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1. This submission is made in support of the Statement of Complaint in Terms of Section 49B(2)(b) of the Competition Act 89 of 1998 (“Competition Act” or “Act”) in the above captioned case.  We are also aware of, and support, the complaint submitted by the Aids Healthcare Foundation (“AHF”) on behalf of the clinic it operates in South Africa.  Because the complaint submitted by the Treatment Action Campaign is broader in scope and analysis, we primarily address our comments to that submission, referring to it hereinafter as “the Complaint.”
2. This submission is made by the Consumer Project on Technology (“CPTech”) at the Center for Study of Responsive Law, a non-profit organization located in Washington, DC.  CPTech represents consumer interests in U.S. and international forums in the areas of competition policy, intellectual property (“IP”) and economic policy research.  

3. CPTech has been extensively involved in international debates regarding the promotion of access to medicines through reforms in IP law.   We have written or commissioned numerous reports on health care and IP issues and maintain a web site, www.CPTech.org, that contains over 1,400 documents relating to the intersection between IP law and health.  CPTech also administers an email list serve on IP and health issues, ip-health@lists.essential.org, that provides up-to-date information to key policy makers, trade officials, leading campaigners from non-governmental organizations, academics, journalists, industry leaders and high level staff in the World Health Organization, World Trade Organization, World Bank, United Nations and other multilateral institutions.  In 2001/2001 we provided advice on IP issues to national governments, NGOs and industry leaders in over a dozen countries and to numerous officials in multilateral organizations.
4. CPTech recently initiated a global project on IP and access to medicines that is providing technical assistance to government and non-governmental entities on the use of compulsory licensing and anticompetition policy as key tools to open access to needed medicines in developing countries.  This submission is part of this project.  We are interested in continuing to work with South African government and nongovernmental organizations as they work to establish and enforce appropriate rules for IP protection in the context of access to medicines. 
5. The outcome of the proceedings before the Commission will have a profound impact on CPTech’s work throughout the world.  With the implementation of the agreement on Trade Related Aspects of Intellectual Property Rights (TRIPS), developing countries racked by the plague of AIDS and other debilitating diseases must establish the parameters of their IP protection in the context of widespread lack of access to essential medicines.  The establishment of an indigenous jurisprudence on anticompetition remedies is one important component of how a country may balance the interests of patent holders in recouping maximum profits from their investments and the interests of consumers in obtaining access to affordable products necessary for their health and wellbeing.  As in other matters facing developing countries, South Africa is likely to serve as a model for other countries dealing with similar issues.  

6. Our contact information is included at the bottom of this submission.  We are wiling to provide whatever assistance we can offer to aid the Commission in its investigation and the establishment of enforcement protocols that support expanding access to medicines in South African markets.  Mr. Love will be in South Africa on or about March 21, 2003, and is available to meet with the Commission during that time.
INTRODUCTION AND BACKGROUND FOR INTERPRETATION
7. International trade and human rights law, as well as the South African Constitution and the Competition Act itself, require that the Commission interpret and implement the Competition Act in a manner that promotes access to medicines by all.  This interpretive framework should be the starting point for the Commission’s investigation and forms the basis of our submission.  
8. We submit that that the Commission can best meet its duties to promote access to medicines by adopting and advocating that the Competition Tribunal adopt special enforcement rules and interpretations of the Competition Act in cases involving access to patented pharmaceutical products that are needed to promote basic health and well-being of South African consumers.  The special rules we advocate that the Commission adopt are consistent with international law and practice as well as with the Competition Act.  Before turning to our substantive comments, we briefly survey the national and international requirements regarding the adoption of public health interpretations of competition law.  
International Trade Law
9. South Africa is a member state of the World Trade Organization and a party to the TRIPS agreement.  The TRIPS agreement, excerpts of which are attached to this submission, establishes minimum safeguards for the protection of intellectual property rights in each member state.  Competition policy as it affects products covered by intellectual property protection is an area explicitly covered by TRIPS requirements, and therefore the Competition Act should be interpreted against the background of South Africa’s obligations under TRIPS.

10. The TRIPS agreement explicitly authorizes member states to use competition law to correct abuses by patent holders, including through the adoption of special competition rules to promote access to medicines.  These authorizations are expressed in Article 8 of the TRIPS agreement which states that member states may “adopt measures necessary to protect public health”, including special measures to “prevent the abuse of intellectual property rights by right holders or the resort to practices which unreasonably restrain trade”.  In addition, Article 40 of the Agreement indicates that the signatories 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” (Art. 40(1)) and therefore: “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” (Art. 40(2)).
11. Member states to the TRIPS agreement have repeatedly affirmed that the Agreement should be interpreted and implemented in a manner that promotes public health and access to medicines.  This requirement appears in the TRIPS agreement itself, which enjoins states to interpret and enforce it in a manner “conducive to social and economic welfare” (Art. 7).  On 20 November 2001, the Ministerial Conference of the World Trade Organization in Doha issued a special declaration on the TRIPS Agreement and Public Health (“Doha Declaration”), a copy of which is attached to this submission.  The Doha Declaration recognized “concerns about [patent protection] effects on prices” of medicines (Para 3) and instructed states to interpret the TRIPS agreement “in a manner supportive of WTO Members’ right to protect public health and, in particular, to promote access to medicines for all” (Para 4).  The Doha Declaration reaffirmed the “the right of WTO Members to use, to the full, the provisions of the TRIPS agreement, which provide flexibility” for the purpose of promoting access to affordable medicines.  The Declaration makes specific reference to each member’s “right to grant compulsory licenses and the freedom to determine the grounds upon which such licenses are granted” (Para 5(b)).
12. The establishment and enforcement of special rules prohibiting anticompetitive conduct in the pharmaceutical industry is a key area of flexibility in TRIPS that can be used to promote access to affordable medicines.  The TRIPS agreement grants member states increased powers to allow the “use of the subject matter of a patent without the authorization of the right holder”, i.e. through a compulsory license, where there has been an administrative or judicial determination that a practice of the patent-holder has been anticompetitive (Art. 31(k)).  In such cases, a compulsory license need not restrict the use under the license to that predominantly for the supply of the domestic market, as is normally the case with the use of compulsory licenses under the agreement (Art. 31(f)).  Thus, when a country with generic drug manufacturing capacity, such as South Africa, finds that a pharmaceutical company has engaged in an anticompetitive practice, that country may issue a compulsory license that allows a local generic manufacturer to export to any country that has issued a compulsory license for the drug or that has no patent for the drug.  Such authorization would enable the generic drug producer to benefit from economies of scale available in larger markets of demand, benefiting consumers in South Africa and abroad.  In addition, the grant of a compulsory license with export possibilities provides an important avenue for meeting the goal expressed in paragraph 6 of the Doha Declaration of supplying generic medicines to countries “with insufficient or no manufacturing capacities in the pharmaceutical sector [that] could face difficulties in making effective use of compulsory licensing under the TRIPS Agreement” (Para 6). 
International Human Rights Law
13. South Africa has additional obligations under international human rights law to interpret and implement its laws in a manner conducive to expanding access to medicines to those suffering from debilitating disease such as HIV/AIDS.  The fullest articulation of the right to health in international human rights law is contained in Article 12 of the International Covenant on Economic, Social, and Cultural Rights which recognizes “the right of everyone to the enjoyment of the highest attainable standard of physical and mental health.”  (Art. 12(1)).  It states further that “steps to be taken by the States Parties to the present Covenant to achieve the full realization of this right shall include those necessary for . . . [t]he prevention, treatment and control of epidemic, endemic, occupational and other diseases” and “[t]he creation of conditions which would assure to all medical service and medical attention in the event of sickness” (Art. 12(2)).  
14. The right to health is also recognized in article 25 of the Universal Declaration of Human Rights of 1948, in article 5 (e) (iv) of the International Convention on the Elimination of All Forms of Racial Discrimination of 1965, in articles 11.1 (f) and 12 of the Convention on the Elimination of All Forms of Discrimination against Women of 1979, in article 24 of the Convention on the Rights of the Child of 1989 and in article 16 of the African Charter on Human and Peoples’ Rights of 1981.
15. According to General Comment No. 14 of the UN Committee on Economic, Social and Cultural Rights (“General Comment”), a copy of which it attached to this submission:
The right to health, like all human rights, imposes three types or levels of obligations on States parties: the obligations to respect, protect and fulfil.  In turn, the obligation to fulfil contains obligations to facilitate, provide and promote.  The obligation to respect requires States to refrain from interfering directly or indirectly with the enjoyment of the right to health.  The obligation to protect requires States to take measures that prevent third parties from interfering with article 12 guarantees.  Finally, the obligation to fulfil requires States to adopt appropriate legislative, administrative, budgetary, judicial, promotional and other measures towards the full realization of the right to health.
16. The manner in which South Africa enforces and interprets its Competition Act in cases involving access to medicines involve important “administrative . . . and other measures” needed to fulfil the internationally recognized right to health.  
17. The need for aggressive measures to protect consumers and promote access to affordable medications is all the more acute in cases such as this that involve access to medicines included on the World Health Organization’s Core List of its Model List of Essential Drugs (12th edition, April 2002) (Annexure E to the Complaint).  Many medicines that are essential to the lives of many are not included on the WHO’s Core List and such exclusion should not be interpreted as meaning that the drugs are not needed and that the state should not work aggressively to promote their access.  Inclusion on the list is significant, however, in establishing the key importance of ensuring access to the medication in every country.  The General Comment states that “[t]he precise nature of the facilities, goods and services will vary depending on numerous factors, including the State party's developmental level.  They will include, however, the underlying determinants of health, such as . . . essential drugs, as defined by the WHO Action Programme on Essential Drugs.”  (Para 12).  According to the Comment, the provision of essential drugs identified on the WHO’s Core List is part of each state’s “core obligation to ensure the satisfaction of, at the very least, minimum essential levels of each of the rights enunciated in the Covenant, including essential primary health care.”  (Para 43).  
18. Regardless of inclusion on the Core List, a violation of the obligation to fulfil the right to health occurs “through the failure of States parties to take all necessary steps to ensure the realization of the right to health,” including a “failure to take measures to reduce the inequitable distribution of health facilities, goods and services.”  (General Comment, Para 52).  As the Commission is well aware, the legacy of Apartheid in South Africa is a health care system that is highly unequal in its provision of care.  This is true with respect to those suffering from HIV/AIDS.  As Judge Edwin Cameron has oft pointed out, those with means in South Africa have access to some of the best healthcare for the treatment of AIDS the world can provide, including widespread access to anti-retroviral (“ARV”) medications.  But the poor majority in South Africa, who are in large part poor because of the legacies of Apartheid’s violations of human rights and dignity, cannot afford the health care routinely afforded to the largely white and wealthy minority.      
19. In 2001, the UN Commission on Human Rights specifically addressed the human rights implications of access to medicines for the treatment of HIV/AIDS (Resolution 2001/33).  Reaffirming that “the right of everyone to the enjoyment of the highest attainable standard of physical and mental health is a human right”, the Commission recognized “that access to medication in the context of pandemics such as HIV/AIDS is one fundamental element for achieving progressively the full realization of the right of everyone to the enjoyment of the highest attainable standard of physical and mental health” and called “upon States to pursue policies, in accordance with applicable international law, including international agreements acceded to, which would promote . . . [t]he availability in sufficient quantities of pharmaceuticals and medical technologies used to treat pandemics such as HIV/AIDS or the most common opportunistic infections that accompany them”.
20. All of the medicines that are the subject of the Complaint in this matter are included on the WHO Core List of essential drugs that must be made available in South Africa to comply with the “core obligations” of the right to health care as defined by General Comment No. 14.  All of the drugs are insufficiently available to the poor majority of AIDS sufferers in South Africa because of their high prices, despite much lower prices being available for generic equivalents on the world market.  One key aspect contributing to the unequal provision of access to AIDS treatment is the legal framework of patent protection and the lack, to date, of anticompetition remedies against patent abusers that has permitted brand name drug producers to price their anti-retroviral (“ARV”) drugs up to twelve times as high as a generic equivalent.  It is axiomatic that access to lower priced generics would increase the number of previously disadvantaged South Africans that could access drugs needed to prolong their lives and thereby help to reduce the inequities in South Africa’s health care system.  Strong enforcement of special anticompetition rules where patent holders refuse to grant licenses to generic producers and excessively price their products is therefore a measure that can and should be taken “to reduce the inequitable distribution of health facilities, goods and services” in contemplation of General Comment No. 14, and to “promote . . . [t]he availability in sufficient quantities of pharmaceuticals and medical technologies used to treat pandemics such as HIV/AIDS” in contemplation of UN Resolution 2001/33.
The South African Constitution
21. The Constitution’s Bill of Rights “applies to all law, and binds . . . all organs of state”, including the Competition Commission and the Competition Tribunal (Sec. 8).  The Constitution specifically requires that “[w]hen interpreting any legislation,” such as the Competition Act, “every court, tribunal or forum must promote the spirit, purport and objects of the Bill of Rights” (Sec. 39(2)), including the right of everyone “to have access to . . . health care services” (Sec. 27).  The rights in the Bill of Rights, and the obligations of the state to fulfil them, must be interpreted with consideration of international law (sec. 39(1)), such as the international right to health explicated above.  
22. In the recent case of Minister of Health and others v Treatment Action Campaign and others, CCT8/02 (5 July 2002), the Constitutional Court affirmed that under South African law, as under international human rights law, access to medicines is a component of the right to health services that the state must protect, promote and fulfil and adopt programmes within its available resources to progressively realize.  
23. One component of the state’s duty to fulfil social and economic rights is to create and implement programmes that address the basic needs of those that cannot provide for themselves and are therefore trapped in situations of crisis.  See Grootboom v. Republic of South Africa, 2000 (11) BCLR 1169, paras 41-44.  Toward this end, we are aware that the government is currently considering the extent to which it will fund the provision of ARVs to those who need them and cannot afford them.  The state’s duties under the right to access to health services do not, however, begin and end with such programmes.  As the Constitutional Court explained with respect to the duty to promote access to housing, “other agents within our society, including the individuals themselves, must be enabled by legislative and other measures to provide housing.  The state must create the conditions for access . . . for people at all economic levels of our society”, including by “unlocking the system” where market barriers inhibit the enjoyment of rights.  Grootboom, paras 35-35. 
24. We submit that this case presents precisely the kind of situation where measures by the Commission are needed to “unlock” the market system to enable provision for the poorest consumers, independent of the separate and enforceable obligation of the state to adopt a treatment plan catering for those who cannot afford to provide themselves with care.  To promote the spirit, purport and objects of the Bill of Rights, the Commission must adopt interpretations of the Competition Act that enable people to provide themselves with the health care they need, such as for people of moderate means like Ms. Tua who may be able to afford to pay for reasonably priced drugs themselves, and for the individuals on wit lists at clinics such as those operated by AHF that will only receive care if prices are lowered.
The Purposes of the Competition Act

25. A final source of guidance for the Commission’s interpretation of the Competition Act can be found in the Act’s purposes.  The Act was designed to “provide all South Africans equal opportunity to participate fairly in the national economy”, “provide markets in which consumers have access to, and can freely select, the quality and variety of goods and services they desire” and to “regulate the transfer of economic ownership in keeping with the public interest” (Preamble).  In cases such as this, where the abuse of patent rights has created a barrier to accessing life-saving drugs, the social and economic objectives of the Act are thwarted.
26. The provisions of the South African Constitution, international human rights law, international trade law and the purposes of the Competition Act itself all support the proposition that access to medicine cases are special – that they demand special rules of interpretation and enforcement that access to other products protected by intellectual property law may not demand.  It is in this context that we propose the following statements of information and proposals for interpretation of the Act, many of which will not apply where access to products lacking similar public import are at issue.
DOMINANT FIRMS, SECTION 7 
27. We fully support the Complaint’s submission that the subject firms in this action are dominant firms within the meaning of Section 7 of the Act.  The establishment of a clear and workable standard for establishing dominance in the context of pharmaceutical products is a key area where special rules may be needed under the Act.  
28. Unlike in other contexts, in the pharmaceutical industry the end product itself is normally completely protected by a patent.  Thus, the key factor for determining whether the firm holding the patent is dominant in the given market lies in the question of whether there are sufficient actual or potential close substitutes for the products that use the patent, as the Complaint explains in excellent detail.  Where there are no other medicines that can replace a patented product without significantly compromising public health, as is the case with all of the ARVs subject to the Complaint (see paragraph 55 of the Complaint and supporting annexes), then dominance should be considered established without reference to the percentage of the total market for ARVs, or for all medicines, that the firm commands.  In other words, we recommend that the Commission adopt an interpretative rule regarding Article 7 of the Competition Act that the dominance of a pharmaceutical firm will be considered established whenever it is shown that there are no sufficient actual or potential close substitutes for the products that use the patent.  
EXCESSIVE PRICING, SECTION 8(a)
29. Section 8(a) makes it an illegal practice for a dominant firm to “charge an excessive price to the detriment of consumers”.  An “excessive price” is defined as a price that is higher than, and bears no reasonable relation to, “the economic value of that good or service”.  
30. Based on the Commission’s guidelines in excessive pricing cases generally, the Complaint analyzes the pricing practices of the respondents in reference to estimates of manufacturing cost plus estimates of premiums for intellectual property, research and development (R&D) costs and profit.  The Complaint adopts every possible assumption in favor of the respondents, including using estimates of manufacturing costs (generic prices) that themselves include profit premiums, adding an extremely generous premium for R&D (particularly since less than 10% of total R&D expenditures by brand name pharmaceuticals is directed at research for developing countries), and a profit premium that is the highest of any industry on the on the global Fortune 500 list.  The respondents’ setting of prices significantly higher than this generous estimate of “reasonable value” provides compelling – conclusive, we submit – evidence of excessive pricing.  We would strongly urge against, however, establishing any framework of analysis that would deem the respondents to be reasonably pricing their products if they do so at the level of this generous estimate of “reasonable value”, nor do we read the Complaint as encouraging such an outcome.  
31. In access to medicines cases, proof of excessive pricing based on the Commission’s guidelines defining the reasonable economic value in terms of a “cost-based approach” that looks to manufacturing costs with additions for industry profit norms plus “premiums” for innovation and intellectual property (see Annexure P of the Original Complaint) should be considered a sufficient but not necessary avenue for proving a violation of section 8(a) of the Act.  In access to medicines cases, a demand-side approach should be available that includes the affordability of life-saving drugs and the burden of the disease in South Africa in a more prominent place in the analysis.  Here, the Commission should enable the finding of excessive pricing for a medicine that is needed and unaffordable, even if the price might be reasonable under a cost-based approach that brackets consideration of ability to pay.  A duty of companies to competitively price their products should be recognized where access to medicines cannot be achieved at monopoly prices. 

32. Analyzing excessive pricing in terms of the ability of a developing country to pay the price for needed care is consistent with the human rights and international trade obligations explicated above, as well as with the internationally recognized duty of pharmaceutical companies, expressed in initiatives such as the UN Accelerating Access Initiative, to price access to essential medicines based on the resources and need of consumers.  In this model, profit and R&D costs are to be recouped on a global basis, i.e. wealthier consumers and countries should cross-subsidize access for poor consumers and countries relative to their available resources and disease burden.  The UNDP (2001: 106, attached to this submission) has estimated, for example, that if Kenya and Switzerland were charged the same price premiums for profit and research and development for ARVs, Switzerland (with high income and low infection rate) would spend 0.08% of its GDP to obtain universal access to medicines while Kenya (low income, high infection rate) would need to pay 238% of its GDP to achieve universal treatment.  If there is to be equality of access to care, there needs to be differential pricing between countries with means and those with needs.  Forcing the poorest populations and countries racked by disease to pay high profit and R&D premiums rations treatment for the poorest victims of disease in a manner at odds with promoting access to medicines for all.

33. A key method of forcing differential pricing, sometime called “equity-pricing”, of needed pharmaceutical products is to enforce anticompetition dictates to recognize a violation when a pharmaceutical firm prices its products in a local market so high that a significant portion of the people who need access to the medicine to prolong their lives and improve their health lack access, while refusing to license competitive supply of the product under a patent.  This framework of analysis can be implemented through what we term an “access gap” method of determining excessive pricing (see Declaration of James Love, paras 28-30).  
ACCESS GAP ANALYSIS
34. Under an access gap analysis, the Commission would define the “reasonable economic value” (Sec. 1) of a pharmaceutical product to be the competitive price for the product whenever price poses a significant barrier to access for needed medicines.  This framework need not be adopted for all the Commission’s investigations.  The analysis is meant to recognize the special role of anticompetition enforcement in promoting access to medicines.  Under this analysis, we submit that an appropriate standard for establishing excessive pricing under the Competition Act, in the limited context of access to medicines cases, would deem a prima facie case of excessive pricing to exist where 

(1) the number of people who need access to the medicines to prolong their life or improve their health significantly exceeds those with access to the drug, and 

(2) a substantial barrier to access is price.  

35. Where these elements are met, the burden should shift to the pharmaceutical company to prove that it has promoted competitive pricing by issuing licenses of right to all qualified suppliers on reasonable terms.  As described below, “reasonable terms” should be defined as including all rights to use and exploit the patent for the duration of the patent’s life in exchange for a royalty of around five percent of annual sales, consistent with industry practice and the guidelines recommended by the United Nations Development Programme (see paras 39-41 infra, and Declaration of James Love, paras 49-54).  The recognition of the right to demand a reasonable royalty payment for licensing its products protects the right of the patent holder to a reasonable return on its investments while allowing competition to serve the needs of consumers for lower priced access to essential medicines.
36. In case such as this, where there is an acute need for lower cost medications and it is clear that the patent holders are pricing their products multiple times higher than generic products that have been declared equivalent by the World Health Organization, a per se violation should be considered proven.  It can be conclusively presumed that the respondents are not licensing their patents on reasonable terms where the prices for generic equivalents are so much lower – up to twelve times lower in the case of AZT – than the prices paid on the private market by the poorest South Africans and the organizations that provide them with care.  

37. Although existence of a substantially lower price for an equivalent product should be considered conclusive evidence of excessive pricing, the lack of a lower priced generic should not be deemed conclusive of non-excessive pricing, nor should the patent holder’s setting of prices at the level of an equivalent generic without granting licenses for competition be deemed exhaustive of the patent holder’s obligations where price continues to be a barrier to access.  As described in the declaration of Mr. Love, it is paramount that the dynamic effect of competition on pricing over time with increased suppliers be appreciated.  With South Africa as an open market of generic supply of ARVs, one can expect world prices for products to decrease further, as evidenced by the dynamic impact of Brazil becoming a market for generic suppliers (see Declaration of James Love, paras 19-20).  Thus, if the brand name product simply pegs its price to the nearest generic without allowing competition for supply for the local market, the patent holder is artificially maintaining a high price for its products.  If consumer rights to access to medicines are to be promoted in cases of abject need, such as exists here, an obligation to allow competitive pricing should be recognized.
38. An additional problem with requiring a generic referent as the only means to establish excessive pricing is that, particularly as more and more countries adopt patent protection under the requirements of the TRIPS agreement, there will not always be a generic referent available for the medicine in question.  The Commission needs to establish a framework of analysis and burdens of evidentiary production that allow excessive pricing cases to go forward even where there is no generic alternative yet available.  In addition, in many cases a generic price may, at the time of introduction, be higher than the dominant producer price since the dominant producer often benefits from economies of scale and recouped fixed costs that a new and small market supplier cannot benefit from.  The condition for promoting access to affordable medicines where such access does not exist is competitive supply.  Over time, competition will increase affordability and thereby promote access.  Premising the introduction of competition on the present existence of the low prices that competition produces over time would be an act of self-defeating circular logic guaranteeing that neither competition nor lower prices will be experienced.   
REASONABLE TERMS AND THE UNDP ROYALTY GUIDELINES
39. As described above, the Complaint’s analysis effectively shows that even under the rosiest of scenarios, the respondents’ products are excessively priced.  The Complaint does not, however, suggest that this generous formulation should be used by the Commission as establishing the in-fact reasonable value of the medicines, e.g. in an order to desist from excessive pricing.  Nor should the generous formulation be used as a baseline for when a patent holder for a needed medicine has met its obligation to promote competitive pricing through licensing on reasonable terms or for compulsory licenses required as a remedy for anti-competitive practices.

40. The overwhelming weight of evidence suggests that the most reasonable royalty rate for a license for foreign production of a pharmaceutical product is in the range of five percent of annual sales.  Pharmacia Corp. recently announced its intention to grant licenses of right for supply of the non-nucleoside reverse transcritpase inhibitor delavirdine (aka Rescriptor) to developing countries for a fixed royalty payment of five percent of annual sales (see Pharmacia Offers Voluntary License For Delavirdine, http://www.cptech.org/ip/health/aids/).  According to a February 2000 submission to the United States Trade Representative (USTR) by the US trade group Pharmaceutical Researchers and Manufacturers Association (“PhRMA”), five percent is the approximate “average pharmaceutical royalty rate” for licensed foreign production under a patent (see http://www.cptech.org/ip/health/royalties/, including this and other statements and studies on royalty rates).  PhRMA’s submission is consistent with the recent presentation by Q. Todd Dickenson, former Director of the U.S. Patent and Trademark Office and Undersecretary of Commerce, at the October 2002 meeting of the Trans Atlantic Consumer Dialogue’s Committee on Intellectual Property.  According to Mr. Dickenson, a royalty payment of “about 4% . . . is a very standard royalty across all industries.  Most royalties run between two and five percent.”  (CPTech video tape recording of presentation).  The United Nations Development Programme, in its 2001 Human Development Report (108), similarly noted that Canada’s compulsory licensing scheme for pharmaceutical products “used to pay royalties of 4%” and recommended that “Developing countries could award an extra 1-2% for products of particular therapeutic value and 1-2% less when research and development has been partially covered by public funds.”
41. It should be noted that forcing patent holders to license their products on reasonable terms to create competition necessary for meeting consumer needs for access to medicine involves minimal intrusion into the patent holder’s legitimate interests.  As Harold A. Meyer III, CEO of the patent law firm Novelint, explains: “licensors make more money from royalties anyway.  The more product is sold, the more money they make.  All parties benefit from royalties, where the licensee pays the licensor a percentage of gross sales, which usually range from 2-10 %.”  (http://novelint.com/royaltyrates.html).
INVESTIGATION BY THE COMMISSION
42. In conducting its investigation, we recommend that the Commission adopt a framework of analysis described above that does not require it to engage in extensive discovery over the cost of producing, marketing, distributing and profiting from patented medicines.  As explained in the declaration of Mr. Love, the cost-based approach is fraught with complicated questions that may detour the Commission from its main task of promoting access to medicines.  Rather, we suggest that the Commission focus its efforts on the elements of the access gap analysis we propose.  Namely, the Commission should strive to document from the Department of Health and elsewhere the extent of the gap between the need for ARV treatment and its lack; the extent that price is a barrier to access as measured by the present price of drugs and the purchasing power of those afflicted with the virus; and, from the pharmaceutical companies, a record of their efforts to license their products as of right to all qualified suppliers to the public and private markets.  

43. Should the Commission wish to discover more information on the cost of drug development in addition to or instead of adopting an access gap approach, we recommend that the Commission require that the respondents:

a. Divulge the total R&D costs for the its products subject to this complaint, including identification of all of the Phase I, II or III clinical trials that were initiated prior to the first marketing approval for the drug in any national market.
i. For each such trial, report the number of patients in the trials, and the starting and ending date of the trials.
ii. Also for each trial indicate whether any costs of the clinical trials were supported by any government or donor contract or grant, or if such trials benefited from the US Orphan Drug Tax Credit or any other form of subsidy from any government or any insurance or health care plan.  
iii. Indicate whether any of the trials were conducted by third parties, and if so, how much the third parties were paid to conduct the trials. 
b. Identify all voluntary licenses issued for each product in this country and abroad, the royalty payment obtained under each and all conditions attached to the license. 

c. Provide evidence displaying the production cost of each medicine with all components of production itemized.

d. Provide data on the total sales to date, including estimates of total surplus received that has been used to recoup R&D costs. 
44. In addition, the Commission should seek from the government and the WHO estimates of the level of expenditure South Africa can reasonably be expected to devote to ARV medications, including comparisons with the percentage of health budgets in other countries devoted to this purpose.

REMEDY
45. We support the requests of the Complaint.  In addition, we strongly recommend that the Commission request a compulsory license as of right for all potential entrants in the market for the patented products as the most appropriate remedy for the respondents’ anticompetitive practices.
46. The Tribunal is empowered to make any “appropriate order in relation to a prohibited practice,” including “ordering a party to supply or distribute goods or services to another party on terms reasonably required to end a prohibited practice”.  The most reasonable interpretation of this language that promotes the capacity of South Africa to meet public health challenges is that an “appropriate order” may include an order that the violating firm issue licenses for the exploitation of the patent to any potential supplier willing and able to pay an appropriate royalty.  

47. As discussed above, the issuance of compulsory licenses as a remedy for anticompetitive practices is clearly contemplated in both TRIPS and the Doha Declaration as a key “flexibility” needed to promote access to medicines and is a common anticompetition remedy in other countries such as the United States.  
48. Compulsory licenses are more effective at correcting market failures caused by monopoly pricing than price controls or penalties because they introduce the dynamic effects of competition that can pressure prices lower over time (see declaration of James Love).  The Commission should recognize a right of poor South Africans, and the providers of their care, to the lowest cost medicines available to meet their essential needs, consistent with the patent holder’s right to demand a reasonable royalty for licensing.  This cannot be met without the use of compulsory licenses to open competition in the market in response to excessive pricing by dominant firms aggravated by failures to allow a competitive market of supply.  A refusal to recognize a compulsory license as an appropriate order under the Competition Act would thwart the intent of international trade law, as well as the South Africa’s duties under international human rights law and the South African Constitution, to interpret the Competition Act in a manner that promotes access to essential medicines.
49. As part of its request of an appropriate order from the Tribunal, we recommend that the Commission pursue an order that would require the respondents to grant non-exclusive voluntary licenses as of right to all suppliers of generic equivalents of their patented medications in return for a reasonable set royalty consistent with the UNDP guidelines.  Normally, licenses of right have the terms of the licenses registered with the patent at the local patent office.  This process, or another suggested by the respondents that is consistent with the duty to efficiently and effectively open competition for all qualified suppliers on reasonable terms, should be required in a order of remedy in this and other cases of anticompetitive practices by suppliers of needed medicines.  Specifically, any supplier should be entitled as of right to a licence under the patent upon the following terms, in default of agreement:
(a) the scope of the license should include the full exploitation of the patent – including authorization to make, import, offer for sale, sell or use the product – equivalent to any other license under a patent;

(b) the duration of the license should be for the term of the patent, unless and until the patent holder establishes a statutory ground for the cancellation of the license; 

(c) any party exploiting the patented invention should be required to pay to the patent holder, on an annual basis, a sum equivalent to five percent of the total sales of the product, except that a higher or lower rate of one to two percent may be awarded based on the showing of either party of unusually high or low innovation, public support, and cost of research and development.  
CONCLUSION
50. The most important goal of this submission is to encourage the Commission to adopt policies, practices and legal interpretations in this and other disputes concerning pharmaceutical pricing that meet the challenge of the Doha Declaration as well as of the South African Constitution and international human rights law to promote access to medicines for all.

51. We stand ready to aid the Commission in its investigation and prosecution of this case, and are willing to meet with the Commission staff in South Africa to assist its preparation.  In this regard, Mr. Love will be in South Africa, and is willing to meet with members of the Commission in the end of March of this year.  You may arrange a meeting with Mr. Love by contacting him at james.loce@cptech.org.
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