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THE SELF MEDICATION MANUFACTURERS ASSOCIATION OF SOUTH AFRICA
SUBMISSIONS ON THE MEDICINES AND RELATED SUBSTANCES AMENDMENT BILL, 2008

1. Introduction

The Medicines and Related Substances Amendment Bill (B44 – 2008) (“the Bill”) was introduced into the National Assembly on 17 June 2008.  The Parliamentary Portfolio Committee on Health ("the Committee") has called on interested parties and stakeholders to make submissions on the Bill.  The Self Medication Manufacturers Association of South Africa ("SMASA") is accordingly pleased to have an opportunity to make submissions on the Bill.  

Before turning to the substance of our submissions, we note that SMASA represents manufacturers and importers of Schedule 0, 1 and 2 medicines as well as medicines that have not been called up for registration, i.e. over-the-counter medicines ("OTC medicines").  A list of SMASA's members is set out in Annexure “A” to these submissions.  

SMASA is a member of the Pharmaceutical Task Group ("the PTG"), a group representing four other pharmaceutical industry associations in South Africa: Innovative Medicines South Africa, the National Association of Pharmaceutical Manufacturers, the Pharmaceutical Industry Association of South Africa and Pharmaceuticals Made in South Africa.  The PTG (and its member associations, including SMASA) has consistently engaged the Department of Health ("the DOH") regarding the proposed amendments to the Medicines and Related Substances Act 101 of 1965 ("the Medicines Act"), and shares the DOH’s aim of enhancing the efficiency and effectiveness of the body responsible for medicine regulation in South Africa.    
We note that the DOH published a Draft Medicines and Related Substances Amendment Bill on 18 April 2008 ("the DOH Bill") and simultaneously called for public comments.  The DOH Bill is substantially similar to the Bill that is currently before the Committee.  The PTG made substantial comments to the DOH on the DOH Bill ("the PTG submission"), which we attach as Annexure "B".  While we do not intend to repeat the contents of the PTG submission in this document, we note that SMASA stands by the contents of that submission.  We, however, wish to re-iterate that SMASA objects to the proposal in the Bill introducing a two-stage certification and registration process for products.  In our view, requiring the South African Health Products Regulatory Authority ("the Authority") to certify the product and then also requiring the Minister of Health ("the Minister") to register the product will only delay the registration of products.  It seems counter-intuitive to introduce an extra regulatory hurdle where the aim of the Bill is to improve the product registration system thereby enhancing access to healthcare.  We further submit that medicine registration should remain purely a technical process implemented by a specialist body (the Authority) which is based purely on objective considerations of safety, quality and efficacy.  
The purpose of this submission is to highlight the issues arising with regard to the Bill which are not necessarily addressed in the PTG submission, and which have a particular bearing on SMASA's members.  As stated above, SMASA represents manufacturers and importers of OTC medicines, including so-called complementary medicines.
As the DOH is no doubt aware, OTC medicines (including complementary medicines) are similar to other fast moving consumer goods and the competitive dynamics in the market for OTC medicines are different from those in the market for prescription medicines, in that, for example:

almost all OTC medicines (approximately 97%) are subject to open competition as they are not protected by patents and a prescription is not required to purchase such medicine; 

generally OTC medicines are marketed directly to the consumer as consumers are the primary demand drivers for these medicines;

medical schemes do not generally offer reimbursement for OTC medicines and consumers therefore determine how much they are prepared to pay for OTC medicines.  
The Bill raises particular concerns for the regulation of OTC medicines, including complementary medicines (and other cosmetics or foodstuffs in respect of which medicinal claims may be said to be made).  Most significantly:  
the inclusion in the definition of “product” of foodstuffs and cosmetics “in respect of which a medicinal claim is made” is not only an unnecessary addition to the Medicines Act but also introduces undesirable uncertainty as to the type of products that fall within the ambit of the Act; and

the Bill does not expressly provide for the exclusion of Schedule 0 medicines and unregistered medicines
 from the prohibition on the supply of medicines according to a bonus system, discount system or other incentive scheme (section 18A) and from pricing control under section 22G of the Medicines Act read with the Transparent Pricing System for Medicines and Scheduled Substances (published in Government Gazette 28214, GNR 1210 of 11 November 2005) ("the Pricing Regulations").  The Bill also does not expressly state that Schedule 0 medicines and unregistered medicines are excluded from the prohibition in section 22H(1) of the Medicines Act, which, in effect, prohibits the sale of medicines between wholesalers.  
2. The Bill's definition of “product”
The Bill, on the face of it, suggests that it seeks to extend the application of the Medicines Act beyond medicines and medical devices to "cosmetics [and] foodstuffs in respect of which a medicinal claim is made".  SMASA submits that this addition to the Act is unnecessary as, on a proper reading of the Medicines Act with the Foodstuffs, Cosmetics and Disinfectants Act, 1972 (“the FCDA”), it does not amount to a real extension of the application of the Medicines Act.  

As stated above, the definition of “medicine” in the Medicines Act includes any substance “used or purporting to be suitable for use or manufactured or sold for use in” (our emphasis) achieving various, broadly-framed medicinal outcomes, namely, “the diagnosis, treatment, mitigation, modification or prevention of disease, abnormal physical state or the symptoms thereof in man” and “restoring, correcting or modifying any somatic or psychic or organic function in man”.  The emphasis in this definition not only on the use to which a substance is put, but also on what the substances purports to be suitable for, effectively means that any product in respect of which a medicinal claim is made amounts to a medicine under the current definition.  The definition of “medicine” in the Medicines Act is thus already very broad and includes cosmetics and foodstuffs in respect of which a medicinal claim is made.  This is confirmed in the definitions section of the FCDA, which expressly excludes medicines from the definition of foodstuffs and cosmetics.  
This approach is consistent with the recent judgment of the Cape High Court in Treatment Action Campaign and another v Matthias Rath and Others (case no 12156/05, unreported decision of 13 June 2008) ("the Rath case").  During the course of his judgment in this matter, Zondi J observed that the definition of "medicine" in the Medicines Act is wide (para 40).  Importantly, Zondi J holds that a substance amounts to a “medicine” if it is used for a medicinal purpose or it purports to be suitable for such use.  As he states at para 31: “The attributes of the substance and the claims made in respect of the substance will determine if it is a medicine within the meaning of the Medicines Act” (emphasis added).  He even makes the point that the intention of the Medicines Act is not to cover substances such as Rooibos Tea “as long as such substances are ordinarily used and there are no claims of their medical efficacy” (para 42, emphasis added).  It is thus clear that foodstuffs and cosmetics in respect of which medicinal claims are made fall to be regulated as “medicines" under the Medicines Act.  In fact, in the Rath case, Zondi J found that a product, VitaCell, amounted to a “medicine” for purposes of the Medicines Act despite it being (incorrectly) registered as a food supplement under the FCDA (paras 43-5).  At para 96 Zondi J remarked as follows:

“The question whether or not a substance is a medicine is determined with reference to the provisions of the Medicines Act dealing with the meaning of a ‘medicine’ and whether the substance makes medicinal claims about itself.  A substance which falls within the definition of ‘medicine’ cannot be classified as foodstuff in terms of the [FCDA].”   
It is therefore, we submit, unnecessary and confusing for the definition of “product” to include a cosmetic or foodstuff “in respect of which a medicinal claim is made”.  
This confusion arises in the following manner.  For the reasons set out above, we submit that the Bill does not extend the ambit of products regulated by the Medicines Act; the Act already applies to foodstuffs and cosmetics “in respect of which a medicinal claim is made”.  It therefore appears, on the one hand, that the inclusion of “foodstuffs” and “cosmetics” (as defined) does not change the scope of the Medicines Act at all.  On the other hand, the fact that “foodstuffs” and “cosmetics” are expressly defined in the FCDA as excluding “medicines” might be taken to suggest that the drafters of the Bill intend to capture an even wider spectrum of products within the Medicines Act net than is currently the case.  This situation gives rise to considerable uncertainty and should, we submit, be avoided.
SMASA accordingly submits that the definitions of “cosmetic” and “foodstuff” should be deleted in the Bill, and the phrase “or any cosmetic or foodstuff in respect of which a medicinal claim is made” should be deleted from the definition of “product”.

3. Schedule 0 medicines
Schedule 0 medicines have been exempt from the provisions of sections 18A and 22G of the Medicines Act since shortly after the Pricing Regulations came into force.  The Minister granted the first exemption on 19 November 2004 for a period of three years.  The most recent exemption was granted by the Registrar of Medicines on 30 May 2008 and is effective for three years from the date of publication (see: Government Gazette 31083 of 30 May 2008).  
These exemptions were granted as a result of careful research into, and an understanding of, the market for Schedule 0 medicines.  The most recent research conducted by Genesis Analytics, and entitled Impact study evaluating whether the exemption of Schedule 0 medicines from section 18A and 22G of the Medicines and Related Substances Act continues to be warranted (2007) ("the Report"), finds that:

"The performance of [the Schedule 0 medicine] market since the exemption was granted suggests that the DOH was correct to exempt these products from the market.  The reason for this performance is that the nature and structure of the market keeps down prices and ensure access and availability.  As the nature and structure of the market is unlikely to change for the foreseeable future this strongly suggests that the exemption from the price regulations should be granted on a permanent basis."

We attach the Report as Annexure “C” to this submission and draw the DOH's attention to its analysis of the Schedule 0 medicine market, its findings and its recommendations.  

SMASA submits that when considering the Bill the Committee should take cognisance of the findings in the Report, most particularly its recommendation to permanently exclude Schedule 0 medicines from sections 18A and 22G of the Medicines Act.  
SMASA accordingly submits that the Bill should be amended so that it is clear that sections 18A and 22G of the Medicines Act do not apply to Schedule 0 medicines.

Further, in the fast moving consumer goods environment the practice of one wholesaler selling to another wholesaler is common and ensures maximum distribution of products to end users.  This is good for consumers as it ensures that as many people as possible have access to certain fast moving consumer goods.  As discussed above, Schedule 0 medicines are similar to other fast moving consumer goods and this is the reason for their exemption from the provision of section 18A and 22G of the Medicines Act.  The distribution of Schedule 0 medicines would, however, benefit from being treated like any other fast moving consumer goods.  This would, in turn, promote access to health care as well as self-medication with the consequent benefit of affordable health care.  Therefore, we submit that the prohibition in section 22H(1) of the Medicines Act, which prevents wholesalers from selling medicines to other wholesalers, is inappropriate for the distribution of Schedule 0 medicines.  
SMASA accordingly submits that the Bill should be amended so that it is clear that section 22H(1) of the Medicines Act does not apply to the purchase and sale of Schedule 0 medicines.
If this submission is not accepted, it is crucial that the Bill makes it absolutely clear that the current exemption of Schedule 0 medicines from sections 18A and 22G remains in effect (as is, no doubt, the intention).  This should be done by inserting a transitional provision to the effect that existing exemptions under section 36 of the Medicines Act will not be affected by the commencement of the Bill.  
4. Complementary medicines
For a number of years preceding the Rath case there was confusion regarding the regulation of complementary medicines.  Some argued that Government Notice R 204 published in Government Gazette 23128 on 22 February 2002 ("the 2002 call up notice") was a call up notice which required complementary medicines to be registered, while others maintained that it was simply a notice aimed at gathering information on complementary medicines.  In the Rath case, Zondi J clarified matters by unequivocally holding that "it is not the purpose of the 2002 call up notice to subject to registration the nutritional substances mentioned in the notice [complementary medicines]….  The 2002 notice does not render the substances it identifies subject to registration as medicines" (at para 64).  Therefore, complementary medicines are not currently required to be registered.  
Nevertheless, Zondi J's judgment clearly contemplates that complementary medicines are “medicines” for purposes of the Medicines Act and thus fall to be regulated under that Act (because they are used for medicinal purposes and/or medicinal claims are made in respect of these products).   
This is, with respect, as it should be.  Moreover, we submit that complementary medicines should be properly called up for registration so that the regulatory authority (i.e. either the Medicines Control Council ("the MCC") or the Authority can assess the safety, quality and efficacy of these products.  In this regard, SMASA is most concerned that thousands of complementary medicines are sold in this country that are not currently registered and are therefore not subject to the health, safety and efficacy controls contained in the Medicines Act.  There is a pressing need to regulate these medicines.    
5. Medicines that are not subject to registration
For the same reasons that we have submitted that Schedule 0 medicines should be excluded from the requirements of sections 18A, 22G and 22H(1) of the Medicines Act, we submit that medicines that are not subject to registration (i.e. that have not been called up) should also be excluded from the operation of sections 18A, 22G and 22H(1).  
Medicines that are not required to be registered (because the MCC has decided that they do not warrant being called up for registration) are like other fast moving consumer goods, in that they are, amongst other things, not required to be prescribed and are therefore subject to significant competitive forces.  The competitive market should thus be allowed to operate in an uninhibited fashion in relation to these medicines.  

For the sake of clarity, we emphasise that we are not suggesting that medicines that are required to be registered and that are not (i.e. illegal medicines) should be excluded from the provisions of section 18A, 22G and 22H(1).  Our submission is confined to unregistered medicines that have not been called up for registration.
  

6. Transitional provisions
SMASA notes that the Bill does not contain transitional provisions which enable the smooth transition from the registration system under the current Medicines Act to the registration (and certification) system envisaged in the Bill.  
This is particularly problematic for manufacturers and importers of medicines who have submitted an application for registration to the MCC and are awaiting a decision on such registration.  SMASA submits that a transitional provision should be included which facilitates the smooth hand-over of applications for registration from the MCC to the Authority (and clarifies the manner in which pre-existing applications will be handled).  We submit, in this regard, that all applications that have been submitted prior to the date on which the Bill comes into effect should be dealt with as though the Bill had not been enacted.  
7. Conclusion
Should the Committee accept SMASA’s submissions set out in this document, we recommend that the following changes should be made to the Bill:

the definitions of “cosmetic” and “foodstuff” should be deleted, and the phrase “or any cosmetic or foodstuff in respect of which a medicinal claim is made” should be deleted from the definition of “product”;

the insertion of the following subsection into section 18A of the Medicines Act:

"(2) This section shall not apply to Schedule 0 medicines or to medicines other than those medicines that are subject to registration as contemplated in section 14(1)."

the insertion of the following subsection into section 22G of the Medicines Act:

"(5)
 This section shall not apply to Schedule 0 medicines or to medicines other than those medicines that are subject to registration as contemplated in section 14(1).”  
the deletion of the phrase “or any other person selling Schedule 0 medicines” in section 22G(2)(c); 

the insertion of the following subsection in section 22H(1) of the Medicines Act:

"(4) Subsection (1) shall not apply to Schedule 0 medicines or to medicines other than those medicines that are subject to registration as contemplated in section 14(1).” 
if the submission to exclude Schedule 0 medicines from sections 18A and 22G is not accepted, the following transitional provision should, for the sake of clarity, be inserted in section 42 of the Bill:
“This Amendment Act shall not affect the continued validity of any exclusion issued in terms of section 36 of the Act.”

Thank you for this opportunity to make submission on the Bill.
THE SELF MEDICATION MANUFACTURERS ASSOCIATION OF SOUTH AFRICA  

17 July 2008
� As discussed below, “unregistered medicines” refers to medicines that have not been called up for registration in terms of section 14(2) of the Medicines Act.


� The other category of unregistered medicines are those that the MCC has authorised for sale in terms of section 21 of the Medicines Act.  We do not suggest that such medicines should be excluded from sections 18A, 22G and 22H(1), as these unregistered medicines may contain substances that fall within Schedules 1 and above.  For our suggested amendments to sections 18A, 22G and 22H(1), see paragraph 7 below.






