Exceptions to exclusive rights, anti-competitive practices, protection beyond the claims and pharmaceutical patents in the South African context

(1) Introduction

Fundamental rights play an increasingly important role in society. In addition to such fundamental rights it is natural that other rights must also be respected. Amongst these are proprietary rights such as intellectual property rights inclusive of the right to an invention as patent. 

Except for perhaps a number of very fundamental rights such as the right to life (and that is even not so certain everywhere) no rights are absolute but are subject to limitations brought about by the rights others.

This paper does not deal with the lofty fundamental rights but with the mundane situation involving a balancing the rights of a patent holder and other persons where, on the one hand, the extent of protection as initially expressly specified becomes expanded owing to an expanded interpretation by court and, on the other hand, where the exertion of the rights impact on the health of people. The object is thus to assess to which extent the rights of the patent holder must, in the situations given, accommodate the rights of others.

(2) TRIPS, exceptions to rights and use without authorisation

As the intellectual property laws of the member states of TRIPS must meet its requirements any curtailment or permission to the unauthorised use of such rights, as found in the relevant statutory laws of the members, must be measured against the requirements of TRIPS. In the case of rights flowing from patent protection its curtailment by way of dealing with exception or its use without authorisation is found in articles 30 and 31 of TRIPS respectively. 

In this regard article 30, as dealing with exceptions to such rights, says that limited exceptions may be granted if they do not unreasonably conflict with the normal exploitation of a patent and do not unreasonably prejudice the legitimate interests of the patent owner as balanced off against the interests of third parties.

In the case of use without authorisation another person can under certain circumstances make use of an invention despite not being so authorised by the holder of patent rights. Such unauthorised use can be divided into a situation where reasonable terms could not be obtained via negotiation and where such use can be authorised without pre-negotiation.

The granting of a right to use without authorisation, in whichever way granted according to the laws of a member country of TRIPS, must however be subject to independent judicial review by a higher authority.

The right to use without authority is often referred to in statutory law as the granting of compulsory licenses.

(3) The exceptions to rights

In the case of the exceptions to the rights under article 30 it is specified that an exception can be invoked under conditions that:

the exception is limited, 

that it does not conflict unreasonably with the normal exploitation of the patent, and 

that it does not unreasonably prejudice the legitimate interests of the patent holder while taking the legitimate interests of third parties into account.

Bearing the practical application of the exception to the rights in mind Nolff has the view that the legitimate interests of third parties should balance against the exceptions being limited thus requiring the first of the three requirements to be met to be that the exception should be of limited nature taking into account the legitimate interests of third parties.

Whatever the case it is apparent that article 30 should only be invokable under very exceptional circumstances such as prior (confidential) use by someone else, experimental use, private and non-commercial use, acts done that are at the outset outside a patent claim though later being covered as a result of a broadening of the scope, or acts done for submission of information required by any law prior to commercialisation.

It seems apparent that the exceptions should not apply to situations of commercialisation of an invention that will result in competition with the patent owner.

(4) Unauthorised use and compulsory licensing

Unauthorised use according to article 31, where pre-negotiation is not a requirement, is found under conditions of public commercial non-use by the patent holder or a situation of national emergency or extreme urgency.
 Another ground is where authorisation is sought in the case of an anti-competitive practise,
 as determined by an appropriate authority. 

Unauthorised use in whichever way granted must, amongst others, be non-exclusive, non-assignable and mainly to supply the domestic market while the patentee is always entitled to adequate remuneration.
 Permission to use without authorisation is always subject to judicial or other independent review also as regards the remuneration.
 In the case where such unauthorised use is permitted owing to an anti-competitive practise the limitation that it is only intended for the local market does not apply.

As Article 2 of TRIPS requires that sections 30 and 31 must comply with, amongst others, article 5 of the Paris Convention
 also dealing with compulsory licensing, this latter aspect thus ties in with unauthorised use.

While article 31 serves as basis for permitting unauthorised use, the laws of member countries can supplement or amplify conditions under which unauthorised use is permissible in so far as not contradicting article 31. 

Article 5(2) of Convention permits member countries to provide for the grant of compulsory licenses to counteract abuses that may result from the granting of exclusive patent rights. While the members are permitted to specify the circumstances under which compulsory licenses can be granted certain abuses are specifically set out in this article. A failure to work or to work sufficiently (though limited to the pre-expiration of an initial period of time) is accordingly specified as a ground for granting a compulsory license. 
 This corresponds with the ground of non-commercial use under TRIPS.
 Under article 27 of TRIPS the importation of products can, however, satisfy the requirement of working of a patent. 

In addition to failure to work or properly work an invention a variety of other grounds for obtaining a compulsory license are found in various patent statutes. 

Such licence can be granted when proved that the reasonable requirement of the public have not been satisfied
 or when it is in the public interest.
 In Israel a compulsory license can amongst others be obtained for medicine and medical instruments to satisfy the public needs 
 while in France the Minister of Health can ask for a compulsory license for medicine and processes for their production under such circumstances.
 While the USA patent statute does not make provision for compulsory licensing it is found in other statutes.
 If has also been used extensively in case law.
 

In the UK and in Canada a compulsory license can amongst others be granted if the working of an invention under a patent has been prevented or hindered by importation, where the demand for a patented article is not being met on reasonable terms or when so met then only by importation.
 The South African grounds of compulsory licensing closely follows that of the UK and Canada. Thus, amongst others, when the commercial working of an invention to an adequate extent is curtailed by importation,
 or while the demand for a patented article is met by importation, it is excessively priced as compared to its source
 or where the demand for a patented article is not met to an adequate extent and on reasonable terms
 this serves as ground for the granting of a compulsory license. 

(5) An anti-competitive practise

Generally the term 'an anti competitive practise' relates to the situation where competition is restricted, distorted or prevented.

Anti competitive practises are amongst others found in the participation in restrictive horizontal or vertical practises and the abuse of a dominant position as, amongst others, creatable by the right to a patent. An anti competitive practise is however not limited to such conduct.

Having dominance is not per se illegal but the abuse of rights under such dominance. This is also the case where such dominance stems from patent or other intellectual property rights. These are amongst others found in the charging of excessive prices, the refusal to give a competitor access to an essential facility, engagement in an exclusionary act of which the anti competitive effect outweighs its technological gain and indulging in prohibited price discrimination. The mere existence of patent rights does not automatically imply dominance. Such rights are often an incentive to technological progress that in turn leads to competition. It is only where a patent deals with a fundamental kind of invention that it can lead to dominance in the market. 

In referring to the grounds for granting compulsory licenses in the jurisdictions referred to above and naturally also other jurisdictions not specifically mentioned, some of the grounds for the granting such licenses without pre-negotiation can most probably be regarded as anti-competitive practises in the field of patent law. Typically this can be found in the curtailment of the commercial working of an invention to an adequate extent by importation
 or the excessive pricing of a patented article as compared to its source even though the demand is met
 or the fact that that the demand for a patented article is not met to an adequate extent and on reasonable terms
. While the automatic granting of a 'license of right' after the lapse of a period once a patent has been granted will fall under 'unauthorised use' this does not automatically imply that this is a form of anti-competitive practise.

(6) The rights of the losing party in the case of an extension of patent rights by way of equivalents

While the patent specification and especially its claims define the extent of monopoly granted there under it has been generally recognised that such extent of monopoly can be broadened by court owing to an unnecessary limitation of the extent as originally defined. Such broadening is generally done by way of an inclusion of equivalents to integers as specifically set out in the original protection within the extent of protection. 

An extension of the scope of protection beyond what is originally claimed, as defining the actual inventive concept, is equitable to the patentee. It is, however, not equitable to another person who will normally be the defendant in an infringement action instituted by the patentee. On assessing the protection as originally defined in the patent specification as public document such other person has acted within his rights. The situation is only altered when the court permits a broadening of the rights to what has originally been made available to the public. 

A plaintiff can most probably not recover damages from another person for any conduct prior to finding infringement by way of equivalents owing to being an exception to patent protection under article 30 of TRIPS. In addition to the above it seems reasonable that such other person should also be accommodated for investment made and expenditure incurred in exploitation of the subject matter that was thus found to infringe. 

The granting of a compulsory license to achieve a balancing of the rights between the patentee and the infringer in the case of infringing under a broadening of scope of protection by way of equivalents seems to be an equitable approach to accommodate the infringer. 

As discussed above such compulsory license can under TRIPS be granted in response to an unsuccessful pre-negotiation effort or in particular circumstances, even without pre- negotiation.
 A broadening of the extent of protection is naturally not per se an anti-competitive conduct. Enforcement of the rights, which will naturally follow once a plaintiff is successful in an infringement action, can when said to restrict, distort or prevent competition be found to be anti-competitive thus giving rise to the granting of a compulsory license without proving unsuccessful pre-negotiation. 

While the specifically enumerated grounds for the granting of a compulsory license as found for example under British, Canadian and South African patent law, as referred to above, apparently do not accommodate the granting of a compulsory licence under the above circumstances the ground found under German patent law of so granting a compulsory license when in the public interest
 seems particularly suitable. 

Although not necessarily made provision for in patent statutes it is suggested that a request for a compulsory licence where infringement is found by way of equivalents should be favourably considered by court in its discretion where the defendant cannot obtain such license on reasonable conditions by way of negotiation. Where such extended scope of protection gives rise to an anti-competitive practise the compulsory license will be grantable without proof of unsuccessful pre-negotiation.

If this approach is followed the claims of a patent specification will retain their importance as the main yardstick for proving infringement while, when infringement is found in response to extension of the scope beyond the claims, the infringer will not be penalised to the extent of having to terminate his use of the subject matter of the patent but only to the extent of having to share some of his profit with the patentee. 
(7) Exceptions to and unauthorised use of pharmaceutical products

Articles 30 and 31 of TRIPS are naturally applicable irrespective of any type of invention. 

While pharmaceutical inventions are just inventions in the ordinary course of technological progress they take a specific position in society owing to dealing with human health. Especially in the present environment of large and/or threatening international epidemics such as HIV/AIDS or SARS and even the threat of terrorism such as the Anthrax scare the rights under pharmaceutical patents have become the subject of controversy. 

In addition to articles 30 and 31 of TRIPS articles 8, 27, 40 and 73 are also of particular relevance in this regard while articles 65 and 70 deal with transitional matter, the first specifying a period of transition for developing countries while the latter requires certain transitional processing steps to be taken where the laws of a country did not make provision for, amongst others, pharmaceutical patents at the time of signature of TRIPS. 

Article 8(1) amongst others thus deals with steps dealing with public health and nutrition (as long as consistent with the TRIPS agreement). Article 8(2) deals with a prevention of an abuse of intellectual property rights that adversely affects competition or with practices that restrain trade or affect the international transfer of IP rights (both again as long as consistent with TRIPS). Article 27 says that an importation rather than a local manufacturing does not affect the patent rights in the country into which the product are imported while article 40 deals with anti-competitive practices in licensing contracts. 

An international controversy has been raging that the requirements of TRIPS do not accommodate the parties that are most affected by the epidemics. The controversy in the final analysis deals with a balancing of the rights of the patent holders with those of parties that are affected by the epidemics and other situations of grave danger. Countries that are particularly in the limelight in connection with the controversy are South Africa, India and Brazil.

In the case of South Africa the legislature has introduced a statute dealing with the obtaining of patented medicine at a more competitive price. To this effect the ‘Medicines and Related Substances Control Amendment Act’ was passed by the South African Parliament in 1997.
 The Act amended the ‘Medicines and Related Substances Control Act’ of 1965,
 by introducing subsections giving the Minister of Health the right to prescribe conditions to provide medicine at more affordable prices. This is set out in the new section 15C of the original statute. Section 15C(a) says that:

'The Minister may prescribe conditions for the supply of more affordable medicines in certain circumstances so as to protect the health of the public, and in particular may-'

'Notwithstanding anything to the contrary contained in the Patents Act, 1978 determine that the rights with regard to any medicine under a patent granted in the Republic shall not extend to acts in respect of such medicine which has been put onto the market by the owner of the medicine, or with his consent;'

Section 15C(a) particularly relates to medicine that has been put on the market. Although the section is not particularly clear it appears to say that once a medicine has been put on the market (in South Africa?) the rights under a patent relating to that medicine can be specified by the Minister of Health as not to exist any more in respect of as certain acts dealing with such medicine. The acts involved most probably include the making, using, selling, and importing of such medicine.
 

Once a patent holder has consequently commenced selling relevant medicine in response to its importation or manufacturing the Minister can determine that the patent rights of such medicine does not extend to its importation, local manufacturing or selling any more. The consequence of this will be that any other person can participate in such acts without the danger of being sued for patent infringement. 

As regards the importation of medicines section 15C(b) says that 

'(The Minister may) prescribe the conditions on which any medicine which is identical in composition, meets the same quality standards and is intended to have the same proprietary name as that of another medicine already registered in the Republic, but which is imported by a person other than the person who is the holder of the registration certificate of the medicine already registered and which originates from any site of manufacture of the original manufacturer as approved by the council in the prescribed manner, may be imported;'

It consequently relates to the importation of medicine from abroad that originates from a site of manufacturing of the original manufacturer by someone other than the South African registration certificate holder. In the regime of the existence of patent rights this in essence deals with parallel importation. 

Proposed regulations have been framed under the 1965 Act as amended and have recently been published.
 Regulation 7 deals specifically with section 15C(b). 

It says that:

'A medicine---may be sold if:

a. the medicine is being sold outside the Republic with the consent of the holder of the patent to such medicine;

b. the medicine is imported from a person licensed by a regulatory authority recognised by the council----'

Medicines can thus be imported into South Africa when it is already sold abroad with the consent of the holder of the (South Africa) patent to such medicine. The medicine can furthermore only be imported from a source that is licensed by a regulatory authority approved by a council to be constituted under the Regulations. Section 15C(b) in conjunction with the regulations clearly permit the parallel importation of medicine from another jurisdiction though with the proviso that the medicine must have originated from a site of manufacture of the original manufacturer as contrasted with a manufacturing under a license abroad. 

Being the original medicine it will thus be sold under its original brand and most likely, trade marked, name in South Africa. Medicine that is so imported into another country from an external but original source of manufacture can in turn be imported into South Africa from such other country by an approved importer in so far as the medicine is sold abroad with the consent of the patent holder. Generic medicine manufactured under a compulsory license abroad is seemingly excluded from permissible importation under section 15C(b). 

The changes to the appropriate statute resulted in a number of international pharmaceutical companies taking the South African government to court to have the Medicine and Related Substance Amendment Act of 1997 overturned. The case was later withdrawn while the Pharmaceutical Association came to a settlement with the SA government in which it reaffirms the authority of TRIPS as the standard that regulates patent rights. The discussions in the media and otherwise about the court action and the subsequent withdrawal were mainly based on non-legal grounds and often one sides depending on whose side the author was on. 

While the South African legislator is satisfied that enactment of the above legislation accords with TRIPS the question is naturally whether it is the case. Another question is whether existing statutory mechanisms were not adequate to deal with the matter addressed by the change discussed or whether existing mechanisms could not have been or should not be altered to address the situation? 

In comparing section 15A(a) with article 30 of TRIPS in conjunction with article 8(1) the question is whether the section 15A(a) accords with article 30. 

As said above section 15A(a) of the relevant South African statute appears to say that once a medicine has been put on the market the rights under a patent relating to that medicine can be regarded by the Minister to become unenforceable for the benefit of the health of the public.
 

If the acts of manufacturing, importation and/or selling are those determined by the Minister to which the patent rights do not extend to, any other person can locally manufacture and sell medicine or import it from another source and sell it locally once the owner of the patent rights has put the medicine on the market, without consideration of the rights of such patent owner. 

Such conduct will clearly unreasonably conflict with the normal exploitation of the patent as someone else will be able to exploit the invention there under without consideration of rights of the patent owner and even without any payment. This will remain the case even if the authorisation given to such other person was in some or other way limited for example to only supply a certain institution with medicine so made. As regards the balancing of the legitimate interests of the patent holder against those of third parties the interests of the latter can most probably under a specific circumstance be more important that the former. 

While the Minister may not curtail the rights to extend to conduct that will contradict article 30 of TRIPS section 15C(a) clearly has the implication that it can be legally done. When appropriately determined a set of circumstances can be identified where patent rights can be deemed to be unforceable under section 15A(a).

In comparing section 15C(a) with article 31 of TRIPS the implication of determining that the rights under a patent do not extend to certain acts is that other persons are automatically permitted to participate in such acts without the authorisation of the rights holder. While a determination under section 15C(a) will not necessarily be done by way of pre-negotiation with the rights holder it will have to relate to a national emergency which will most probably be the case should a determination be done for the local manufacturing of for example anti-retroviral medicine. Article 31(i) however requires that the permitting of unauthorised use must be reviewable by an independent higher authority of the Member, which is not a requirement under the amendment. The same applies to the payment of adequate remuneration under article 31(h) of TRIPS. It appears that it section 15C(a) can also be applied for a conduct that is contradictory to article 31 of TRIPS in so far as it can be interpreted that the curtailment of rights implies the giving of permission to use subject matter under a patent without authorisation. 

The South African authorities have apparently promised that section 15A(a) will not be used under circumstances of contradiction with articles 30 and 31. 

As regards the importation of medicines section 15C(b) and regulation 7 permits such importation by someone other than the SA registration certificate holder when it originates from a site of manufacturing of the original manufacturer once the medicine is sold outside South Africa with the consent of the patent holder. 

A person properly authorised can accordingly by way of parallel importation import medicine from abroad when meeting the above requirements. In the case of medicine the South African legislator has thus specifically selected international exhaustion of patent rights though subject to pre-approval by the Minister of Health. As article 6 of TRIPS specifically states that TRIPS does not deal with the issue of exhaustion of rights it can be assumed that the selection of exhaustion on an international basis will not enable the use of this section under conditions of conflict with either article 30 or article 31 of TRIPS as the patent rights are still adhered to albeit under an international exhaustion regime. 

While the proposed regulations framed under the Act deal only with the issue of importation section 15A(b) must be assumed to be the most relevant under present circumstances. It cannot be used to import medicine (such as generics) that has been manufactured abroad under a compulsory licence even when granted under article 31(k) as in the relevant case incorporated into the patent statute of a country owing to the limitation that it must originate from a site of manufacture of the original manufacturer. 

Despite section 15C(b) selecting international exhaustion as regards the importation of medicine it apparently selects it very hesitantly as such importation still requires administrative pre-approval. 

(8) Compulsory licensing as an alternative to specific legislation in the South African context

While the South African authorities have indicated that they regard themselves bound to TRIPS and thus also article 31 of TRIPS the question is whether the compulsory licensing regime is not a viable alternative to specific legislation, especially in the case of section 15C(a) of the South African statute discussed above.

The advantage as far as the legal situation is concerned is that the granting of a compulsory license must be dealt with on legal merits that will normally entail a procedure that involves a competent court. This implies objectivity and the possibility for all the parties to have their cases properly argued while the legal validity of a decision will be independently reviewable by a higher authority.
 Although it may be argued that a procedure dealt with via a judicial process is often time consuming the counter argument is that quick fix solutions will most probably not yield an equitable result, as the latter normally requires proper examination and assessment. 

As said above a compulsory licence can under article 31 of TRIPS, where a patent holder exploits a patent, be requested without pre-negotiation in the case of a national emergency, in the case of extreme urgency and where a patent is used by way of an anti-competitive practise. Proof of the existence of an epidemic situation can most probably be successfully argued as a national emergency. Once so proved a compulsory license can thus be obtained subject to the stipulations of article 31 inclusive of remuneration to the patent holder as decided by court in the light of the factual situation as put before the court by the various parties. 

While the use when so granted will be for the domestic market only this should pose no problem as the object in such case is the access to appropriate medicine in the local jurisdiction. 

When a compulsory license is requested under article 31(k) the authority hearing the application must also assess whether an anti-competitive practise exists. In referring to the discussion under paragraph 5 above is was argued that some of the grounds for granting compulsory licenses other than specifically concurring with public non-commercial use in the various jurisdictions can perhaps be regards as anti-competitive practises. 

An abuse of a patent right in the South African context that will most probably be an anti-competitive practise owing to being an abuse of a dominant position under competition law will be where:
(e) the demand in the Republic of the patented article is being met by importation and the price charged by the patentee, his licensee or agent for the patented article is excessive in relations to the price charged therefor in countries where the patented article is manufactured by or under license from the patentee or his predecessor or successor in title.

While the unauthorised use when a compulsory license is so granted will not necessarily be for the domestic market only it is unlikely that the object of such license will be to manufacture locally both for local use and export. More important than local manufacturing will, in the case of specialised medicine, most probably be the ability to import product at a better price than locally distributed. 

The importation of the medicine from an original source will not be an issue that have to be dealt with by way of compulsory license as it will be dealt with under the parallel importation regime as discussed above. This should even cover the importation of medicine from a source where manufactured under compulsory license subject to the proviso that such right includes the right to export, as permitted under article 31(k) of TRIPS. 

Importation under a compulsory license from a source other that by way of parallel importation can be from a source where the patent rights have lapsed especially by operation of law, where patent rights are not available, where such rights have not been applied for, where the product is manufactured under a compulsory license that also permits its exportation and in a specific case where a license have been granted 'of right'. 

It is unlikely that in the case of pharmaceuticals, patent rights will not be obtained in countries where adequate facilities are available for the manufacturing of generic product. The members of TRIPS that have been granted time till 2006 to have their patent laws brought in line with the requirements of TRIPS most probably do not have the facilities to manufacture and export the medicine in issue. The compulsory license will thus effectively only be of use for the importation of generic medicine from a jurisdiction where it is manufactured under a compulsory license that also permits exportation, where the patent rights have lapsed by operation of law or where a license could have been obtained as a right such as a 'licence of right' after three years in the Indian context.

TRIPS only permits the exporting of products manufactured under a compulsory license where the license has been obtained in response to proving the involvement in an anti-competitive practise such as the misuse of a dominant position in the market. Where a patent is worked in a specific jurisdiction while the product thereunder is not excessively priced for that jurisdiction a compulsory license obtained in that jurisdiction is unlikely to also permit the exportation of product. 

Bearing the above in mind it seems clear that a compulsory license will not assist in a jurisdiction where its object is to import generic medicine from abroad as the limitation is in fact brought about by the ability of a manufacturer abroad to export under a compulsory license for which the involvement in an anti competitive practise by the patent holder will have to be proved. 

In returning to the South African context it seems clear that the overall practical effect of the amendment brought about by section 15C of the Act is to accept international exhaustion in the case of medicine. While, as argued above, section 15C(a) is against articles 30 and 31 of TRIPS it is unlikely to have any practical effect in the case of the importation of medicine as the constraint is in fact brought about by the ability to export from such other country. 

(9) Conclusion 

Compulsory licensing clearly has an important role to play in the exploitation of patent rights in balancing the rights of parties against one another. The advantage of compulsory licensing in comparison with legislation specifically enacted to cater for a situation is that fairness is ensured as any granting, as often independently judicially assessed, is at any rate independently and normally judicially reviewable while remuneration for the rights holder is an essential feature of the process. These requirements indeed form part of the TRIPS agreement and can thus not be circumvented.

It can also be used to counteract the abuse of patent rights while when abused while the holder has a dominant position in the market place, as manifested in the involvement in an anti-competitive practise, the compulsory licensor can even participate in the export market in competition with the patent holder. 

In the first mentioned of the specific situations discussed it is suggested that compulsory licensing can be used to achieve equitability between a person that exploits subject matter apparently outside the scope of protection and the holder of patent rights of which the extent of protection has been expanded owing to the inclusion of equivalents within the extent of the rights. 

A situation of difficulty is however experienced where compulsory licensing is desired to be used for exporting product. This is typically the case where generic medicine as manufactured under a compulsory license in desired to be exported. Such exporting can only be done where the compulsory license is granted on the basis of the involvement by the patent holder in an anti competitive practise under TRIPS article 31(k). When a patent holder normally exploits a market while the prices charged are generally the same as in equivalent markets it is unlikely that the intended generics manufacturer will succeed with unauthorised used under TRIPS article 31(k). 

Pressure has recently been applied at the appropriate councils to permit the exportation of product manufactured under a compulsory license despite the constraint of article 31(k). This is especially the case of product in the form of generic medicine. In so clamouring for permitting the export of generic medicine the rights of the patent holders are often overlooked.

Once medicine has been developed the cost of the final product is often insignificant in comparison with its cost of development. A person desiring to manufacture generic product is generally only involved in the cost of manufacturing and not of the development of the product. It is also often argued that the profits made by the patent holders of pharmaceuticals are excessive. While such allegation cannot be ignored aspects that should be borne in mind in determining a fair price must include the cost of development of the medicine. The conventional term of a patent protecting such medicine is normally also substantially shorter that the full term owing to development and approval constraints. It should also be borne in mind that the enterprises that are involved in the development of medicine are naturally profit driven. A whittling away of their patent rights may cause them to concentrate their research and development in more lucrative pharmaceutical fields that not necessarily address situations affecting health on an epidemic scale. 

Rather that a confrontational compulsory licensing approach, an approach of negotiation with such enterprises, even at a governmental level, while maintaining the possibility of the granting of compulsory licenses as an option, will most probably yield the best results for reducing the cost of medicine to people that cannot afford it. This will also ensure a continued interest in investing in research and development in the field of disease that carries a greater risk as far as profitability is concerned. 

In the final analysis perhaps the best answer is to also attend to the development of own abilities rather that always complain about the price asked by others for the results of their achievements.
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