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The Health Claim of Dietary Supplements between Truth and Illusion: A
Comparative Legal Analysis
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Abstract:

This paper focuses on understanding the nuances between the recognized therapeutic
Drugs characteristics under Algerian, European, & U.S health legislations; and the
Health Claims (HCs) of Dietary Supplements (DS). These claims are originally
designed as marketing tools to highlight the health benefits of these products and to
influence food choice for a growing segment of health-conscious consumers. While
these (HCs) are clearly defined in comparative law, we note a legal ambiguity about
them in Algeria, which requires the legislator to regulating their future use; Based on
scientific evidence and verification; this is done by enacting a autonomed legal text to
ensure that such claims actually protect consumers and their right to un-misleading or
fake health information, and that these (DS) will provide useful and reliable information
and will be understood by the average consumer. This text will also serve as a guide for
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manufacturers and the media on how to use claims on (DS), with the aim of enhancing

innovation potential and protecting competition, thus ensuring the effective functioning
of this growing market.

Keywords: Dietary Supplements; Consumer Protection; Health & Therapeutic Claims;
Drugs; Comparative Law.
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* Directive 2002/46/EC of the European Parliament and of the Council of 10 June 2002, on

the approximation of the laws of the Member States relating to food supplements,

Ofticial Journal of the European Communities, L 183/51, of 12.7.2002. https://eur-
lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32002L0046&from=EN
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' Dietary Supplement Health and Education Act of 1994, Public Law 103-417, 103rd

Congress. https://www.congress.gov/103/statute/STATUTE-108/STATUTE-108-

Pg4325 pdf
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medicinal products for human and veterinary use and establishing a European
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lex.europa.eu/LexUriServ/LexUriServ.do?uri=CONSLEG:2006R 1924:20121129:En:PDF

i 2 U1 (EC)1924/2006 3, it o 14 513 ol e slass¥b el slas] o Jgas 2
3 Sophie Hieke, Klaus G. Grunert, Op.cit, p21.
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! Stefanie Broring, Sukhada Khedkar, Stefano Ciliberti, “Reviewing the Nutrition and
Health Claims Regulation (EC) No. 1924/2006: What do we know about its challenges

and potential impact on Innovation?’, International Journal of Food Sciences and

Nutrition, volume 68, n°® 1, 2016, pp1-9.

> Taylor C. Wallace, Douglas MacKay, et al., “Dietary Supplement Regulation in the
United States”, Springer Briefs in Food, Health, and Nutrition, Springer, 2013, p28.

321 US. Code §101.14, Health claims: general requirements. Federal Food, Drug, and

Cosmetic Act, Op.cit.
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! Regulation (EU) No 1169/2011 of the European Parliament and of the Council of 25
October 2011, on the provision of food information to consumers, O] L 304,
22.11.2011, pp 18-63. https://eur-lex.europa.eu/legal-
content/EN/TXT/PDF/?uri-CELEX:32011R 1169&from-EN
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2 Commission Regulation (EC) No 353/2008 of 18 April 2008, establishing implementing
rules for applications for authorization of health claims as provided for in Article 15
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L 109, 19.4.2008, pp. 11-16. https://eur-lex.europa.eu/legal-
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3 Stephen J. Pintauro, “ The Regulation of Dietary Supplements: A Historical Analysis”,
CRC Press, Taylor & Francis, 2019, p3.
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> Marcia Zimmerman, CN, “The Real Story Emerges: How Quality Dietary
Supplements are Formulated, Manufactured and Regulated’, NOW Health Group,
Inc., USA, 2016, p9.
*(*) “This statement has not been evaluated by the FDA. This product is not intended to
diagnose, treat, cure, or prevent any disease.” See: Stephen J. Pintauro, op.cit, p197.
> Marcia Zimmerman, CN, ibid, p9.
® Food and Drug Administration, “21 CFR Part 101, Regulations on Statements Made
for Dietary Supplements Concerning the Effect of the Product on the Structure or
Function of the Body’, Federal Register, Vol. 65, No. 4, January 6, 2000.
https://www.govinfo.gov/content/pkg/FR -2000-01-06/pdf/00-53.pdf
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Taylor C. Wallace, Douglas MacKay, et al., op.cit, p30.
221 US. Codef§101.93 —Certain types of statements for dietary supplements. Federal
Food, Drug, and Cosmetic Act, Op.cit.
3 Food and Drug Administration, “Small Entity Compliance Guide: *‘Structure/Function
Claims”’”, Federal Register, Vol. 67, No. 6, January 9, 2002,
https://www.govinfo.gov/content/pkg/FR -2002-01-09/pdt/02-451.pdf
* Food and Drug Administration, ““ Guidance for Industry: Substantiation for Dietary
Supplement Claims Made Under Section 403(r)(6) of the Federal Food, Drug, and
Cosmetic Act;”’, Federal Register, Vol. 74, No. 2, 2009.

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-

industry-substantiation-dietary-supplement-claims-made-under-section-403r-6-federal-food
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121 US. Code §101.13 General principles for Nutrient Content Claims. Federal Food,
Drug, and Cosmetic Act, Op.cit.

%> Food and Drug Administration,” Authorized Health Claims That Meet the Significant
Scientitic Agreement (SSA) Standard’. Content current as of: 03/07/2022.

https://www.fda.gov/food/food-labeling-nutrition/authorized-health-claims-meet-significant-

scientific-agreement-ssa-standard

3 qualified health claims (QHC)

* Food and Drug Administration,” Qualified Health Claims’. Content current as of:
03/07/2022. https://www.fda.gov/food/food-labeling-nutrition/qualified-health-claims

> Food and Drug Administration, “Guidance for Industry: FDA's Implementation of
Qualified Health Claims’, May 2006.Content current as of: 09/20/2018.
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Cosmetic Act, Op.cit.
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Act, Op.cit.

> Food and Drug Administration, “Guidance for Industry: FDA's Implementation of
Qualified Health Claims”, op.cit.
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