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General

1)
Legal developments on selection inventions

What specific types of inventions are recognized under the concept of selection invention and are patentable in your jurisdiction? Do you have any examples of selection inventions in a field other than chemical, pharmaceutical or material science fields?

Selection patents are not specifically referred to in the Canadian Patent Act, but they have been recognized by the Canadian courts in a number of cases.  Provided the claimed selection is novel, inventive and has utility it will be patentable in Canada.  Recently, the  Supreme Court of Canada considered selection patents in the case of Apotex Inc. v. Sanofi‑Synthelabo Canada Inc. (2008 SCC 61) [Apotex v. Sanofi].  

While virtually every case involving a selection patent that has gone before the courts in Canada has been in the chemical or pharmaceutical fields, the Supreme Court in Apotex v. Sanofi noted that the doctrine of genus and selection patents is not restricted to the pharmaceutical industry and is of general applicability (Paragraph 99, Apotex v. Sanofi).
2)
Novelty

Groups are asked to discuss any issues that should be considered with respect to the novelty of selection inventions. For example, is merely carving a range out of a broad prior art disclosure sufficient to make a selection invention novel? Is a different advantage or use, or the same advantage with an unpredictable improvement required for a selection invention to be novel?

The three-part test set out in  I.G. Farbenindustrie A.G.’s Patents, Re (1930), 47 R.P.C. 289 (Eng. Ch. Div.) [I.G. Farbenindustrie] has been cited in several Canadian decisions, including by the Supreme Court in Apotex v. Sanofi.  According to this test, the conditions which must be satisfied in order for a selection to be considered proper subject matter for a patent are:

(1) there must be a substantial advantage provided by the selected members; 

(2) the whole of the selected members (subject to “a few exceptions here and there”) must possess the advantage; and 

(3) the selection must be in respect of a quality of a special character peculiar to the selected group.

Also, the Manual of Patent Office Practice, published by the Canadian Intellectual Property Office, provides the following guidance in section 11.12:  

A selection from members of a previously known class of substances may be patentable if the substance selected is unobvious and affords a new and useful result. There must be a special advantage arising from the selected substance and any advantage, novel property or use must be fully characterized in the description. The substance should be defined in an explicit manner within the claim.

Whether the advantage relied upon will be sufficient to support a selection patent will depend on the facts of the case.  In the right circumstances an unpredicted improvement in a characteristic mentioned in the genus patent could be considered novel and inventive.  By way of example, in the case of Pfizer Canada Inc. v. Ranbaxy 2008 FCA 108, the Federal Court of Appeal found that a patent claiming atorvastatin was a valid selection over an earlier patent claiming the racemate and its two enantiomers on the basis that atorvastatin had an unexpected level of activity (para 46):

In my opinion, there can be no doubt that the 546 patent is a selection patent. It covers the lactone, acid and pharmaceutically acceptable salts of atorvastatin, one of the many compounds covered by the 768 and 893 patents. The basis for the patent is that the compounds claimed therein display a special advantage, namely the surprising and unexpected inhibition of cholesterol biosynthesis, i.e. greater than twofold.
However, merely carving a range out of a broad prior art disclosure is not sufficient to make a selection invention novel unless there is a special and unexpected advantage disclosed that was not previously known.

3)
Inventive step or non-obviousness

Groups are asked to discuss the inventive step or non-obviousness requirements in their jurisdiction. If experimental data is used to back up the inventive step or non-obviousness requirement can it be submitted after initial patent filing? Are there any prerequisites or limitations on the late submission of data?

With respect to obviousness, in Apotex v. Sanofi, the Supreme Court restated the four step test for obviousness set out in Windsurfing International Inc v. Tabur Marine (Great Britain) Ltd ([1985] RPC 59 (CA)):

1) (a) Identify the notional "person skilled in the art";

(b) Identify the relevant common general knowledge of that person;

2) Identify the inventive concept of the claim in question or if that cannot readily be done, construe it;

3) Identify what, if any, differences exist between the matter cited as forming part of the "state of the art" and the inventive concept of the claim or the claim as construed;

4) Viewed without any knowledge of the alleged invention as claimed, do those differences constitute steps which would have been obvious to the person skilled in the art or do they require any degree of invention?
The Court accepted that an “obvious to try” test could be applied (citing United Kingdom and United States cases), but warned that the test must be approached cautiously.  There must be evidence to convince a judge on a balance of probabilities that the issue is “very plain” or “more or less self-evident that what is being tested ought to work.”  Mere possibility that something might turn up is not sufficient.  The Court stated that the “obvious to try” test would arise in the fourth step above, and that the test may be appropriate to apply in areas where advances are often achieved by experimentation, such as in the pharmaceutical industry.  The following non-exhaustive list of questions to take into consideration when applying an “obvious to try” test was set out:

· Is it more or less self-evident that what is being tried ought to work? Are there a finite number of identified predictable solutions known to persons skilled in the art?

· What is the extent, nature and amount of effort required to achieve the invention? Are routine trials carried out or is the experimentation prolonged and arduous, such that the trials would not be considered routine?

· Is there a motive provided in the prior art to find the solution the patent addresses?
It is possible to submit experimental data to back up the inventiveness of a selection after the Canadian patent filing date.  However, if the data is required to establish utility or that there was a sound prediction of utility, experimental data obtained after the filing date cannot be relied on.  This is because utility must be established or have been soundly predicted as of the Canadian filing date.

4) 
Sufficiency and/or written description requirements

Groups are asked to discuss the sufficiency or written description requirements in their jurisdiction. There may be several aspects to this question:

1) the threshold for sufficiency;

2) the allowable timing for submission of experimental data;

3) the time frame within which sufficiency or written description requirements must be satisfied; and

4) the breadth of claim scope that can be supported by a limited number of examples of asserted or proven advantages.

With respect to item 1), please discuss to what extent all members of the class selected by the patentee are required to possess the requisite advantage in your jurisdiction. Is there an absolute requirement that all of the selected class possess the relevant advantage, or is the patentee excused if one or two examples fall short? Also, with respect to item 4) above, if a new utility is asserted as a selection invention, would it suffice to claim a particular range or selection of components which have been found to be associated with such a new utility or would it be necessary to recite such a new utility in the claims?

1) the threshold for sufficiency;

The disclosure requirement for a selection patent was recently considered by the Federal Court of Appeal in Pfizer Canada Inc. v. Ranbaxy 2008 FCA 108, which held that “the patentee need not disclose anything more than the surprising and unexpected advantage of the selection.  No data or other evidence to support that assertion is required within the patent.  However, to the extent that the patentee is attempting to establish the utility of a selection by relying upon evidence of sound prediction, there may be an obligation to disclose in the patent the underlying facts and the line of reasoning which support the prediction:  see Glaxosmithkline Inc. v. Pharmascience Inc. 2008 FC 593, at para. 71.

As stated in the I.G. Farbenindustrie test, the whole of the selected members must possess the advantage, subject to “a few exceptions here and there”.
2) the allowable timing for submission of experimental data;

There is no requirement for experimental data to be included in an application at the time of filing or prior to patent issuance to support a selection patent, so long as there is a description of the invention (i.e. the claimed compounds and the unexpected advantages they confer) and how it works (i.e. how to make and use the selected compounds).  However, if the validity of the patent is challenged, the patentee may be required to show that they had experimental data establishing the utility (i.e. the unexpected advantage) or that formed the factual basis of a sound prediction.   Moreover, it is considered by many to be good practice to include supporting data for the selection in the application.

3) the time frame within which sufficiency or written description requirements must be satisfied;

Although the written description can be amended up to the time of issuance, no new subject matter may be added.  

4) the breadth of claim scope that can be supported by a limited number of examples of asserted or proven advantages.

Since the utility of a claimed invention can be based on a sound prediction, the claims can be supported by a limited number of examples provided that the inventors had a factual basis and an articulable and sound line of reasoning from which it can be inferred that all of the selected members will have the unexpected advantage.     

Based on the decision of the Supreme Court in Sanofi v. Apotex, the advantage on which the selection is based must be in the patent description but it does not have to be recited in the claims.  The selected components claimed, however, must all provide the advantage. 

5) 
Infringement

If a certain advantage or superior results were the reasons for the grant of a patent on a selection invention, does such advantage or superior result have to be implicitly or explicitly utilised by a third party for an infringement to be established?

Since the advantage does not have to be incorporated into the claims, it is possible to have infringement without the advantage or superior result being utilized.  For example, a patent claiming a compound selected from a genus based on an particular advantage  would be infringed by any use of the compound regardless of whether the advantage is realized.

If a selection invention is claimed as a new use, what are the requirements to establish infringement? Would a manufacturer of a product that may be used for the new use infringe the patent? Does the intention of an alleged infringer play any role in the determination of infringement?

Patents claiming a new use of a known compound or product are generally not considered to be selection patents.  In such cases, the new use is included in the claims.  Accordingly, there can only be infringement if the product is used for the claimed use.  The intention of the alleged infringer does not play a role in the determination of infringement.  Intention can, however, play a role in an action for inducing infringement. 

6) 
Policy

Groups are asked to give a short commentary as to the policy that lies behind the law on selection inventions in their jurisdictions, and then to consider whether or not such policy considerations are still valid today as technology continues to advance. 

As with other types of inventions, the policy underlying selection patents is to encourage research and the advance of technology.  More specifically, it is to encourage further research within a previously disclosed genus, notwithstanding the previous disclosure of that genus.  This general policy remains valid notwithstanding technological changes, provided that the right balance is struck between what is routine and what it inventive.  The challenge is how to apply the law of selection patents as the technology advances. 

With Reference to the Examples

Example 1

Say a prior art document discloses a chemical compound characterised by a specified structure including a substituent group designated “R”. This substituent “R” is defined so as to embrace a generic class of broadly-defined functional groups such as all alkyl or aryl radicals, either unsubstituted or substituted by a halogen and/or a hydroxyl group, although for practical reasons only a very small number of specific examples are given.  The (later) alleged invention consists of the selection of a particular radical or particular group of radicals from amongst the generic class, where the selected radical or group of radicals were not specifically disclosed in the prior-art document. The resulting compounds are described as having a new, advantageous property, say as adhesives, not possessed by the prior art examples.

7) 
Novelty

In example 1 would the prior disclosure of the compounds containing the generic class of radicals anticipate any claim to a specific compound having a particular radical, or group of specific compounds having a selection of particular radicals in your jurisdiction? In the analysis, does it matter how wide the prior disclosed generic class of compounds is – i.e. would the analysis be different if the prior disclosed generic class consisted of 1,000,000 possible compounds (very few of which were specifically disclosed) as opposed to merely, say, 10?

The prior disclosure of the compounds containing the generic class of radicals would not anticipate a claim to a specific compound provided that the specific compound had an unexpected advantage that is unique as compared to the generic class and provided that the selected compound could be made by a person skilled in the art based on the prior disclosure with routine experimentation.  In the context of selection patents, the Supreme Court, in Apotex v. Sanofi, stated that there is no prior disclosure if the genus patent does not disclose the special advantages of the invention covered by the selection patent.

Since the issue is whether the unexpected advantage on which the selection is based was previously disclosed, it should not make any difference whether the generic class consisted of 1,000,000 or ten members.  There can be a selection, in theory, even from a class of two.  

Indeed, in the Apotex v. Sanofi case discussed above, twenty‑one examples from the earlier genus ‘875 patent were made and tested, one of which was the relevant racemate.  It was held that there was no evidence that a person skilled in the art would know, from reading the ‘875 patent, the specific beneficial properties associated with the more active dextro‑rotatory isomer and that it would be less toxic than the racemate or levo‑rotatory isomer or any of the other compounds made and tested.  Accordingly, the enantiomer of the selection patent was not anticipated. 

Example 2

In the selection that the inventor has made in example 1, i.e. specific compound having a particular radical, or group of specific compounds having a selection of particular radicals, the resulting compounds may be:

i) neither described as having nor shown to possess any advantageous properties (as adhesives) not possessed by the specific prior art examples;

ii) described as possessing advantageous properties compared with the compounds specifically referred to in the prior art, but these properties are ones which the person skilled in the art would expect such compounds to possess, so that he is likely to be led to make this selection; or

iii) described as having advantageous (adhesive) properties but there are no indications which would lead the person skilled in the art to this particular selection as opposed to any other members of the generic class in order to achieve the advantageous (adhesive) properties.

8) 
Inventive step or non-obviousness

In example 2 would any of the three possibilities constitute an inventive step over the prior art in your jurisdiction? Further, if, say, scenario (iii) does constitute an inventive step over the prior art, what scope of protection should the inventor be able to obtain? Should the inventor be able to obtain protection for the products per se (that happen to have this advantageous property), or should any patent protection available be limited to the use of the products for the advantageous property (as an adhesive) not possessed by, and not obvious over the prior art?

i)
In the first scenario, claims to the selected compounds would be invalid for failing to disclose any advantageous properties over the prior art and, therefore they would not be inventive. 

ii)
In the second scenario, the selection of the claimed compounds would be obvious if it was plain and self-evident to the person of ordinary skill in the art that those compounds would possess the specified advantageous properties.  If such a person would merely have expected that they might possess those properties, then the selection may not be found to be obvious.

iii)
In the third scenario, the compounds would likely be found to be non-obvious since the person of skill in the art would not be lead to the selected members as having the advantageous properties.  In this scenario, however, the invention would more likely be considered a new use of a known compound rather than a selection from the prior art, assuming the use as an adhesive is unrelated to the old use.  The consequence of this is that claims to the selected members would have to include a limitation relating to the new use, i.e. the inventor should not be able to claim the products per se.  

If the inventor attempted to claim the products per se on the basis of a selection patent, then the claims to those compounds should be found invalid if indeed there was nothing that would lead the skilled person to this particular selection as opposed to any other members of the generic class.  In order to have a proper selection, the advantages on which the selection is based must be unique to the selected compounds as compared to the generic class as a whole.   If one would expect the entire generic class from the prior art to have adhesive properties, then there is no selection.  In this situation, however, it may be open to the inventor to claim the generic class on the basis of a new use.

9) 
Sufficiency and/or written description requirements

To what extent are all members of the class selected by the patentee required to possess the requisite advantage in your jurisdiction? Is there an absolute requirement that all of the selected class possess the relevant advantage, or is the patentee excused if one or two examples fall short?

As noted above, there is case law suggesting that the patentee would be excused if one or two members of the class selected fall short (I.G. Farbenindustrie).  However, this may depend on the facts of the case.  If, for example, the selection is of one compound, then it would obviously have to have the advantage.  The same is likely true of a small class consisting of a few members.  

Example 3

In the selection that our inventor has made, the claim extends to the use of a particular compound arising from a selection as an adhesive (where the adhesive nature of the compound is the advantageous property not possessed by the prior disclosed generic class of compounds). A competitor manufactures the claimed compound and supplies it with no instructions as to its use.

10) 
Infringement

By reference to example 3 to what extent is evidence of the knowledge of the advantageous property of the selection, or intention of the infringer as to its supply, required to find infringement in your jurisdiction?

If the claims are to the product per se, then there would be infringement.  The knowledge or intention of the infringer is not a relevant consideration.  If, however, the claims include the use of the claimed compounds as an adhesive and the compounds could be used for other purposes (i.e. old uses), then the competitor would not be directly infringing the patent unless it was itself using the compounds as adhesives.  

The competitor may be found to be inducing and procuring infringement by a third party if (AB Hassle v. Canada (Minister of National Health and Welfare), 2001 FCT 1264, [2001] F.C.J.; affirmed 2002 FCA 421):

i)
there is direct infringement by a third party

ii)
the direct infringement was influenced by the competitor such that without such influence the infringement would not have taken place; and

iii)
the influence must knowingly be exercised by the competitor, such that the competitor knows that his influence will result in the completion of the act of infringement

In order for there to be a finding of inducing infringement, all three elements must be present.

11) 
Policy

Groups are asked to consider, in respect of example 1 / 2, whether it matters how much effort the inventor has invested in arriving at his selection in order to found a valid selection patent. The answer to this question is closely related to the policy considerations that underpin the grant of selection patents and the incentive / reward equation involved. The inventor may have expended considerable time and money in trawling through the whole host of possible compounds encompassed by the prior disclosed generic class, and the particular selection that he has made may constitute a leap-forward in the field. Surely the inventor should be rewarded for his efforts and obtain protection? On the other hand, it could be argued that such considerations may have been relevant in an age when the inventor’s efforts actually involved many man-years of careful and painstaking laboratory work, but are now increasingly irrelevant in an age of combinatorial synthesis when large varieties of different compounds can be manufactured in a fraction of the time. Are such considerations relevant?

In Canada, the question of how much effort was involved in coming up with the claimed invention may come up in the context of obviousness.  More specifically, was the claimed invention something that, while not previously disclosed, was obvious to try.  The Supreme Court of Canada in Apotex v. Sanofi considered the question of whether an invention could be invalid on the basis that it was “obvious to try” in the context of a selection patent.  In short, the Court stated that there may be circumstances, depending on the facts of the case, where an invention could be found obvious on the basis that it was obvious to try and described some of the factors that should be taken into account, which included the amount of effort required to achieve the invention.  Accordingly, the amount of effort expended is not, in and of itself, determinative of the question of inventiveness.  How significant a factor it will be will depend on the circumstances of the case.  The relevant passages from the Apotex v. Sanofi decision are as follows:

[69] If an “obvious to try” test is warranted, the following factors should be taken into consideration at the fourth step of the obviousness inquiry.  As with anticipation, this list is not exhaustive.  The factors will apply in accordance with the evidence in each case. 

 
(1)  Is it more or less self-evident that what is being tried ought to work?  Are there a finite number of identified predictable solutions known to persons skilled in the art?

 

(2)  What is the extent, nature and amount of effort required to achieve the invention?  Are routine trials carried out or is the experimentation prolonged and arduous, such that the trials would not be considered routine?

 

(3)  Is there a motive provided in the prior art to find the solution the patent addresses?

 

[70] Another important factor may arise from considering the actual course of conduct which culminated in the making of the invention.  It is true that obviousness is largely concerned with how a skilled worker would have acted in the light of the prior art.  But this is no reason to exclude evidence of the history of the invention, particularly where the knowledge of those involved in finding the invention is no lower than what would be expected of the skilled person.

[71] For example, if the inventor and his or her team reached the invention quickly, easily, directly and relatively inexpensively, in light of the prior art and common general knowledge, that may be evidence supporting a finding of obviousness, unless the level at which they worked and their knowledge base was above what should be attributed to the skilled person.  Their course of conduct would suggest that a skilled person, using his/her common general knowledge and the prior art, would have acted similarly and come up with the same result.  On the other hand, if time, money and effort was expended in research looking for the result the invention ultimately provided before the inventor turned or was instructed to turn to search for the invention, including what turned out to be fruitless “wild goose chases”, that evidence may support a finding of non-obviousness.  It would suggest that the skilled person, using his/her common general knowledge and the prior art, would have done no better.  Indeed, where those involved including the inventor and his or her team were highly skilled in the particular technology involved, the evidence may suggest that the skilled person would have done a lot worse and would not likely have managed to find the invention.  It would not have been obvious to him/her to try the course that led to the invention.

The Supreme Court also made the following comments in respect of this issue:

[64] While I do not think the list is exhaustive, the factors set forth by Kitchin J. and adopted by Lord Hoffmann in Lundbeck, referred to at para. 59 of these reasons, are useful guides in deciding whether a particular step was “obvious to try”.  However, the “obvious to try” test must be approached cautiously.  It is only one factor to assist in the obviousness inquiry.  It is not a panacea for alleged infringers.  The patent system is intended to provide an economic encouragement for research and development.  It is well known that this is particularly important in the field of pharmaceuticals and biotechnology. 

  

[66] For a finding that an invention was “obvious to try”, there must be evidence to convince a judge on a balance of probabilities that it was more or less self-evident to try to obtain the invention.  Mere possibility that something might turn up is not enough.

