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Beta-carotene

 Cancer



Obvious: beta-carotene 
has chemopreventive 
activities 

Let’s have a trial!!



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



ATBC

18%



ATBC

8%

Mortalita’



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



CARET – lung cancer

28%



CARET – total and CV mortalities

18%

26%
All causes CV disease



Smokers + beta-carotene



Livelli plasmatici di ß-carotene e mortalità per qualunque causa: il 
braccio osservazionale dello Skin Cancer Prevention Study

Greenberg RE et al, JAMA 1996

< 0.21 µg/dL 

> 0.52 µg/dL 

-14%

-28%



Supplementazione con ß-carotene (50 mg/die) e mortalità per 
qualunque causa nello Skin Cancer Prevention Study

Greenberg RE et al, JAMA 1996



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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Health halo



Ethics



Most trials

Healthy
Subjects





Patents



Same methods of classic 
pharmacology?









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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