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Introduction 

 

1. SECTION27 and the TAC have, for many years, been involved in advocacy around 

the threats to public health arising from unsubstantiated claims about 

complementary medicines and other products.  

 

2. On 25 July 2016, the Minister of Health published draft regulations dealing with, 

inter alia, complementary medicines and health supplements. The regulations will 

be promulgated as amendments to the General Regulations1 published under the 

Medicines and Related Substances Act 101 of 1965 (“Medicines Act”). In this 

submission, we refer to them as the “Draft Regulations”. 

 

3. SECTION27 and the TAC welcome the opportunity to comment on these important 

Draft Regulations. We welcome this move by the Minister of Health to regulate 

complementary medicines and health supplements, and particularly the claims that 

those manufacturing or selling such products may make about their efficacy. 

 

4. SECTION27 and TAC support the introduction of the proposed amendments. We 

support one of the key amendments proposed in the Draft Regulations to bring 

health supplements under the definition of complementary medicines, and 

therefore to make these subject to requirements regarding labelling, package 

inserts and patient leaflets. We also support the expansion of the definition of 

complementary medicines, which now includes medicines that are used or 

                                                 
1 GNR 510 in GG 24727, 10 April 2003. 
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promoted to diagnose, treat, mitigate or prevent disease or illness. This closes the 

gaps in the regulation of certain complementary medicines and health 

supplements, as we expand on later in this submission. 

 

5. SECTION27 and TAC strongly support the introduction of the below provisions into 

the current regulatory regime: 

 

6. Clause 2(a)(b) (Definitions): 

 

“complementary medicine means any substance or mixture of substances 

that – 

(a) Originates from plants, fungi, algae, seaweeds, lichens, minerals, animals 

or other substance as determined by Council, and 

(b) Is used or purporting to be suitable for use or manufactured or sold for use – 

(i) in maintaining, complementing, or assisting the innate healing power 

or physical or mental state, or 

(ii) to diagnose, treat, mitigate, modify, alleviate or prevent disease or 

illness or the symptoms or signs thereof or abnormal physical or 

mental state of a human being or animal; and 

(c) is used 

(i) as a health supplement, or 

(ii) in accordance with those disciplines determined by Council, or 

(d) is declared by the Minister, on recommendation by the Council, by notice in 

the Gazette to be a complementary medicine.” 
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7. clause 2(b) (Definitions): 

 

“health supplement means any substance, extract or mixture of 

substances that – 

(a) may – 

i) supplement the diet; 

ii) have a nutritional physiological effect; 

iii) include pre- and probiotics classified as Schedule 0; and 

(b) are sold in pharmaceutical dosage forms not usually associated with 

a foodstuff and excludes injectables or substances in schedule 1 or 

higher. 

 

8. Clause 3(a) (Amendment of Regulation 8): 

 

‘(h) in the case of a medicine for oral or parenteral administration, the 

quantity of – 

(i) Sugar or artificial sweetener contained in the medicine and the 

statement: ‘Contains Sugar’ or ‘Contains Artificial Sweetener’. 

 

9. Clause 3(b) 

 

(bb)… 
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(ii) ‘in the case of health supplements, upon registration, the 

disclaimer “Health supplements are intended only to complement 

health or supplement the diet”. 

 

10. Clause 4 (Amendment of Regulation 9): 

 

‘(c) Composition… 

(vi) in the case of a medicine, for oral administration, which contains 

artificial sweetener, the warning: “contains artificial sweetener”. 

(t). . . 

(iii) in the case of health supplements, upon registration, the 

disclaimer “Health supplements are intended only to complement 

health or supplement the diet”. 

 

11. In this submission, we deal briefly with the importance of ensuring a strict 

prohibition on unsubstantiated claims about medicines and other substances. This 

is consistent with the obligations of the Department of Health and the Medicines 

Control Council (“MCC”) arising from section 27 of the Constitution of the Republic 

of South Africa, 1996 (“Constitution”). 

 

The importance of regulating claims in relation to complementary medicines 

and health supplements 
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12. The interest of SECTION27 and the TAC are grounded in our work to advocate for 

and ensure the realisation of the right to health, which is entrenched in section 27 

of the Constitution: 

 

(1) Everyone has the right to have access to – 

(a) health care services, including reproductive health care; 

(b) sufficient food and water; and 

(c) social security, including, if they are unable to support themselves and 

their dependants, appropriate social assistance.  

(2) The state must take reasonable legislative and other measures, within its 

available resources, to achieve the progressive realization of each of these 

rights. 

(3) No one may be refused emergency medical treatment. 

 

13. The right to health includes a right to medicines that comply with the requirements 

of safety, quality and therapeutic efficacy.2 This gives rise to a concomitant 

obligation on the State to regulate medicines, including all substances intended for 

use as medicines, strictly and in a manner that gives maximum protection to the 

public interest.  

 

14. Section 1(3) of the Medicines Act makes clear that the determination as to whether 

the registration of a medicine is in the public interest is one that takes account only 

of the medicine’s safety, quality and therapeutic efficacy. The scheme of the Act is 

                                                 
2 In this regard see Affordable Medicines Trust and others v Minister of Health and another 
2006 (3) SA 247 (CC). 
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one that balances these requirements so that, for example, higher safety risks 

would be tolerated for a life-saving medicine than for a mild pain killer. In each 

case, the MCC evaluates all of the evidence presented to it in balancing these 

factors to determine whether the availability of the medicine would be in the public 

interest. 

 

15. The role of the MCC is severely undermined by unsubstantiated claims of 

substances that are advertised for use as medicines, but whose properties have 

not been through the MCC’s rigorous analysis. 

 

16. In 2008, the TAC was an applicant in a case3 that sought to interdict the 

respondents (referred to in this submission as “Rath”) from carrying out various 

activities in contravention of the Medicines Act, involving the sale, distribution and 

advertisement of certain complementary medicines. The respondents claimed that 

their complementary medicines – which had not been evaluated by the MCC – 

were effective in treating and preventing HIV and AIDS, and that the antiretroviral 

medication registered with the MCC in terms of the Medicines Act were both 

ineffective and toxic. 

 

17. The effects of the respondents’ claims were therefore, firstly, to encourage the use 

of their complementary medicines for the prevention and treatment of HIV and, 

secondly, to discourage the use for this purpose of medicines whose safety, quality 

and therapeutic efficacy had been proven. 

 

                                                 
3 Treatment Action Campaign and another v Rath and others [2008] 4 All SA 360 (C). 
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18. In assessing whether to interdict the respondents’ conduct that had caused these 

effects, the Court expressed that the purpose of the Medicines Act (and, 

accordingly, the obligation of the MCC) is to “protect the public against quackery 

through assessing and controlling the quality, efficacy of these medicines.”4 The 

Court held that this obligation to protect extends to all substances that members of 

the public may use to treat or prevent any illness. 

 

19. As such, no claims about the therapeutic efficacy may be made about a substance 

until an application had been submitted to the MCC to review the evidence and 

either confirm or refute the efficacy of the substance. 

 

20. In addition to confirming the MCC’s powers, the Court confirmed in its order that 

the Minister of Health and the Director-General of the Department of Health have 

clear obligations in relation to the safety of substances used as medicines:  

 

4. It is declared that the [Minister of Health] and the [Director-General of 

the Department of Health] are under a duty to take reasonable measures 

to: 

4.1. prevent the first second, fourth and fifth respondents from 

conducting unauthorized clinical trials; 

4.2. prevent the first, second, fourth and fifth respondents from 

publishing advertisements concerning the medicinal effects of 

VitaCell on persons with AIDS pending the submission by the 

                                                 
4 Id at para 42. 
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aforesaid respondents of VitaCell to the MCC to review its 

medicinal claims. 

5. The [Minister of Health] and the [Director-General of the Department of 

Health] are ordered to take reasonable measures to investigate the 

matters referred to in paragraph 4 hereof and, in the light of the facts 

revealed by such investigation, to take further reasonable action in 

accordance with their duty. 

 

21. The Court therefore made clear that substances intended to be used as medicines 

may not be advertised as such unless their claims of therapeutic efficacy have 

been confirmed. Advertising complementary medicines and health substances as 

medicines with confirmed medicinal effects, where these effects have not been 

confirmed, is unlawful. 

 

22. Despite this, manufacturers of complementary medicines and health supplements 

have continued in the advertisement of their products to make claims as to their 

efficacy, and this has had a severe impact on the public interest. 

 

Sugar and artificial sweeteners 

 

23. SECTION27 and the TAC welcome the inclusion of the labeling requirements in 

respect of sugar and artificial sweetener. These provisions are important because 

they impact on consumers’ ability make an informed consumer choice about 

ingesting added sugar and artificial sweeteners when they consume medicines and 

health supplements. 
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24. The provisions are in keeping with the Consumer Protection Act 68 of 2008 

(“Consumer Protection Act”), which is intended to protect consumer’s rights to 

choose. The preamble to the Consumer Protection Act states that it was enacted 

to, inter alia, –   

 

 ‘improve access to, and the quality of, information that is necessary so that 

consumers are able to make informed choices according to their individual 

wishes and needs;  

 protect consumers from hazards to their well-being and safety;’ 

 

25. The Draft Regulations’ introduction of the regulation of artificial sweeteners is a 

welcome addition because people may need to monitor their intake of artificial 

sweeteners for health reasons. Given that there is a range of artificial sweeteners 

such as saccharin, aspartame, sucralose, neotame and acesulfame potassium, we 

suggest that the name of the artificial sweetener is required to be included in the 

label. 

 

26. We also recommend that the term ‘artificial sweetener’ as it appears in clauses 3 

and 4 of the Draft Regulations, is defined as the Medicines Act and regulations 

currently do not define the term. However, the terms ‘sweetener’ ‘non-nutritive 

sweetener’ and ‘permitted sweetener’ are defined in the Foodstuffs, Cosmetics and 

Disinfectants Act, 1972 and the regulations5 thereto. It would be prudent to ensure 

                                                 
5 See GNR 733 Regulations Relating to the Use of Sweeteners in Foodstuffs , 10 September 
2012.  
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consistency with other relevant legislation to ensure a streamlined enforcement of 

all health-related legislation. 

 

Continued threats from the advertisement of complementary medicines and 

health supplements 

 

27. Since the Rath decision discussed above, SECTION27 and the TAC have 

continued to monitor the advertisement of complementary medicines and health 

supplements. We have recorded 73 cases in which unsubstantiated claims have 

been made about the medicinal effects of substances not registered as medicines.6 

 

28. In this submission, we have highlighted specific examples relating to the 

advertisement of health supplements purporting to treat serious illnesses. 

 

29. Omega Herbal48 

 

29.1. In March 2012, the TAC came across the website for a company called 

Omega48, claiming that their herbal supplement, Omega Herbal48, “turns 

unhealthy red blood cells (misshaped cells, contains bacteria, high 

cholesterol, low oxygen etc.) into healthy red blood cells.” They claimed that 

this supplement was therefore effective in curing almost any disease, 

including HIV, cancer and diabetes. 

 

                                                 
6 For details of these cases, see www.quackdown.info  

http://www.quackdown.info/
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29.2. The website also discouraged people from taking ARVs together with Omega 

Herbal48, stating as follows: “Yes it can be used alongside ARVs but trials 

have shown the CD4 count does not rise as much as it does in those who 

are not taking them.  HIV / AIDS sufferers who are not using ARVs 

experience a dramatic increase in their CD4 count.” 

 

29.3. None of the claims regarded the medicinal effects of Omega Herbal48, or 

about the harmful effects of ARVs, were substantiated by evidence. 

However, they were available on Omega48’s website for public information, 

and to promote sales of the product. 

 

29.4. Had Omega48 been bound by the Draft Regulations to state that the product, 

as a health supplement, was used only to complement health or supplement 

the diet, members of the public would not have been under the impression 

that it is effective in treating most diseases, and that ARVs are similarly 

ineffective in treating HIV. The Draft Regulations would therefore have 

prevented any harm arising from these advertisements. 

 

29.5. Following a complaint by the TAC, these claims were removed. 

 

30. Immune Restore Optimal Health Supplements 

 

30.1. On 9 December 2011, Health Matters placed an advert in the Mail & 

Guardian claiming that its herbal remedies, Immune Restore Optimal Health 

Supplements, reduce the viral load for people living with HIV, as well as 
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repairing their immune systems and increasing their CD4 counts. The 

product had not been registered with the MCC. 

 

30.2. Mr Kevin Charleston referred a consumer complaint to the Advertising 

Standards Authority of South Africa (“ASA”). In finding for Mr Charleston the 

ASA held that the advertisement “clearly targets people who have HIV and 

creates an impression that the product would, inter alia, lower one’s viral load 

and improve CD4 levels.” It therefore fell under a prohibition that formed part 

of the ASA’s Code of Practice at the time, against references to the treatment 

of certain diseases without the product being registered by the MCC. 

 

30.3. Health Matters was therefore instructed to withdraw the advertisement. 

 

30.4. Had Health Matters’ advertisements for its health supplements carried the 

statement that they are to be used only to complement health or supplement 

the diet, Health Matters would not have been able to create the impression 

that they would be effective in the treatment of HIV, and Mr Charleston would 

not have been forced to approach the ASA to protect the public interest. 

 

31. Product #119 

 

31.1. During 2011, a company called Westco International published several 

online advertisements for a health supplement called #119, claiming that it 

was effective as a vaccination against HIV.  
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31.2. The advertisement stated that “The 119 does encapsulate the AIDS virus 

finally and completely all this is done without any side effects of any kind 

(unlike the retrovirals). For that reason the 119 has been used to cure babies 

who were infected with the virus. . . The 119 does act like a vaccine and only 

in the case that the person who has taken the 119 does infect itself again 

this person has to take 119 again to regain his health. By using the 119 

persons can avoid getting infected by the opportunistic diseases such as 

cancer, fungal infections, herpes zoster for example.” 

 

31.3. Not only does the advertisement claim that #119 is effective in the 

prevention, treatment and cure of HIV, therefore, but it also discourages 

people living with HIV from taking their antiretroviral medication. 

 

31.4. Again, the public would derive enormous benefit from a requirement that the 

manufacturer of #119 state that the product may be used only to complement 

health or supplement the diet. Members of the public would not have been 

under the impression that the product was effective as advertised, and those 

living with HIV would not have been discouraged from taking their ARVs. 

 

32. It is clear that the continued advertisement of health supplements, claiming that 

they are effective in the treatment of serious illnesses, is widespread and has the 

potential to cause severe harm.  

 

33. It is therefore critical for the MCC to meet its obligations in protecting members of 

the public from these unsubstantiated claims, in line with their constitutional right 
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to health, to protect members of the public from encouragement to take ineffective 

(and sometimes dangerous) substances, and discouragement from taking 

medication of a proven level of safety, quality and therapeutic efficacy. 

 

Powers of the MCC extending beyond medicines 

 

34. There is a wide variety of unsubstantiated claims about the efficacy of different 

substances and practices in preventing and treating serious illness. These are not 

limited to complementary medicines and health supplements, or medicines of any 

type. 

 

35. For example – 

 

35.1. In 2011, Pastor Chris, the leader of the Christ Embassy Church, purported 

to use faith healing to cure a woman of her breast cancer. The TAC lodged 

a complaint with the ASA after a woman who had tuberculosis was motivated 

by this faith healing, stopped taking her medication and passed away. The 

ASA found that the Christ Embassy Church was prohibited from advertising 

faith healing as a means to cure illness or disease. 

 

35.2. Also in 2011, the TAC lodged a complaint with the ASA against Hivex, a 

company promoting the use of electromagnetism to treat HIV through the 

targeting of proteins to disable the virus. Following a breach by Hivex of an 

undertaking to amend the advertisement, the ASA directed it to permanently 
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remove all claims that create the impression that Hivex could be used to treat 

HIV. 

 

36. These modes of treating HIV fall outside the scope of complementary medicines 

and health supplements. However, they have enormous potential to cause harm 

to members of the public, and to undermine public health efforts in the treatment 

of several illnesses, particularly HIV. 

 

37. To the extent that the product being advertised falls within the definition of a 

medicine, section 20(1) of the Medicines Act applies. In terms of this section – 

 

(1) No person shall –  

(a) publish or distribute or in any other manner whatsoever bring to the 

notice of the public or cause or permit to be published or distributed or 

to be so brought to the notice of the public any false or misleading 

advertisement concerning any medicine; or 

(b) in any advertisement make any claim to the effect that the therapeutic 

efficacy and effect of any medicine is other than that stated by the council 

in terms of subparagraph (ii) of paragraph (a) of section twenty-two7 or 

state or suggest that any medicine should be used for a purpose or under 

circumstances or in a manner other than that stated by the council in 

terms of subparagraph (iii) or paragraph (a) of that section. 

 

                                                 
7 This section deals with the information to be furnished in respect of each medicine. 
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38. Given that some of the advertised products fall outside the definition of a 

“medicine”, such as those discussed in paragraph 35 above, we urge the 

Department of Health to take immediate steps to regulate this and to protect the 

public against objects, substances and practices. National Department of Health 

must establish a framework to ensure their safety, quality and efficacy.  

 

The ASA’s jurisdiction to adjudicate complaints about health supplements  

 

39. As is clear from the examples we provided above, parties seeking to protect the 

public interest against unsubstantiated medicinal claims routinely approach the 

ASA to issue directives in respect of the advertisements in which these claims are 

made. The ASA has the power to issue rulings in respect of its members, who have 

agreed on a voluntary basis to be bound by the substantive requirements 

pertaining to adverts. 

 

40. The ASA’s power to regulate advertising, including advertising or substances 

purporting to be medicines, is currently the subject of litigation. 

 

41. In Herbex (Pty) Ltd v The Advertising Standards Authority, the High Court 

considered whether the ASA could issue an “Ad Alert” in respect of Herbex’s 

advertisements, on the grounds that they do not comply with its Code of Advertising 

Practice (“ASA Code”). The advertisements complained of were for a range of 

weight loss products, and the ASA found them to be misleading and 

unsubstantiated. 
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42. The main defence that Herbex raised was that, because it is not a member of the 

ASA, which is a voluntary association consisting of members of the advertising 

industry, the ASA could not make rulings in respect of its adverts. The ASA argued 

that it was under an obligation to alert its members to Herbex’s breaches of the 

ASA Code, because they are prohibited from publishing advertisements that 

breach the Code. 

 

43. The Court rejected the ASA’s contentions, and held that the ASA does not have 

the jurisdiction to impose its Code on non-members. Its attempts to do so 

undermined the principles of privity of contract, as well as breaching the 

constitutional rights of these non-members of freedom of expression and freedom 

of association. 

 

44. The result is that, where unsubstantiated claims are made about the use of 

substances as medicines, the ASA’s powers to control these advertisements are 

limited. It may only do so where either the advertiser or the publisher of the advert 

has agreed to be bound by the ASA Code through becoming a member of the ASA. 

 

45. The ASA has applied for leave to appeal the High Court’s order to the Supreme 

Court of Appeal. At the date of drafting this submission, to our knowledge, the 

application for leave to appeal had not been determined. 

 

46. In these circumstances, the exercise by the MCC of its powers to “protect the public 

against quackery” becomes even more critical. It cannot allow the continued 
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advertisement of products purporting to be medicines, and claims about their 

efficacy.  

 

Conclusion 

 

47. SECTION27 and the TAC welcome the efforts by the Department of Health through 

the Draft Regulations to meet their constitutional obligations in ensuring that the 

public only has access to medicines that meet the requirements of safety, quality 

and therapeutic efficacy. This is in line with the right to health, as guaranteed in 

section 27 of the Constitution. 

 

48. We look forward to working with the Department of Health in its ongoing efforts to 

protect the public interest in this regard. 

 

49. SECTION27 and the TAC are available for further consultations. For more 

information, please contact the following: 

 

Lotti Rutter, Treatment Action Campaign (rutter@tac.org.za) 

Nikki Stein, SECTION27 (stein@section27.org.za) 

Umunyana Rugege, SECTION27 (rugege@section27.org.za) 


