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18 July 2008

The Chairman
Fariismantary Commities on Hasith
CAPE TOWN

Attention: Mr Lincoln Vumile James Naculu

Email: jalamba ariimen V.Za

Desr Sir

SUBMISSION ON THE PROPOSED MEDICINES AND RELATED SUBSTANGCES
AMENDMENT BILL. Notica 475 of 2008 (tha * Bill")

INTRODUCTION

Jniigver South Africa {Piy) Lic iz 2 f2st moving cansumer goods manuiacturer in a wide varlety of

catzgories in the Home, Personal Care and Food Industry snd forms pan of the global Uniever
Group of Companies which is ong of the largest grocary manufacturing companies in the Warla.

Urslever has been estzblished in South Africa for over 100 years. Some of our more prominent
brancs inciude LUX, DOVE, OMO, SKIP, SURF, SUNLIGHT, DOMESTOS, HANDY ANDY.
RAMA, FLORA, and KNORR. We hava idantified tha! our portfolio of brands and the categories
within which we operate, glve us 3 urigue sbility to add vitelly {o ife of our consumers; inside ane
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programmes to assess, fermulate and develop our food and cosmisiic products at state-gi-the art
izboratorigs located in Europe, the Unitsd Kingdom and the Unites Siztes. Wit this in mind, we
Erc opeEn ana transparent it our product formation end brand communication, uSing our
experise in consumer markeling 1o promote & healthy lifestie. In this sontext we trust thiat our
submission will be sericusly considarad



AMENDMENT OF SECTION 1 of the MEDICINES and RELATED SUSSTANCES ACT 101 of
1985 (“the Act'

It is our submmman, in_brief, that the dmﬂmf_tﬁhﬂ:slatmn have not ff“;’e_"y
undemﬂ__mmimmmLfMtuﬁsmumg:s and medicines and have

D

almnst dlsms_hhrded the Foodstuffs, Cosmetics & Disinfectants Act #54 uf 1972 as

‘zmended and tried to “lump™ ‘foodstuffs and cosmetics into Act 101, where it has no

nztural home and thereby unnaturally hurdening foodstufis and cosmetics with legal
constraints normally accorded to pharmaceutical medicines which are alleged by some to
have been over-regulated and thereby constrained the development of the pharmaceutical
industry in South Africa, for years. This is not in line with what is done in other Western
coumtries and for this reason there is 2 need to prevent this form of over regulatlon to now

stifle the food and cosmetic industry in South Africa, as well.

The Bill accordingly seeks to expand the applicability of the Act <01 1o “products” (s opposed
to medicines). In lterms of sectica W), 2 product would include a2 mediine, cosmetic, medica!
device, and foodstuff * One could not ask fora more disparate cofiaction! Thus a “cosmetic” and
“foodstuff is as cefined in 1arms of the Foodatiffs, Cosmetics and Disinfactenis Act 54 of 1872, in
raspect of which medicinal claims e made (our underlining). It is this section of the Bill that we
wish lo take issue with.

7% Nnke an argument can e mete gul for Act 101 baing extendecd io fuacstuﬁs  and cosmeatics.

whars medicingl clgims are bsing made, i is our view that the Bl sl ly f2iis to clarify what

sxacty 2 medicinal claim™ cam:rrﬁs-.‘*a._*:‘
—————

« This implies thai foodstuife and cosmetics that carry  'health claim’ will have 1o be
registered with the South African Health Products Regulatory Authority and migy only be
sold through registered sgencies such 2s pharmacies? The drafiers of the legisletion
cannat be serious i this is iheir intention as it will complatsly disrupt the presences of
foodstuffs and cosmetics in our supermarkats and fast maving consumer good outlets
For mstance our product Fiora Pro-Activ which contsins plant siercls which reducs
choiesterol {2nd this has been proven in our imlemationally accraqtied laborstories and

irdependent tests over countiess years of study), could only be sold in pharmacies
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which cannot be the ieniion of the draftsmen of the ‘egisation! This could mean that
ratail outiets (supermeskets] would have to be ixenssr 0 s=! Toossiufs with hesiih
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« Frovision has Deen mace for hesth daims on fosdstulls in the craft regulations of the
Foodstufls, Cosnalics & Disinfectants Aol which is the right nome for such producis and
ciaims. |t does not make sense Tor Act 701 io set up 5 new regime where legislation =
already onthe Siatine Book

» Unintsnded conseguences o gonsemers will be the higher cost and aveilebility of
foodswiiffs if stores have 10 be licensed o sell such producis with heelth claims.

« Nodraft guideiines heve bssn published Tor comment. 1o daia.

= Health claims on Fooogstue offer important information o consumers in nelping them to
make the best purchasas in ordar o improve their health and determing the nuiridtional
status of such products which is infernational bhest-practice n any event. The Bill will
change the manner in which these fondstuits can be adveriisad 1o the public.

» I = foodstuff healtn clam s reguiated under the same Act as 2 madicinal ¢laim, then this
could pose & barrier o wade for imported foodstuffs to enter the South African markel.

« The prohibltions currently sppiicable 1o the supply of medicines in terms of incentive
schemes, rebates, discountss &c. {sections 18z and 8] will bacoms applicabie 1o
foodstufs and cosmetics. The application of a dissount to & foedaiuf or cosmetic, in the
supply of the produc: will no ionger be allowed in ferms of this Act. This is ridiculous 85 it
would prevent norma’ healthy trade competition in the market-place

= The Bill would aliow the Authadity to publish information refatng 1o any preduct undar its
jwrisdiction, to the public. Tnis may clude confidential imteliectual proparty =nd
commercial information witich may Interfere with the comp=itive value of the foodsiu®
ar cosmetic,

Adverusers in Soutn Afncs conform 10 e self-regulatory Cods of Aovartising Practice laid cown

Lad

by ihe Advertising Standards Authority { “the Code™ . In terms of Aopendix £, seciion 3.3 of the
Loce i may be a cosmetic a3 defined by its primary purpose, It may have & secondary functian
coniributing to general hesith and wall-being, for example an anti-fungsl body wash. Suraly it is
not the imention of the drafismen of Sie Bill to includs within the realm of Act 101 produsts which
are in fact cosmetics, but make cizims which npromate healihy skin? Wihout clarification of what
exazily the lsgisisture conetruss 25 3 "medicina! claim” it is our view that the Bill is fatally flawed
Maoraovar theare is o carky given with regard o the definftion of he word “slaim™ & Is imperstive
that any fegidlation have diraslion on whether this is inlended o maan sdverlising claims, direct

marksting claims, claims mads by sroduci names, on peckaging endfor labels elc.
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Tne Advertsing Code of the Adverising Standaras Authority could ;:ce useiul guidance o ihe
ot IEEn

crafleman of tha Blll as what 2 mors sansibis definition of (Teiamrs
Sscuon 4 of Appendix C of the Oods statas:

a2 el be For nstanes,

4. THE USE OF WORDS IN A COSMETIC CONTEXT AND IN & MEDICINAL
CONTEXT

4.1 The cosmetic context has the typical characteristics of:

: temporary actian;

- improvement of the appearance of the skin:

- to be used regularly to maintain the effect;

- the effect is aimed at grooming and enhancing the sppearance of the ckin
texture,

4.2 The medicinal context has the typical characteristics of

" permanent or drastic effects sfter completion of a treatment:

- healing or curative aspects;

- 1o be used restrictively because nf rhe pofem:y m‘ the treatment;

: the effect js aimed at treatment of, or relieving, & disease or condition.

4.3 Examples

4.3.1 REVITALISE, in the cosmetic sense. The moisturising and taning
properties of this product will leave your skin feeling revitalised, refreshed and
will ook years yvounger,

4.52 TREATMENT, in the cosmetic sense. This Winter Skin Treatment Pack
provides you with all the products fo nourish, moisturise znd tone your skin in
the dry climate of winter and will leave yaur skin {ocking at iis best.




CONCLUSION

We wish 1o thank you for the epporuntty 1o participate in this process. Shouls You have any
quenes relating o the issues raisad sbove, please do not hesitate 1o contac: the writer on 033
570 2643/082 £54-6935.

We formally regues! fo be sble to stiand the Parllementary Porinin Committas on Healih

T

Puslic hearing on the 5" and 87 August 2008 in order to furiher ergage nd varnally submit to

the Committee members on the issuss nighlighted in this submission.

Yaurs faithfully
- T L

RAY LECOLLE-BROWN

GROUP LEGAL DIRECTOR

th



ASSOCIATION FOR DIETETICS IN SOUTH AFRICA

NUTRITION SOCIETY OF SOUTH AFRICA

Minister of Health

Attention: Chief Director: Medicines Regulatory Affairs
Private Bag X828

FPRETORIA

0001

8% October 2004
Dear Sir / Madam
RE: COMMENTS - PROPOSED DRAFT AMENDMENTS TO THE

GENERAL REGULATIONS MADE IN TERMS OF THE MEDICINES AND
RELATED SUBSTANCES ACT (ACT 101 OF 1965)

The Nutrition Society of South Africa is a scientific organisation representing
nutrition scientists in South Africa and the Association for Dietetics in South Africa
(ADSA), is the professional association for registered dietitians in South Africa.
Jointly our members work in all areas of the field of nutrition and dietetics and for
have nutrition science is their specialist area.

The vision of ADSA is to represent and develop the dietetic profession to contribute
towards achieving optimal nutrition for all South Africans Amaonest our primary aims

are:
0 To act as spokesperson in negotiations affecting all matters of the dietetic
profession.
0 To have input on draft legislation on food, nutrition and related matters.
0 To build up and maintain contact with organisations and associations which
provide nutrition information to communities and individuals in South Africa.

In line with this, ADSA and the Nutrition Society support South African consumers
being provided with truthful, evidence-based information on the packaging of foods
that might assist them in making more informed and healthful choices from amongst
the products available.
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To this end, both ADSA and the Nutrition Society have over the vears been an active
member of the Food Legislation Advisory Group (FLAG) set up by the Directorate of
Food Control of the Department of Health, where we believe that we contribute to
promoting an evidence based approach to health related food issues and regulations.
In addition, both groupings, fully support the Department of Health’s Mandatory
Food Fortification Programme, that makes fortified staple foods a reality and in so
doing, we hope will address the real public health problem of micronutrient
malnutrition. At the same time we support any initiative to prevent South African
consumers from being mislead through the messages carried on food and
supplements.

The Nutrition Society and ADSA would like, therefore, to jointly submit their
comments on the proposed amendment to Act 101 of 1965, published in Government
Gazette R844 No 26572 of 19 July 2004,

We believe that the Food and Agriculture Organisation (FAO), World Health
Organisation (WHO) Food Standards Programme, namely the Codex Alimentarius
Commission, is a highly credible body. We also believe that the recent WHO Global
Strategy for Diet, Physical Activity and Health is a laudable document that requires
the attention of all interested in the health of the world’s population. We therefore
believe that South Africa, as an active member of the United Nations, should ensure
that they align themselves with the guidelines developed and being developed by
Codex and the recommendations made in the Strategy for Diet, Physical Activity and
Health.

We therefore feel strongly that foods should be excluded from the proposed
amendment to Act 101 of 1965, published in Government Gazette R844 No 26572 of
19 July 2004 as all health claims on foods, fortification of certain foods and functional
foods are being dealt with at a global level by Codex and locally, following Codex, by
the Directorate of Food Control in the draft regulations relating to labelling and
advertising of foodstuffs, Act 54 of 1972, published in the Government Gazette
R7431 No 23714 of 8" August 2002 and the regulations relating to the fortification of
certain foodstuffs, Act 54 of 1972, published in the Government Gazette R7634 of i
April 2003. We believe that re-defining certain categories of foods as medicines, will
not only have a negative impact on food security in South Africa, but also will be seen
as an unfair barrier to trade in terms of the World Trade Organisation agreements, and
we are sure that these were not the intention of the proposed amendments.

T TEITs OF QeNminons, we note thal Codex delines a 1ood as, | any substance, whether
processed, semi-processed or raw, which is intended for human consumption, and
includes drinks, chewing gum and any substance which has been used in the
manufacture, preparation or treatment of “food” but does not include cosmetics or
tobacco or substances used only as drugs.” Similarly, the Foodstuffs Cosmetics and
Disinfectants Act, defines a foodstuff as “any article or substance (except a drug as
defined in the Drugs Control Act 1965 [Aet no.101 of 1963]) ordinarily eaten or
drunk by man or purporting to be suitable, or manufactured or sold, for human
consumption, and includes any part or ingredient of any such article or substance, or
any substance used or intended or destined to be used as a part or ingredient of any
such article or substance”.
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The Medicines Act defines a medicine as "amny substance or mixture of substances in
the use or proportion to be suitable for use or manufacture or sale for use in (a) the
diagnosis, treatment, mitigation, modification or prevention of disease, abnormal
physical or mental state or the symploms thereof in man; or (b) restoring, correcting
or modifying any somatic or psychic or organic function in man, and includes any
veterinary medicine”. ADSA and the Nutrition Society therefore believe that it is
possible to differentiate between drugs and foods and that the two should clearly
remain separated.

We acknowledge that the group of products termed supplements and slimming aids,
fall somewhere along the continuum between foods and medicines, and that this
sector is currently under-regulated. As a result, a wide range of misleading and even
blatantly untrue claims are being made, with little regard for the evidence-based
approach accepted by medical science, nutritional science and food science.

We believe however, that due to their very nature of being between foods and
medicines, these products should constitute a separate category and that all interested
stakeholders should be consulted in a transparent process in order to develop an
acceptable solution to the current unacceptable situation.

In conclusion, it is the recommendation of both the Nutrition Society and ADSA, that
foods be specifically excluded from the proposed amendments to the General
Regulations made in Terms of the Medicines and Related Substances Act (Act 101 of
1965) published in Government Gazette R844 No 26572 of 19 July 2004 and that a
task force representing all interested stakeholders be convened to resolve the issue of
definitions and regulations pertaining to supplements, complimentary medicines and
slimming products and aids. We believe that this will ensure that the matter is
addressed and resolved in a satisfactory manner without negatively impacting on the
health or food security status of South Africans in line with the Department of
Health’s vision of creating a caring and humane society in which all South Africans
have access to affordable, good quality health care.

Y ours sincerely

Megan Pentz-Kluyts

AlSA: President

Johann Jerling (Prof)
Nutrition Society of South Africa
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