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I. Introduction

The Philippines has adopted an intellectual and industrial property system in recognition of its importance in the “development of domestic and creative activity.”
 Accordingly, it looks to this system to facilitate the transfer of technology,  the attraction of foreign investments and the continued market access for its products.
 At the same time, it seeks to protect and secure, through this system, the exclusive rights of scientists, inventors, artists and other gifted citizens to their intellectual property and creations particularly when beneficial to the people” within a limited period of time. 

State policy in regard to intellectual property rights, patents in particular, has been influenced by the Philippine experience as a former colony of  the United States of America, by its membership in the international community, and by its aspirations shared with other countries of developing status. The liberalization and globalization of trade, and its intertwining with intellectual property rights through a multilateral trade agreement challenges the Philippines to achieve industrialization quickly, underscoring in the process its vulnerabilities  as a developing country. The patent system is therefore entrusted with a heavier role in ensuring that this goal is attained  according to the aspirations enunciated. 

From the point of view of a developing country, a patent  is  a guarantee by the State to an inventor that his invention will be protected for a certain number of years, to allow him to exploit the invention  for economic benefits. In exchange, the inventor must disclose his invention so that the State’s citizens can benefit from the invention,  and its store of knowledge will be enriched to facilitate further creativity. This kind of exchange juxtaposes immediately the opposing  objectives  of  two parties,  the inventor and the State. At  best, their alliance, animated by opposing interests, will result in mutual satisfaction as both achieve their respective goals. At worst, the alliance will  be broken and the respective goals of the parties, forgotten. The international framework integrating the world  economies, however, make it almost impossible for one party or both to simply walk away.

A patent system may not have a compulsory licensing scheme but practically all nations retain a residual power (to compel license) in related legislation, as a function of their police power. The existence of a compulsory licensing scheme in a patent system is a recognition that the grant of a patent to an inventor may not  necessarily achieve its goal of  effecting the transfer of technology. Since the patent system, as a whole, is determined by the State as  the method of transferring technology,  the compulsory license mechanism should remain an important component of the system but should not supplant the system in effecting technology transfer. 

This paper will 1) examine the Philippine experience in compulsory licensing of patents, 2) look at  the compulsory licensing scheme within its national and international frameworks; 3) briefly look at the compulsory licensing scheme in the countries of Brazil and Singapore; 4) discuss emerging issues and considerations for Philippine trade;  and 5) identify some options and prospects for the pharmaceutical industry.

II. Compulsory Licensing under Philippine patent law and   international treaty obligations 

Compulsory licensing has been likened to the existence of a willing buyer against an unwilling seller. The might of the government is put to bear on the unwilling seller to enable a transaction to go through. By forcing a patentee to license the invention, a country  “can ensure that the patent does not exist on its books just to manipulate or otherwise restrict the development and  marketing of the invention by one of the country’s own citizens.”

 However, the power of a compulsory license rests not so much on its actual use but the threat of its being used. The threat of a compulsory license being granted to another encourages the right holder to seek out a voluntary license. A voluntary license stands as an attractive alternative  to foreign patent holders because it is a superior method for penetrating a foreign market with little or no risk capital investment involved.
  At the same time, a voluntary license arrangement  furthers the goals of patent laws by promoting competition, enabling the licensee, usually a local company, to assimilate the technology.  


Compulsory license provisions may broadly be classified according to four theories: the adequacy of supply theory, the public interest theory, the worked-in-the country theory and the interdependence of patents theory.
 

A. The Adequacy of Supply Theory.

The demand for an invention product may be so great that a patent holder may not be able to supply the market with the patented product. Consequently, it may be forced to grant a license to someone in the same business, most likely, a competitor. Under this theory of adequate supply, the inventor’s right to the economic benefits of his intellectual creation may be reduced in favor of the accessibility and availability of the goods to the public.

B. Public Interest Theory

Similar to the adequate supply theory, this theory limits compulsory licenses to cover patented products/processes which are considered vital to the public. The licenses issued  following this theory commonly involve inventions relating to public health, welfare, or national defense.

C. Worked-in-the-Country Theory

Many compulsory licensing provisions require that an invention be ‘worked’ in the country. The interpretation of ‘work’ varies from country to country ranging from the set-ting up of a manufacturing plant  to the  use of  the patented product.   

D. e Interdependence of Patents Theory

This theory recognizes that an earlier patent may have to be used for another patent to be exploited. The State allows such use by giving a compulsory license to the inventor of the second patent.  The theory is designed to facilitate the use of an improvement or new use  over an prior invention, the  patent of which still exists. 

Apart from the worked-in-the-country-theory, Philippine patent law provisions  incorporate  the other three theories in the compulsory licensing scheme. 

Republic Act No. 165, as amended

Until a few years back, the Philippines had a strong compulsory licensing scheme in its patent law. The scheme was generally resorted to by  a number of local manufacturers of pharmaceuticals in their dosage formulation and compounding activities. The law itself - Republic Act No. 165 - practically  ensured the grant of a compulsory license to any applicant provided it had “the capability to work the patented product or to make use of the patented product in the manufacture of a useful product, or to employ the patented process”.
 Usually, in a petition for compulsory licensing, the issue was, not  whether the compulsory license would be granted, but rather when it will be granted.
 


Under Section 34 of R.A. 165, a compulsory license would be issued under the following grounds:

(a) if the patented invention is not being worked within the Philippines on a commercial scale, although capable of being so worked, without satisfactory reason;

(b) If the demand for the patented article in the Philippines is not being met to an adequate extent and on reasonable terms;

(c) If, by reason of refusal of the patentee to grant a license or licenses on reasonable terms, or by reason of the conditions attached by the patentee to licensee or to the purchase, lease or use of the patented article or working of the patented process or machine for production, the establishment of any new trade or industry therein is unduly restrained;

(d) If the working of the invention within the country is being prevented or hindered by the importation of the patented article; or

(e) If the patented invention or article relates to food or medicine of manufactured products or substances which can be used as food or medicine, or is necessary for public health or public safety.
A compulsory license under  any of these grounds could be applied for “at any time after the expiration of two years
  from the date of the grant of the patent.”

Presidential Decree No. 1263

Subsequently, the said law was amended by P.D. 1263 which mandated the issuance of a compulsory license whenever the National Economic Development Agency (NEDA) certified certain patented products or  processes to be of “vital importance to a country’s defense or economy or to public health.”
 The same amendatory law also provided that “all products or substances and/or processes involved in any industrial project approved by the Board of Investment (BOI) under the Investment Incentives Act shall be deemed products or substances and/or processes vital to the national defense or economy or to public health.”
  In both instances, when the two government agencies made their determinations, a compulsory license could issue even without the waiting period of two years.

P.D. 1263 also introduced into Philippine law the concept of a compulsory license grant based on the interdependence of patents.
  Essentially, a compulsory license could be granted if an invention protected by a Philippine patent could  not be worked without infringing the patent rights of another holder. To the extent that the first invention was necessary for the working of the second invention and insofar as the latter served an industrial purpose not duplicative of the first invention, a compulsory license would issue. In this instance, the two-year waiting period could also be disregarded.

Under the old law, the terms “work” or “working” of a patent meant the “manufacture and sale of the patented article, of the patented machine, or the application of a definite and substantial establishment or organization in the Philippines and on a scale which is reasonable and adequate under the circumstances.”
 Mere importation was categorically declared as not constituting a “working” of  the invention.

R.A. 165, as amended,  encouraged local pharmaceutical companies to apply for compulsory licenses. As will be seen later, in the few cases which eventually reached the Supreme Court, the ground often used was Section 34(e), the patented invention being related to medicine.

In Philippine experience, the liberal regime accorded to compulsory license applicants did not substantially translate into lower prices and  greater availability of medicines to the public. The reasons for these are manifold and complex, going beyond the propriety of compulsory licensing as an instrument of police power.

The TRIPS Agreement

In 1995, the Philippines, along with over a hundred countries, joined the World Trade Organization (WTO)
 in its bid to partake of the fruits of globalization. The WTO Agreement resulted from the Uruguay Round negotiations which covered a span of seven years, from 1986 to 1993. It is a composite  of trade agreements and commitments to liberalize trade in services.  Included in this package was the Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS) which provided for stronger intellectual property protection – at least from the point of view of the developing and least developed countries.


As one of the most contentious issues of the Uruguay Round negotiations, the protection of intellectual property rights was generally viewed as a concession by the developing and least developed  countries to the developed countries, in exchange for the opportunity for greater access to their markets.

“Compulsory licensing” as a term does not exist in the TRIPS Agreement.
  The TRIPS Agreement, instead, provides in Article 31 for “Other Uses without Authorization of the Right Holder”. For the purposes of this paper, however,  uses under Article 31, will be referred to as compulsory licenses.
Article 31 defines the coverage, conditions, scope and duration of such use without authorization. As to the coverage, Article 31 does not distinguish between patented products and processes so that both kinds of patents may be the subject of compulsory licensing. Specifically, semi-conductor technology may be the subject of compulsory licensing but only for purposes of public non-commercial use or for the purpose of remedying a practice deemed anti-competitive by government authorities. Article 31 limits the scope and duration of the compulsory license to the specific purpose for which it was granted.  When granted, a compulsory license must be terminated when the circumstances or grounds on which its grant was based, ceases to exist and are unlikely to recur.

Article 31 sets  conditions for the issue of a compulsory license.
 It should be non-assignable and non-exclusive;
 based on individual merits and the products using the patented invention should be predominantly for domestic use.

The Intellectual Property Code (Republic Act 8293)

In the domestic arena, the Philippine Congress enacted a new intellectual property law which came into effect on January 1, 1998. The Intellectual Property Code is the piece of legislation that  regulates all intellectual property rights. It covers the  traditional intellectual property - patents, trademarks, copyright and related rights – as well as the non-traditional intellectual property consisting of geographical indications, integrated circuits, trade secrets,  industrial designs and  new plant varieties. 

Enacted after the TRIPS Agreement came into effect in January 1, 1995, the Intellectual Property Code takes cognizance of the TRIPS provisions when appropriate. Accordingly, the compulsory licensing requirements in the TRIPS Agreement are reflected in the Code. Certain areas of IP regulation have, however,  been left to the national laws of each country to define. Article 40 of the TRIPS Agreement is particularly relevant: 

1. Members agree that some licensing practices or conditions pertaining to intellectual property rights which restrain competition may have adverse effects on trade and may impede the transfer and  dissemination of technology.

2. Nothing in this Agreement shall prevent Members from specifying in their legislation licensing practices or conditions that may in particular cases constitute  an abuse of intellectual property rights having an adverse effect on competition in the relevant market. As provided above, a Member may adopt, consistently with the other provisions of this Agreement, appropriate measures to prevent or control conditions preventing challenges to validity and coercive package licensing, in the light of the relevant laws and regulations of that Member. 

The licensing practices referred to in Article 40 (1), above, are defined in the Intellectual Property Code under “Voluntary Licensing”. Voluntary licensing agreements are considered technology transfer arrangements. Technology transfer arrangements  need not be registered with the Documentation, Information  and Technology Transfer Bureau of the Intellectual Property Office, provided they do not contain any of the so-called prohibited clauses. These clauses refer to certain acts or  demands of the licensor against the licensee which are deemed, prima facie, to have an adverse effect on trade and competition because they tend to severely restrict the licensee in its exercise of the technology transferred. 


A prohibited clause  renders  the technology transfer arrangement unenforceable.
 A voluntary license contract, therefore,  to be enforceable, must not contain any of these provisions enumerated in Section 87 of the Code:

1. Those which impose upon the licensee the obligation to acquire from a specific source capital goods, intermediate products, raw materials and other technologies, or of permanently employing personnel indicated by the licensor;

2. Those pursuant to which the licensor reserves the right to fix the sale or resale prices of the products manufactured on the basis of the license;

3. Those that contain restrictions regarding the volume and structure of production;

4. Those that prohibit the use of competitive technologies in a non-exclusive technology transfer agreement;

5. Those that establish a full or partial purchase option in favor of the licensor;

6. Those that obligate the licensee to transfer for free to the licensor the inventions or improvements that may be obtained through the use of the licensed technology;

7. Those that require payment of royalties to the owners of patents for patents which are not used;

8. Those that prohibit the licensee to export the licensed product unless justified for the protection of the legitimate interest of the licensor such as exports to countries where exclusive licenses to manufacture and/or distribute the licensed product(s) have already been granted;

9. Those which restrict the use of technology supplied after the expiration of the technology transfer arrangement, except in cases of early termination of the technology transfer  due to reason(s) attributable to the licensee;

10. Those which require payments for patents and other industrial property rights after their expiration, termination arrangement;

11. Those which require that the technology recipient shall not contest the validity of any of the patents of the technology supplier;

12. Those which restrict the research and development activities of the licensee designed to absorb and adapt the transferred technology to local conditions or to initiate research and development programs in connection with new products, processes or equipment; 

13. Those which prevent the licensee from adapting the imported technology to local conditions, or introducing innovation to it, as long as it does not impair the quality standards prescribed by the licensor;

14. Those which exempt the licensor for liability for non-fulfillment of  his responsibilities under the technology transfer arrangement and/or liability arising from third party suits brought about by the use of the licensed product or the licensed technology; and 

15. Other clauses with equivalent effects.


Voluntary license contracts on the other hand, must contain certain provisions otherwise, they will be  rendered unenforceable.

Since the TRIPS Agreement has defined the scope, duration and coverage of  compulsory license provisions,  nations have little room to make adjustments in the law to  suit  their particular needs. Accordingly, their best option has been to look at the voluntary licensing provisions where they are still allowed to tailor provisions to their needs. The Philippines has in fact done this and it would be interesting to observe how this will affect the future of the Philippine patent system. 

A year-and a-half have passed  since the enactment of the  Intellectual Property Code. It would appear that the “battleground” between foreign and local pharmaceutical manufacturers has shifted from inter partes cases on compulsory licensing to the execution of voluntary licensing contracts. An inquiry with the Legal Bureau of the Intellectual Property Office revealed that, so far,  no compulsory licensing case has been filed since the IP Code took effect. Voluntary licensing agreements submitted for registration seem to be on the rise even if its registration has been made optional. While the shift to voluntary licensing arrangements may be a better option as a basis for effecting technology transfer, certain unintended consequences may result as discussed later in this paper.

III. Philippine Cases on Compulsory Licensing 

Compulsory licensing proceedings in the Philippines have  allowed the transfer of technology  in a wasteful manner and at enormous, unnecessary cost for both parties. In several instances, because of the length of the proceedings, both parties would have been better off had they just waited for the patent term to expire. While many compulsory licensing cases were filed, only a handful reached the Supreme Court and are summarized here.

Smith Kline & French Laboratories v. Court of Appeals (1997)

In the instant  case, the  Supreme Court addressed the implication of  the Paris Convention for the Protection of Industrial Property on the compulsory licensing provisions of R.A. 165.

Article 5 Section A of the Paris Convention  provides:

(2) Each country of the Union shall the right to take legislative measures providing for the grant of compulsory licenses to prevent the abuses which might result from the exercise of the exclusive rights conferred by the patent, for example, failure to work.

xxxx  (italics mine)

(4) A compulsory license may not  be applied for on the ground of failure to work or insufficient working before the expiration of a period of four years from the date of filing of the patent application or three years from the date of the grant of the patent, whichever period expires last. It shall be refused if the patentee justifies his inaction by legitimate reasons. Such a compulsory license shall be non-exclusive and shall not be transferable, even in the form of the grant of a sub-license, except with that part of the enterprise or goodwill which exploits such license.

The Convention cites “failure to work” as an example of an abuse which  might result from the exercise of the exclusive rights conferred by the patent. The Supreme Court, however, noted that the treaty does not preclude the inclusion of other forms or categories of abuses. Accordingly, it observed that Section 34 of RA 165 even if enacted before the Philippines adhesion to the Paris Convention, is in agreement with Article 5. As contained in the explanatory note to Bill 1156 (which became RA 165), the “legislative intent in the grant of a compulsory license was not only to afford others an opportunity to provide the public with the quantity of the patented product but also to prevent the growth of monopolies. The Court observed that the growth of monopolies was among the abuses which Section A Article 5 of the Convention foresaw, and which our Congress likewise wished to prevent in enacting R.A. No. 165.” 

The Supreme Court  held that the compulsory license applied for was correctly based on the following ground:

Section 34 – Any person may apply to the Director for the grant of a license under a particular patent at any time after the expiration of two years from the date of the patent, under any of the following circumstances:

xxx

(f) If the patented invention or article relates to food or medicine or manufactured products or substances which can be used as food or medicine, or is necessary for public health or public safety.” 
On the argument that the GATT Treaty of the Uruguay Round  contradicted the decision of the Director of Patents, the Supreme Court held that since the Bureau of Patents’ decision was rendered on February 14, 1994, the petitioner could not avail of the provisions of the GATT Treaty since the latter had no retroactive effect.

Police Power

  On the charge that the grant of compulsory license was an invalid exercise of police power because the decision  of the Director of Patents was not backed by evidence, the Supreme Court held that findings of fact by the Court of Appeals are deemed conclusive unless any of the following conditions or circumstances exist: 1) the conclusion is based on conjecture 2) the inference drawn from the findings of fact are manifestly absurd 3) grave abuse characterizes the appreciation of facts 4) the judgment is premised on a misapprehension of facts 5) the findings of fact are conflicting 6) the Court of Appeals, in making its findings, went beyond the issues of the case  and  the same is contrary to the admissions of both the parties. According to the Court, it did not find any of the aforementioned  situations applicable  to the case at hand. On the contrary, the Supreme Court found that the findings of fact of the Court of Appeals and that of the Bureau of Patents were “fully supported by evidence and the applicable law and jurisprudence on the matter.”

Undue deprivation of rights 

 The Supreme Court held that there was no undue deprivation of rights. Firstly, the patent monopoly allowed to the petitioner before a compulsory license could be applied for, could only be broken after three years.
 Secondly, a reasonable rate of royalty
  was allowed – to be determined initially by both parties and in case an agreement could not be reached, to be determined by the Director of Patents.
 Thirdly, the Supreme Court held that a foreign product licensor had the option of asking the Director of Patents to increase the existing royalty rate if the licensee increased its  local sales. Finding no grave abuse in the actions of the Court of Appeals, the Supreme Court affirmed its decision in toto.

Parke Davis Co. v. Doctors’ Pharmaceuticals (1965) (1981) (1983)

Different issues concerning compulsory licensing were explored in the long- running battle between Parke Davis Co. and Doctors’ Pharmaceuticals. 

Compulsory licensing first came under attack before the Supreme Court in the 1965 case of Parke Davis & Co. v. Doctor’s Pharmaceuticals. The primary ground for attack also centered on the same provision i.e. the patented invention relating to  food or medicine.  Parke Davis & Co., a foreign company was the owner of Letters Patent No. 50 entitled “Process for the Manufacturing of Antibiotics”. The patent which had ten claims (9 were process claims and 1 was a product claim) covered  both the process for the production of  the chemical compound and the product called chloramphenicol. 

Following the denial of its request for a voluntary license for the use of chloramphenicol in its own brand of medicinal preparations, Doctors’ Pharmaceuticals applied for a compulsory license with the Director of Patents. It ultimately based its application for a compulsory license on the Section 34(d) of R.A. 165 which states:

Section 34. Grounds for compulsory license – Any person may apply to the Director for the grant of a license under a particular patent at any time after the expiration of three years from the date of the grant, under any of the following circumstances:

xxx

(d)  If the patented invention relates to food or medicine or is necessary for public health or public safety. The term ‘worked’ or ‘working’ as used in this section means the manufacture and sale of a patented article, or the carrying on of a definite and substantial establishment or organization in the Philippines and on a scale which is adequate and reasonable under the circumstances.

The Director of Patents found for the respondent and ordered the grant of  a compulsory license the terms of which he fixed,  absent an agreement between the parties.
On appeal, the petitioner asserted grave abuse of discretion by the Director of Patents in ordering the grant of a compulsory license under Section 34(d) of R.A. 165. 

In disposing of the petition, the Supreme Court stated that the grounds mentioned in Section 34 are independent of each other and that the condition in (d) in particular required only two things:1) that the patented invention relate to medicines and 2) that the application for a compulsory license be made three years from the date of the grant of the patent. As to the first requirement, petitioner itself admitted that chloramphenicol is a medicine. As to the second, it is admitted that the questioned letters patent was issued in 1950 whereas the application was filed in 1960. Both these requirements were, therefore, met.

The Supreme Court further held that Section 34(d) does not require of  the applicant for a compulsory license to ‘work’ the patent in the country. Consequently, the applicant is free to import the patented substance. The Supreme Court also held that the fact that the patent owner is still ‘working’ the said patent in the Philippines does not preclude the issuance of a compulsory license  because a compulsory license grant is intended “not only to give a chance to others to supply the public with the quantity of the patented  article but especially to prevent the building up of patent monopolies.” 

The Court further observed that, in this instance, the assertion that the grant of a compulsory license would be detrimental to public interest (because it would be a disincentive to the foreign company, possibly leading to consequences such as its closure and the cutting off of the local supply of medicinal products) is not relevant because the applicant does not intend to compete with the patent holder in the manufacture of  chloramphenicol since it would either import the product or obtain the same from the patent holder. Also, even assuming that the fears of the patent holder come true  as to the consequences, this cannot be held out as an obstacle to the grant of a compulsory license which is explicitly provided for by law.


The next case with the same title Parke Davis & Co. v. Doctors’ Pharmaceuticals  commenced in 1981 and questioned the validity of the lower court’s action in dismissing a complaint for damages for infringement of patent and unfair competition. Plaintiff had complained that  defendant was infringing its patent for chloramphenicol palmitate. According to Parke Davis, the  defendant, in selling its product “Venimicetin Suspension” which contained chloramphenicol palmitate, infringed its patent for the latter product.  Defendant’s further acts of including in its label and advertising that the “Venimicetin Suspension” contained Chlorampenicol and with the words “First Compulsory Licensee in the Philippines by Parke-Davis Company, Detroit, Michigan, USA” was an act of unfair competition as it was intended to deceive the public into believing that chloramphenicol and chloramphenicol palmitate are the same,  or that chloramphenicol palmitate which is covered by a different patent grant is the subject of a compulsory license. 

The defendant’s motion to dismiss was upheld by the lower court  which stated that: 

After a careful consideration of the arguments for and against the motion to dismiss, and in view of the fact that the substance covered by Letters Patent No. 50 and Letters Patent No. 279 is the same and that is, the substance known as ‘Chloramphenicol’, because while under Letters Patent No. 50, the substance is referred to as  and ‘Chloramphenicol’, in Letters Patent No. 279, the substance has been denominated as ‘Chloramphenicol Palmitate’ yet it is the opinion of the Court that ‘Chloramphenicol’ and Chloramphenicol Palmitate’ are the same, the difference being merely in the taste, and this Court to state that there was infringement of Patent with respect to Letters Patent No. 279 would be tantamount to preventing the defendant, Doctors’ Pharmaceuticals, Inc., from  exercising the right granted it by Letters Patent No. 50. It would further render  nugatory the decision of the Director of Patents, affirmed by the Supreme Court, granting the defendant, Doctors’ Pharmaceuticals, Inc., the right to use and import ‘Chloramphenicol’.  

The issue in this 1981 case was whether or not the lower court correctly dismissed the complaint for damages for the infringement of patent and unfair competition on the ground of failure to state a cause of action.


The Supreme Court, in holding for the plaintiff, held that there was clear error on the part of the lower court in its treatment of the motion to dismiss.  According to the Supreme Court, the lower court was wrong in assuming that the two substances were the same, considering the existence of two patent grants. What the lower court should have done was to receive evidence that the two substances were the same instead of taking judicial notice of  the assertion of equivalence. The Supreme Court, therefore, ordered the case  for infringement and unfair competition reinstated.


In the third round between Parke Davis  & Co. and Doctors’ Pharmaceuticals  (1983), the main issue concerned the royalty rate fixed by the Director of Patents for granting Doctors’ Pharmaceuticals  a compulsory license to “manufacture, use and sell in the Philippines its own product containing petitioner’s chemical called “chloramphenicol”.” The Director of Patent fixed the royalty rate at 8% of the net sales which the petitioner claimed was grossly inadequate. Petitioner asked that the rate be increased to 15%.

 The petitioner also questioned the authority of the Director of Patents to declare his decision granting compulsory license as immediately executory. 

The Supreme Court found no grave abuse of discretion on the part of the Director of Patents based on the two issues raised.

On the first issue, it held that  the royalty rate of 8% was a compromise rate between the rates proposed by both parties
 and that it would not interfere with the findings of fact of administrative bodies, “in the absence of grave abuse of discretion  on the part of said bodies or unless the aforementioned findings are not supported by substantial evidence”. 


On the issue of  immediate execution of the order or judgment, the Supreme Court cited the  provisions of Section 4, Rule 44 of the Rules of Court as clearly giving sanction to this mandate. It concurred with the Solicitor General in his argument on behalf of  the  respondents that “to hold that said Amended Resolution could not be made effectively would open the door for interminable litigation, thus rendering nugatory said compulsory licensing agreement sanctioned by the Director of Patents, as any implementing condition imposed therein could be the subject of litigation.”

Barry John Price v. United Laboratories (1988)

The compulsory license mechanism of the patent system was directly attacked in this case on two fronts. Firstly, the petitioner-patent holder questioned the validity of a compulsory license which contained terms and conditions unilaterally determined by the Director of Patents. According to the petitioner, this unilateral determination by the Director of Patents deprived the parties an opportunity to negotiate the terms and conditions of the license freely and by themselves.  The second ground for attack focused on the reasonableness of the 2.5% royalty rate set by the Director of Patents. The petitioner contended that the royalty rate of 2.5% was unjust and unreasonable which amounted to a taking of  its property without due process.

 The Supreme Court found no merit on the first issue. It held that the Director of Patents fixed the terms and conditions of the compulsory license agreement  after a hearing and careful consideration of the evidence of the parties. The compulsory license  itself was only resorted to  after the parties had been given a chance to negotiate between themselves and had defaulted. Section 36 of RA 165 gives the Director of Patents the power to fix the terms and conditions of the license after the case for a license has been made out. 

On the second issue, the Supreme Court found the  2.5% royalty rate reasonable and in compliance with Section 35-B R.A. 165 as amended by Presidential Decree No. 1263. Paragraph 3 of said section provided that a compulsory license shall be commensurate with the extent to which the invention is worked but should not exceed five per cent (5%) of the net wholesale price of the products manufactured under the license. The Supreme Court found that the Director of Patents did not commit grave abuse of discretion and found no reason to disturb the presumption of regularity accorded to a public official in the performance of his official duties. The Court also noted that the 2.5 % royalty rate only covers “the bare right to use the patented chemical compound in the manufacture of a special product without any technical assistance” and that the Unilab product would only be used, distributed and disposed of, locally. 


United Laboratories acquisition of a compulsory license, however, proved to be a pyrrhic victory. When United Laboratories was about to launch its own anti-ulcer brand, “Gastocell”,  using the patented formula, Barry John Price launched a much improved version denominated “Ranitidin II” covered by a different patent. As a consequence, United Laboratories made a business decision not to launch Gastocell. Instead, it filed another application for a  compulsory license for Ranitidin II. The case is now submitted for decision.

American Tobacco Company v. Director of Patents (1975)

 In this case, several foreign corporations including some pharmaceutical companies directly  challenged the validity of Rule 168 of the “Revised Rules of Practice before the Philippine Patent Office in Trademark Cases”, as amended. Prior to the amendment, the Director of Patents had original jurisdiction over inter partes cases in consonance with the Trademark Law (Republic Act No.166). Subsequently, the said Rule was amended, thus:

168. Original jurisdictional inter partes proceedings –  The Director of Patents shall have original jurisdiction over inter partes proceedings. Such  inter partes proceedings in the Philippine Patent Office under this Title shall be heard before the Director of Patents, any Hearing Officer, or any ranking official to the Office designated by the Director, but all judgments determining the merits of the case shall be personally and directly prepared by the Director and signed by him.

  
The petitioners questioned the authority of the Director of Patents to designate any ranking official of his office to hear inter partes  proceedings
 in the light of Rule 168’s explicit provision that “all judgments determining the merits of the case shall be personally and directly prepared by the Director and signed by him.” 

The Supreme Court took a liberal view of the matter and ruled in  favor of the Director of Patents, invoking Section 3 of RA 165 which  empowered the latter “to obtain the assistance of technical, scientific or other qualified officers or employees of  other departments, bureaus, offices, agencies and instrumentalities of the Government”  when deemed necessary relative to the enforcement of the provisions  of said Act.  The Supreme Court also recognized the authority of the Director of Patents to issue the necessary rules and regulations subject to the approval of  the department head. Such authority is granted to the Director of Patents to ensure administrative flexibility to enable the prompt discharge of his duties, it being sufficient that the Director exercises his own judgment and discretion in the final disposition of  the cases. The important thing is due process be followed i.e., that the parties are allowed to present their case, submit evidence on their behalf and the decision being supported by evidence on the record.

Boehringer Ingelheim GMBH v. Court of Appeals (1978)

In this case, the Supreme Court was asked to decide on the scope of authority of the  hearing officers in a compulsory licensing (inter partes) proceedings.   In the instant case, the hearing officer made a preliminary ruling on a motion to dismiss made by  the patentee during the pre-trial conference. The patentee had argued that the hearing officer’s authority was limited to receiving arguments for or against said motion and that only the Director of Patents had authority to resolve the jurisdictional questions raised in his motion. The latter was allowed to appeal the preliminary ruling to the Director of Patents who denied the said motion.  The Supreme Court dismissed the petition, holding that the “authority - or lack of it – is no longer a valid issue at this stage, as the same has been rendered moot and academic” by the Director’s “negative definitive action” on the matter.

IV. Compulsory Licensing in Singapore and Brazil


As previously mentioned, the TRIPS Agreement provides in Article 31 “other use without authorization of the right holder.”  The patent  laws of  Singapore and Brazil contain compulsory licensing provisions which  elaborate on  Article 31  and which provide interesting interpretation of this particular TRIPS provision.  Singapore is the most industrialized country in the Association of  Southeast Asian Nations (ASEAN) of  which the Philippines is an active member. Brazil was one of the staunchest critics of the  patent system during the Uruguay Round negotiations of  the TRIPS Agreement.  How these countries interpreted this particular provision of the TRIPS Agreement in their domestic laws would be particularly instructive.

Singapore


 Compulsory licenses have been granted by the Registrar for patented inventions relating to medicine, surgical or curative devices, or for government purposes.
  In 1995, Singapore amended its patent law, conforming it to the TRIPS Agreement.  The grounds upon which a compulsory license can be granted have been restricted, and the nature and scope of permitted use by the government have been elucidated.
  

The compulsory licensing provisions of Singapore’s patent law, in Section 55, generally follow the twelve (12) conditions set forth in  Article 31 of the TRIPS Agreement. Sections 61 and 63 define in detail the extent of government use for compulsory licensing which includes authorization to third parties. Any government department, including a person authorized in writing by a government department, “may make use, exercise and vend any patented invention for the services of the government”. Services  would include “any use of an invention for the supply to the government of any country outside Singapore, in pursuance of any agreement or the arrangement between the Government of Singapore and the government of that country, of articles required for the defence  of that country”.  It  would, likewise, allow the government of Singapore to sell to any person any article made for the service of the government when such article is no longer needed for the service. This would give Singapore additional flexibility to override the TRIPS’ Article 31 prohibition that any compelled use of an invention should be  used predominantly for the supply of the domestic market of  the Member authorizing such use.   

Brazil 

Current compulsory licensing provisions in Brazil
 provide broad discretion to the authorities of the intellectual property office.  A compulsory license will issue:

a) if the patent holder exercises its patent rights in an abusive manner; or

b) if the patent holder exercises its patent rights to practice abuse of economic power.

c) if one patent depends on an earlier patent  and the said  dependent patent
 constitutes a substantial technical advance over the earlier  patent. No agreement should exist, however, between the two patentees for the exploitation of the earlier patent. 

d) to allow importation by third parties of a product manufactured according to a process or product patent provided it has been placed on the market directly by  the patentee or with his consent.
 

No definition is given as to what constitutes abuse of economic power but the provision is explicit that such abuse must be “proven under the terms of the law by an administrative or court decision.”  

If a compulsory license is granted due to the patent holder’s abuse of economic power, the licensee proposing to manufacture locally  will be allowed a maximum period of one year to import the subject matter of the license.
 This is on the condition that the subject matter of the license was placed on the market by the patentee, or with its consent. Likewise, importation of a product manufactured according to a process or product patent  by third parties will be allowed under situations of abuse of economic power or  non-exploitation of the patent,   provided the said patented product or process product has been placed by the patentee directly, or with its consent.

Other instances when a compulsory license may be granted

A compulsory license may issue if the subject matter of a patent is not fully exploited in Brazil.  “Lack of  exploitation” may be due to the  absence of manufacturing activity or incomplete manufacture of the product, or  by lack of complete use of a patented process. If, however, the non-exploitation is due to “economic inviability”,  importation will be allowed. A compulsory license may also issue if  the commercialization of  the subject matter of the patent does not meet the needs of the market. 

A patentee will successfully resist the issuance of a compulsory license if it a) justifies non-use for legitimate reasons; b) proves that serious and effective preparations have been carried out ; or  c) justifies lack of manufacture or commercialization due to legal obstacles.


 An interesting  feature of the Brazilian licensing system is its provision on Offer to License.  A patentee may request  its industrial property office to place his patent under offer, with a view to its exploitation, and promote publication of said offer.
 An exclusive voluntary license cannot be made to attach to a patent license under offer.
 A patent “under offer will have its annuities reduced by one  half during the period between the offer and the grant of the first license of any type .”
 
V. Issues and Considerations for the Philippines


The Intellectual Property Code of the Philippines shifts the regulation of technology transfer away from compulsory licensing  to voluntary licensing.  The TRIPS Agreement  induced this shift when it provided for extensive regulation of  “Other use without authorization of the right holder” (Article 31)  while leaving to countries the option to regulate licensing practices or conditions pertaining to IPR, that restrain competition and impede transfer and dissemination of technology.
 Moreover, since the ground of “being related to medicine” has been removed, local pharmaceutical companies would find it more  difficult to the establish the grounds for a grant of compulsory licensing.
 Consequently, voluntary licensing arrangements will become the preferred mode of  establishing business relations between foreign and local pharmaceutical companies.
 

This is not to say that compulsory licensing will become a thing of the past. For as long as the expected profits from a patented invention  remain enormous, innovative companies will always weigh the prospect of diminished profits and erosion of market share  vis-a-vis the option of  defending their patents through the compulsory licensing process. To a lesser degree, this consideration would hold true for local companies, which will be eager to get a bigger share of the market. The question, therefore, of what constitutes equitable compensation remains relevant. This is a question which is  difficult to resolve even by economists who have  focused on  intellectual property  valuations.

As mentioned at the start of this paper, the gauge of a strong compulsory licensing mechanism lies not so much in its actual use but in the threat of its use. This did not hold true for the Philippine system of compulsory licensing where foreign pharmaceutical companies bitterly contested such proceedings and grants. With the time factor as their  biggest ally, it was always to the benefit of the patent holders  to ignore the time frame  so that eventually, even if the compulsory license were to issue, little or no time would be left for the compulsory licensee to exploit the license right.   

 In the Philippines, there has been, at least an instant, where a compulsory license had been  issued  with only a little over a month left to go before the patent expired.
 While the economic costs of such litigation may be hidden, it is obvious that both sides sustained a considerable measure of loss through the process, leaving dissatisfaction on both sides. Perhaps it would not be far-fetched to posit that the expense of litigation might even surpass a fair amount of the profits  that could have accrued to  both sides had they instead chosen to enter a voluntary license agreement

Mentality of parties

Since the parties to the proceedings were almost often the same, being limited to the big foreign pharmaceutical companies and likewise to the few big local pharmaceutical companies, each compulsory licensing proceeding would be practically a repeat of a previous proceeding. The predictability of the outcome ensured that the only “real” issue left to be determined was the length of the litigation period. If the applicant was able to obtain the compulsory license in a relatively short time, it secured to itself  adequate time to  exploit the patented invention,. On the other hand, if the patentee succeeded in delaying the case until the patent term expired or was nearly over, then,  it emerged the winner. Thus, the compulsory licensing scheme under the old law locked the parties into antagonistic positions but did not do much to effect the transfer of technology, as envisaged by the patent law.  

Ground related to medicine


In the seven  cases pending before the Intellectual Property Office for compulsory license (see Table II), all the grounds allege that the invention relates to medicine. With the track record of the patent office, and considering that the old patent law merely required that an invention be related to medicine,  there is no doubt that a compulsory license would issue in these cases. Under the old law, the Director of Patents hardly possessed any discretion on which to anchor his decision. As long as the patented invention was related to medicine, the function of the Director, after he made a finding of fact of this allegation, was ministerial.  

Reasonable compensation

 The Director of Patents had, likewise in the past, limited discretion in the fixing of the royalty rate  for compensating the patentee. This was limited by law to not more than 5% of the net wholesale price of the product. Almost as a rule of thumb,  the Director set the rate at 2.5% to 3 %  of the net wholesale price, following a formula predetermined by the law and generally disputed by the patentee.

Interdependence of Patents

In compulsory licensing of interdependent patents,
 the phrase “involves an important technical advance of considerable economic significance in relation to the first patent” could be a contentious issue. The applicant for a compulsory license would have to prove, not only that  his invention was an important technical advance over the first patented invention, but also that his invention was of considerable economic significance vis-a-vis the first patent.  Only when these two conditions were met could  he be entitled to a compulsory license for the first patent.

Determining the existence of these two conditions would need the different skills of: 1) one who is skilled in the field of pharmaceuticals – for the “technical advance” requirement  and 2) one who can make an estimate of  the economic significance. The first condition  would probably need the expertise of a  pharmacist, chemist or a chemical engineer. The second would demand an extensive finance/economics background. Since the hearing officers are generally lawyers by profession, their skills may be inadequate for a full appreciation of the problem. A panel of mediators
 or conciliators with appropriate backgrounds might be a useful amicus  inter partes to the hearing officer, provided time limits are set.


The appreciation of these two conditions is also expected to vary in the point of view of the parties themselves. The “important  technical advance” requirement will not be as contentious as the “considerable economic significance” requirement because the definition of “art” is set by the foreign innovative pharmaceutical companies.
 However, considerable variation may arise from the parties’ perception of  “economic significance.” What is a paltry sum to one company may be an enormous sum to another. The fact that the “economic significance” must be “related to the first patent” may make it harder for the local pharmaceutical company to seek a compulsory license since the expense incurred in the first patent would probably be incalculable. This may not necessarily  be true for patented products which are merely derivatives of an off-patent derivative drug,
 in which case, the expense, in relation to the first patent may be considerably less than if the first patent covered  a “breakthrough” drug.  The existence of bioequivalent drugs and the competition they provide will have to be factored into the valuation of the first patent. Likewise, the remaining term of the first patent and, possibly the corresponding depreciation cost to the first patent will have to be considered. 


A comparison of the provisions on interdependence of  patents as enacted  in the domestic legislations of the three countries of Brazil, Singapore and the Philippines would show that Brazil has ventured to depart from the TRIPS requirement. Brazil will grant a compulsory license if, among others “the subject matter of the dependent patent constitutes a “substantial technical advance in relation to the earlier patent.” The TRIPS requirement of “important technical advance” has been changed to “substantial technical advance” while the “considerable economic significance” requirement has been dropped altogether. 

 For pharmaceutical companies with a strong research and development component, what constitutes a substantial technical advance can be more open to debate than what constitutes an important technical advance. These amendments would seem to make it easier to obtain a compulsory license on the earlier patent for facilitation of the second patent. In particular, “breakthrough” drugs could be more  susceptible to imitation through compulsory licensing by other pharmaceutical companies that develop a dependent process invention.

Possible unintended consequences of voluntary license contracts


Franchisers and licensors may have difficulty with the prohibited clauses relating to a voluntary licensing arrangement. For many, these have been standard provisions in a technology transfer arrangement for purposes, among which would be quality control. While there is no need to register with the Intellectual Property Office those technology transfer arrangements that do not contain any of the prohibited clauses, both the licensor and the licensee would want the assurance from the said Office that they have a valid contract. Thus, they would seek to have their contracts registered and approved by the patent office before they execute the contract. This could mean delay in the execution of the contract or a departure, by agreement, of both parties from the pre-approved terms of the contract.


In case there is a disagreement later on, both parties, assuming they colluded to depart from the terms of the registered contract, cannot come to court with “clean hands”. The contract, thereby, becomes useless. Meanwhile, if the technology has already been transferred to the licensee, the licensor will have a problem in trying to collect its royalties. Such a result would act as a disincentive to the licensor. On the other hand, if the technology is of a cutting-edge nature, or if a continuous kind of technology transfer (including “know-how” services) was previously envisioned, the licensee might be more prejudiced by losing access to such kind of technology. The overall effect would be to chill the drive for private investment in the country.

VI. Conclusion: Prospects and Options 


 An effective compulsory licensing scheme in a patent system should be able to effect the needed transfer of technology to the host country, without deterring the patent system’s capacity to attract the registration and disclosure of new inventions, and to encourage foreign investment. While a compulsory license scheme should hardly be used, the threat of its being used should be real and perceived thus. The government should, therefore, streamline the administrative policies and regulations of its agencies which determine the existence of conditions that  could trigger a compulsory license grant.


One main issue that must be addressed is that of adequate compensation. Both the procedure and the substance of this issue must be considered. In this regard, a panel of highly qualified mediators or conciliators could act as amicus inter partes to the hearing officer who will have to render his decision within strict time limits. The mediators could look at developing a variable royalty payment scheme which would take into consideration the different factors affecting a patent’s value. At any time before the decision, both parties could be free to terminate their dispute and enter into a voluntary licensing scheme. The licensor could also be allowed the opportunity to make an offer of its patent and given incentives, such as, perhaps, having its annuities reduced during the period between the offer and the grant of the license, as in the Brazilian example.


Since most drugs vital to majority of the Philippine populace are off-patent and the technologies for making them are freely available, local pharmaceutical companies should continue to produce them, at the same time, promoting their own  brands of cheap and effective medicinal products.  The larger local pharmaceutical companies should strengthen their research and development capability through joint ventures or voluntary licensing arrangements  with their foreign counterparts. 


The heightened interest of innovative pharmaceutical companies in the botanicals of developing countries has been a source of controversy, particularly when these tend to marginalize the countries’ local indigenous communities. A delicate balancing of interests will have to be struck to ensure that optimum benefits will accrue to a developing nation, including these communities, while providing the necessary incentive to the innovative pharmaceutical companies. The demand for botanical-based products should  be an opportunity for local inventors and local pharmaceutical companies to seek cooperative ventures. In this regard, equitable voluntary licensing arrangements may be a means to develop and promote Filipino technology to the rest of the world.

(R. Gonzales, Compulsory Licensing  and Pharmaceuticals: Emerging Issues in  Philippine Trade, 1999) 

Table 1

Supreme Court Cases on Compulsory Licensing (CL) & CL-related cases

	Case / Year
	Subject of  case
	Issues
	Decision

	1) Smith Kline & French Lab v. Court of Appeals, BPTTT,  Doctors’  Pharma-ceuticals, Inc.

G.R. No.121867

(July 24, 1997)
	Letters Patent No. 12207 – Drug  product Cimetidine
	1) Does grant of CL by  Dir. of Patents as affirmed by CA constitute violation of  Paris Convention  /WTO Agreement?

2) Is  grant of CL a valid exercise of police power?

3)Does royalty rate of 2.5% of the net wholesale price amt. to expropriation w/o just compensation?


	1) No  CL is not a violation of  Paris Convention. WTO Treaty isn’t appli-cable since it has no retroactive effect.

2) Yes CL grant is valid as it is based on findings of fact  and evidence. 

3) No expropriation as there’s just com-pensation. Sec.35(b) of R.A.165  allows Dir. discretion to set royalty rate w/in 5%  net wholesale price.

	2) Barry John Price, et.al. v. United  Laboratories

G.R. No.L-82542

(September 29, 1988)
	Pharmaceutical compound

Letters Patent No. 13540 – Aminoalkly furan  derivatives
	1) Is the grant of CL valid under terms & conditions unilater-ly determined by the Dir. of Patents?

2) Is the royalty rate of 2.5% as fixed by the Dir. of Patents just and reasonable?
	1) Yes; the terms & conditions were fixed by Dir.of Pat. 

after hearing, and in default of agreement b/w  parties, accd. to Sec. 36, RA 165.  

2)Yes, Director has discretion; presump- 

of regularity in performance.

	3) Parke Davis & Co.  v. Doctors Pharmaceuticals

G.R. No. L-27004

(August  6, 1983)
	Letters Patent No. 50 –chemical  chloramphenicol
	1) Is the royalty rate (8% of net sales)  fixed by Dir. of Pat. arbitrary, thereby, constituting grave abuse of discretion?

2) Does the Director have the authority to declare its decision as immediately executory ?
	1) No abuse of discretion consider-ing that rate fixed is a compromise proposal b/w peti-tioner’s proposal and that prevailing in other countries.

2) Yes. Sec.4, Rule 44 of the Rules of Court provides that appeal shall not stay award or decision of the Patent Office.

	4) Parke Davis & Co. v. Doctors’ Pharmaceuticals

G.R. No. L-27361

(May 29, 1981)
	Letters Patent Nos. 50 and 279 – Chloramphenicol and
Chloramphenicol palmitate
	Did lower court err in dismissing the complaint for patent infringement and unfair competition on ground of failure to state cause of action? 
	Yes. Complaint shd. not have been dis-missed. The exist-ence of two patents separately covering said substances militate against factual assumption that the two compounds are one and the same.

	5) Boehringer Ingelheim GMBH v. Court of Appeals, BPTTT and United Laboratories, Inc.

G.R.Nos. L-47711-12

(July 31, 1978)
	Letters Patent No.___ Patented compound

Novel DihaloAmino Benzylamines and process for preparation
	Does failure of  the Director of Patents to resolve the query   re Hearing Officer’s authority  to decide  motion to dismiss, amount to abuse of authority and lack of jurisdiction?
	No abuse. The authority – or lack of it –of the Hearing Officer to rule on petitioner’s motion to dismiss a CL case  is not a valid issue for Supreme Court to resolve where the Dir. of Patents had acted to decide the case on the merits. 

	6) American Tobacco Co. et.al. v. Director of Patents,et.al.

G.R. No.L-26803

(October 14, 1975)
	Rule 168 of  the Revised Rules of Practice before the Philippine Patent Office in Trademark Cases
	Petitioners question Rule 168 of  Rules of Court authorizing Director of Patents to designate hearing officers  to hear inter partes cases even as the Director must personally and directly prepare the judgements.
	Section 3 of RA 165 empowers the Dir. to obtain assistance of qualified officials of the Government when necessary. RAs165 and166 shd  be construed to give Director administra-tive flexibility.  

	7) Parke Davis & Co. v.

Doctors Pharmaceuticals

G.R. No. L-22221

(August 31, 1965)
	 Letters Patent No. 50 – Process for Manufacturing of Antibiotics in relation to the product of chloramphenicol
	The principal issue is whether or not the Director of Patents gravely abused his discretion in the grant of  CL for the manufacture of preparations with chloramphenicol.
	No grave abuse.

The conditions for the grant of CL as set forth in Sec. 34(d) of RA 165 have been met. 


(R. Gonzales, Compulsory Licensing  and Pharmaceuticals: Emerging Issues in  Philippine Trade, 1999) 

Table II  Compulsory License Cases pending before the IPO
	Case
	Date of application /grant of CL
	Grounds for CL application
	Patent Issued/ Expiry

	United Laboratories

v. Jan Heeres/ Janessen Pharmaceutical, N.V.

Inter Partes Case No. 1907
	Application:

February 15, 1985
Grant:

February 14, 1994
	1.Invention relates to medicine.

2. United Lab has  capability to work the invention.
	Letters Patent No. 14635

Issued :

   October 12, 1961

Expiry:

   October 12 1984

	United Laboratories v. Janessen Pharmaceutical

I PC No. 2065
	Application:

June 30, 1987
Grant:

February 14, 1994
	1.Invention relates

to medicine.

2. United Lab has capability to work the invention.
	Letters Patent No. 15877

Issued:

    April 13, 1983

Expiry:

     April 13, 2000

	Doctors’ Pharmaceuticals v.

Smith Kline and French Lab

IPC No. 2058


	Application:

March 30, 1987
Grant:

February 14, 1994
	1. Invention relates to medicine

2. Complies with other requirements

of RA 165
	Letters Patent No. 12207

Issued:

 November 29, 1978

Expiry:

November 29, 1995

	United Laboratories

v. Kazuyuki Nakagawa

IPC No. 3098
	Application:

June 21, 1988
Grant:

February 15, 1994
	Invention relates to medicine.


	Letters Patent No. 19373

Issued:

April 2, 1986

Expiry:
April 2, 2003

	Danlex Research Lab v.

Graham John Durant

IPC No. 3479
	Application:

September 27, 1989
Grant:

February 21, 1994
	Invention relates to medicine
	Letters Patent No. 12207

Issued:

November 29, 1978

Expiry:

November 29, 1995

	Danlex Research Lab v. Barry John, John Watson 

IPC No. 3480 
	Application:

September 27, 1989
Grant:

April 30, 1997
	Invention relates to medicine
	Letter Patent No. 13540

Issued:

June 26, 1980

Expiry:

June 26, 1997


*Data obtained from the Bureau of Legal Affairs, Intellectual Property Office, July  1999.

(R. Gonzales,  Compulsory Licensing  and Pharmaceuticals: Emerging Issues in  Philippine Trade, 1999)
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� Section 2, Republic Act No, 8293.


� Ibid.


� Carolyn S. Corn, Pharmaceutical Patents in Brazil: Is Compulsory Licensing the Solution? Boston University International Law Journal, vol. 9 p. 93 (1991), quoting from International Patent Protection: An Integrated Solution to the Inadequate Protection Problem, 29 Va. J. Int’l. L. (1989) p.538.   


� Cole M. Fauver, Compulsory Patent Licensing in the United States: An Idea whose Time Has Come,  Northwestern Journal of International Law & Business,  (1988) p. 667. 


� Ibid. pp. 668-672.


� Section 34 (2)


� The other question would be the royalty rate which, in no case could go beyond 5% of the net wholesale price of  the products manufactured under the license. The Director of Patent’s discretion as to royalty rate fixing was further constrained if the subject of the compulsory license was involved in an industrial project approved by the Board of Investment. In these instances, the Director could only award a maximum 3% of the net wholesale price.


� Originally, the period  was three years.


� Section 34-A


� Section 34-B


� Section 34-C


� Section 34-(3)


�To address these issues, the Philippines enacted the Generics Law in 1988 and formulated the Philippine National Drug Policy  in 1987. Numerous problems and constraints plague these government initiatives. Philippine drug prices, in general, still remain among the highest in Asia, although competition has been relatively successful  in bringing down some of the prices of certain basic drugs. 


� Succeeded the General Agreement of Tariffs and Trade (GATT).   


� Also, different from the point of view of the countries which were in the process of transformation from a centrally-planned into a market, free-enterprise economy.


� Previous to the negotiations, many countries did not confer protection to pharmaceutical inventions, or, if at all, provided weak protection only. Under the TRIPS Agreement, members are required to provide patent protection to pharmaceuticals. For those countries which did not protect pharmaceuticals before the Agreement, they must, during a designated  transition period confer exclusive marketing rights to pharmaceutical companies. Also, mere importation of the product would fulfil the requirement of  ‘working’ a patent.  


� Probably indicating the abhorrence by  the innovative pharmaceutical industry to the term.


� Not included in this Article is the ground of non -working of a patent. Non-working or insufficient working of a patent had been a basis for issuing a compulsory license. This has been dropped because Article 27 of the TRIPS Agreement provides “patents shall be available and patent  rights enjoyable without discrimination as to the place of invention, the field of technology and whether products are  imported  or locally produced.”   


� This would allow the patent holder to fully exploit the economic benefits of  his invention through  multiple licensing. 


� This would ensure that a  patent holder can protect his invention from directly competing with the licensee ( the consequences of parallel importation), in other countries.  The disadvantage to the licensee is that, if the market is small,  he cannot  achieve the economies of scale needed to maximize his profit using the licensed product.


� The concept of unenforceable  in Section 92 of the Intellectual Property Code seems to depart from the Civil Code concept. Unenforceable contracts under Article 1403 of the Civil Code produce no legal effect unless ratified. An example of this is when a contract entered into in the name of another person by anyone who has been given authority or legal representation, or who has acted beyond his powers. The person in whose name the contract was entered into will have to ratify the said contract to make it effective. In the Intellectual Property Code, it is not clear who is supposed to ratify the contract in case it is found unenforceable.


� These mandatory provisions are:


That the laws of the Philippines shall govern the interpretation of the same and  in the event of litigation, the venue shall be in the proper court where the licensee has its principal office;


 Continued access to improvements in techniques and processes related to the technology shall be made available during the period of the technology transfer arrangement;


In the event the technology transfer arrangement shall provide for arbitration, the Procedure of Arbitration of the Arbitration Law of the Philippines or the Arbitration Rules of the United Nations Commission on International Trade Law (UNCITAL) or the Rules of Conciliation and Arbitration of the international Chamber of Commerce(ICC) shall apply and the venue of arbitration shall be the Philippines or any neutral country; and


 The Philippine taxes on all payments relating to the technology transfer arrangement shall be borne by the licensor. 





� The Supreme Court qualified this by recognizing that at the time of writing the decision, the three years had been reduced to two years. The patent was granted in November 1978 and the application for compulsory licensing was made  on  March 1987, a lapse of  9 years.





� The royalty rate of 2.5% of net sales  was determined,  thus: 


Net Sales on          Value of Patented


ROYALTY = Admixed Product  x   0.025    x    Substance


               			 ---------------------------    -------------


                			Value of Patented        Value of Other


                 			Substance                  Active Ingredients   





� In this connection, the Supreme Court justified a rather liberal treatment for the licensee by quoting Parke Davis & Co. vs. Doctors’ Pharmaceuticals, Inc. (1983), thus: “Liberal treatment in trade relations should be afforded to local industry for as reasoned out by respondent company, it is so difficult to compete with industrial giants of the drug industry, among them being the petitioner herein, that it always is necessary that the local drug companies should sell at much lower (than) the prices of said foreign drug entities.”


� The 8% net-sales-royalty rate was arrived at as the midway point in licensing agreements in the Philippines and in other countries, specifically  between the rates in Canada (12.5% of net sales) and that in Norway (5%  net sales for vitamin preparations and 7% net sales for “pharmaceutical pellet”) .


� These proceedings according to the Supreme Court pertain to 1) the hearing of opposition to the registration of a mark or trade name; 2) interference proceedings for the purpose of determining the priority of adoption and use of a trademark, trade name or service mark, and 3) cancellation of registration of a mark or trade name pending before the Patent Office. While compulsory licensing proceedings was not identified categorically in the decision, it should be deemed included as it is clearly an inter partes case.


� Ng-Loy Wee Loon, Protection of Foreigners’ Intellectual Property Rights in Singapore, from Doing Business in ASEAN 7:  Selected Lectures of  the ASEAN Business Law Program, a publication of the Institute of International Legal Studies, U.P. Law Center (in press, forthcoming 1999).   


� The Patents (Amendment) Act of  1995 repealed sections 55-62 and 65,  and replaced them with new sections 55, 61, 65, 65A, 65B and 65C.


� Brazilian Industrial Property Law No. 9279/96 of 14th  May 1996 (hereafter Brazilian Law).


� Article 70 Subsection 1 defines a dependent patent as one the exploitation of which depends obligatorily on the use of the subject matter of the earlier patent.


� Article 70.


� Article 68 subsection 4. 


� Article 68 subsection 3


� Article 68 subsection 4


� Article 69


� Article 64 , Brazilian law


� Subsection 3, Article 64,  Brazilian law.


� Article 66, Brazilian law.


� Article 8.


� A lawyer of a leading pharmaceutical company  which used to avail of the compulsory licensing process under the old patent law declared that it is much harder to obtain a certification from government agencies. 


� While  the Code has been in effect for just over a year, and it may still be too early to tell,  an inquiry with the Bureau of Legal Affairs of the Intellectual Property Office revealed that until the first week of  July 1999,  no application for a patent compulsory license had  been filed. 


� Inter Partes Case No. 3480. The compulsory license was granted on April 30, 1997 while the patent expired on June 26, 1997.


� Section 97 of the Intellectual Property Code provides: “If the invention protected by a patent, hereafter referred to as the “second patent”, within the country cannot be worked without infringing another patent, hereafter referred to as the “first patent”, granted on a prior application or benefiting from and earlier priority, a compulsory license may be granted to the owner of the second patent to the extent necessary for the working of his invention, subject to the following conditions:


 97.1  The invention claimed in the second patent involves an important technical advance of considerable economic  significance in relation to the first patent.” 





� Mediation is essentially an adjunct of negotiation, but with the mediator  as an active participant, authorized, and indeed expected, to advance his own proposals and to interpret, as well as to transmit, each party’s proposal to the other. What distinguishes this kind of  assistance from conciliation  is that a mediator generally makes his proposals informally and on the basis of information supplied  by the parties, rather than his own investigations, although in practice such distinctions tend to be blurred. (From J.G. Merills, International Dispute Settlement (Cambridge: Grotius Publications, 1991), at p. 27. – from  Ted L. McDorman “Dispute Settlement and the Law of the Sea with Special Reference to the Aegean Sea” in A. Chircop, et. al. (eds.) The Aegean Sea After the Cold War: Security and the Law of the Sea Issues (in press, MacMillan Press, 1999)


� The 1996 and 1997 Annual Reports of the Philippine patent office indicate that  foreign invention patent applications (FIPAs) have been rising while Philippine invention patent  applications  (PIPAs) have been decreasing. In 1995,  FIPAs were 93% while PIPAs  accounted for only 7% of the total.  In I996 :  FIPAs – 94%; PIPAs -  6%.  In 1997: FIPAs – 96.5%; PIPAs – 3.5%.   


� In the Philippines, there are only two pharmaceutical products included in the vital drugs list which have existing patents. Both of  these are derivative drugs of  off-patent drugs. The antianginal, antihypertensive drug Nifedipine derivative is covered by Philippine Patent No. 23086 and is protected until September 19, 2002.  The patent is owned by Bayer of Germany which markets it under the brandname ADALAT. The other drug, an antifungial drug named Terbutaline derivative is covered by  Philippine Patent No. 16535 which runs until November 10, 2000. It is owned  by Aktiebolaget Draco.   





1

