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Significant Effects for All-Cause Mortality in

Vitamins and Minerals
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Beta-carotene

WV Cancer



Obvious: beta-carotene
has chemopreventive
activities

Let’s have a trial!!
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ATBC

(Alpha-Tocopherol, Beta Carotene Cancer Prevention Study )

*29,133 male smokers, 50-69 yo
«20 mg/d beta carotene
*5-8 years follow-up

NEJM 1994



Incidence of Lung Cancer (%)

ATBC
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CARET

(Beta-Carotene and Retinol Efficacy Trial)

* 18,314 smokers, ex-smokers, asbestus
workers

* 30 mg/day beta carotene + 25,000 IU
retinol/day, placebo

*4 years

NEJM 1996
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CARET - total and CV mortalities
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Smokers + beta-carotene




Livelli plasmatici di B-carotene e mortalita per qualunque causa: il
braccio osservazionale dello Skin Cancer Prevention Study
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Supplementazione con B-carotene (50 mg/die) e mortalita per
qualunque causa nello Skin Cancer Prevention Study
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Meta-analysis of results of observational cohort studies of beta-carotene intake and cardiovascular

mortality and of randomized controlled trials of the same issue
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Most trials

Healthy
Subjects










Same methods of classic
: haacolo ?

- Jumll -8
v



International Fournal of Food Sciences and Nutrition, informa
October 2011; 63(S1): 10-13 healthcare

Can experimental pharmacology be always applied to human nutrition?

FRANCESCO VISIOLI

Laboratory of Functional Foods, IMDEA-Food, Madrid, Spain



Quadro UE

L'Unione europea non ha messo in atto una procedura centralizzata di
autorizzazione per l'uso di sostanze e preparati vegetali negli alimenti. Tuttavia il
loro uso negli alimenti deve soddisfare i requisiti generali di cui al regolamento (CE),
n178/2002, ' che stabilisce i principi e i requisiti generali della legislazione
alimentare nell'UE. Tale regolamento assegna, da un punto di vista giuridico, agli
operatori del settore la responsabilita primaria della sicurezza dei prodotti immessi
sul mercato. Alcune sostanze e preparati vegetali sono considerati piante
medicinali tradizionali e vengono utilizzati sia nei medicinali sia negli integratori
alimentari. L'Agenzia europea dei medicinali ' (EMA) & responsabile della

valutazione della sicurezza e dell’ efficacia delle preparazioni erboristiche usate

come farmaci. Non & compito di EFSA o EMA classificare una sostanza o preparato
vegetale come farmaco o integratore alimentare .




PharmaNutrition 14 (2020) 100232

Contents lists available at ScienceDirect

PharmaNutrition

journal homepage: www.elsevier.com/locate/phanu

Should botanical health claims be substantiated with evidence on el
traditional use? Reviewing the stakeholders’ arguments

Karin G.M. Lenssen > *, Aalt Bast”, Alie de Boer >"



Conclusions: This study shows that
the discussion is scattered. A political
decision on various unclear concepts
IS required to eventually make a
decision upon using traditional use

evidence to substantiate botanical
health claims



Conclusions

Plenty of opportunity

Plenty of traps

We need HARD, SOUND evidence
We need human studies

We need a new paradigm
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