PAGE  
2
Page 


IN THE CONSTITUTIONAL COURT OF SOUTH AFRICA

CASE NO: CCT 59/04

In the matter between:

THE MINISTER OF HEALTH 

        

     First Applicant

PROFESSOR D McINTYRE N.O.



Second Applicant
 
and

NEW CLICKS SOUTH AFRICA (PTY) LTD

        Respondent

and
    
In the matter between:

THE MINISTER OF HEALTH 

        

     First Applicant

PROFESSOR D McINTYRE N.O.



Second Applicant
 
and

PHARMACEUTICAL SOCIETY OF SOUTH AFRICA
First Respondent

UNITED SOUTH AFRICAN PHARMACIES
         Second Respondent

LA TANDT AND ASSOCIATES (PTY) LTD
             Third Respondent

IRVINE AND MILLER (PTY) LTD


           Fourth Respondent

MEDICROSS HEALTH CARE HOLDINGS LTD
              Fifth Respondent

NETWORK HEALTH CARE HOLDINGS LTD
             Sixth Respondent

I M DAVIS NO.2 CC



        Seventh Respondent

In the ex parte application to be admitted as amicus curiae of: 

TREATMENT ACTION CAMPAIGN


             Applicant

______________________________________________________________

AFFIDAVIT

______________________________________________________________

I, the undersigned,

ANDREW LOFTS GRAY

do hereby make oath and say:

1 I am a senior lecturer in the Department of Therapeutics and Medicines Management at the Nelson R Mandela School of Medicine (“the Mandela School of Medicine”) at the University of KwaZulu-Natal.  I have held this position since 2002.  Before then, I was a lecturer in the School of Pharmacy, University of Durban-Westville.

2 I am also the Study Pharmacist at the Centre for the AIDS Programme of Research in South Africa (“CAPRISA”), which is also based at the Mandela School of Medicine.  I have held this position since 2002.  CAPRISA operates a research pharmacy, which only issues trial medication and does not trade for profit.

3 I am a qualified pharmacist, registered with the South African Pharmacy Council.  I have published extensively on issues of pharmacology as well as the use and regulation of medicines in public health.    

4 I am a past president of the South African Association of Hospital and Institutional Pharmacists, and, as such, served on the national executive committee of the Pharmaceutical Society of South Africa (“the PSSA”).  I currently serve on the branch executive committee of the KwaZulu-Natal Coastal branch of the PSSA, but not on the national executive. The KwaZulu-Natal Coastal branch owns three pharmacies through a trading trust. I am neither a trustee nor a member of the board of directors. I have no direct or indirect interest in any retail or hospital pharmacy in the private sector.

5 Given the nature of my work, I submit that I am qualified to make this affidavit on the legislative history of section 22G of the Medicines and Related Substances Act, 101 of 1965 (“the Medicines Act”), including the establishment of the pricing committee contemplated by that section.

6 I have been advised that this affidavit will form part of the application of the Treatment Action Campaign (“the TAC”) to be admitted as amicus curiae in the matters before this Court under case no: CCT 59/04.

7 Except where otherwise indicated, the facts stated in this affidavit are within my personal knowledge and belief and are true and correct. To the extent that legal submissions are advanced, they are made on the basis of advice received from the TAC’s legal representatives, the AIDS Law Project (“the ALP”), which advice I believe to be true and correct.  

8 To a large extent, my submissions below are based on a Centre for Health Policy (“CHP”) study entitled “Policy Change in a Context of Transition: Drug Policy in South Africa 1989 - 1999” (“the CHP study”).  Written by Thulani Matsebula, Duane Blaauw, Helen Schneider, Lucy Gilson and me, the CHP study was published by the University of the Witwatersrand’s School of Public Health in July 2002 and is available online at http://www.aidsconsortium.org.za/docs2003/policy.pdf.  I am advised that a hard copy of the CHP study will be made available at the hearing of this matter, if required.

9 The CHP study documents the development of the National Drug Policy, 1996 (“the NDP”).  It also identifies some of the key factors that explain the results of the NDP process.  In particular, the CHP study considers the processes involved in developing an essential medicines policy for the public sector and broader medicines legislative reform.

10 In this affidavit, however, I only consider the chronology insofar as it is directly relevant to the development and promulgation of section 22G of the Medicines Act and the regulations issued in terms thereof.  In other words, I only deal with those aspects of the chronology that relate directly to:

10.1 The establishment and functioning of the pricing committee contemplated by section 22G(1) of the Medicines Act; and

10.2 The regulations that the Minister of Health (“the Minister”) is empowered to make (in terms of section 22G(2) of the Medicines Act) on the recommendation of the pricing committee.   

Development of the NDP

11 Soon after South Africa’s first democratic elections on 27 April 1994, the Minister established 11 committees to advise her on key issues facing the Department of Health (“the department”).  One of these was a 12-person National Drug Policy Committee (“the NDPC”), which was convened in August 1994.
12 The mandate of the NDPC was “to develop a plan to reduce the cost of drugs while ensuring that drugs are used effectively, rationally and cost-effectively.”  The NDPC was tasked with providing input on seven key areas within three months, one of which was the development of a pricing plan for drugs used in the public and private sectors. 
13 In November 1994, the NDPC made a submission to the Minister consisting largely of a compilation of reports of the seven sub-groups and including a list of options on medicine pricing with insufficient detail to enable the Minister to make rapid decisions on implementation.
14 The work of the NDPC made it clear that there was a need for a coherent national drug policy.  Within a year, as part of investigations into establishing a social health insurance system, the department published a draft document on drug policy for written comment.  The final, Cabinet-approved, version of the NDP was published in February 1996.  The NDP was subsequently included as an appendix to the White Paper on the Transformation of the Health Care System in 1997. I am advised that a copy of the NDP already forms part of the record before this Court.
Implementing the NDP
15 The first legal reform purportedly to give effect to the NDP was the publication on 12 July 1996 of draft regulations (“the 1996 draft regulations”) to be issued in terms of the Medicines Act (Government Gazette No. 17317, Government Notice No. R. 1150).  The 1996 draft regulations, which did not deal with any of the matters later introduced by section 22G of the Medicines Act, were withdrawn later that year.
16 In September 1996 the South African Drug Action Programme (SADAP) was established to facilitate the implementation of the NDP over a four-year period.  SADAP proposed three phases of NDP reforms:
16.1 Those reforms for which no changes to the law were necessary (whether legislative or regulatory), such as the essential drugs list for primary care;
16.2 Those reforms that simply required changes to the regulations; and
16.3 Those reforms that required major legislative changes.

17 A number of internal implementation structures were established to do this work.  The Medicines Act (then called the Medicines and Related Substances Control Act, 101 of 1965) was identified as the key statute for legislative reform.
Amending the Medicines Act: Act 90 of 1997

18 In May 1997 the Medicines and Related Substances Control Amendment Bill [B 30—97] was tabled in the National Assembly.  In a departure from the ordinary practice, the department had failed to publish a draft bill for public comment before the tabling of the bill in Parliament.
19 In addition to dealing with certain matters that had been considered by the 1996 draft regulations, B 30—97 also contained a number of provisions dealing with access to medicines, including the establishment of a pricing committee, the introduction of a transparent pricing system for medicines and scheduled substances, and the setting of appropriate dispensing fees.
20 During June 1997 public hearings were held by the Portfolio Committee on Health in the National Assembly (“the Portfolio Committee”) on B 30—97, the Pharmacy Amendment Bill [B 28—97] and the Medical, Dental and Supplementary Health Service Professions Amendment Bill [B 35—97].

21 Subsequent to the hearings, the three bills were withdrawn.  Apparently, the Minister’s plan was to redraft the bills and re-table them in the second session of Parliament later that year.
22 A new amendment bill, the Medicines and Related Substances Control Amendment Bill [B 72—97], was tabled in Parliament on 19 August 1997.  The bill was passed as the Medicines and Related Substances Control Amendment Act, 90 of 1997 (“Act 90 of 1997”), and was assented to by then President Mandela on 26 November 1997.
23 Section 22G of the Medicines Act was one of the amendments to the Medicines Act introduced through Act 90 of 1997.  In its original form, section 22G provided as follows:
“(1)
The Minister shall appoint such persons as he or she may deem fit to be members of a committee to be known as the pricing committee.

(2)
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).

(3)      (a)  
The transparent pricing system contemplated in subsection (2)(a) shall include a single exit price which shall be published as prescribed, and such price shall be the only price at which manufacturers shall sell medicines and Scheduled substances to any person other than the State.

(b) No pharmacist or person licensed in terms of section 22C(1)(a) shall sell a medicine at a price greater than the price contemplated in paragraph (a).

(c) Paragraph (b) shall not be construed as preventing a pharmacist or person licensed in terms of this Act to charge a dispensing fee as contemplated in subsection (2)(b).

(4)    To the members of the pricing committee who are not in the full-time employment of the State may be paid such remuneration and allowances as the Minister, with the concurrence of the Minister of Finance, may determine.”
24 On 18 February 1998 the Pharmaceutical Manufacturers’ Association of South Africa (“the PMA”) and 41 co-applicants (including all but one of its member pharmaceutical companies) sought an interim interdict in the Transvaal High Court preventing the President from bringing Act 90 of 1997 into force.  The state’s answering affidavit was only filed some eight months later at the end of October 1998, with the applicants’ replying affidavit being filed a further 21 months later on 31 July 2000.
25 The PMA matter was finally set down for argument on 5 March 2001, more than three years after the interim interdict was originally sought.
26 On 5 March 2001, despite opposition from the PMA, the High Court granted an application by the TAC to be admitted as amicus curiae in the PMA matter.  The matter was then postponed until 17 April 2001 to enable the parties to answer the TAC’s founding affidavit and for the TAC to reply.   On 18 April 2001, the PMA and its co-applicants withdrew their application.
27 During the period of the PMA matter (from February 1998 to April 2001) another legislative process had sought to effect substantial changes to the Medicines Act.  This process began towards the end of 1997, when the Minister and the chairperson of the Medicines Control Council agreed on the need for a review of the drug regulatory authority.  This resulted in the enactment of the South African Medicines and Medical Devices Regulatory Authority Act, 132 of 1998 (“the SAMMDRA Act”) on 6 November 1998, which was assented to by then President Mandela on 18 December 1998.
28 In terms of Proclamation No. R49 (Government Gazette No. 20024, 30 April 1999), the SAMMDRA Act purportedly came into force on 30 April 1999, repealing the whole of the Medicines Act and Act 90 of 1997 with the exception of a few key sections in both statutes.  Importantly, the SAMMDRA Act left the provisions of the Medicines Act dealing with access to medicines, including section 22G, untouched.
29 I am advised that the history of the SAMMDRA Act, including the reasons why this Court set aside the decision to bring it into effect, is set out in the judgment in Pharmaceutical Manufacturers Association of SA and Another: In re ex parte President of the Republic of South Africa and Others 2000 (2) SA 674 (CC).
30 The Pharmaceutical judgment, which was handed down by this Court on 25 February 2000, resulted in the full reinstatement of the Medicines Act and Act 90 of 1997.  However, as noted above, the Minister was still involved in the PMA matter.  It would take almost another 14 months before the PMA withdrew its application on 18 April 2001 and the way was cleared to implement Act 90 of 1997.  
Implementing Act 90 of 1997
31 On 1 June 2001 draft general regulations were published for public comment (Government Gazette No. 22235, Government Notice No. 480).  Interested parties were given three months within which to comment.  Amongst other things, the draft general regulations provided detail about the composition of the pricing committee, and stated that the committee itself “shall determine the procedure for the conduct of its business.”
32 It took more than one and a half years from the deadline for submissions for the department to finalise the general regulations.  On 10 April 2003 and in Government Gazette No. 24727, General Regulations issued in terms of the Medicines Act were published (Government Notice No. R.510).  The regulations were declared to be effective from 2 May 2003.  Amended schedules to the Medicines Act, also effective from 2 May 2003, were published in the same Government Gazette (Government Notice No. R.509).
33 During the period from the publication of draft general regulations until the promulgation of the General Regulations, the Medicines Act was amended once more.
34 On 22 May 2002, the department published the Medicines and Related Substances Amendment Bill, 2002 (Government Gazette No. 23438, Government Notice No. 763), calling for public comment on the draft bill by not later than 22 June 2002.
35 On 29 July 2002 the Medicines and Related Substances Amendment Bill [B 40—2002] was tabled in Parliament (Government Gazette No. 23684).  In its original form, B 40–2002 provided as follows:
“Amendment of section 22G of Act 101 of 1965, as inserted by section 14 of Act 90 of 1997

8. Section 22G of the principal Act is amended by—

(a) the substitution for subsection (1) of the following subsection:

“(1) The Minister shall appoint, for a period not exceeding five years, such persons as he or she may deem fit to be members of a committee to be known as the pricing committee.”;

(b) the addition in subsection (2) of the following paragraph:

“(c) on an appropriate fee to be charged by wholesalers or distributors.”; and

(c) the substitution for paragraph (b) of subsection (3) of the following paragraph:

“(b) No pharmacist or person licensed in terms of section 22C(1)(a) or wholesaler shall sell a medicine at a price [greater] higher than the price contemplated in paragraph (a).” “
36 After the Portfolio Committee held its public hearings, Parliament passed the Medicines and Related Substances Amendment Act, 59 of 2002 (“Act 59 of 2002”), which amended certain provisions of the Medicines Act, including section 22G.  President Mbeki assented to Act 59 of 2002 on 30 December 2002.
37 The latest amendments to section 22G went beyond the amendments originally foreshadowed in B 40–2002.  The amended section 22G now provided as follows (further amendments underlined):
“(1)
The Minister shall appoint, for a period not exceeding five years, such persons as he or she may deem fit to be members of a committee to be known as the pricing committee.

(2)
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);
(c) on an appropriate fee to be charged by wholesalers or distributors or any other person selling Schedule O medicines.

(3)      (a)  
The transparent pricing system contemplated in subsection (2)(a) shall include a single exit price which shall be published as prescribed, and such price shall be the only price at which manufacturers shall sell medicines and Scheduled substances to any person other than the State.

(b) No pharmacist or person licensed in terms of section 22C(1)(a) or wholesaler or distributor shall sell a medicine at a price higher than the price contemplated in paragraph (a).

(c) Paragraph (b) shall not be construed as preventing a pharmacist or person licensed in terms of this Act to charge a dispensing fee as contemplated in subsection (2)(b).

(4)    To the members of the pricing committee who are not in the full-time employment of the State may be paid such remuneration and allowances as the Minister, with the concurrence of the Minister of Finance, may determine.”
38 In terms of Presidential Proclamation No. R. 23, (Government Gazette No. 24627, 28 March 2003), the whole of Act 90 of 1997 was to come into effect on 2 May 2003, with the exception of:
38.1 Section 12, to the extent that it inserted section 18A into the Medicines Act, which was to come into effect on 2 May 2004; and
38.2 Section 26, which inserted section 39 into the Medicines Act and which is still to come into effect on 1 July 2005.

Section 18A of the Medicines Act prohibits the supply of medicines “according to a bonus system, a rebate system or any other incentive scheme.”  Section 39 states that the Medicines Act “binds the State.”
39 In terms of Presidential Proclamation No. R. 24 (Government Gazette No. 24627, 28 March 2003), Act 59 of 2002, which amended certain aspects of the Medicines Act including section 22G, was to come into effect on 2 May 2003.  In terms of Act 59 of 2002, the SAMMDRA Act was repealed.
Setting up the pricing committee
40 As noted above, the state decided that Act 90 of 1997, Act 59 of 2002, the General Regulations and the amended schedules to the Medicines Act would come into effect on 2 May 2003.
41 On 2 February 2003 the Minister called for nominations for membership of the pricing committee to be set up in terms of the soon to be amended Medicines Act.
42 In a notice published in the Sunday Times of 2 February 2003 (and posted on the department’s website two days later), the Minister called for nominations to be made by not later than 18 February 2003.  
43 As at 2 May 2003 no members of the pricing committee had yet been appointed.

44 At a press briefing held in Parliament on 18 August 2003, six months after the closing date for nominations, the Minister announced the appointment of all members of the pricing committee with the exception of the nominees of the Minister of Trade and Industry and the Minister of Finance.  The remaining two members were appointed on or about 5 December 2003.
The work of the pricing committee

45 The pricing committee had approximately eight months within which to complete its work.  The substantive provisions of section 22G had to be given effect to by not later than 2 May 2004 (when all remaining provisions of Act 90 of 1997, with the exception of section 26, were scheduled to come into force).  In addition, a large portion of the committee’s time (three months) would have to be dedicated to receiving and considering public comments on the regulations that were required in terms of section 22G.
46 The pricing committee was required to submit its first report during December 2003, four months after the Minister’s public announcement of the appointment of its members (and less than a month after the last two members were appointed).  This was necessary, bearing in mind the deadline of 2 May 2004 and the period of three months that had to be set aside for public comment on the draft regulations.
47 It is however clear from the records of the Pricing Committee Working Group (“the PCWG”) that some deliberation, involving at least some of the persons later to serve on the pricing committee or its secretariat, preceded the formal establishment of the committee and the appointment of all of its members. I am advised that the report of the PCWG already forms part of the record before this Court.  
48 The pricing committee submitted three reports to the Minister.  The reports were dated 18 December 2003, 19 April 2004 and 21 April 2004 respectively.  I propose to deal with each report in turn, highlighting the major changes between them regarding manufacturer prices, wholesaler and distributor fees, dispensing fees and fees for retailers selling Schedule 0 medicines.
49 The 18 December 2003 report recommended that:
49.1  Manufacturers should themselves decide on a single exit price (“SEP”) for each of their products, which should be “at least 50% less than its stated ‘blue book’ Manufacturer Net Price (MNP) on the date of publication of the draft regulations.”  Annual price increases were to be based on the Production Price Index (“PPI”), Consumer Price Index (“CPI”) and foreign exchange rate.
49.2 Wholesalers and distributors should be able to charge a maximum flat fee of 15% of the SEP, with a cap of R6.  The fee level and cap would be revised on an annual basis, with the PPI, CPI and other relevant indicators being taken into consideration.
49.3 Pharmacists should be able to charge a maximum fee of 24% of the SEP, with a cap of R24.  Doctors and other practitioners licensed to dispense medicines should be able to charge a maximum fee of 16%, with a cap of R16.  These fee levels and caps would be revised on an annual basis.  General dealers, on the other hand, should be able to add a maximum of 16% of the acquisition cost of any Schedule 0 medicine.  This amount would be uncapped. 

50 The 19 April 2004 report recommended that:
50.1  A phased approach to the price reduction process regarding manufacturers be adopted, reflecting a “different approach to the price reduction process … that takes account of information made available since the publication of the draft regulations”, in particular “data submitted by manufacturers [that] indicates that there … [were] substantial differences across individual products in the extent of discounting.”  This approach abandoned the model recommended in the 18 December 2003 report, replacing it with the model that was ultimately adopted by the Regulations Relating to a Transparent Pricing System for Medicines and Scheduled Substances (“the pricing regulations”), published on 30 April 2004 (Government Gazette No. 26304, Government Notice No. R553).  
50.2 Wholesalers and distributors should not be able to charge a separate fee (as originally recommended in the 18 December 2003 report), but instead should be able to negotiate a “logistics fee” with manufacturers.  The fee, which would cover the costs of wholesaler and/or distributor services, would be included in the SEP.  
50.3 Pharmacists’ dispensing fees should take into account the scheduling of the medicines dispensed.  In the case of Schedule 1 and 2 medicines sold without a prescription, pharmacists should be able to charge a maximum fee of 14.5% of the SEP, with a cap of R14.50.  In the case of Schedule 1 and 2 medicines sold with a prescription and Schedule 3 to 6 medicines, pharmacists should be able to charge a maximum fee of 24.5% of the SEP, with a cap of R24.50.    
50.4 In addition, pharmacists should be able to levy an uncapped fee of 1.5% “of the pharmacy acquisition cost … to cover the costs of holding stock.”  This applied to all Schedule 1 to 6 medicines.
50.5 Doctors and other practitioners licensed to dispense medicines should be able to charge a maximum fee of 15.5%, with a cap of R15.50.  In addition, they should be able to charge an uncapped fee of 0.5% “of the acquisition cost … to cover the costs of holding stock.” 
50.6 All retailers of Schedule 0 medicines should “be allowed to sell these medicines with a percentage mark-up as they have done in the past”, provided that “this mark-up should not exceed what it was at the time that the regulations are introduced.”  The rationale for the dropping of the 16% fee proposed in the 18 December 2003 report was that “substantial competition prevails” in the case of such medicines. 

51 The 21 April 2004 report recommended that:
51.1 In the case of Schedule 1 and 2 medicines sold without a prescription, pharmacists should be able to charge a maximum fee of 16% of the SEP, with a cap of R16.  In the case of Schedule 1 and 2 medicines sold with a prescription and Schedule 3 to 6 medicines, pharmacists should be able to charge a maximum fee of 26% of the SEP, with a cap of R26.  The uncapped fee of 1.5% “of the pharmacy acquisition cost … to cover the costs of holding stock” proposed in the 19 April 2001 report and applicable to all Schedule 1 to 6 medicines, was no longer proposed.
51.2 Doctors and other practitioners licensed to dispense medicines should be able to charge a maximum fee of 16%, with a cap of R16.  The uncapped fee of 0.5% “of the acquisition cost … to cover the costs of holding stock” proposed in the 19 April 2001 report was no longer proposed. 
Conclusion
52 The process of developing the NDP and implementing this policy through legislative action has not been an easy one. It has been characterised by periods of rushed action and by periods of considerable delay.  

53 Decisions taken in the face of opposition or under time pressure were not always successfully implemented. Examples include:

53.1 The short period allowed by the Minister for deliberation by the NDPC in 1994.

53.2 Mismatches between policy stances articulated in the NDP and the wording of enabling provisions subsequently inserted into the Medicines Act, for example:

53.2.1 the NDP envisaged that the extent of price increases would be regulated; 

53.2.2 no mention was made in the Medicines Act of manufacturer exit prices being set;

53.2.3 the wording of section 22G neither empowered the Minister to set manufacturer exit prices nor to regulate increases;

53.2.4 nonetheless, the draft regulations proposed a very extensive intervention on both the initial SEP for each medicine and subsequent annual increases;

53.2.5 eventually, the Minister, on the advice of the pricing committee, substantially changed the way in which initial SEPs were to be set.

53.3 The rushed development, enactment and premature promulgation of the SAMMDRA Act at the time when promulgation of Act 90 of 1997 was prevented by legal action.

53.4 Problems encountered with the implementation of the amended Medicines Act after the PMA and co-applicants withdrew their action, necessitating the enactment of Act 59 of 2002.

53.5 Rapid changes in the recommendations made by the pricing committee, notwithstanding any prior analysis performed by the PCWG, in the short period between its final appointment at full strength and the final publication of the pricing regulations only two days before the 2 May 2004 deadline.

____________________

ANDREW LOFTS GRAY

SIGNED AND SWORN BEFORE ME IN THE PRESCRIBED MANNER AT _______________ ON THIS THE ____ DAY OF FEBRUARY 2005, THE DEPONENT HAVING STATED THAT HE HAS NO OBJECTION TO TAKING THE OATH AND THAT HE REGARDS THE OATH AS BINDING ON HIS CONSCIENCE.

________________________

COMMISSIONER OF OATHS

