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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,

JONATHAN MICHAEL BERGER

do hereby affirm and say:

1 I am employed as a research officer at the AIDS Law Project (“the ALP”), the legal representatives of the Treatment Action Campaign (“the TAC”).  I have held this position since the inception of the Law & Treatment Access Unit (“the LTAU”) of the ALP in January 2002.  Since January 2004, I have headed the LTAU.

2 The work of the LTAU, which is conducted largely in consultation with the TAC, and often on its behalf, focuses on the legal aspects of access to treatment for HIV/AIDS and a rights-based approach to the provision of health care services and health sector transformation.  In particular, the LTAU seeks to identify the barriers that prevent people from accessing appropriate treatment for HIV/AIDS and the opportunities that exist (including legal action and advocacy) to challenge these barriers and thereby increase access.     
3 The purpose of this affidavit is to document the steps taken by the ALP and the TAC since April 2001 in their attempts to ensure the successful implementation of the Medicines and Related Substances Control Amendment Act, 90 of 1997 (“Act 90 of 1997”).

4 Except where otherwise indicated, the facts stated in this affidavit are within my personal knowledge and belief and are true and correct.

5 As part of its work to ensure the development and implementation of an appropriate regulatory framework that guarantees a sustainable supply of affordable essential medicines, the LTAU undertook to monitor the implementation of Act 90 of 1997.
6 As set out in the affidavit of Andrew Lofts Gray, dated 25 February 2005, the implementation of Act 90 of 1997 was initially delayed by an application that was instituted by the Pharmaceutical Manufacturers’ Association of South Africa (“the PMA”) and others.  That litigation came to an end on 18 April 2001 when the application was withdrawn.  

7 On 1 June 2001 draft general regulations in terms of the Medicines and Related Substances Act, 101 of 1965 (“the Medicines Act”) were published for public comment (Government Gazette No. 22235, Government Notice No. 480).  Acting in its own name and also on behalf of the TAC, the ALP made a submission on the draft general regulations.
8 Nine months after publication of the draft general regulations, on 6 March 2002, the ALP sent a letter to the Director-General of Health (“the DG”), asking when Act 90 of 1997 would be brought into force.  A copy of the letter is attached hereto, marked “JMB1”.  Apparently, the letter was referred by the DG to the Registrar of Medicines (“the Registrar”).
9 On 13 March 2002 the Registrar replied to the letter of 6 March 2002, stating that the regulations to the Medicines Act, as amended by Act 90 of 1997, were being finalised, and that promulgation of Act 90 of 1997 could only take place once the regulations had been finalised.  A copy of the letter is attached hereto, marked “JMB2”.  
10 In early May 2002, eight months after the deadline for the submission of comments on the draft general regulations, the TAC was involved in litigation before the Constitutional Court when the Court was handed a document, issued by the Department of Health (“the department’), which stated that the department was “in the process of finalising the Regulations necessary for the implementation of the Medicines Amendment Act”.
11 The document, entitled “REVISED MEMORANDUM: Some of the other measures taken by the democratic government to ensure that everyone has access to health care” was handed up during the hearing in the Constitutional Court in Minister of Health and Others v Treatment Action Campaign and Others (No 2) 2002 (5) SA 721 (CC).  
12 A follow-up letter from the ALP (dated 15 May 2002) to the Registrar referred to the document and to a commitment made by the Minister on 19 April 2001 to move speedily with the implementation of the amended Medicines Act.  The letter was copied to a number of people including the Minister and the DG.  A copy of the letter, which includes a copy of the document, is attached hereto, marked “JMB3”.
13 On 22 May 2002 the Registrar responded to the ALP letter dated 15 May 2002 and confirmed that the process of incorporating comments from various stakeholders had been finalised, that a new amendment bill had “been proposed to facilitate implementation of Act 90 of 1997 amendments” and that certain “operational challenges” had also been dealt with, “which are as a result of the legal drafting problems”.  A copy of that letter is attached hereto, marked “JMB4”.
14 In a letter to the Minister dated 20 May 2002, the ALP posed a number of questions regarding the Medicines and Related Substances Amendment Bill, 2002, which had been approved by Cabinet on 15 May 2002.  In particular, the letter sought clarity on the potential impact of the draft bill on the promulgation of Act 90 of 1997 and the regulations to be issued in terms of the amended Medicines Act.  A copy of the letter, which was copied to the DG, is attached hereto, marked “JMB5”.
15 On 23 May 2002, the day after the department had published the Medicines and Related Substances Amendment Bill, 2002 for public comment (Government Gazette No. 23438, Government Notice No. 763), the Registrar responded to the letter dated 20 May 2002, stating that it had been redirected to the DG’s office.  A copy of that letter is attached hereto, marked “JMB6”.
16 In a response dated 3 June 2002, the DG stated that the department was “more eager to ensure the speedy implementation of Act 90 of 1997.”  In his letter, the DG invited the ALP to contact him to discuss its concerns.  As a result, I telephoned the office of the DG on 4 and 10 June 2002 but did not get to speak with him.  No meeting ever took place.  A copy of the DG’s letter is attached hereto, marked “JMB7”.
17 The ALP’s participation in the process thereafter was largely limited to formal submissions made in its own name and on behalf of the TAC.  In particular, the ALP made submissions on:
17.1 The Medicines and Related Substances Amendment Bill, 2002, published by the department;
17.2 The Medicines and Related Substances Amendment Bill [B40—2002] (Government Gazette No. 23684, 29 July 2002); and

17.3 The draft pricing regulations published on 16 January 2004 for public comment within three months.

18 The ALP’s submissions included an oral presentation to the Portfolio Committee on Health in the National Assembly on 17 September 2002 dealing with B40—2002, and an oral presentation to the department and certain members of the pricing committee on 26 March 2004 dealing with the draft pricing regulations.  Copies of the written submissions referred to in paragraphs 17.1 and 17.2 will be made available at the hearing of this matter, if required.  A copy of the written submissions referred to in paragraph 17.3 is attached to the affidavit deposed to by Abdurrazack “Zackie” Achmat on 25 November 2004 (“the SCA affidavit”) as annexure “ZA4”. 

19 I have read the SCA affidavit and repeat my confirmation, on 26 November 2004, that the contents thereof are true and correct insofar as they refer to me and the ALP.

___________________________

JONATHAN MICHAEL BERGER

SIGNED AND AFFIRMED BEFORE ME IN THE PRESCRIBED MANNER AT JOHANNESBURG ON THIS THE ____ DAY OF FEBRUARY 2005, THE DEPONENT HAVING STATED THAT HE HAS NO OBJECTION TO AFFIRMING THE AFFIDAVIT AND THAT HE REGARDS THE AFFIRMATION AS BINDING ON HIS CONSCIENCE.

________________________

COMMISSIONER OF OATHS

