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The Medicines Control Council (MCC)

The Chief Director of Regulatory Affairs 

Ms Precious Matsoso 

Per fax: 012 312 3105 

10 December 2004 

Dear Ms Matsoso 

RE: Amendments to Regulations published under Government Notice No. R 510 of 10 April 2003 as amended by Government Notices No. R 539 of 25 April 2003 and 1506 of 16 October 2003 
We are writing to you on behalf of the Treatment Action Campaign (“TAC”) and the AIDS Law Project (“ALP”). We are aware that oral hearings on the proposed amendments to regulations (as amended) issued in terms of the Medicines and Related Substances Act, 1965 (Act No 101 of 1965) were held in October 2004. Unfortunately, because we found about the hearings after they were held, we did not apply to participate in the hearings. Hopefully, however, you will permit us to make some preliminary comments about the proposed regulations with a view to submitting a detailed and full submission sometime by the end of January 2005. 

Background 

We welcome the efforts of the national department of health in consultation with the MCC to create a stronger and more transparent system for the regulatory oversight of all medicines – including so-called western medicines as well as traditional
 and complementary medicines (TCMs). For purposes of patient safety, efficacy and quality, we do not distinguish between TCMs and western medicines. We believe that the proposed safeguards for the safe and effective use of medicines apply to all medicines. This is likely to protect consumers and avert the likelihood of a public health crisis. 

The role of TCMs 

At the outset, we would like to state that we value the use and reach of TCMs, and support its use where it is proven safe and effective. We recognise that traditional medicines involve many years of community development, and that many people living in South Africa use them. Some TCMs are safe and effective when used in the treatment of certain medical conditions or even as active ingredients in pharmaceutical products.
However, we have always maintained that in order to make full use of all medicines, and to obtain optimal benefit from its continued use, there must be appropriate safeguards in place to ensure that any product that aims inter alia to heal, cure, prevent infection and prolong life must be clinically approved and considered safe for human use. In such cases, claims of safety and efficacy must be verified by an independent regulatory body, for example, the Medicines Control Council (MCC)– irrespective of whether these claims are made by pharmaceutical companies and/or by practitioners that advocate the use of TCMs. Without these assurances, we believe that consumers may be exposed to substantial harm. 
The role of the MCC 

We submit that all medicines, which have been proven safe and effective using appropriate scientific techniques, should be promoted for public use. In South Africa, the MCC is the independent statutory body responsible for determining the safety, quality and efficacy of all medicines. We believe that, at present, it is the most appropriate body to provide the regulatory oversight that is necessary and required, for all medicines. Of course, in respect of the registration of TCMs, we would recommend that representatives from the Interim Traditional Healers Council should be included in deliberations about the safety and efficacy of TCMs, for example, through representation on the relevant MCC clinical review committee. Of course, where there is a conflict of interest, this should be publicly disclosed. The said committee should then decide about the continued participation of the person that discloses a conflict of interest. In this respect, we note that the MCC has already established a Traditional Medicines Committee as well as a Complementary Medicines Committee. We fully support the establishment of these committees. 

However, the quagmire that presents itself in respect of how to distinguish between traditional and complementary medicines as well as who (based on that definition) will be legally allowed/ permitted to dispense TCMs will have to be analysed in the proposed regulations. For example, it is unclear if only pharmacists with the requisite training will be exclusively permitted to sell complementary medicines. With traditional medicines, the perimeters are much clearer, with only registered and accredited traditional healers permitted to dispense traditional medicines. 

The registration of TCMs will substantially expand the MCC mandate. For this reason, we believe that in order for the MCC to properly fulfill its mandate, it must be allocated additional resources and an expanded budget. If this does not happen, the MCC will fail to implement the proposed regulatory system properly and this will undermine public confidence in the MCC, a situation that must be avoided. Second, it must be given a strong regional regulatory mandate and appropriate funding to undertake this task.

Safety and efficacy

We recognise the role that traditional healers and advocates for the use of TCMs play in our health-care system. Traditional healers bring many years of community developed knowledge to their work. At present, it is highly likely that there are traditional remedies, as yet undiscovered by modern science, that are safe and effective for the purpose for which they should be used. 

We therefore believe that much more resources should be invested into scientifically researching and testing traditional medicines to determine their safety and efficacy. In this respect, we note that the Medical Research Council (MRC) has established the South African Traditional Medicines Unit in order to conduct research into medicinal plants, register provisional patents and create a database of traditional medicines. The unit also produces a practical guide for traditional healers involved in primary health care, in consultation with various traditional healer groups. However, the resources currently invested into researching this aspect are insufficient. 

According to the Traditional Medicines Unit, no traditional medicines have yet been proven effective in the treatment of HIV/AIDS. The international organisation Global Initiative For Treatment Systems (“GIFTS of Life”) is also involved in the process of formally recognising traditional medicines. To date they have also not found any effective TCM treatment for HIV/AIDS. They do however report that studies have shown that TCMs are effective in the treatment of herpes zoster with trials showing a faster resolution of the symptoms with the use of TCMs than when treated with acyclovir.

We are therefore concerned that bio-piracy by pharmaceutical companies of products developed by indigenous local communities will undermine local knowledge systems. We believe that one way of protecting indigenous knowledge is to introduce legislation to ensure that indigenous and local communities benefit from the revenues of pharmaceutical products that contain traditional products. In other words, communities must benefit if they can show that a product, proven safe and effective either by itself or as part of another product, originated or was substantially developed in their community. 

For these reasons, we support and welcome the draft legislation proposed by the Department of Science and Technology to protect against and impose sanctions against bio-piracy. 
Regulating traditional healers 

Many traditional healers provide an important community service. However, in our experience, some act unethically by taking advantage of their patients. We are therefore hopeful that the Traditional Health Practitioners Bill, once law, will provide greater regulatory oversight over the conduct of traditional healers (in the same way that so called western health care professionals, are regulated by professional bodies)
. 

This is important in light of several cases that have been reported to us where traditional healers have charged exorbitant fees for attending to and providing patients with TCMs. In some cases, the products given to patients have been harmful and unsafe. For these reasons, the regulatory oversight of all medical practitioners, as well as of the medicines, products and/or substances dispensed to patients, are essential to protect the public interest.
 Furthermore, we have also received reports about people who are on both antiretroviral (ARV) medicines and TCMs. Such combinations are untested and potentially dangerous. It is therefore important for patients to be fully aware of the pharmacological implications of such combinations.
 The proposed regulation of all medicines will go some way to address this. 

Pharmacovigilance 

The Operational Plan for Comprehensive HIV and AIDS Care, Management and Treatment for SA (Operational Plan) published on 19 November 2003 states: 

The goal of the Pharmacovigilance programme is to ensure the safe and effective use of ARVs and other medicines commonly used in HIV and AIDS patients.  Ultimately, Pharmacovigilance should improve patient well-being and public health. The approach will involve regulatory activities performed by the Medicines Control Council, and active surveillance and training through the clinical pharmacology departments of medical schools attached to health facilities, including those in underserved areas. 

… 

Traditional medications will also need to be incorporated into the pharmacovigilance process, including the development of a national database on phytovigilance, including the interactions between ARVs and traditional medicines.

While the documented side effects of so-called western medicines are required by law to be made known through package inserts, the same law does not apply to TCMs yet. We believe that the same standards should apply to TCMs.  We are therefore hopeful that the proposed regulatory process will document TCMs that are scientifically demonstrated to treat chronic conditions such as HIV/AIDS in a safe and effective manner (or such that the efficacy outweighs the side-effects). We therefore support the definition of "health fraud" as contained in the proposed regulations, defined as the “promotion, advertisement, distribution or sale of medicines or articles, intended for human or animal use that is represented as being effective to diagnose, prevent, cure, treat, or mitigate disease (or other conditions) or to provide a beneficial effect on health, but which has not been proven safe and effective for such purposes and such practice is intended to defraud or mislead the public". 

We note that the proposed ambit of the regulations is unclear in one respect – that is, whether regulatory oversight will extend to supplements (including vitamins). In any event, we would presume that the definition of health fraud, where applicable, would be invoked to prevent false and untested claims about any substance marketed for the stated purpose of improving health. 

Of course, this will depend on whether supplements fall under the definition of a registered or unregistered ‘medicine’. We therefore support the proposal that any unregistered medicine must not contain a statement in its advertisement, labeling or packaging which deviates from, is in conflict with or goes beyond the evidence concerning its safety, quality or efficacy that has been published in peer reviewed medical or scientific journals or other reference books that the Council [MCC] considers to be authoritative.” 

We trust that the above will be useful in your deliberations. If you have any queries or require any additional information, please do not hesitate to contact us. 

Yours faithfully 

Ms Fatima Hassan 




Mr Nathan Geffen 

AIDS Law Project 




Treatment Action Campaign 

Attorney: Law & Treatment Access Unit 
National Manager 
021 467 5673 




021 461 2814 

‘African Traditional Medicine’ is defined by the World Health Organisation (WHO) Centre for Health Development as:


“The sum total of all knowledge and practices, whether explicable or not, used in diagnosis, prevention and elimination of physical, mental or societal imbalance, and relying exclusively on practices handed down from generation to generation, whether verbally or in writing”.





� HPCSA, SANC and the AHPC. 


� For example, in the Eastern Cape and Western Cape a product called "Umxube" is being used to treat patients living with AIDS. The product causes severe diarrhea and dehydration. The product composition is not apparent from the bottle labeling. In some cases, patients who are on ARVs are being advised to stop taking their ARV medicines and to exclusively use this product. This is clinically unsafe and ill advised. 


� Generally, the aims of pharmacovigilance are as follows: 


To improve patient care and safety


To improve public health and safety


To contribute to the assessment of benefit, harm, effectiveness and risk of medicines, 


To promote education and clinical training


To promote effective communication to the public 


To promote rational and safe use of medicines





