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INTRODUCTION

The AIDS Law Project (ALP) and the Treatment Action Campaign (TAC) welcome the opportunity to make written submissions on the draft pricing regulations.  Again we express our support for the implementation of a transparent pricing system, which we believe has the potential significantly to increase access to affordable medicines for all people in South Africa.  In particular, we recognise the transparent pricing system as a necessary component of the range of regulatory tools available to the state for ensuring reasonable prices for essential medicines and scheduled substances.

While we recognise and support the principled basis underpinning the draft regulations, we are nevertheless of the view that in a number of key respects, the draft regulations do not give full and proper effect to the National Drug Policy of 1996, the Medicines and Related Substances Control Amendment Act, 90 of 1997, and most important, the constitutional right of access to health care services.
  If implemented in their current form, we believe the draft regulations will fall short of discharging the state’s positive constitutional obligations in respect of promoting the right of access to essential medicines.
  It is in respect of such matters that this submission is primarily concerned, particularly the failure of the draft regulations to give sufficient content and force to the transparent pricing mechanism in respect of pharmaceutical manufacturers.  

This submission does not consider the provisions dealing with wholesalers, distributors and pharmacists in detail, primarily because we support the approach taken by the draft regulations, including the cap on wholesaler, distributor and dispensing fees to ensure the elimination of perverse incentives to dispense or distribute expensive medicines.  Nevertheless, we have two concerns in this regard.  

First, wholesalers, distributors and pharmacists have argued that the proposed fee structure will have an undue impact on their operations.  We believe that such concerns must be considered if and when wholesalers, distributors, pharmacists and their representative bodies place evidence before the Department of Health indicating how and to what extent such a concern is justified.  We trust that they will indeed make such representations to the department.  Our concern in this regard is thus largely in relation to the numbers, not the principle.  

Second, we are concerned that bona fide not-for-profit wholesalers and distributors who deal in relatively small volumes will be unable to provide their necessary services if they are obliged to adopt the new fee structure.  Wholesalers such as the Generic Anti-retroviral Procurement Project and the TAC Treatment Project provide access to essential medicines that are generally unavailable within South Africa.  Unless they are exempt from the proposed fee structure, such not-for-profit entities may only be able to operate at a loss.

RECOMMENDATIONS

Proposed amendments to draft regulation 5

While draft regulation 5 requires pharmaceutical manufacturers (or importers, where applicable) to set their own single exit prices, it fails to provide express guidance in this regard, despite the requirement of section 22G that the regulations provide a “transparent pricing mechanism”.  While a number of other draft regulations provide some degree of guidance in this regard, the failure of draft regulation 5 to deal with this matter in a reasonable and clear way raises both rule of law and access to health care services concerns.

In addition, draft regulation 5 fails to provide any express mechanism for holding pharmaceutical manufacturers to account.  While draft regulation 24 empowers the Director-General of Health (the DG) to determine that a particular single exit price is unreasonable, the regulations as a whole provide no mechanism by which those who set their own prices are called upon to justify the basis upon which they do so.  In our view, a “transparent pricing mechanism” requires holding manufacturers to account and ensuring that they be placed in a position, where necessary, to justify the basis for the setting of single exit prices.

Our final concern with draft regulation 5 relates to the seemingly arbitrary basis for the initial price reduction of 50% off the manufacturer net price as reflected in the Blue Book.  While there may very well be a rational basis for an average initial price reduction of this magnitude, the failure of regulation 5 to provide a mechanism for adjusting this initial price reduction, where necessary, is cause for concern.  In our view, incorporating a mechanism similar to that found in draft regulation 9 would suffice to cure regulation 5 of any possible unconstitutionality.  

In the result, we propose the following amendments to draft regulation 5:

“Upon commencement of these regulations, the single exit price contemplated in section 22G shall be set by the manufacturer or, where the medicine or Scheduled substance is imported by a person other than the manufacturer, the importer of the relevant medicine or Scheduled substance, provided that – 

(1) in setting the single exit price, the manufacturer or the importer shall consider all relevant factors, including but not limited to – 

(a) the public interest in having widespread and general access to the medicine or Scheduled substance;

(b) the prevalence and nature of the disease or condition in respect of which the medicine or Scheduled substance is used;

(c) the size of the market for the medicine or Scheduled substance in the Republic relative to that in other countries; 

(d) the relative availability within the Republic of medicines or Scheduled substances in the same therapeutic class as the medicine or Scheduled substance and the safety and efficacy of the medicine or Scheduled substance relative to that of other medicines or Scheduled substances in the same therapeutic class; 

(e) the prices at which the medicine or Scheduled substance and other medicines or Scheduled substances in the same therapeutic class are being sold in countries other than the Republic;

(f) the costs of manufacturing, importing, selling or marketing the medicine or Scheduled substance in the Republic;

(g) the revenue generated by the sale of the particular medicine or Scheduled substance in the Republic or in any other country, including the volume or quantity and total value of sales of such medicine or Scheduled substance; and

(h) expenditure on research and development with respect to the particular medicine or Scheduled substance; 

(2) for the purposes of a determination made by the Director-General in terms of regulation 24, the manufacturer or the importer shall be required to provide the basis upon which the single exit price was set; and

(3) for a period of one year after commencement of these regulations, such price shall not be higher than fifty percent of the manufacturer net price (MNP) as reflected in the Blue Book as at the date of publication of these regulations for public comment in the Gazette, unless the manufacturer or the importer, upon application to the Minister, is able to establish that a higher single exit price is justified, having regard to – 

(a) the nature and extent of any adverse financial, operational and other consequences for the manufacturer of importer if it is not permitted to set the single exit price of the relevant medicine at an amount higher than that permitted in terms of sub-regulation (3);

(b) the effect, if any, on the availability of the medicine or Scheduled substance within the Republic should the price not be set at the amount requested in the application;

(c) the nature of the health condition for which the medicine or Scheduled substance is a registered indication within the Republic and the extent to which public health would be adversely affected should the medicine or Scheduled substance become unavailable or unaffordable within the Republic; and

(d) The extent to which the rights contemplated in section 27(1)(a) and 27(3) of the Constitution may be adversely affected or limited – 

(i) should the single exit price not be set at the amount requested in the application; and

(ii) should the medicine or Scheduled substance become unavailable or unaffordable within the Republic.”
Proposed amendment to draft regulation 7

Draft regulation 7, dealing with annual increases to single exit prices, is incorrectly made subject to draft regulation 10, which deals with dispensing fees.  The correct cross-reference is to draft regulation 9, which deals with applications to the Minister regarding annual increases to the single exit price in excess of the Minister’s annually determined increase.  
Proposed amendments to draft regulation 9

Draft regulation 9 allows for applications to the Minister regarding annual increases to the single exit price in excess of the Minister’s annually determined increase in “exceptional circumstances”.  By limiting applications for increases in this way, the regulations run the risk of falling foul of the requirements of non-arbitrariness in section 25(1) of the Constitution.  In our view, the term “exceptional circumstances” should be replaced by the term “appropriate circumstances”.

It may very well be the case that only in exceptional circumstances would it be appropriate for the Minister to permit an increase greater than the amount permitted in terms of draft regulation 8.  We believe that standing to make an application should be somewhat broader, as is reflected by the choice of term “appropriate circumstances”, with a further narrowing taking place once the Minister considers the merits of any application. 

Amendments to regulation 16

The power of the DG to act in terms of draft regulation 16, dealing with requests for certain information or documentation from “a manufacturer, importer, exporter, wholesaler, distributor, pharmacist, person licensed in terms of section 22C(1)(a), or any other person selling a medicine or Scheduled substance in the Republic” is seemingly too broad.  It is our view that such a power may only be exercised for certain purposes.  In other words, it is not a general power to be used at the DG’s unfettered discretion.  While this may be implicit in the draft regulations, we believe that this needs to be made express to remove any hint of uncertainty and therefore avoid any rule of law (“void for vagueness”) concerns.

In the result, we propose the following amendment to draft regulation 16:

If t[T]he Director-General, acting in terms of either regulation 23 or 24, has reason to suspect that the price of a medicine or Scheduled substance is excessive, he or she may in writing request from a manufacturer, importer, exporter, wholesaler, distributor, pharmacist, person licensed in terms of …. 

Amendment to draft regulations 17 and 18

Draft regulations 17 and 18 set out the category of persons within whose knowledge, possession or control the information or documentation requested in terms of draft regulation 16 may lie, requiring the provision or such information or documentation to the DG in certain circumstances.  To ensure that local subsidiaries, for example, are not able to rely on their lack of knowledge, possession or control of information or documentation that lies in the knowledge, possession or control of their multinational parent companies, we recommend that the category of persons identified in both draft regulations be expanded, so as to facilitate better compliance with the DG’s request in terms of draft regulation 16.      

In the result, we propose the following amendment to draft regulation 17:

Subject to the provisions of any other law, where the information or documentation requested in terms of regulation 16 is within the knowledge, possession or control of the person from whom it has been requested, or is reasonably capable of being obtained by such person without undue hardship, such information or documentation must be provided to the Director-General in the specified format within 30 working days of the date of such request, or such other reasonable period as the Director-General nay determine.
Similarly, we propose the following amendment to draft regulation 18: 

Where the information or documentation requested by the Director-General in terms of regulation 16 is not within the knowledge, possession or control of the person from whom it has been requested, or is not reasonably capable of being obtained by such person without undue hardship, such person shall inform the Director-General to this effect in writing within 14 days of the date of such request or, if so required by the Director-General, by way of an affidavit.

Amendment to draft regulation 19

We are concerned about the lack of clarity in draft regulation 19 regarding the role of the Pricing Committee.  In draft regulations 8 and 20, the role of the Pricing Committee is clearly set out.  In respect of the former, its role is to advise the Minister regarding annual increases to the single exit price.  In respect of the latter, its role is to receive written or oral representations on the pricing of medicines.  

Yet in draft regulation 19, the DG is empowered to refer information and documentation that he or she has requested and obtained from various parties to the Pricing Committee “for the purpose of facilitating the performance by the Pricing Committee of its duties in terms of the Act.”  The relevant provision of the Act is section 22G(2), which provides as follows:

“The Minister may, on the recommendation of the pricing committee, make regulations—

(a) on the introduction of a transparent pricing system for all medicines and Scheduled substances sold in the Republic;
(b) on an appropriate dispensing fee to be charged by a pharmacist or by a person licensed in terms of section 22C(1)(a); and

(c) on an appropriate fee to be charged by wholesalers or distributors or any other person selling Schedule 0 medicines.”
The only duty assigned to the Pricing Committee by the Act is the duty to make recommendations regarding regulations in respect of the introduction of a transparent pricing system and the various appropriate fees.
  Given that the regulations will introduce the transparent pricing system, the only duties that remain after promulgation are those dealing with appropriate fees.  This seems to unduly restrict the important role to be played by the Pricing Committee.  
There is nothing in the Act that precludes the regulations issued in terms thereof from assigning a role to the Pricing Committee in respect of the functioning of the transparent pricing system.  Indeed, this would seem to be the basis for the Pricing Committee’s powers in terms of regulations 8 and 20.  Given the role that the Pricing Committee is well placed to play, we propose the following amendments to draft regulation 19:

“The Director-General may refer the information and documentation contemplated in regulation 16 to the Pricing Committee for the purpose of facilitating the performance by the Pricing Committee of its duties, whether in terms of the Act or any regulations issued in terms thereof, and in particular if he or she has reason to believe that the price of a medicine or Scheduled substance is excessive, necessitating action in terms of regulation 24.
Amendment to regulation 22

In terms of draft regulation 21, “[a]n applicant for registration of a medicine in terms of section 15 of the Act must, at least six months before the sale of the medicine supply … [certain] information to the Director General”.  Draft regulation 22 exempts applicants for registration from supplying such information if it is not within that person’s “knowledge, possession or control”.  

As we recommended in respect of draft regulations 17 and 18, we believe that draft regulation 22 should be extended beyond “knowledge, possession or control”, to include those circumstances where the applicant for registration is reasonably capable of obtaining the information without undue hardship.  In the result, we recommend the following amendment to draft regulation 22:   

Where the information specified in regulation 21 is not within the knowledge, possession or control of the applicant, or is not reasonably capable of being obtained by the applicant without undue hardship, the applicant shall inform the Director-General to this effect in writing or, at the request of the Director-General, by way of an affidavit.

Amendments to draft regulations 24 and 1

Draft regulation 24, which inter alia empowers the DG to “determine that the price of a medicine or Scheduled substance is unreasonable”, is not the sole regulatory provision that permits the scrutiny of medicine prices and provides some sort of remedy when such prices are found to be unjustly high.  Other provisions dealing with such matters include section 8 of the Competition Act, 89 of 1998, and section 56 of the Patents Act, 57 of 1978.  

Section 8(a) of the Competition Act speaks about prohibited “excessive pricing”, with section 56(2)(c) of the Patents Act dealing with an example of when the rights in a patent are deemed to be abused, when “demand for … [a] patented article in the Republic is not being met to an adequate extent and on reasonable terms”.  South African case law recognises that demand in not being met on reasonable terms “[i]f the user of the patented article is paying an excessive price”.

We therefore recommend replacing the word “unreasonable” with the word “excessive”,
 so as to ensure consistency with the broader “access to medicines” legal framework and to allow for the Minister, the DG and the Pricing Committee to benefit directly from the work of the Competition Commission and the jurisprudence of the Competition Tribunal, Competition Appeal Court, Court of the Commissioner of Patents and the Supreme Court of Appeals.  In addition, we recommend inserting a definition of “excessive price” into draft regulation 1, based largely on the definition found in section 1 of the Competition Act.

Further, we recommend that draft regulation 24 provide a simple mechanism that allows for the DG to take appropriate action following a finding of excessive pricing.  We do not believe that the Minister or DG should be involved in the direct setting of medicine prices, but should rather be empowered to takes steps to create (or threaten to create) the conditions for competition to force prices down to non-excessive levels.  We also believe that a mechanism should be created for aggrieved consumers to draw the DG’s attention to cases of alleged excessive pricing.  

In the result, we recommend the following amendments to regulation 24: 

Acting on his or her own initiative, on the advice of the Pricing Committee or in response to a complaint of alleged excessive pricing submitted in the prescribed form by an interested person, t[T]he Director-General may determine that the price of a medicine or Scheduled substance is excessive [unreasonable] and communicate to the relevant manufacturer, importer, wholesaler, distributor or retailer in a manner which he or she deems appropriate, or to consumers by notice in the Gazette, such determination together with the basis upon which the determination has been made[.], provided that if after two months of the communication the price remains excessive, by notice in the Gazette he or she shall – 

(1) if such medicine or Scheduled substance is protected by patent, recommend that the Minister exercise his or her powers in terms of section 4 of the Patents Act, 1978 (Act No 57 of 1978) for the public purpose of increasing access to the relevant medicine or Scheduled substance; or

(2) if such medicine or Scheduled substance is no longer protected by patent, notwithstanding anything to the contrary in regulation 5 of the General Regulations made in terms of the Act (No. R. 510, 10 April 2003), recommend to the Medicines Control Council that any new application for registration in respect of an interchangeable multi-source medicine of such medicine or Scheduled substance be subjected to expedited registration process.        

In addition, we recommend the following new definition to be inserted into draft regulation 1.

“excessive price” means a price of a medicine or Scheduled substance that is higher than and bears no reasonable relation to the economic value of that medicine or Scheduled substance, and for the purposes of this definition, “economic value” shall be determined after due consideration of the costs of manufacturing, selling or marketing the medicine or Scheduled substance in the Republic, including the manner in which such costs are calculated and details of expenses incurred in the course of research and development, manufacture or sale of the medicine or Scheduled substance”.

Amendment to draft regulation 25

For the same reasons as advanced in respect of the proposed amendment to draft regulation 24, we recommend replacing the word “unreasonable” with the word “excessive”.

[ENDS]
� Implicit in the right of access to health care services is a right of access to essential medicines.  In this regard, see Minister of Health and Others v Treatment Action Campaign and Others 2002 (5) SA 721 (CC); 2002 (10) BCLR 1033 (CC).


� In our view, the draft regulations do not constitute “reasonable … [regulatory] measures [that] progressively realise the right” of access to essential medicines, as required by section 27(2) of the Constitution.


� In addition, regulation 38 of the General Regulations made in terms of the Medicines and Related Substances Act, 101 of 1965,� simply describes the composition of the Committee.  


� Sanachem (Pty) Ltd v British Technology Group plc” 1992 BP 276 at 281G


� This recommendation applies with equal force to draft regulation 25.





