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Amicus Curiae
REPLYING AFFIDAVIT

I, the undersigned

THEODORA STEELE

do hereby make oath and say that:

1. I deposed to the founding affidavit and the replying affidavit of Treatment Action Campaign (TAC) in its application to be admitted to this matter as amicus curiae. I hold the same position in TAC as I did when I deposed to those affidavits.

2. However, subsequent to the ruling of this Honourable Court that TAC be admitted as amicus curiae, I have been re-elected to the TAC National Executive Committee (NEC) at its National Congress held in Soweto from March 18th to 20th 2001. I now formally represent the three federations of organized South African labour on the TAC NEC – the Federation of Unions of South Africa (FEDUSA), the National Council of Trade Unions (NACTU) and the Congress of South African Trade Unions (COSATU).

3. I have read the Applicants’ Answering Affidavit. This affidavit is a reply to the Applicants’ answering affidavit to the founding and replying affidavits filed by the amicus curiae. The facts contained herein are to the best of my knowledge true and correct and are, unless otherwise stated or indicated by the context, within my personal knowledge. To the extent that I make submissions of law in this affidavit I rely on advice that I have received.

4. In essence the Applicants seek to dismiss the evidence and argument advanced by the amicus curiae on the grounds that the sections of the Medicines and Related Substances Control Amendment Act 90 of 1997 (the Act) defended by the amicus:

4.1.  will not result in cheaper medicines for a significant number of people because they mainly target the private sector, and because the offers of price reductions have already met the need for lower priced medicines and can protect the rights of the amicus’ members to dignity, equality and access to health care services.

4.2. violate intellectual property and trade mark rights that belong to the applicants and thereby threaten to jeopardize the international system of research, development and marketing of medicines.

4.3. are a violation of the WTO Agreement on Trade Related Aspects of Intellectual Property (TRIPS), and are not practiced in any country other than South Africa.

5. This affidavit will gather the response of the amicus curiae to these assertions under four main themes:

5.1.  the actual relationship between the private and public health sectors in South Africa, and its impact on the cost and affordability of medicines, as covered in paragraphs 4 and 5 of the Applicants’ Answering Affidavit. It will be submitted that the health system must be viewed as an integrated, inter-dependent and complex whole, rather than two parts separated by an impermeable barrier. 
5.2. the role of the multi-national research-based pharmaceutical industry in developing new medicines, the origins of these medicines, their profitability and the industries’ successes and failures in meeting health needs world-wide. This is in response to a range of assertions made by the Applicants, particularly in paragraphs 7 and 9.1.9.  It will be argued, and expert testimony provided, that the alleged violations of intellectual property can in no way be said to threaten the viability or profitability of the research based pharmaceutical industry.

5.3. examples from other developed and developing countries of legal measures promulgated to ensure the affordability, as well as safety and efficacy of medicines. This is in response to averments made in paragraphs 9.1.14.3 – 9.1.14.5.

5.4. an analysis of the factors behind recent drug company willingness to provide the South African government with essential medicines at substantial discounts. This is in response to paragraph 8 and the affidavits and annexures of Kearney, McKenna and Strachan.

6. The amicus curiae will respectfully submit to this Honourable Court that  sections 15C, 22F and 22G of the Act are rational, based upon clear government policy and public need, have precedent in other jurisdictions and will have an impact on the price of medicines.

7. At this time, I am advised that it is necessary to deal with the purpose for which the Applicants have attached a series of articles to their replying affidavit.  These articles, taken together, run to several hundred printed pages and cover a vast field.  However, save for generalised and unspecific references to these, the Applicants have not given any specific indication of the passages upon which they rely and it is accordingly impossible for the amicus curiae to respond to these materials in any meaningful way.  I have been advised and respectfully submit that the method adopted by the Applicants, as described above, is not permissible and constitutes an abuse of the process of court.  Further legal argument on this point will be addressed at the hearing of the matter.

THE NATURE OF THE AMICUS ARGUMENT

8. On a number of occasions the Applicants appear to misunderstand the nature of the argument and the evidence that the amicus seeks to place before the Court, as well as to confuse the amicus’ argument about the a priori need for the amended legislation, with its justification. My legal advisers have advised me that it is necessary to clear up this misunderstanding at the outset.

9. As the amicus’ Founding Affidavit makes clear, the amicus recognizes that there is a generalized need for affordable medicines for all illnesses that affect the population in South Africa. In this respect I refer the above Honourable Court to paragraphs 15, 28, 33, 35, 36, 37, 49, 57, 79, 80 and 84 of the Founding Affidavit. The amicus argues, and provides evidence (now undisputed by the Applicants), that the extent of the HIV/AIDS epidemic; the life-threatening nature of HIV and the efficacy of medicines used to treat opportunistic infections and the virus itself; and the rights of members of the amicus who live with or are directly affected by HIV, provide compelling examples of circumstances where some of the measures contemplated by the Act, specifically sections 15C, 22F and 22G, are be required so as to protect the health of the public.

10. The amicus’ affidavits go on to argue that people with HIV, like all other people in South Africa, will benefit from the Act’s primary aim, viz to ensure greater access to medicines which are not only of tested quality and efficacy, but also more affordable.

11. Facts and context – and the unique urgency of the need for affordable medicines for people with HIV - must be distinguished from legal argument. Contrary to what the Applicants state in paragraphs 3.1, 3.5, 4.2.5(a) and 4.2.5(d),  the HIV/AIDS epidemic and/or HIV medicines is not the “justification” offered by the amicus for sections 15C, 22F and 22G. The amicus’ arguments about justification are made in relation to the fundamental human rights of people with HIV/AIDS that are protected and are required to be promoted by the Bill of Rights, namely the rights to dignity, equality, life, the right of access to health care services and the duty on the Government to comply with international obligations. The a priori justification for the measures in the Act is that it is an attempt to respect, promote and fulfill these rights.  

12.  The above Honourable Court allowed the amicus to participate in these proceedings because the interests it represents will affect every person in South Africa.  The Applicants’ impermissibly attempt to limit this interest to that of “patients suffering from HIV/AIDS” and in this respect, the Honourable Court is respectfully referred to paragraph 2.2.1 of the Replying Affidavit. As set out in the Founding Affidavit of the amicus at paragraphs 15-22, the amicus represents a broad public interest in the scale and impact of the HIV/AIDS epidemic on society generally; the particular interests of people living with HIV/AIDS, their families and friends; health care professionals who treat patients with HIV/AIDS; and the public interest in treatment of HIV/AIDS.  The Applicants’ attempt to narrow the interest to only “patients with HIV” is a misleading construct that allows them to ignore the millions of people with HIV/AIDS and their interest in cheaper medicine in the public and private sectors.   Furthermore, they attempt at paragraph 4.25 of their Replying Affidavit to dismiss the interest of the amicus as affecting “only” a small minority of people. By the Applicants’ own admission in paragraph 4.25(d), this number nevertheless approximates 0.84 million people, who “can best afford” to pay the unjustifiably high prices in the private sector.  They also thereby imply that this “minority” of people with HIV/AIDS serviced by the private sector do not deserve constitutional or state protection.  This in itself, I respectfully submit, is indicative of an insensitivity on the part of the Applicants to people living with HIV\AIDS.  

AREAS OF AGREEMENT

13. The amicus notes that the Applicants no longer dispute that the amicus represents at least the interests of patients living with HIV and AIDS, as set out in the amicus’ Founding and Replying Affidavits. It also notes that the epidemic proportions and catastrophic effects of HIV/AIDS are also now common cause. In this regard the Honorable Court is referred to Annex AA32, which is the Eleventh Ante-natal Survey of Women Attending Public Antenatal Clinics in South Africa, released by the Fourth Respondent on March 19th 2001. It revises official estimates of the number of people in South Africa living with HIV/AIDS to 4,7 million.

14. The amicus notes that the factors summarized by the Applicants in paragraphs 2.2.3, 2.2.4 and 2.2.5 are also not disputed, but are said only to require qualification or addition. 

INTERNATIONAL OBLIGATIONS

15. The amicus also notes that the Applicants have failed to address South Africa’s duties under international law, as set out in the amicus’ Founding Affidavit at paragraphs 85—98. The Applicants’ reference to international law is limited to the duties that they allege are required by the TRIPS agreement. Duties created by other international treaties or instruments are ignored in the Applicants’ Answering Affidavit. Other relevant international instruments include the Convention on the Rights of the Child, the Convention on the Elimination of all forms of Discrimination Against Women, the International Covenant on Economic, Social and Cultural Rights and the International Covenant on Civil and Political Rights.

THE RELATIONSHIP BETWEEN THE PRIVATE AND PUBLIC HEALTH SECTORS IN SOUTH AFRICA

16. In paragraph 4.2.1 the Applicants allege that the price of medicines bought on public sector tender are at costs comparable to the cheapest available in the world. The amicus notes that this claim is not substantiated either here or in their Founding Affidavit.  At the outset, it is submitted that the claim is self evidently spurious for the simple reason that no manufacturer is obliged to tender, nor are they in any way constrained to tender at any particular price.   The contentions advanced by the Applicants that sections 22F and 22G apply only to the private health sector are palpably wrong :

16.1 section 22F is not in any way confined to any sector and is of application in both the private and the public sector;

16.2 save for section 22G(3)(a), section 22G is in no way confined to any sector, whether public or private.

16.3 The Applicants’ attempts to limit the application of sections 22F and 22G to the private sector appear to flow from their argument that the State purchases its medicines by tender under the COMED system.  The fact that medicines are presently purchased through this system –

16.3.1 does not preclude the adoption of new and different systems designed to facilitate access to cheaper medicines;

16.3.2 does not mean that price is not a crucial component in such purchases;

16.4 the State’s obligations concerning procurement are not inextricably linked to the COMED system.  Its obligations flow from, inter alia, section 217 of the Constitution which requires contracts for goods and services to be in accordance with a system that is fair, equitable, transparent, competitive and cost effective.  The cumulative effect of sections 15C, 22F and 22G will achieve these purposes.

17.  In paragraph 4.2.2 the claim is made that the private sector “to an extent” subsidies the public sector. To what extent, if at all, or how, the Applicants do not substantiate. The amicus contends that for this Honourable Court to accept such a claim it would be necessary to know the actual production costs of the medicine in question. I am further advised that it would be necessary for the manufacturer to reveal the amounts needed to amortise any investment in that product as well as to fund future research, and also cover marketing and administrative costs. The manufacturers would also be required to reveal what they regard as an appropriate net profit margin from their sale of a product. Unless this evidence is forthcoming the assertion of cross subsidisation must be considered speculative.  

17.1. A simple example makes the contention of cross-subsidisation  seem quite remote.  Aspen Pharmacare Holdings Limited is primarily a generics producer listed on the Johannesburg Stock Exchange.  In its annual report for 2000 it claims that it is “the leading producer of generic medicines in South Africa”. It also asserts: “The Group is also the largest supplier of pharmaceuticals to the state.”  Unless Aspen Pharmacare is subsidised by the Applicants, it is difficult to understand how the cross-subsidisation takes place.   A copy of the page from the report is annexed hereto as Annexure AA33.  The complete report will be made available to the Honourable Court at the hearing of the matter, if required.

17.2. A single example from a comparative table on price differences between generics and “innovator” drugs, found in the affidavit of Professor Andrew Gray (Annexure AA45), will suffice to dispel the cross-subsidisation myth.  Cotrimoxazole is produced by the Seventh Applicant, the Nineteenth Applicant and Aspen Pharmacare. The Honourable Court is also referred to the Applicants’ Replying Affidavit at paragraph 7.2.4.5. It is an essential HIV/AIDS medicine.  The state uses the generic Purbac produced by Aspen Pharmacare. As shown in the table below, taken from the Ethical Pricing List (Blue Book) published by Pharmaceutical Publishers and Printers (as of 28 March 2001), Purbac is less than one-third the price offered by the Seventh Applicant for Septran, and less than one-sixth the price that the Nineteenth Applicant charges for Bactrim. 


Cotrimoxazole (Double Strength package size = 10)
	Name of Medicine
	Dosage
	Package size
	Trade Price
	Retail Price
	Unit Price

	Bactrim (Roche)
	960mg
	10
	55.3
	94.56
	5.53

	Septran (GSK)
	960mg
	10
	33.01
	56.45
	3.30

	Purbac (Aspen)
	960mg
	10
	8.5
	14.54
	0.85


17.3. Given that Aspen is the largest supplier of pharmaceuticals to the South African state, to the extent that the Seventh Applicant and the Nineteenth Applicant claim their higher prices in the private sector cross-subsidize their lower prices in the public sector (a claim which, as noted, has not been substantiated), the extent of the cross-subsidization must be of relatively little significance.  People with HIV/AIDS in the private sector face extortionate pricing in the purchase of Bactrim or Septran, yet there is little evidence that this supports cross-subsidization of the same brand-name products at cheaper prices in the public sector.

17.4. It should also be noted that it is partly to reduce the opaqueness in the pricing of medicines that section 22G2(a) proposes to empower a pricing committee to make regulations “on the introduction of a transparent pricing system for all medicines and scheduled substances sold in the Republic;”

18. In paragraphs 4.2.5 and 4.3 of their Answering Affidavit, the Applicants allege that despite the large numbers of people infected with HIV, and who have developed AIDS, very few would benefit from sections 15C, 22F and 22G. This argument is based upon, inter alia, the premise that sections 22F and 22G apply only to the private sector, and therefore will not benefit the multitude of poor people with HIV who are unable to pay for medicines at any cost level.

19. The amicus submits that these arguments are misconceived and argument will be advanced in respect of the contentions advanced.

20. In essence section 15C is a measure intended, inter alia, to allow the Minister of Health to regulate patented medicines in the public and private sectors, and to allow any purchaser to buy the patented medicines where they are sold at prices lower than those offered by the manufacturer or its licensee in South Africa, under “certain circumstances” and only to “protect public health”. This has the potential to allow wider distribution and prescription of essential medicines in the public and private sector on the basis of their lower prices.  This is evidence from the wording of the section itself.
20.1. By way of example, the attention of this Honourable Court is drawn to the experience of the Philippines. Administrative Order No. 85, issued by the Department of Health, Office for Standards and Regulations, specifically empowers the Ministry of Health to use parallel importation to purchase safe and affordable medicines. According to the Department of Health in the Philippines this measure, when utilized in the course of 2000, allowed significant saving. A copy of Administrative Order 85 is annexed as AA34 . 

20.2. In circumstances such as these, parallel importation would have empowered the Minister of Health to ensure that every health service provider in South Africa, whether in the public or private sector, had the option of significant cost-savings, with a direct impact on the improvement of public health.

20.3. Also attached hereto as Annexure AA34bis is the affidavit of Carmen Perez-Casas who is the coordinator for Access to Patented Medicines in the medical relief international organization Médecins Sans Frontières. Perez-Casaz provides expert testimony to the fact that brand name medicines are sold at different prices in different countries. This illustrates the potential cost-saving that can be achieved through parallel importation of medicines.  Due to time constraints an unsigned copy of the affidavit is attached hereto. A signed original will be handed up at the hearing of the matter.

20.4. The argument that the section is overbroad, if valid, can be properly addressed by an appropriate remedy such as severance or reading in or reading down.  Argument will be presented in this regard.

21. In relation to section 22F, the amicus denies that generic substitution is a violation of trade mark rights or that it is intended to substitute medicines that are still under patent with generic equivalents except in lawful circumstances. 

22. While it is true that section 22F covers both generic substitution of off-patent drugs and generic substitution of patented drugs where compulsory licences have been issued, I am advised that it is not section 22F which cuts back on patent protection but the granting of the compulsory licence itself. The two issues should not be conflated. Generic substitution can only take place where a generic product is on the market, following either patent expiry or the granting of a compulsory licence under the Patents Act.

23. Section 22F serves, inter alia, to mitigate the uncompetitive advantage accrued by a patented medicine during the period of its market exclusivity, and often maintained after a patent has expired by the market dominance and power of individual patent holding companies together with “perverse incentives” that are acknowledged by the Applicants to exist in their Answering Affidavit at paragraph 6.2. In this respect the amicus draws the attention of this Honourable Court to Annexure AA35, an article from the New York Times, dated 27 August 2000, explaining the methods used by the company Pfizer to sustain the market dominance of its medicine Azithromycin. The rationale for section 22F is thus to facilitate the substitution of expensive medicines with cheaper ones of proven efficacy and quality. The section serves a number of other clear purposes, namely :

23.1. facilitation of access to cheaper medication in compliance with the dictates of the Constitution;

23.2. access to information concerning matters vital to the health and economic well-being of patients in accordance with the spirit, purport and objects of the right of access to information and the right to receive information;

23.3. ensuring that doctors maintain scrupulous independence in the prescription of drugs and the avoidance of perverse incentives to both doctors and pharmacists.

24. The Applicants argue that such measures will benefit only a small percentage of users of the private sector (excluding dispensing doctors or private hospitals and clinics) and are therefore not justifiable. The amicus denies any suggestion that the constitutionality of government measures to make essential medicines more affordable depends on the number of people whose rights to dignity, life and health care are thereby protected.  In any event, on the Applicants’ own version, in the realm of HIV\AIDS, these numbers are vast.

25.  Furthermore, the Applicants fail to acknowledge that many people are partially reliant on both the public and private health sector. The Applicants assume that only people who can “best afford it” use the private health care system.  But research by Health Systems Trust, an expert and respected research organization that studies health systems in South Africa, concludes that “Use of the private sector by low income groups appears widespread from the quantitative and qualitative data presented here. Two aspects of the role of the private sector in rural town primary care delivery should be recognised: first, that many patients are keen to use it in preference to the public sector and second, that private sector practitioners play a pivotal role in public health care delivery in many towns.” (Palmer, N. “Patient choice of primary care provider” Chapter 8 South African Health Review 1999 Health Systems Trust 1999, p101).  The relevant excerpt from the report is attached as Annexure AA36.  A copy of the full report will be made available at the hearing of the matter.

26.  The affidavit of Susan Roberts also explains in concrete terms how patients needing care in the public sector are often required to turn to the private sector as well.  Ms. Roberts is the coordinator of the HIV clinic at Helen Joseph Hospital in Gauteng. Her affidavit explains the manner in which medicines are prescribed to people with HIV and how prescriptions are collected either through the public sector (i.e., at the hospital), or in certain cases as explained in the affidavit,  through the private sector. It sets out her opinions on the value of treatment for people with HIV, and illustrates the complex relationship between private and public sector health care providers. The affidavit is attached hereto as AA37.  

27.  The Palmer study cited above clearly illustrates that there is not an impermeable barrier between the public and private health care, and that generic substitution therefore brings to people partially reliant on the private health sector the same possibility of benefiting from access to cheaper medicines of proven quality and efficacy that is achieved through the public sector tender system.  To explain: the COMED system allows the government to set specifications for the purchase of medicines on a public tender taking into account their safety, quality, therapeutic efficacy and cost. Once generic substitution is made mandatory in the private sector, as is the aim of section 22F, the addition of cost, as a factor in determining what medicine is ultimately prescribed to a patient, will also be directly extended to people using the private sector.

28. It is important to point out that safeguards preventing generic substitution in cases where it is not appropriate are provided for at section 22F(4)(a) & (c) of the Act. Further, contrary to the suggestion of the Applicants, under section 22F(1)(b), the consumer of the medicine retains the right to make the final decision about whether a branded medicine is substituted or not. Thus neither the patients’ right to autonomy nor safety and efficacy are compromised.

29. This Honourable Court is referred to a table (and accompanying explanatory note) providing price comparisons between competing off-patent medicines. The table is based on prices that have been obtained from the electronic format of the Ethical Pricing List (Blue Book) as of 28th March 2001 published by Pharmaceutical Publishers and Printers. The table and accompanying explanatory note are attached as annexure AG2 to the affidavit of Andrew Gray (Annexure AA45). The book will be made available to the Honourable Court at the hearing of the matter, should the Court wish to review it.  It clearly illustrates the differences in prices between brand name medicines and their generic competitors. In these cases, generic substitution, as envisaged by section 22F, would clearly allow substitution of a medicine of the same efficacy and quality, but of significantly lower cost.

30. Clearly, from the above examples, such measures would have immediate short and medium term health benefits :

30.1. In the short term it would allow patients who use the private sector, whether rich or poor, to benefit from cheaper medicines. In the case of poor people it would mean that they are able to afford the medicines prescribed to them, are more likely to comply by completing a full course, and will benefit from better access to health care.

30.2. In the medium term it is reasonable to expect that it would inject greater competition into the price of medicines, seeing a reduction in prices of branded medicines in order to compete with interchangable multi-source equivalents. 

31. Section 22G of the Act provides for the setting of a single exit price for the sale of drugs in the private sector. The effect of Section 22G, taken in tandem with Section 22F, means that all users of the private health sector, will benefit from this competition.  Further, if access to health care is more affordable in the private sector it will reduce the burden on the public sector, leading to a general raising of the quality of health care services. In this respect, we respectfully refer this Honourable Court to the affidavit of Alex van den Heever (Annexure AA38).

32. In conclusion the Applicants do not appear to understand the nature of the health service or health policy in South Africa. They ignore the fact that patients are not hermetically sealed into one sector for all time. Prices in the public sector govern, to some extent, the ability of the State to contemplate offering services, and in turn the ability of “state patients” to receive what services they desire in that sector. In the event that medicines are not sufficiently available and accessible to adequately meet patient needs, such services will be sought in the private sector at least to some extent. Conversely, prices in the private sector will determine, to some extent, the degree to which available funds will cover all the patients’ needs, and hence the degree to which “private patients” will begin to seek care in State facilities. Moreover, it is self evident that the State’s capacity to provide access to health care will be crucially dependent upon the price at which it is able to obtain medicines.

THE ROLE OF THE RESEARCH BASED PHARMACEUTICAL INDUSTRY IN DEVELOPING NEW MEDICINES, THE ORIGINS OF THESE MEDICINES, THEIR PROFITABILITY AND THE INDUSTRIES’ SUCCESSES AND FAILURES IN MEETING HEALTH NEEDS

33. In paragraph 7 of their Answering Affidavit the Applicants outline the need for, and role of, research-based companies in the pharmaceutical industry. This is in response to allegations made in the amicus’ founding affidavit at paragraphs 82 and 83. The Applicants allege that the measures provided for in the Medicines Act violate their intellectual property rights and thereby threaten the very fabric of the international research based industry and its ability to supply medicines to the public. As appears from the expert evidence in the affidavit of Mr James Love, this suggestion is clearly not true and, we respectfully submit, patently misleading.

34. In paragraph 5 of their Founding Affidavit, the Applicants made no mention of what they themselves now describe, in annexure “D29” of their answering affidavit, as the “symbiotic” relationship (4097) between the public sector and the private sector; a relationship in which “the boundaries between publicly funded and privately sponsored clinical research are no longer sharply defined, and the activities are more dependent on one another than ever before.” (4099) 

35. The Applicants’ own supporting documentation bears out that access to facilities maintained by the US National Institutes for Health and expert public sector researchers have facilitated development of a range of drugs, including at least three drugs previously named by the amicus in its papers: AZT, fluconazole and foscarnet. (Annexure D29, 4093).

36. To support its argument that the process of development of medicines does not depend entirely on the exaggerated premises set out by the Applicant the amicus curiae is able to provide this Honourable Court with clear evidence of the part played by publicly funded research in the development of the following medicines:

36.1. The anti-viral compound known as d4T (Zerit(), was discovered by scientists at the Yale School of Medicine, and patented in December 1986. It was licensed to Bristol Meyers Squibb who brought it to the US market in 1994. Copies of the US patent, as well as a report from the Yale University Office of Cooperative Research are annexed as AA39 and AA40, respectively.

36.2. The anti-viral drug abacavir (Ziagen() was based on compounds developed at the University of Minnesota, was patented by the University of Minnesota, and was exclusively licensed to Burroughs Wellcome Co.  In this regard, this Honourable Court is respectfully referred to Annexure AA41, which is a fact-sheet on Glaxo Wellcome AIDS discovery settlement produced by the University of Minnesota dated 10th May 1999.  In 2000 the total sales of Ziagen were reported by GlaxoSmithKline as 154 million pounds, an increase of 75% from 1999: this Honourable Court is respectfully referred to the “GSK Preliminary Announcement of Results for the Year Ended 31st December 2000”, at Annexure AA42 (page 9).

37. Attached as annexure AA 43 is an affidavit deposed to by Mr James Love, the Director of the Consumer Project on Technology, in the United States of America.  His affidavit has been finalized and is being couriered, in authenticated form, from Norway; the amicus begs this Honourable Court’s indulgence to hand up the authenticated original at the hearing of this matter.  Mr. Love’s affidavit explains how research based pharmaceutical companies collaborate with scientists funded by the government in research in to  medicines, often after the completion of the basic scientific research. It critiques the standard pharmaceutical company explanation of costs incurred in research and development, with statistics provided by the companies to the United States government. His affidavit illustrates that many medicines are developed to a significant degree with public funds, and that in many cases private pharmaceutical companies receive significant tax credits for those drugs in which they invest private research and development funds.
38. In paragraph 7.2.1.3, the Applicants again gloss over the role of publicly funded research that is currently driving the search for a vaccine for HIV, including in South Africa. The amicus respectfully submits that, in so doing, they contradict their own supporting evidence which states categorically that US public-sector support for medical research into cancer and HIV/AIDS is “unparalleled in the world” (D29, 4093). 

39. The reason for this ‘oversight’ seems to be that the Applicants seek to conflate patent protection with guaranteed returns on investments, and thus with what the Applicants describe in paragraph 7.2.1.4 as “reasonable financial returns.” 

40. The amicus’ defence of sections 15C, 22F and 22G is not intended to rob the Applicants of their rights to reasonable financial returns. Unfortunately, however, without disclosure of costs, it is impossible to determine the “reasonableness” of returns. Nevertheless I draw the attention of this Honourable Court to some examples of the extreme profits garnered by the Applicants from the sale of medicines worldwide:

40.1. The parent companies of the First and Twenty-Third Applicants have recently merged, and formed a new company named GlaxoSmithKline plc (GSK). Attached as annexure AA42 (and already referred to) is GSK’s Preliminary Announcement of Results for the Year Ended 31st December 2000. It reports a total sales increase of 12%; a trading profit increase of 15%, and an increase in earnings per share of 16%.

40.2. The Applicants assert that the Act is a threat to patents and hence their profitability. This is hard to understand when, in the case of GSK, the total sales of its pharmaceutical products in Africa amounts to less than 1% of its sales worldwide in 2000. As before, this Honourable Court is referred to Annexure AA42 (page 10), the GSK Preliminary Announcement for Year 2000 results.

40.3. Attached as annexure AA44 are graphs compiled by Public Citizen, a US based consumer group, that illustrate the substantial profitability of the multi-national brand name pharmaceutical industry.

EXAMPLES FROM OTHER DEVELOPED AND DEVELOPING COUNTRIES OF LEGAL MEASURES PROMULGATED TO ENSURE THE AFFORDABILITY, AS WELL AS SAFETY AND EFFICACY OF MEDICINES.

41. In paragraph 9.1.14.5 of their answering affidavit, the Applicants challenge the amicus to point to one country in their lengthy list of signatories to TRIPS that has adopted measures similar to those contained in the Act. The  challenge is disingenous for at least two reasons. First, domestic conditions, health systems and disease epidemiology vary from country to country and region to region, meaning that governments may choose different approaches in response. Second, TRIPS creates a broad framework and set of principles, which allows its signatories to opt for a variety of legal measures to protect intellectual property, within the ambit of national constitutional obligations as well as other duties under international law.  In this respect the Applicant’s attention is respectfully drawn to a sentence in Article 1 of TRIPS (contained in the Applicants’ papers) which states:

“Members shall be free to determine the appropriate method of implementing the provisions in this agreement within their own legal system and practice.”

42.  Nonetheless, it is possible to provide this Honourable Court with examples of legal measures taken in other countries, which, whilst perhaps different in form, have the same rationale and objectives as S15C, 22F and 22G.

43.  Attached hereto as Annexure AA45 is the affidavit and annexures of Professor Andrew Gray.  His affidavit addresses the issue of generic substitution for patented medicines, providing examples of international policy for generic substitution and the benefits of such a policy for the private and public sectors in South Africa. It confirms that the approach adopted by the South African government in relation to Section 22F of the Act is not arbitrary and is in keeping with international policy and practice.
44. The amicus also wishes to draw to this Honourable Court’s attention a number of other instances in which other countries (who are TRIPS signatories) have in place policies of the same nature and kind as those provided for in the sections of the Act challenged by the Applicants. This list is not exhaustive, but is based on information that could be obtained by the amicus curiae in the limited time at its disposal to answer the Applicant’s claims.

Philippines

45. The Constitution of the Republic of the Philippines mandates its government to “make essential goods, health and other social services available to all people at affordable costs.” (Section 11, Article 13) On 14th July 2000 the Secretary of Health issued Administrative Order 85, setting out ‘Registration Requirements for a Government Agency Importing a Pharmaceutical Product with a Registered Counterpart Brand in the Philippines.  As previously noted, this order empowered the Ministry of Health to use parallel importation to purchase safe and affordable medicines for use in the Philippines, in pursuit of the government’s constitutional obligations. A copy of Administration Order 85, to which reference has previously been made, is annexed as AA34.
46. On November 28th 2000 an attempt by the Pharmaceutical and Healthcare Association of the Philippines, Inc., (a federation of multi-national pharmaceutical companies similar to the First Applicant) to obtain a Temporary Restraining Order prohibiting use of the AO 85, was denied by the Regional Trial Court, National Capital Judicial Region, Branch 64. A copy of the court’s order is annexed as AA 46.  
47. The amicus has been advised that  the former Secretary of Health of the Philippines, Dr Alberto G Romualdez, will depose to an affidavit explaining the rationale for Administrative Order 85 and cost savings achieved by the Philippines through the use of the mechanism of parallel importation. Dr Romualdez was the Secretary for Health from September 1998 until February 2001. Due to time constraints it was not possible to obtain this affidavit. It will be made available to the Honourable Court and the Applicants shortly.

United Kingdom

48. In the United Kingdom Section 34(1) of the UK Health Act 1999 (attached hereto as Annexure AA47) confers the power on the Secretary of State, after consultation with the industry body, to: 

“(a) 
limit any price which may be charged by any manufacturer or supplier for the supply of any health service medicine; and

(b) provide for any amount representing sums charged by that person for that medicine in excess of the limit to be paid to the Secretary of State within a specified period.”

49. At present in the United Kingdom there is a voluntary price control scheme in place and, pursuant to section 34(2) of the Health Act, the statutory powers are not exercisable while such a voluntary scheme is in place.  The objective of the voluntary scheme is stated to be, inter alia, to “secure the provision of safe and effective medicines for the NHS at reasonable prices” (emphasis added). The scheme applies to all branded licensed NHS medicines.  It provides a framework for determining “reasonable limits to the profits to be made from the supply of medicines to the NHS” (para 10.1) and provides for target returns on capital employed of 17% and 21% p.a. for different levels (para. 11). It prevents manufacturers from increasing the price of any medicine without the Department of Health’s prior approval.   Companies have to provide detailed financial returns with precise information, to the nearest £1000, of their profits and how they are calculated.  The scheme required an immediate price reduction of 4.5% from 1st October 1999.  The text of the relevant excerpt from the current scheme is attached hetero as Annexure AA48, and is available in full on the Internet at www.doh.gov.uk/pprs.htm.
Canada

50. Attached to this affidavit is an affidavit and annexures from Professor Colleen Flood, of the Faculty of Law of the University of Toronto. The court is respectfully referred to Annexure AA49.  Professor Flood sets out the history and evolution of law in Canada with regard to patents on, and the pricing of, medicines.

51. Professor Flood’s affidavit establishes that, for decades, Canada had in place patent legislation that accorded specific treatment to medicines, and that measures such as compulsory licensing and parallel importing were incorporated into Canadian legislation precisely because Parliament sought to lower the price of drugs and thereby make them more affordable. Professor Flood also indicates that various Canadian provinces (who maintain public health insurance schemes on a provincial basis in the Canadian federal/provincial division of powers) enacted legislated to enable, or in some cases require, the substitution of the lowest-cost drug to patients where those drugs were to be covered on the public health scheme.   A Commission of Inquiry reported in 1985 that these measures contributed to the growth of the Canadian generic drug industry and the consequent reduction in drug prices as a result of increased competition (Annexure CF4: Report of the Commission of Inquiry on the Pharmaceutical Industry, 1985).

52. Also attached hereto is an affidavit (with annexures) of Mr Richard Elliott, Barrister & Solicitor of the Province of Ontario, providing examples of laws of Canadian provinces which implement policies of generic substitution for medicines covered by public health insurance schemes. This Honourable Court is respectfully referred to Annexure AA50.

53. As Professor Flood indicates in her affidavit, although provisions allowing compulsory licensing were removed from Canadian law in the late 1980s and early 1990s, the federal government also introduced at that time legislation providing for the control of patented drugs by the quasi-judicial Patented Medicines Prices Review Board (the PMPRB), whose members are appointed by the federal Cabinet upon the recommendation of the Minister of Health.  The PMPRB may order the holder of a patent for a medicine to lower its price for that drug where, in the opinion of the Board, the price charged is excessive.  As Professor Flood explains, in the leading Canadian case on this point, the Federal Court of Appeal in Canada has ruled that the PMPRB necessarily has a broad jurisdiction, which is integral to its ability “to protect Canadian consumers from excessive pricing.” (This Honourable Court is respectfully referred to Annexure CF3: ICN Pharmaceuticals Inc v Canada (1996), 138 DLR (4th) 71 at 76a).  The PMPRB also monitors the ratio of expenditures on research and developments to sales by patentees, and reports annually on the level of commitment to research & development by patent-holding pharmaceutical companies in exchange for receiving patent protection on medicines. 
54. Also attached hereto are Annexures providing examples of legislation and/or programs adopted by various Canadian provinces that seek to make medicines more affordable through various mechanisms such as (a) allowing or requiring pharmacists to substitute a generic version of a prescribed medicines, and/or (b) restricting the amounts payable for prescription drugs by the public health insurance scheme to a maximum price (generally equivalent to the lowest price available, which is generally that charged for the generic version of the medicine).  This Honourable Court is respectfully referred to Annexures AA50(1) (Ontario), AA50(2) (Nova Scotia) and AA50(3) (British Columbia).

Brazil:

55. The Applicant disputes the statements made by the amicus curiae, and Dr Eric Goemare, about the advances made in extending access to treatments for HIV/AIDS in Brazil, mainly through a range of policy measures that make medicines more affordable by stimulating competition. To this end the Applicant annexes an affidavit from Eric Noehrenberg, and an IFPMA pamphlet titled “The Reality Behind the “Brazilian Model” (“EN1”). The amicus curiae disputes the expertise of Dr Noehrenberg to provide such evidence, particularly as the expert himself admits that his conclusions are based on “interviewing a number of people with first hand knowledge of the situation in Brazil.” The pamphlet is clearly partisan and, we respectfully submit, cannot be considered as objective evidence. We attach hereto as annexure AA51, the Brazilian National Drug Policy, February 2001, which correctly depicts the policies and outcomes in Brazil. 

FACTORS BEHIND RECENT DRUG COMPANY LARGESSE 

56.  Under paragraph 8 of their Answering Affidavit, the Applicants list a number of contemporaneous initiatives by members of the Applicant companies aimed at providing greater access to the medicines which are useful in the treatment of HIV/AIDS. The Applicants seem to suggest that this evidence of the seeming beneficence of the companies in question does away with the need, indeed removes the justification, for key measures in the Act.

57. Obviously the amicus does not condone the failure of the Ministry of Health to respond to each of these offers, if this is indeed the case. That is another matter, and the amicus has consistently urged the Fourth  Respondent to take steps to make essential medicines more accessible and affordable in South Africa.

58.  However, the amicus submits that the offers do not in any way remove the need for the South African government to reasonably regulate the price of medicines.  Offers of the sort referred to by the Applicants, while welcome and consonant with what is ethically and morally required to relieve suffering, can be withdrawn as easily as they are made.  Furthermore, such offers do not relieve the government of its constitutional duties, and in the amicus’ submission, the fact that they have been made is irrelevant to the constitutionality of the impugned provisions in the Act.  What is significant however, is that the very fact of the offers is a reflection of the high and unaffordable prices of the medicines to which the offers relate.  The offers are also indicative of the fact that the companies concerned can obviously afford to make these offers and still maintain their profitability.  Further legal argument on these issues will be presented at the hearing of this matter. 
59. It is notable in this respect that the major project detailed by the Applicants in paragraphs 8.5 – 8.8 is not an offer of unconditional price reductions for essential medicines. As the IFPMA press announcement contained in paragraph 8.6 makes clear, country eligibility for these discounts depends upon governments embracing a set of principles adopted by “the UN and company participants”, including the principle that “intellectual property rights should be protected, in compliance with international agreements, since society depends on them to stimulate innovation.” The half-truths contained in this quotation have already been referred to in paragraphs this affidavit, as well as in the affidavit provided by Mr James Love.

60. The attention of this Honourable Court is also drawn to the fact that some of the offers of price reductions made directly to the South African government are made directly contingent upon “adherence to the guiding principles of the Joint Statement of Intent.” This is clearly stated in the two letters annexed to the affidavit of Mr Ian James Strachan, the General Manager of the Fourth Applicant (Applicant’s Answering Affidavit, Annexures “IS 1” and  “IS 2”).

61. The responsibility of governments is to ensure the effective use and distribution of medicines they purchase. International treaties (such as the TRIPS agreement) and domestic legislation set the legal framework for this transaction – not the pharmaceutical companies.

62. Thus it is not surprising that since the launch of the initiative 11 months ago, only six countries have benefited from the offer.

63. I will deal separately with some of the initiatives by individual companies described by the Applicant. However, the following general observations are made with regard to each:

a. these offers came about as a result of well-documented public pressure in South Africa and internationally;

b. the extent of the price reductions in some instances, and the arbitrariness of their timing, indicate that these are measures that will not threaten the profitability of the companies in even a small way; and

c. the offers do not do away with the need for national legislation that aims to ensure citizens sustainable access to essential medicines, regardless of their income. This is particularly important with anti-retroviral medicines for HIV where the patient has to take life-long treatment, and where the government therefore has a duty to ensure that it can sustain this treatment on an affordable basis.

d. all the offers were made after this litigation commenced.

THE DIFLUCAN DONATION

64. The efficacy of Pfizer’s drug, Diflucan has already been referred to. In paragraph 8.2 the Applicants refer to the agreement with Pfizer to supply the Department of Health “with its total need for this drug, free of charge, until the date of expiry of the patent, and for the life of those patients who have commenced therapy therewith by that time.” The Applicants do not explain the background to this Agreement. To assist this Honourable Court to fully contextualise this donation, the background is explained below:

65. On 13th March 2000 TAC Executive member Mazibuko Jara wrote to Pfizer Chief Executive Officer, Mr William Steere, requesting that the TAC be provided with a voluntary licence for Diflucan or, alternatively, that Pfizer unconditionally reduce the price of Diflucan to R4 per 200 mg tablet, roughly the equivalent of the price of a generic alternative. As indicated by the annexed letter from the South African Ministry of Health (Annexure AA52), at the time the public sector tender price of Diflucan was R28.87 per 200 mg tablet. A copy of TAC’s letter to Pfizer is attached as annexure AA 53.

66. On 13th March 2000 TAC held an international press conference to announce its campaign, as well as a simultaneous international campaign by Medicins Sans Frontieres (MSF). A copy of a letter to Pfizer CEO Steere from the Anglican Archbishop of Cape Town was given to the media at this press, and is attached as annexure AA54.

67. On 13th March 2000 over 20 TAC members, including senior leaders of South African trade unions, NGOs and churches, met with Mr Barry Smith, Pfizer’s CEO in South Africa to explain the demands of the campaign.

68. On March 19th 2000, Dr George Flouty, Pfizer’s Medical Director, Public Health Programes responded in a letter to Mark Heywood which is attached as AA55.

69. On March 20th 2000, Mark Heywood, on behalf of TAC, responded to Pfizer in a letter repeating TAC’s original requests and setting a deadline of April 3rd for Pfizer’s response. This letter is attached as annexure AA56.

70. On March 31st 2000, Pfizer responded in a letter addressed to Mark Heywood explaining that “we have requested a meeting with the Ministry of Health to seek their advice and collaboration in a programe to deliver Diflucan free of charge through appropriate medical specialists for South African AIDS patients suffering from cryptococcal meningitis who cannot afford treatment.” This letter is attached as annexure AA57. Surprisingly, when Mark Heywood, Zackie Achmat, Adeline Mangcu and myself attended a meeting with the Minister of Health on 6th April 2000 where she maintained that the South African government had not been informed of Pfizer’s planned donation prior to its announcement in the media. Indeed a letter informing the Minister had been delivered to her home on Sunday April 2nd.

71. On April 3rd 2000 TAC organised demonstrations outside Pfizer offices in Johannesburg and Cape Town. MSF organized similar actions worldwide. The TAC welcomed the Diflucan donation, but criticized its limited nature, specifically that it was confined to the public sector and excluded treatment for candidiasis. On April 7th 2000 a letter expressing this was sent to Pfizer and is attached as annexure AA 58.  Pfizer’s response dated 14th April 2000 is attached as Annexure AA59.

72. The South African Ministry of Health agreed with TAC’s criticism of the limited nature of the offer, and requested “immediate negotiations” to discuss this. A letter from South Africa’s Minister of Health is attached as annexure AA60.

73. The conditionality and limited nature of the offer led to delays in its implementation. On June 21st 2000, for example, the Wall Street Journal quoted the senior adviser to the Minister of Health, Patricia Lambert, explaining government frustration with conditions.  A copy of this article is attached as annexure AA61. Therefore, further demonstrations to highlight the demand for a voluntary licence or an unconditional price reduction were held on June 26th in Johannesburg and in Pietermaritzburg. On the ‘Global March for access to treatment’ which took place in Durban on July 9th 2000 and received major worldwide media coverage, Pfizer’s limited donation was roundly condemned. Many demonstrators carried placards carrying a photograph of Pfizer CEO William Steere and the words AIDS profiteer. 

74. It was in this context that Pfizer acceded to one of TAC’s demands and in the final stages of negotiation with the South African government extended the donation to include the treatment of oesophagal candidiasis. The Agreement that was signed with Dr Manto Tshabalala-Msimang on December 1st  2000, has already been annexed as AA 25.

OTHER OFFERS OF PRICE REDUCTIONS

75.  In the course of this litigation and in particular in 2001, the research based pharmaceutical companies have come under unprecedented public pressure, much of it linked to the litigation that is being pursued against the South African government. To attempt to deflect this pressure, there has been a flurry of new and additional offers of further price reductions. In the Applicant’s answering affidavit for example, paragraphs 8.8.3.1- 8.8.3.4 describe how one company, Bristol Meyers Squibb (Pty) was able to reduce its prices twice within the space of 13 days. 

76. However, in relation to all the above the main contention of the amicus is that, while public pressure is fickle and temporary, public ill health (in particular the HIV/AIDS epidemic) and the need for access to affordable medicines is ongoing. The offers made can easily be withdrawn. The sections of the Act which the amicus has permission to defend before this Honourable Court will all assist the government to put in place a legal framework that ensures better, more rational, and more equitable use of medicines in the short, medium and long term.

MISCELLANEOUS ITEMS

77.  Attached hereto as Annexure AA62 is an affidavit from Dr. Eric Goemaere of MSF responding to the questions raised by the Applicants concerning Dr Goemare’s qualifications.

78. The Applicants’ supplementary affidavit, received by the amicus on 9th April 2001, makes reference to a press release released by the United Nations. In this regard the above Honourable Court is respectfully referred to annexures NJV9 and NJV10. The amicus respectfully submits that the Applicants have selectively quoted from these press releases and that they cannot be seen to represent the full and balanced views of the Secretary General of the United Nations on this matter.

CONCLUSION

79. I have not specifically answered all the assertions made by the Applicants in their Answering Affidavit, but have attempted to group the amicus’ reply under the main themes relevant to establishing the constitutionality of Sections 15C, 22F and 22G. The failure to deal with anything contained in the Applicants’ affidavits should not be construed as an omission.  The amicus curiae respectfully submits that the Court should dismiss the hyperbolic threats of the Applicants, such as that contained in paragraph 7.2.1.4, namely that without patent protection HIV will “find its own end: the funeral of the very last carrier of the virus.”
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