EXPERT ANNEXURE

EXPERT DECLARATION:  JAMES PACKARD LOVE 

I, the undersigned

JAMES PACKARD LOVE

do hereby make oath and say:

1. I am the director of the Consumer Project on Technology (CPTech) at the Center for the Study of Responsive Law, a non-profit organization located in Washington, DC.  My work focuses the impact of intellectual property protection on consumer interests, including in the areas of electronic commerce and access to medical technologies.   I have also worked extensively on competition policy issues, including the use of competition policy to address abuses of intellectual property.
2. I am the co-chair of the Trans-Atlantic Consumer Dialogue (TACD) group on intellectual property rights, and a member of the Médecins Sans Frontières (MSF) Working Group on Research and Development for Drugs for Neglected Diseases, the MSF Working Group on Intellectual Property Rights, and the World Business Council on Sustainable Development Working Group on Access to Human Genetic Resources.  I have been an invited expert on intellectual property issues in meetings and consultations organized by the World Intellectual Property Organization (WIPO), the World Health Organization (WHO), the World Trade Organization (WTO), the United National Program on Development (UNDP), the United Nations Conference on Trade and Development (UNCTAD), the Hague Conference on Private International Law,  and other multilateral and regional bodies, and I have been a advisor to several national governments on intellectual property issues, including the Department of Health in South Africa.  I have extensive experience dealing with intellectual property rights, medicines and pharmaceutical pricing, which is reflected in my curriculum vitae, which is annexed hereto.

3. The facts deposed to in this declaration are within my personal knowledge except where I indicate otherwise.  To the extent that I rely on the information received from others, I believe that such information is true and correct.  I respectfully submit that I am by my training and experience duly qualified to express the views and opinions that I express in this affidavit and to assess the repute, opinions and reliability of other persons to whom I refer.

PRICING OF MEDICINES IN DEVELOPING COUNTRIES

4. I am informed that one of the key issues before the Commission involves determining whether the respondents are charging excessive prices for their medications in South Africa, determined by whether the prices charged are excessive, and that the Competition Act defines an excess price as one that "bears no reasonable relation to the economic value" of a product.  
5. The Commission can choose a number of different approaches to determine the "economic value" of a medicine.  One could begin with a supply side definition, looking at the costs of research and development, manufacturing and distributing a product, as did the plaintiffs.  One could look at the demand side, where the economic value for different populations is related to their ability to pay.  I will address both approaches.
SUPPLY SIDE ANALYSIS OF THE ECONOMIC VALUE OF HEALTH CARE PRODUCTS

6. A supply-side analysis determines an economic value based upon the costs of supplying the product. The "costs" of health care goods, including medicines, diagnostic tests, medical devices and other products, are a combination of fixed and variable costs.  The large pharmaceutical companies that are members of trade associations like the US Pharmaceutical Research and Manufacturers Association (PhRMA) and the South Africa Pharmaceutical Manufacturers Association (PMA) emphasize the costs of research and development, which are fixed costs.  It is often the case that the manufacturing costs of a medicine are quite low, although there are considerable differences between products.  Manufacturing costs themselves include both fixed and variable costs.  Thus, for medicines and other health care products, there are often very significant economies of scale and large differences between average and marginal costs. 

7. Research and development (R&D) costs vary considerably from product to product.  PhRMA and PMA and their members often promote studies by industry consultants that report huge average costs for the development of new drugs.  These studies are often based upon biased or inaccurate data supplied by the industry, and they also obscure the vast differences in development costs from product to product, and well as the significant differences in the public sector support for new drug development.   I have addressed some of these issues in my September 2002 affidavit in this case.  

8. Private sector investments in the development of AZT, ddI, d4T and many other antiretroviral products were relatively small, because of the important role of public sector funded research and the fast track approval process.  

9. It is also the case that there can be significant differences in development costs for different types of products.  For example, while an antiretroviral drug such as AZT was approved based upon a clinical trial that lasted a few weeks involving only 282 patients, some products for heart disease or other illnesses have required much larger clinical trails and longer periods of analysis.  The size of clinical trials used to support regulatory approval is one important variable, as is the role of the public sector in supporting trials, or in funding pre-clinical research.  Clinical trials also vary considerably in cost, from a few hundreds of dollars per patient to tens of thousands per patient, depending upon a number of factors, including the length of the trial and the type of analysis or patient care.  For many antiretroviral products, costs of trials are relatively modest given the short period for the trials, the type of analysis, and the relatively modest level of care for patients.  

10. Firms may also incur significant marketing expenses for some medicines.  This can depend upon a variety of factors, including the intellectual property rights associated with a product.  In some cases, where firms have a monopoly on a product due to patent protection, or where there is strong consumer awareness of trademarked brand names, firms will spend significant sums to promote sales.  On the other hand, in generic drug markets where competition is largely based upon price, there are often low marketing outlays.  

11. In Table 1, marketing and administrative expenses, as a percentage of revenue, are compared for nine large pharmaceutical companies.  The share of administrative and marketing costs ranges from a high of 37 percent to a low of 23 percent, with an unweighted average of 31 percent for the group.

12. In Table 2, the share of marketing and administrative costs are reported for Mylan Pharmaceuticals, a US based pharmaceutical company.  Mylan reports sales and marketing and administrative costs by both branded and generic segments.  In Table 2, the shares of each item are reported for Mylan's generic and branded products segments for the fiscal year 2002.   For the branded products, Mylan reports combined marketing and administrative expenses of 47 percent of segment sales.  For the generics segment, the marketing and administrative expenses are less than 4 percent of sales, an order of magnitude lower than for the branded segment.

13. When a firm has a monopoly on a medicine, it has a greater economic incentive to spend money to promote the product to physicians and patients.   When a product loses effective intellectual property protection, and becomes a generic commodity, firms have less incentive to spend on promotion of the product.

14. There is considerable controversy over the appropriate amount of marketing for prescription drugs.  Many public health groups advocate limits on marketing of prescription drugs, contending much of the marketing practices are socially harmful because they encourage unnecessary or irrational use of products.  Others claim that marketing is often wasteful, when used to promote one product over another when products are close substitutes in terms of therapeutic benefits, or when the promotion creates a false or exaggerated sense of the product's therapeutic benefits to justify high prices.  Many of these issues have been recognized by the South Africa Department of Health, and some concerns about inappropriate marketing practices were addressed in the 1997 amendments to the South Africa Medicines Act.  In any event, for products with important therapeutic benefits, particularly for products that treat severe illnesses, physicians and other public health professionals are best equipped to advise patients on the appropriateness and benefits of particular products.  This is certainly true for medicines for HIV/AIDS, cancer, asthma and many other illnesses. 

15. In January and February of 2001, I negotiated with CIPLA, an Indian generics manufacturer, for prices on several antiretroviral drugs.  CIPLA quoted prices that varied considerably depending upon CIPLA's marketing costs.  For example, for a three drug regime involving 3TC, d4T and Neverapine, I was told the three drug combination would be priced at approximately $1,100 per year if CIPLA was required to market the product through retail pharmacies and had to bear the costs of marketing directly to physicians.  However, I was able to obtain a price of $350 for sales directly to MSF, a humanitarian organization that was providing HIV treatment to poor patients.  The 2001 MSF price negotiations illustrated the benefits of purchasing in bulk, directly from the manufacturer.  

16. In the United States, prices for products can vary greatly according to how the products are sold.  Often third party payers, either employers or health care insurers, negotiate considerable discounts in return for increasing purchases, via favorable positions on formularies or with favorable co-payment provisions in plans.  This reflects several factors. One factor is that there are differences in the bargaining power of buyers.  Individual consumers often have little bargaining power, and large purchasers have more.   But there are also important cost factors.  There are considerable differences between average and marginal costs, because of significant fixed costs in both research and manufacturing.  This allows sellers to charge different buyers much different prices, depending upon each group's willingness to pay.  Price discrimination can be a profit maximizing strategy so long as the price charged to each group exceeds the incremental cost of production for that group.  There are also significant differences in marketing costs.  It is less costly to negotiate with a large purchaser than to market products to individual physicians and patients. 

17. Manufacturing costs differ from product to product.  One reason is that the amount of active ingredient for particular antiretroviral drugs varies.  The active ingredient for d4T is typically 60 to 80 milligrams per day, depending upon body weight, while 600 milligrams per day is a typical regime for AZT.  Both d4T and AZT are antiretroviral drugs in the Nucleoside Analog category.   Today d4T from a generic supplier is less expensive than is AZT, largely due to the difference in the amount of active ingredient.  Some ingredients are also more expensive to manufacture.  Protease inhibitors are said to be more expensive to manufacture than are Non-nucleoside Reverse Transcriptase Inhibitors (NNRTI)

18. There are also differences in costs that are based upon the choice of technology or firm specific efficiencies, and these differences are dynamic, depending up each firm's accumulation of know-how and investments in more efficient production facilities.  Competition is important for several reasons.  Firms do not have incentives to pass on savings in costs in the absence of competition, and it is often difficult to observe the lowest cost production technology in the absence of competition.  Competition is also both an incentive to find lower costs of production, and the freedom for potentially low cost suppliers to enter the market.   The dynamic nature of competition is very important, as it sometimes takes years for firms to find the most efficient mechanisms to manufacture a product, and for new firms to enter the market.  

19. A particularly important case study of the dynamic benefits of competition concerns the Brazil experience with Nucleoside Analog antiretroviral drugs such as 3TC or d4T.  These products were invented before 1996, and therefore were not protected by patents in Brazil, which only began to issue patents on pharmaceutical drugs in 1997.  When Brazil began to purchase antiretroviral drugs in large quantities in 1996, it purchased the active ingredients for d4T and 3TC from Asian generic suppliers for prices in excess of USD $20,000 per kilo.  By 1999, the prices for the active ingredients for d4T had fallen to USD $8,000, and prices for active ingredients for 3TC had fallen to $5,000.   The Brazil purchases were a significant market for generic products, and prices for 3TC have recently fallen to approximately $500 per kilo, while d4T prices continue to fall dramatically.

20. The Brazil experience illustrates several important issues.   First, The availability of a significant market for generics, in this case from the middle income country of Brazil, can be important in driving down the world price.   Brazil's decision to purchase generic Nucleoside Analog antiretroviral drugs has benefited many lower income countries in Africa and elsewhere.   Second, it took several years for the benefits of generic competition to create dramatic savings in prices, as it took time for generic suppliers to acquire the technology and know-how to efficiently manufacture products.  

21. Both the World Health Organization (WHO) and the US Federal Trade Commission (FTC) have examined the issue of generic competition.  The WHO relies upon a "rule of fives" for procurement of essential drugs.  This "rule of fives" is that the best generic price will be available after there are at least five generic suppliers for a product.   The US FTC has found that the lowest generic prices are obtained after there are at least eight generic suppliers for a product. 

22. A more abbreviated example regarding dynamic efficiencies and innovations concerns the market for the important d4T+3TC+Neverapine cocktail for AIDS.  This is currently the lowest cost three drug Highly Active Antiretroviral Treatment (HAART) regime that can be manufactured.   In January 2001, the lowest cost generic suppliers were charging about $1,100 per year for this cocktail, which was priced at about $10,000 in the United States. In February 2001, CIPLA shocked the world by offering this cocktail to MSF for $350 per year.  Over the past two years, several generic firms have entered the market for this cocktail, and several now offer the product in a single pill fixed dose combination (FDC) taken twice daily, something not available at any price from brand name companies.   The lowest price for this cocktail, as a FDC, is now close to $200 per year.  

COMPETITION FOR PRODUCT INNOVATION

.   
23. An important area for policy concerns competition for product innovation.  One example of this concerns the development of fixed dose combinations (FDC).  Combivir is a combination of AZT and 3TC that can be taken together in a single pill, and its ease of use has made it a very popular choice in HAART regimes.  Another potentially important FDC is Trizivir, which combines AZT, 3TC and Abacavir into a 3 drug in 1 pill presentation.  The competitive generics companies have created a number of FDC products that are not available from the brand name companies, combining products for which patents are held by different companies.  These include importantly the FDC products involving Nevirapine, 3TC and d4T, which can be taken in a single pill twice a day.  The 3-in-1 Nevirapine+3TC+d4T combination is in fact significantly cheaper to manufacture in a FDC than are the three pills separately, and this is an important consideration when seeking inexpensive medicines for poor AIDS patients.  At present the Nevirapiine+3TC+d4T FDC combination is the cheapest HAART regime that can be manufactured.  There are many other areas where product innovation will be important for AIDS, including experimentation with lower dose products, which have fewer side effects and which would be cheaper to manufacture.  Some combinations of drugs work better together, such as Norvir+Lopinavir, marketed as Kaletra by Abbott.  Reductions in patent barriers would allow for more product innovation and experimentation for other FDC products.  There are also improvements in diagnostic technologies or other medical technologies that can be blocked by patents.  The recent German compulsory licensing request by Roche for patents on HIV blood screening technologies held by Chiron is one example.  One can also appreciate the policy relevance of many disputes involving patents on non-AIDS technologies, such as the well documented disputes over the patents on breast cancer screening technologies that have deterred research and production innovation in that area.

24. In general, all of these factors illustrate the difficulty in determining company "costs" in establishing whether prices are reasonable or not.  There is considerable controversy over true R&D expenditures, the appropriate allocation of R&D expenditures and other fixed costs to particular patient groups, the appropriate cost of marketing expenses, the relationship between market size and manufacturing costs and the dynamic nature of efficiencies in manufacturing.  

DEMAND SIDE ANALYSIS OF THE ECONOMIC VALUE OF HEALTH CARE PRODUCTS

25. Alternative methods for determining the economic value of the product focus on the demand for the product, and in particular, on the ability of governments, employers and individuals to purchase products.  One such approach is to construct an economic analysis of the "value" of a medicine that can save a life or reduce suffering, given incomes and government budget constraints.  Another approach, recommended by CPTech, only requires analysis of access to the health care product, and would have a determination that prices that contributed to significant gaps in access to medicines as per se evidence that prices are excessive and do not bear a reasonable relationship to the economic value of the product to patients.

26. The World Health Organization (WHO) has encouraged many developing countries to undertake economic analysis to determine the amount it should pay for various medicines, based upon competing strategies for saving lives or reducing suffering.   In this type of analysis, the analysis takes as a constraint a government's budget for purchasing medicines.  Given that budget, the WHO helps governments determine how to most efficiently spend its money to save lives or achieve other measurable health care outcomes.  This results in a "shadow price" for a medicine that is independent of what a firm may want to charge.   Australia has used such a system for years to determine the amount the government will reimburse for various medicines.   

27. In the economic analysis of the value of a treatment, the amount of money a government would spend on drugs for HAART treatment for AIDS would be compared to what the government would spend on other medicines that would a extend life for a year, in a framework that takes into account the overall government budget for medicines.   Given the very low per capita public expenditures on health care in most developing countries, this would appear to be far lower than the prices offered by any supplier of anti-retroviral drugs.    The Commission could ask the Department of Health to determine how much it now spends to extend a life for one year, under its present budget, and compare that to the amount of money charged by the suppliers of HAART therapy to determine if prices are reasonably related to the economic value of the medicine.

28. In developing countries where public health budgets are often small relative to health care problems, it is both possible and useful to use a different approach, which examines data on access to the medicine.   The Commission could examine evidence regarding the number of patients in South Africa who currently have access to particular medicines, and finding a significant gap in access to medicines combined with evidence that prices constitute a barrier to access, determine that the prices were higher than the economic value that patients, employers or public health authorities could afford.  The remedy in such cases should be competitive supply of the product from any generic supplier who can satisfy the relevant health and safety regulatory requirements.  

29. As discussed below, in cases where the government requires non-exclusive licensing on reasonable terms, there will generally be a requirement to compensate patent owners.  However, the determination of adequate compensation need be a not be complex and time consuming process, and there are compelling public policy reasons to embrace a fairly straightforward system of compensating patent owners with a reasonable royalty, based upon royalty guidelines.   I will address this issue in further detail below.

30. The practical advantage of the access gap analysis is that it avoids the need to determine company costs, or a potentially contentious, time consuming and complex analysis of the economic value of particular health care outcomes.   The government would have a fairly simple and objective test of whether or not the government should intervene to restrict the exercise of exclusive rights.  The lack of access itself becomes the most relevant empirical factor, and this is something both fairly easy to determine and core to the policy objectives the Commission is asked to address.

REFUSALS TO LICENSE PATENTS

31. In 2000 and 2001 I had discussions with several generic drug companies to discuss the manufacture of generic antiretroviral drugs.  An important issue for each manufacturer is the right to sell products in South Africa, which is considered one of the most important potential markets for generic suppliers, and essential for achieving the best economies of scale.  On December 19, 2000, CIPLA, an Indian manufacture of generic ARVs, wrote to Glaxo, Pfizer, BMS and Boehringer Ingelheim, offering to license patents on a number of ARV and other AIDS related medicines.  (See http://www.CPTech.org/IP/health/aids/).  The CIPLA letter to Glaxo requested licenses to patents on 3TC and AZT as well as combinations of those drugs together.  Later CIPLA-Medpro, a South Africa concern that CIPLA is a part owner of, wrote to Glaxo asking for licenses to these same patents.  CIPLA offered Glaxo a royalty of 5 percent of net sales.  Glaxo responded with very detailed and burdensome requests for proprietary business and technical information from CIPLA, and did not license the patents.  This is a common pattern in cases where the owner of intellectual property has no intention of licensing the technology but wants to avoid a clear refusal to license.  

32. In 1996, I was involved in a dispute over intellectual property claims by West Publishing.  At that time, West Publishing claimed it held copyrights to the page numbers of published court opinions (a claim subsequently rejected by a federal court).  Those page numbers were central to the method widely used to cite court opinions.  A rival publisher named Hyperlaw asked West Publishing for a license to the page numbers for use in parallel citations in Hyperlaw's rival products.  West Publishing responding by asking Hyperlaw to provide the names of its customers and for other proprietary business data, and West never issued a license to Hyperlaw.  Hyperlaw, together with consumer groups and librarians who purchased legal publications, approached the United States Department of Justice and asked that a compulsory license be issued for the page numbers used in citations.  The US Department of Justice was persuaded that West was not willing to license its technology to a competitor on non-discriminatory and reasonable terms.  As a condition of a merger involving West Publishing, the US Department of Justice required that a license of right be issued for the citations, which was available on a non-exclusive basis for any competitors.  (See http://www.cptech.org/ip/health/cl/west-1996.html for a copy of the US Federal Register Notice on this case).

33. Glaxo has refused to license its patents on AZT, 3TC and other ARVs to generic suppliers, except reportedly for limited purpose licenses to a single generic supplier, Aspen Pharmacare Ltd. of South Africa.  The Glaxo licenses to Aspen Pharmacare do not reportedly extend to private sector sales, and included a 30 percent royalty obligation.  We believe the Glaxo licenses to Aspen Pharmacare were issued in bad faith, to undermine a pending compulsory license request by CIPLA-Medpro.
REFUSALS TO LICENSE WHEN THERE IS LIMITED ACCESS TO ESSENTIAL MEDICINES

34. There is a fundamental tension between the policy instruments to promote competition and the grant of a patent, which on its face would provide a right to exclude use.  Governments reconcile this in different ways, as is permitted in Article 1 of the TRIPS, which states: "Members shall be free to determine the appropriate method of implementing the provisions of this Agreement within their own legal system and practice."

35. Governments have wide discretion to determine when a refusal to license technology on a non-discriminatory and reasonable basis constitutes a violation of antitrust laws.  In some countries a finding that the patent is for an "essential facility" can lead to the issuance of non-discriminatory compulsory licenses.  

36. The European Commission (EC) has recently used this theory also in a non-patent case involving IMS and intellectual property associated with databases of pharmaceutical sales in Europe.  According to a July 3, 2001 EC press release, the Commission required 
"IMS HEALTH (IMS), the world leader in data collection on pharmaceutical sales and prescriptions, to license its '1860 brick structure', which segments Germany into sales zones or 'bricks'. After a careful analysis, the Commission has considered that IMS's refusal to grant a license for the use of the structure, which has become a national standard in the German pharmaceutical industry, constitutes a prima facie abuse of a dominant position. The refusal makes it impossible for new competitors to enter or stay on the pharmaceutical sales data market and is likely to cause serious and irreparable damage to the two present competitors of IMS: NDC Health of the United States and AzyX Geopharma Services of Belgium." 
In the IMS case, the European Commission relied upon evidence taken from a number of European pharmaceutical companies who are customers for database services, and it is our understanding that there was pharmaceutical industry support for the Commission to issue the compulsory license, so they would benefit from competition among database companies. 

37. The European Commission decision in IMS followed an earlier "essential facilities" case involving information about television schedules, where the European Commission said "exceptional circumstances" justified overriding the exclusive rights of copyright, in favor of mandated licensing to competitors.  (The Magill decision, cited as Radio Telefis Eireann (RTE) and Independent Television Publications Ltd (ITP) v Commission, Joined cases C-241/91 P and C-242/91 P, [1995] ECR I-0743, on appeal from RTE v Commission, Case T-69/89, [1991] ECR II-0485 and ITP v Commission, Case T-76/89, [1991] ECR II-0575).   

38. The European Commission was also involved in an important case involving certain intellectual property from the IBM line of 370 mainframe computers, that were subject to non-discriminatory licensing to resolve European Commission concerns over competition in the computer field.

39. There have been attempts in the United States to declare the Intel CPU or Microsoft Windows an "essential facility," in order to invite government backed compulsory licensing remedies.  There are concerns in other cases about patents that are related to government mandated standards, such as a current attempt by ExxonMobile to obtain compulsory licenses to patents held by Unocal on Reformulated Gasoline (RFG), a patent that reportedly adds 6 cents per gallon to the price of gasoline, or voluntary standards adopted by industry, such as the US Federal Trade Commission action effectively granting a zero royalty non-exclusive right to use the Dell patents on a the "VL bus" computer technology.   (Dell Computers, Inc., Dkt. C-3658 (consent order, May 20, 1996) (Comm'r Azcuenaga dissenting)).   Michael Palmedo and I have reported on these an many other US cases involving compulsory licensing of patents in competition proceedings in, James Love and Michael Palmedo, "Examples Of Compulsory Licensing Of Intellectual Property In The United States," CPTech Background paper  1, September 29, 2001 (http://www.cptech.org/ip/health/cl/us-cl.html).
40. Not all efforts to address competition goals are resolved through traditional antitrust proceedings.  In the copyright area, governments, including the US, often require mandatory licensing to promote the growth of new technologies, such as player pianos, jukeboxes, radio, cable television, satellite television, or for Internet "webcasting" of music.    In some cases, governments address market power in particular fields of technology.  For more information on the US's extensive use of compulsory licensing to address competition concerns in the field of copyright, see  http://www.copyright.gov/carp/.
41. The European Biotechnology directive requires member governments to grant compulsory licenses to patents on genetically modified plant varieties in cases where the patent owner refuses to license patents needed to develop new seed varieties.  The European Biotech Directive provisions on compulsory licenses of patents were a response to the perceived market power in the seed market by Monsanto and Dupont, and a policy decision to prevent patent owners from blocking others from creating new varieties of plants.   Many European countries have fairly broad authority to issue compulsory licenses for public interest grounds, and these laws influence the issuance of voluntary licenses.    
42. One recent case of relevance in Europe concerning the prospect of compulsory licensing remedies for patents leading to a voluntary license involved a dispute between Roche and Chiron over Chiron's patents on an important technology for screening blood for HIV.  Roche filed for a compulsory license to the Chiron patents in Germany, under the Germany compulsory licensing dispute.  This case was still pending during the 2001 trial in South Africa over the South African Medicines Act.  In May of 2001, Roche and Chiron signed an agreement whereby Chiron agreed to license its HIV blood screening patents to Roche, and Roche agreed to discontinue its compulsory licensing application, and agreed to "not support any third party seeking compulsory licensing of the Chiron Licensed Patents in any jurisdiction."   (Blood Screening HIV Probe License Agreement Between Chiron Corporation F. Hoffmann-La Roche Ltd. And Roche Molecular Systems, Inc., Article 5, http://lists.essential.org/pipermail/ip-health/2002-February/002709.html).
43. Before its membership in the North American Free Trade Agreement (NAFTA), Canada was particularly active in issuing compulsory licensing for medicines.  According to a recent study of Jerome Reichman and Catherine Hasenzahl of Duke University, Canada 
"made use of compulsory licenses to promote the public interest, particularly by means  of  special  provisions  bearing on  patents  for  food  and  medicines.    With  respect  to  medicines, a compulsory  licensing  scheme  was  used  aggressively  to  promote  the production  of  generic pharmaceuticals,  and  this  scheme  reportedly produced  some  of  the  lowest  consumer  drug  prices  in  the industrialized world.  Between 1969 and 1992, there were 1,030 applications to import or manufacture medicines under such licenses, of which 613 licenses were granted."
Jerome H. Reichman and Catherine Hasenzahl, Non-voluntary Licensing of Patented Inventions:  The Canadian Experience, UNCTAD/ICTSD Capacity Building Project on Intellectual Property Rights and Sustainable Development, October 2002 (footnote omitted).
44. Governments have special responsibilities to protect the public health, and this is recognized by the World Trade Organization (WTO), the World Health Organization (WHO), the United Nations Development Program (UNDP) and several other UN bodies.  

45. In the November 14, 2001 Doha Declaration on TRIPS and Public Health, the WTO said:  
"We agree that the TRIPS Agreement does not and should not prevent members from taking measures to protect public health. Accordingly, while reiterating our commitment to the TRIPS Agreement, we affirm that the Agreement can and should be interpreted and implemented in a manner supportive of WTO members' right to protect public health and, in particular, to promote access to medicines for all."
The Doha Declaration also said  " Each member has the right to grant compulsory licences and the freedom to determine the grounds upon which such licences are granted."

46. As illustrated by the evidence in this case involving the extensive human suffering from AIDS, policy making is particularly important in cases where the exclusive rights of a patent contribute to inadequate access to essential health care technologies.  Governments recognize that health care presents particular ethical challenges, and as noted above, there is wide acceptance that rules for intellectual property on medicines can and should be different.

47. There are many different tests that could be applied by the South Africa Competition Commission to determine if a refusal to license a patent on reasonable commercial terms constitutes a violation of competition laws.  One particular test that is recommended would rely mostly on evidence regarding access to treatment.  When a patent involves health care technology used to treat a public health problem, such as AIDS, it is inappropriate to permit the exercise of that right to exclude others from using the invention, when the following factors are present:  (1) there is a significant gap between the number of persons who would benefit from access to the technology and those who have access,  (2) the price of the technology is a significant barrier for access, and (3) it is reasonable to assume that the exercise of the exclusive right will contribute over time to prices higher than would obtain in a competitive market. 

48. The WTO's Doha Declaration on TRIPS and Public Health makes it clear that member countries have a duty to implement national laws in such a manner that promotes access to medicine for all, and also that patents on medicines and other health care products should receive different treatment than patents on other goods.   A Commission rule that refusals to license patents on reasonable commercial terms is illegal in cases where there is inadequate access to medicine would provide patent owners with clear policy advice, and would greatly benefit the poor who now suffer because their incomes are insufficient to pay the prices charged for many patented products. 

SETTING REASONABLE COMPENSATION

49. Under Article 31(h) of the WTO TRIPS accord, when governments permit third parties to use inventions without the permission of patent owners, they must generally provide adequate compensation to patent owners.  WTO members are given broad discretion on how they determine adequate compensation.  There is also a general obligation in Article 31(b) of the TRIPS that requires prior negotiation on reasonable commercial terms before governments can authorize third parties to use patents.  However, this requirement is waived in Article 31(k) of the TRIPS for cases when the use is authorized as remedy to anticompetitive practices.  In any case, governments can provide guidance to patent owners concerning the amount that would normally be considered reasonable commercial terms for purposes of 31(b), or adequate compensation for purposes of 31(h).

50. There are nearly an infinite number of methods of determining reasonable or adequate compensation to patent owners, and the range for choice is wide under WTO rules.  For example, countries could use the "willing seller, willing buyer" model, models based upon pharma-economic valuation of the invention, a set of relatively simple royalty guidelines, expert valuation, or many other methods.   In the end, it is essential that the royalties be affordable, if the policy goal is to provide access to medicines for all. 

51. In its extensive compulsory licensing experience, Canada typically awarded a royalty of 4 percent of the generic sale price.  In its recent announcement at Davos, Pharmacia said it would license patents to an antiretroviral drug to any qualified generic producers in countries with per capita incomes of less than $1,200 per year, or that had an HIV infection rate of more than 1 percent.   The royalty rate on the Pharmacia licenses would be 5 percent of the generic sale value.  In submissions to the United States Trade Representative, the Pharmaceutical Research and Manufactures Association has indicated it considers a pharmaceutical royalty of 5 percent to be average in the United States.  Data from the United States Internal Revenue Service indicates the average net royalty as a percentage of sales was less than 5 percent for 1999, the last year for which data are available.  

52. The United Nations Development  Program (UNDP) in its 2001 UNDP Human Development Report recommended developing countries adopt a system of royalty guidelines to determine, at least for most cases, reasonable compensation.  The UNDP guidelines would center on 4 percent, with some allowances up or down for special factors such as evidence of greater therapeutic benefit or an important role for governments in funding the research.  

53. In choosing a royalty rate, the government should pick a rate that would provide an acceptable premium over cost to fund R&D, recognizing that every increase in price in will lead to decreases in access by the poorest members of society.   A royalty 3 to 5 percent would bring prices close to marginal costs, a policy goal that is often mentioned by policy makers for international public health organizations. 

54. The royalty guidelines need to explicitly take into account cases where there are multiple patents.  The recommended method is to set an overall royalty for the product at the 3 to 5 percent rate for the total product.  For a case where the patent covers the fundamental technologies, and when there are multiple patents, the patent owners should split the revenues by agreement or, failing agreement, through arbitration or an independent expert panel, with the cost of arbitration or expert panel paid by the royalty owners.

55.  A shortcoming of a royalty guideline system is that it would favor rough approximations of the adequate compensation and that more precise methods are in theory feasible.    However, it may is expensive to undertake sophisticated valuation proceedings, and it is doubtful that in practice one would be very impressed with the outcome.  The experience in other forms of economic regulation provide evidence that more complex proceedings are both more expensive and time consuming to undertake, but also subject to considerable manipulation by the parties with the largest amount of money to spend on experts.  Also, it is the case that the R&D process itself already has a random element because often the researchers do not even know the type of product that the research will produce.  Product such as AZT or Lemisole, for example, found important medical uses long after their initial discovery.  Finally, since South Africa is a tiny fraction of the global market for pharmaceuticals, small changes in the royalty on a product sold in South Africa will not have a material impact on most R&D decisions, and it is certainly less important than the overall average level of compensation to patent owners.  Accordingly, it is more important that the compensation process produce a roughly accurate and appropriate general rewards for research and development than putative precision on particular rewards for a specific product.
AVAILABILITY FOR CONSULTATION

56. I will be in South Africa on other business the week of March 21 and can extend my stay to meet with the Commission to answer any questions on this submission and to discuss ways that CPTech may be able to help the Commission in its deliberations now and in the future.  Please contact me at James.Love@CPTech.org to schedule a meeting.

____________________________

JAMES LOVE, DIRECTOR

CONSUMER PROJECT ON TECHNOLOGY
Thus sworn to and signed at ____________________________ on this ________ day of February, 2003.
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