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Introduction

Morality provisions have long existed in national patent law although it is apparent that they have rarely been considered in the examination of patent applications.
 In 1963 Article 2 of the Strasbourg Convention codified a pan-European exclusion to ordre public and morality in patent law and in 1973 the European Patent Convention (EPC 1973) adopted almost identical wording in Article 53(a) where it set out that inventions, “the publication or exploitation of which would be contrary to ‘ordre public’ or morality” were excluded from patent protection.  Not withstanding the fact that the exclusion was originally viewed as concerning threats to public security,
 in the 1990s the provision unexpectedly obtained prominence in the arena of patenting living human, animal and plant material.
 This applicability of the ordre public and morality exclusion to this subject matter was affirmed by the presence of an equivalent biotechnological ordre public and morality exclusion in Article 6(1) of the 1998 EC Directive on the legal protection of biotechnological inventions.
 However, unlike Article 53(a) EPC 1973, Article 6(1) of the Directive was complemented by the addition of four specific non-exhaustive exclusions relating to processes for the cloning of humans, processes for the alteration of the germ line genetic identity of humans, industrial or commercial uses of embryos and animals that would suffer without any benefit to humankind.
 In spite of the fact that the EPC is a non-EC instrument, the European Patent Office (EPO), the administrative body operating under the EPC, implemented the 1998 Directive in 2000 as Rules 23(b)-(e) in the Implementing Regulations (later Rule 28 EPC 2000), as a supplementary interpretation on the patentability of biotechnological inventions under the Convention. Reflecting the influence of the Directive the current Article 53(a) exclusion in EPC 2000 states:

“European patents shall not be granted in respect of:

(a) inventions the commercial exploitation of which would be contrary to "ordre public" or morality; such

exploitation shall not be deemed to be so contrary merely because it is prohibited by law or regulation in

some or all of the Contracting States;”
In relation to animal patenting Rule 23d(d)/Rule 28 excludes from patentability,

“processes for modifying the genetic identity of animals which are likely to cause them suffering without any substantial medical benefit to man or animal, and also animals resulting from such processes.”

This essay will examine the EPO evaluation of the Article 53(a) exclusion as “interpreted” by Rule 23d(d)  in the context of inventions involving animals. First, a brief synopsis of the pre Rule 23d(d) interpretation of Article 53(a) in the 1990s, particularly in the infamous Harvard/Oncomouse case, will be presented. This will provide the background for a subsequent critique of the application of Article 53(a) and Rule 23d(d) in the three decisions concerning animal patents which arose through the Opposition procedure in the EPO in 2001 and 2004.  

I. The pre Rule 23d(d) position

1. Harvard/ Oncomouse T19/90:  Examining Division I

The EPO evaluation of the Article 53(a) ordre public and morality exclusion has been centred on the Harvard /Oncomouse both prior to and post the introduction of the new Rules in 2000. This controversial invention concerned a genetically altered or transgenic mouse developed by a group of scientists working in Harvard University. Such Onco-mice as they are known, are created with an inherent cancerous gene so that they develop cancer and can be utilized in cancer research and the testing of cancer treatments. 

The European Harvard/Oncomouse application in 1985 instigated a lengthy litigation in the EPO concerning the patentability of the transgenic Oncomouse. This litigation continued until 2004 and as set out above encompassed both the Examination and Opposition levels of the EPO. The application and interpretation of the ordre public and morality exclusion of Article 53(a) EPC was a recurring aspect in the proceedings. 

At first instance the Examining Division of the EPO refused to apply the Article 53(a) ordre public and morality provision to the Oncomouse.
 Although the Division listed certain ethical concerns related to the use of animals, such as the Oncomouse, in cancer research, the Division opined that patent law was not the right legislative tool for the regulation of such problems.
 However, the Examining Division rejected the patent application for other reasons and Harvard appealed the decision to the Technical Board of Appeal.
 

2. Technical Board of Appeal

Unlike the Examining Division, the Technical Board of Appeal was of the view that in such a case as Oncomouse there were “compelling reasons to consider the implications of Article 53(a) EPC in relation to the question of patentability.
 It noted that the genetic manipulation of animals was problematic in various respects namely, the suffering of animals and the potential of escape of the animals into the environment, and noted that a number of Contracting States had imposed legislative regulation on genetic engineering.
 Principally, it set out the test to be applied in an evaluation of Article 53(a) in an Oncomouse-type case. This test entailed,

“a careful weighing up of the suffering of animals and possible risks to the environment on the one hand, and the inventions’ usefulness to mankind on the other.”
  

3. Examining Division II

The case was remitted to the Examining Division where the stated balancing test was subsequently applied for the first time.
 Although the Examining Division proceeded to evaluate Article 53(a) it did down play the relevance of ethical concerns in patent law by acknowledging four so-called “principles of patent law”:

1. A patent does not give a positive right to the inventor but rather enables the inventor to exclude others from exploiting the invention for a limited period of time;

2. The exclusions in Article 53(a) are to be narrowly construed;

3. Inventions involving genetic engineering are not generally excluded from patentability;

4. Although the development of new technologies is normally afflicted with new risks, this does not mean that there should be a negative attitude to new technology. 



 As will become apparent later, this type of discourse is one of several ways in which the EPO undercuts the consideration of the ordre public and morality exclusion.

In carrying out the balancing test the Examining Division identified three particular interests to be considered:

i. The interest of humankind to “remedy widespread and dangerous diseases”;

ii. Protection of the environment from “the uncontrolled dissemination of unwanted genes”; 

iii. The avoidance of cruelty to animals.

In applying the test to the Oncomouse the Examining Division did not consider these three interests categorically. Instead it made several conclusions, some obviously relating to one or more of the three aforementioned  interests, others seemingly concerned with additional aspects to those set out above. 

Firstly, it acknowledged that the invention was undeniably useful to humankind in cancer research and that animal testing was generally sanctioned in Contracting States-this presumably referred to the interest of humankind in remedying disease. Secondly it accepted the applicant’s contention that ultimately a smaller number of animals would be used for testing as the accuracy of the Oncomouse invention for developing cancer in the said animals would mean that less animals would be required in the long term-seemingly in relation to the interest of avoiding cruelty to animals.
 In explicitly considering the question of possible risks to the environment, the Examining Division opined that the possibility of escape into the environment was “practically limited to intentional misuse or blatant ignorance on the part of laboratory personnel carrying out the tests” and therefore did not constitute a “major determinant” in deciding whether a patent should be granted.
 Finally the Examining Division reiterated that it would not reject a patent merely because the technology involved was dangerous and that the regulation of dangerous material was a task for “specialized governmental authorities” as opposed to the EPO.

The Examination Division concluded that upon balancing the various considerations, the Oncomouse invention was of great benefit to mankind, would limit the number of animals used for cancer research generally, and that the risk of escape was minimal. Therefore the Oncomouse did not offend the principles of ordre public and morality in Article 53(a). It did concede that the decision in favour of Oncomouse in this instance did not create a precedent in favour of all future transgenic animals and that the considerations in this instance applied “solely” to the Oncomouse case.
 It was thus evident that it was envisaged that future cases involving transgenic animals would involve an independent consideration of the specific concerns in each particular case as opposed to a sanction based solely upon reference to the Oncomouse decision and further, that the T19/90 test was not determinative. 

4. Plant Genetic Systems and Relaxin
Subsequent to the Oncomouse decision in 1992 morality and ordre public concerns again came before the EPO in the cases of Plant Genetic Systems (PGS)
 and Relaxin
 respectively. Both of these cases arose through the Opposition procedure whereby interested parties may lodge an opposition to a patent within nine months of its grant.  PGS and Relaxin are notable in this regard as they involved the first ‘public interest’ oppositions to a patent, oppositions generally being lodged by competing patent holders and research organizations.  

The opponents in PGS, Greenpeace, challenged the patentability of a transgenic plant under Article 53(a) claiming that patents on plants restricted natural resources from humankind and that they could result in serious environmental risks.
 The Opposition Division at first instance rejected their arguments and the case was unsuccessfully appealed to the Technical Board of Appeal. However the Board did set out two notable pronouncements on the operation of the Article 53(a) exclusion generally. 

Firstly the Technical Board of Appeal provided separate definitions for ordre public and morality, thus suggesting that they were to be applied individually as opposed to together- as had previously taken place in Oncomouse . Ordre public was defined as relating to the protection of public security and the environment.
 Whereas, the concept of morality was described as relating to the belief in European society that some behaviour was right and acceptable whereas other behaviour was wrong, this belief being founded on “conventionally-accepted standards” inherent in European society and civilization. 
 
Secondly in rejecting the relevance of opinion polls and surveys presented by Greenpeace as evidence of European consensus of the acceptability of transgenic plants, the Technical Board of Appeal stated that 

surveys or opinion polls would not be considered decisive in the assessment of subject-matter under Article 53(a).
 As set out below, this presented a substantial difficulty for opponents in finding other evidence that would be considered decisive in the assessment of Article 53(a).
  

The Green party opposition against the Relaxin patent was equally unsuccessful. The Relaxin invention involved a process for obtaining human H-2-relaxin and the DNA encoding it and the opponents lodged arguments primarily based on the morality of patenting human genes and extracting genetic material from humans.
 Unlike PGS the Opposition Division in Relaxin evaluated the Article 53(a) as an amalgamated concept as opposed to two separate standards and propounded that a “clear consensus among members of the public in the Contracting States” was required to deem the exploitation or publication of an invention as offensive to principles of ordre public and morality.
 Further it deemed that the burden of proof was on the opponents to establish if an invention was contrary to ordre public or morality. 

5. Summary

Prior to the introduction of the new Rules there were thus three methods of evaluating the ordre public and morality exclusion under Article 53(a): the T19/90 balancing test of animal suffering and environmental risks versus usefulness to humankind; the PGS approach focusing on individual evaluations of ordre public and morality, morality being concerned with what was considered unacceptable in European society; and the Relaxin method whereby ordre public and morality were considered in tandem and a clear consensus of  European abhorrence to the invention was required-which the opponents must prove. The three approaches are each progressively stricter, the Relaxin case clearly favouring the strictest standard of proof.
 It is thus evident that the animal specific balancing test in T19/90 was the broadest evaluation of Article 53(a) although the test was originally heavily criticized in some detail by Beyleveld and Brownsword in 1993.
    

II.  Post Rule 23d(d) Position

1. T19/90  v.  Rule 23d(d)

In 2000 the EPO incorporated the EC Directive on the legal protection of biotechnological inventions into the EPC in Rules 23(b)-(e) EPC 1973 and subsequently Rule 28 EPC 2000. As set out earlier under the new  Rules four express exclusions related to Article 53(a) are set out, the latter of these, Rule 23d(d) applying specifically to transgenic animals adopts a similar wording to that of the T19/90 balancing test. It states:

 “processes for modifying the genetic identity of animals which are likely to cause them suffering without any substantial medical benefit to man or animal, and also animals resulting from such processes.”
Whereas the original T19/90 test involves, 

“a careful weighing up of the suffering of animals and possible risks to the environment on the one hand, and the inventions’ usefulness to mankind on the other.”  

 There is an obvious distinction between the wording of the two balancing tests, T19/90 and Rule 23d(d). Whereas the T 19/90 test involves “a careful weighing up of the suffering of animals and possible risks to the environment on the one hand, and the inventions’ usefulness to mankind on the other”, the Rule 23d(d)  test is concerned with balancing the suffering of animals with a “substantial medical benefit to man or animal”. The second standard to some extent involves a broader test  in that it weighs up “likely” suffering of animals as opposed to what appears to be actual suffering in T19/90 and further weighs this “likely” suffering against “substantial medical benefit” in contrast to “usefulness” in T19/90.
 On the other hand it may be argued that T 19/90 is broader in its inclusion of environmental risks as well as animal suffering in the balancing test inclusion and that the Article 6(2)(d) test is narrower in its inclusion of “substantial medical benefit to humans or animal” which seems to suggest that the suffering of one animal might be justified to medically benefit another. 
  
2. Leland Stanford

The first consideration of the Article 53(a) EPC ordre public and morality exclusion post the implementation of the new Rules and its application to animals occurred in the 2001 Opposition Division decision in Leland Stanford. 
 The invention in Leland Stanford concerned the modification of animals, typically mice, which were implanted with human red blood cells extracted from aborted foetuses or young children. The modified animal (albeit not strictly genetically modified) was particularly useful for researching the effect and development of HIV Aids.    

The opponents argued that it was unethical and against the general moral principles of Western society to patent life, use human cells to modify the animal and that it was inappropriate to commodify animals. Further it set out that there was a risk that the patenting of such animals could lead to downstream restrictive monopolies on medical research and products and that this invention might lead to Xenotransplants in the future which were ecologically risky as they could result in new pathological viruses.
 

The Opposition ignored the obvious differences between the T19/90 test and the Rule 23d(d) test and proceeded to apply the test in Rule 23d(d). Further, it acknowledged that although the test in Rule 23d(d) ostensibly referred to genetically altered animals only, of which the Leland mouse was not one, it submitted that “the spirit of the rule” required a balancing test for all patents relating to animals, “whether genetically modified or not”.
 This may be true in relation to the T19/90 test, which was devised under the general Article 53(a) exclusion which encompasses all ordre public and morality issues but Rule 23d(d) specifically refers to genetically altered animals. It is also worth bearing in mind that the new Rules stemming from the Biotech Directive are limited in application to biotechnological inventions solely. The Opposition Division’s decision to apply the Rule 23d(d) test in this instance was thus not inevitable.  

However the fact that the Opposition Division did not out rightly reject the arguments of the opponents regarding environmental risks and monopolies on the basis of their irrelevance to the Rule 23d(d) test, which is only concerned with weighing up animal suffering against substantial medical benefit, would seem to suggest that in reality the Opposition Division were envisaging a two-stage test involving a specific consideration of Rule 23d(d) followed by a general Article 53(s) evaluation of ordre public and morality concerns generally. In any case the opponents aforementioned objections were rejected on the basis that they were unsubstantiated and inconclusive.
  Further the Opposition Division opined that in applying the Article 53(a) exclusion as long as an invention had a legitimate use it was not the role of the EPO to act as a “moral censor”.
 

3. Harvard /Oncomouse : Opposition Division     

The subsequent Opposition Division consideration of Harvard/Oncomouse did make certain pronouncements on the effect of the new Rules on Article 53(a) but these were not supported by substantive consideration of the issues involved.
 As the initial opposition in the Oncomouse case and indeed the original patent were filed some years prior to the introduction of the new Rules, the Opposition Division were  faced with the additional question of whether the new Rules were applicable in this instance. It decided that the new rules did not indicate a “major departure” from the EPC 1973 and that they were merely interpretative in nature.
 Since the new Rules had not fundamentally altered the old law, the Opposition Division reasoned that it was acceptable to apply the new rules in this case. 
 However, this reasoning is not entirely cogent as later in its judgement the Opposition Division submitted that the T19/90 balancing test had been  “superseded” by the Rule 23d(d) test albeit with a “similar approach”. This would seem to suggest that the new rules were more than merely interpretive of the existing law and the T19/90 test.

 The effect of this reasoning was to instigate a two stage ordre public and morality test comprising firstly, of an evaluation of general concerns under Article 53(a) and secondly a weighing up of  the balancing test in Rule 23d(d). 

In relation to the application of the second test there were three issues to be evaluated 

i. The date to which this evaluation should be directed-the date of the patent application (the effective date) or the date the oral hearing

ii. Ascertain if there is animal suffering;

iii. Ascertain it the medical benefit is substantial.

In fact the Opposition Division failed to provide an actual evaluation on the operation of these three aspects of the test. However, it did note that there was an element of probability expressed in the wording of Rule 23d(d) in that processes were excluded for modifying the genetic identity of animals where they were “likely to cause them suffering”.
 Thus it reasoned that any evaluation of Rule 23d(d) should be directed at the effective date-the test implying future considerations at the date of the patent application as opposed to future considerations at the time of the evaluation of the provision. 
 Further the “likely” in the wording of Rule 23d(d) applied to both the likelihood of animal suffering and the likelihood of substantial medical benefit. Therefore to satisfy the standard of substantial medical benefit it was merely necessary for the inventor to demonstrate that at the effective date he/she had bona fide reasons to believe that the invention would have a substantial medical benefit.
 This seriously hampers the application of Rule 23d(d) in that it constitutes a subjective test in favour of the inventor as opposed to an objective evaluation of the state of affairs at the time of filing.

It is evident that the Opposition Division was reluctant to exercise a factual assessment of the ordre public and morality considerations in Oncomouse. In considering what evidence might be considered valid under the general Article 53(a) provision it limited the category of relevant evidence to the laws and regulations in Contracting States.
 The association of the Oncomouse with cancer research foreshadowed the decision making process as a “likely substantial medical benefit”. Although the treatise that cancer research is of substantial medical benefit might appear to be prima facie irrefutable and thus render any further analysis unnecessary, it fails to consider the individual contribution of the Oncomouse invention to cancer research, for instance how important was the invention to the development of research generally e.g. were there other methods already facilitating the same kind of research as the Oncomouse envisaged. 

In spite of the loose interpretation of the ordre public and morality exclusions adopted by the Opposition Division in the application of the Rule 23d(d), it did reject the patent claim as it applied to non-human mammalian animals in favour of the restrictive application of the invention to rodents. In the process of weighing up the suffering of animals against the substantial medical benefit to humans or animals, the Division acknowledged that the application of the invention in all non-human mammalian animals was unsustainable as not all non-human mammals were considered as “test animals in accordance with laws in member states of the EPC”.
 The precise reasoning for this exclusion of certain animals from the ambit of the patent is unclear as the Opposition Division fail to underscore which aspect of the ordre public and morality provisions influenced this decision. The reference to the laws in Member States would seem to suggest that this decision is based on the first part of the test as set out in Article 53(a) whereas on the other hand the consensus appears to take place after the consideration of Rule 23d(d). However, the restriction of the patent claim would seem to suggest that the Article 53(a) and Rule 23d(d) did possess potential to limit the scope of patents if not the entire patent itself. 
  

4 Technical Board of Appeal:

   The Final European Oncomouse decision was heard by the Technical Board of Appeal in 2004.
 In the course of the adjudication the meaning of Article 53(a) as it stood post the implementation of the 1998 Directive was again evaluated in the EPO. In considering the application of the test the Board ruled on six main issues:

i. The effect of Rule 23d(d);

ii. The relation between Article 53(a) and Rule 23d(d);

iii. The interpretation of Rule 23d(d);

iv. The interpretation of Article 53(a);

v. The combined test;

vi. The application of the provisions to the main claim;

vii. The application of the provisions to the auxiliary claim;

i.  The effect of Rule 23d(d)

   The Board of Appeal agreed with the Opposition Division that the new Rules existed as “provisions for the application and interpretation of pre-existing provisions of the EPC” and had not instigated “an entire change of regime as regards animal patents”.
  Further although the case had been subjected to appalling delays there was no reason not to apply the new rules to cases pending at the time of their implementation.
 Therefore in spite of the fact that the Oncomouse patent was first filed some 19 years earlier in 1985, the Technical Board of Appeal was unwilling to consider an application of the new rules as retrospective in nature. 
 It is questionable whether this is consolable with the Boards subsequent affirmation of the Opposition Division’s view that the date at which to address the assessment of ordre public and morality was the effective date (the date of filing).
 It would appear to be illogical to apply new legislation to the evaluation of an invention as it stood 19 years previously at the time of the first filing thus ignoring the scientific developments that had occurred in the meantime which for instance might have undermined the original claimed “substantial medical benefit” to humans and animals. It would be absurd to grant a patent for an invention where animals would suffer but the expected substantial medical benefit at the time had subsequently not-materialized or established as factually non-existent. This of course is an argument equally relevant to the application of the original Article 53(a) exclusion prior to the introduction of the new rules. On the other hand it would seem unfair that patent applicants would have to grabble with unknown legislation from the future when they first file their patent applications. 

ii. The relation between Article 53(a) and Rule 23d(d)

    The Technical Board of Appeal was also of the opinion, like the Opposition Division, that the new Rules were merely interpretative in nature
 and that the only substantive alteration of the provision was the inclusion of four express exclusions for subject matter which in any case was probably  implicitly excluded under the old Article 53(a). 
  Not withstanding the fact that the overall view of the Technical Board of Appeal was that the new Rules were interpretative it did conclude that the effect of the Rule 23d(d) was,

“to insert a test which, depending on the facts and thus on the outcome of the test, may be either additional of alternative to that previously established by the case law.”

This peculiar statement seems to suggest that although the new Rules are interpretative in nature, they are capable of constituting a new test which if this is what the Board intended, supports an argument that the Rules are thus more than in interpretative, interpretative implying a complementary role as opposed to, in the earlier words of the Opposition Division, a ‘superseding’ test. 

iii. The interpretation of Rule 23d(d);

   The Technical Board of Appeal set out that the Article 23d(d) test involved three stages:

1. Whether animal suffering is likely;

2. Whether substantial medical benefit was likely;

3. Whether the suffering and medical benefit both exist in relation to the use of the test animals.

 In interpreting the first two stages, the Board reached the same conclusion as the Opposition Division with regard to the presence of ‘likely’ in the phrase “likely to cause them [the animals] suffering without any substantial medical benefit”. However, it adopted a different reasoning than that proffered by the Opposition Division in establishing this point. It examined the three official language versions of the EPC and concluded that the slight variations of the word ‘likely’used in each case, suggested that ‘likely’ was intended as a prefix to the entire phrase.
 To engage in such semantics in the realm of international treaties seems irrelevant especially as the English, French and German versions of the EPC are to be considered as equally authentic. 

The result of this reasoning is that the Technical Board of Appeal’s interpretation of Rule 23d(d) is in line with the earlier prognosis of the Opposition Division. In this way the balancing test requires the likely suffering of animals weighed against likely substantial medical benefit to humans or animals. Further in the view of the Technical Board of Appeal this probability element of the test implies that the degree of suffering or the availability of non-animal alternatives are thus irrelevant to the test.
 Again this conclusion is not inevitable. Presumably the likely degree of suffering and the likely availability of non-animal alternatives, could be taken into account in the same manner in which the likely suffering and the likely substantial medical benefit would be evaluated. It is submitted that the likelihood aspect merely facilitates a looking forward element when there is no concrete contemporaneous evidence regarding aspects of animal suffering and substantial medical benefit. It merely grants the adjudicators of the test a broader hand in evaluating these terms where there is a lack of precise evidence. An ability to look to the future (but not be restricted in this) might be considered a necessity in view that Article 53(a) has always been concerned with the exploitation and thus the future application of the invention-although it is uncertain if the specified exclusions are also restricted to this aspect of the process.
 However, it is conceded that weighing up the likelihood of suffering against the likelihood of substantial medical benefit is a test grounded in present knowledge as well as speculating on future possibilities. Thus if it is known at the effective date that the invention does cause suffering, as in Oncomouse, the likelihood aspect of the test becomes redundant  Overall the refusal to consider such points of evidence as animal alternatives and degree of suffering without supportable reasoning is unsustainable. It diminishes the Rule 23d(d) test from both the patentee’s and the opponent’s point of view. 

The Technical Board of Appeal further affirmed the position adopted in the Opposition Division that the date at which the invention was to be considered in light of Rule 23d(d) was the effective/ filing date.
 However it conditioned this statement by setting out that “evidence which demonstrates the state of affairs at the effective date” may be taken into account.
 Prima facie this would seem to rule out the consideration of later definitive evidence that the claimed invention did or did not in fact result in a substantial medical benefit or animal suffering thus potentially limiting an assessment of the provision grounded in reality.

iv. The interpretation of Article 53(a)

In considering the interpretation of the original ordre public and morality exclusion -what it described as the ‘real’ Article 53(a)- the Technical Board of Appeal took an alternative approach to that set out in T19/90. In this way it adopted the wording of the only other case to adapt this reasoning, Relaxin where it was set out that the standard of morality consisted of the European consensus of what was right or wrong and the standard of ordre public was concerned with the protection of public security and the environment.
 

The evaluation of Article 53(a) was to consist predominantly of the T19/90 balancing test weighing up the suffering of animals and risk to the environment against usefulness of the invention. However there was also room to consider other issues under Article 53(a) such as a European moral consensus or an issue of ordre public and issues such as degree of suffering and non-animal alternatives were considerable under this provision.
 The test to be applied under Article 53(a) was thus evidently a broader test than Rule 23d(d) in several ways. On the other hand, like the Rule 23 d(d) test it was limited in the consideration of evidence, the Technical Board of Appeal reiterating the earlier EPO rejections of the validity of opinion polls. 
 Like Rule 23d(d) ostensibly the assessment was to be applied to the effective date but later evidence directed to the state of affairs at this date was also acceptable.
 

v. The combined test

The Technical Board of Appeal concluded that the two tests under Rule 23d(d) and Article 53(a) were to be applied as a two stage evaluation of ordre public and morality in relation to transgenic animals.  Rule 23d(d) thus formed the first stage of the test and involved considering whether the animal would be likely to suffer, if so would likely substantial medical benefit occur and finally if there was a correspondence between the suffering of that particular animal and the medical benefit. If the invention failed to satisfy the first stage of the test, it would automatically be seen to fail the entire ordre public and morality provision. If however, the invention passed the stage one test a further consideration would be carried out under Article 53(a) whereby the T19/90 test would be carried and followed with a consideration of other general arguments relevant to ordre public and morality. 

vi. The application of the provisions to the main claim
   The Technical Board of Appeal first carried the two stage ordre public and morality test on the main claim of Harvard, as altered by the Opposition Division, that is the application of the invention to rodents. In applying this test the Board first accepted that suffering of onco-rodents was inevitable in the exploitation of the invention. It applied the second and third part of the Rule 23d(d) together and examined whether the exploitation of the invention as it applied to rodents generally (including for example squirrels, beavers, porcupines etc.) would be likely to result in a substantial medical benefit to humans or animals. It concluded that this was not the case. There was no evidence to support the claim that the exploitation of the invention as it might apply in all types of rodents would necessarily be useful as a test model from which medical benefit could be obtained. This being the case, the claim as it applied to rodents was rejected under Rule 23d(d) and thus did not require the “real” Article 53(a) assessment-although it did submit that in any event the claim would also fail under this test. 

vii. The application of the provisions to the auxiliary claim.

The Technical Board of Appeal then dealt with the issue of the auxiliary claim which was limited to the application of the invention to mice. Again the Board first considered Rule 23d(d) and found that in compliance with the first part of the provision animal suffering was inevitable.
 As in the prior application of the test in relation to rodents, the Board then proceeded to consider if the exploitation of the invention as it applied to mice would be likely to result in a substantial medical benefit. In this instance the board emphatically agreed that there was such a likelihood and it could “at the very least be inferred from the patent itself”.
  The Board further accepted evidence of declarations and post-published documents as to the existence of “actual medical benefit”, (arguably moving away from its own likelihood test).
 However the documents which the Board cite are all published post the effective date of first filing in 1985 and do not seem to be solely directed to the situation at the time of the effective date in describing how the Oncomouse had been medically useful since its first filing date in Europe.
 This would seem to suggest that the Technical Board of Appeal are willing to take a wider stance on the consideration of post effective date evidence, particularly where it is beneficial to the patentee’s claim.

The Invention having thus passed the first stage Rule 23d(d) test now was faced with an examination of the broader ordre public and morality issues under Article 53(a) whereby the similar T19/90 test and any other relevant considerations would be evaluated. The Technical Board of Appeal decided that like the Rule 23d(d) test the invention would involve suffering of mice but that this also involved a substantial medical benefit to mankind and was thus also useful to mankind, in line with the terms of T19/90.
 The board them proceeded ostensibly to consider the degree of suffering involved, the existence of non-animal alternatives and possible risks to the environment.
 Unsurprising the Board discounted these arguments. It deemed that it was “distasteful” and “effectively impossible” to grade levels of suffering and favoured the respondent’s opinion that the Oncomouse technique was infinitely more effective than non-animal alternatives.
 In addition the Board decided that any environmental risk in this case was of “neutral effect”, the potential escape of the Oncomice and subsequent mating of the mice with normal mice and the extinction of an entire species not sufficiently potent to justify a negative effect on the substantial medical benefit of the invention.

The Technical Board of Appeal then proceeded to consider the other issues that were proffered by the opponents under the general heading of Article 53(a), separate to the T19/90 test. It ostensibly considered:

1. The threat of the Oncomouse to evolution;

2. The increased use of animals in research;

3. The public abhorrence to genetically modified animals c. 

4. The situation in other non-Contracting States;

5. Protection of animals in European treaties;

6. Opinion polls and surveys; 

7. Statements and resolutions of organizations and parliaments.
 

Unsurprisingly, the Board refuted theses arguments on the basis that the appellants had failed to supply sufficient or irrelevant evidence for any of the claims. For instance, to support its claim that the patent caused public unease, the opponents referred to the statement in Oncomouse where the earlier Technical Board of Appeal commented on the controversial nature of transgenic animals, but the Technical Board of Appeal in Oncomouse 2004 were unwilling to consider this as evidence of public distaste for such transgenic animals.
 Similarly, the Board rejected the relevance of opinions polls as unreliable tools for discovering public perception as  the results were dependent on the methodology of their execution e.g. the answers dependent on the questions asked, the manner in which they were posed, the number of participants.
  Ultimately, although there was a general “public unease” regarding animal experimentation in Europe it was inappropriate to elevate this to a “status of moral disapproval” among the European public.
 

II. The post Rule 23d(d) test evaluated

The final Oncomouse decision in the Technical Board of Appeal exemplifies the EPC ordre public and morality exclusion as “interpreted” by Rule 23d(d) in its application to transgenic animals and indeed if the approach in Leland Stanford is followed, animals in general. Unfortunately the current test is considerably more complicated than both the original T19/90 test and the two tier Article 53(a) and Rule 23d(d) test favoured by Leland Stanford and Oncomouse 2001. It is submitted that the three stage tier test set out in Oncomouse 2003 is merely a device which unsuccessfully attempts to demonstrate that the old and new provisions are compatible.

Another problem with the current combined test is that it retains the EPO’s disdain for ordre public and morality evidence which contradicts the views of the patentees. The apex of this attitude is evident in the Opposition Division’s view that the likelihood of substantial medical benefit depended on the subjective opinion of the inventor. The fact that the onus of proof is on the opponent further hampers an ordre public morality challenge in the Opposition Division. In addition to this, the constant rejection of opinion poll evidence leaves the opponent with little hope of demonstrating a European moral consensus. 

A third flaw present in all aspects of the ordre public and morality test is the tendency of the EPO to exercise a system of undermining both the scope of the provision and considerations that might be relevant to its application.
 According to Warren-Jones this is achieved in three ways: 

· The equivalence approach whereby the EPO equate the kind of invention under review to other currently accepted practices e.g. in Leland Stanford chimeric animals were compared to the accepted practice of utilizing human tissue in inventions generally;

· Reference to existing protection mechanisms whereby the EPO qualifies its legislative obligations to evaluate ordre public and morality;

· Reference to accepted patent principles i.e. referencing the limited capabilities of the patent system to affect the further use of inventions.
 

This type of reasoning is often utilized to undermine the entire application of the Article 53(a) test or is interjected with the actual evaluation to emphasize the irrelevance of the review itself. This leads the public and opponents to almost accept the rejection of ordre public and morality concerns as inevitable.
   

Finally in addition to these three main issues, there is the further confounding factor of delay in the EPO and the insistence of the Opposition Division and the Technical Board of Appeal to willingly apply new legislation to old patent applications, which are apparently to be assessed at the effective date-although later evidence directed to this time may also be valid. This strange time travelling back and forth in applying new law and quasi-new evidence to old inventions is cumbersome and impractical. Although the delays in the EPO system may be to blame for the more absurd applications of such a test (such as the nineteen year gap between the effective date and the final decision in Oncomouse), it is submitted that the Technical Board of Appeal should have factored this problem into its decision of whether or not to apply the new legislation and quasi-new evidence.

That the current Oncomouse test is flawed and unnecessarily complex is manifest. It will thus be interesting to see if this method remains the status quo in the application and evaluation of ordre public and morality in the EPO. It is hoped that a simpler version of the test might be adopted perhaps by returning to a generalized Article 53(a) assessment. However such a stance would seem to first necessitate an open admission by the EPO that the new Rules are more than merely “interpretative” in nature. Perhaps the pending decision of the Enlarged Board of Appeal in relation to stem cells may provide fresh guidance on the application of Article 53(a) and the new Rules.
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