vascular structure of claim C5 further having a tensile strength in the range between 2500 and 6500 psi.
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