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The studies conducted using ARASCO and other AA-containing oils from M.
alpina include in vitro mutagenicity (12} and genotoxicity studies (12}, and a variety

of animal studies (rodent and nonrodent), such as acute (13}, short-term, subchronic

Studies conducted using DHASCO include in vitro mutagenicity (12) and geno-

toxicity studies (12), and a variety of animal studies (rodent and nonrodent), such as

stated to be a member of the non-pathogenic and non-toxigenic family of

Thraustochytriaceae (11).

tified components of the oil. SCO are typically comprised of fatty acids (FA) found
esterified to glycerol {e.g., tiacylglycerols also referred to as triglycerides) and may

contain minor amounts of other lipid classes (e.g., steryl esters, free sterols, and

carotenoids). Identified FA present in commercialized SCO have been described as
components of normal human diets or FA metabolites. Sterols identified in SCO are

commonly found in several traditional food sources including animal fat, vegetable
o0il, and human milk or are part of the normal metabolic pathway of cholesterol

biosynthesis in man. A safe history of use of the individual FA and sterols is further

supported as a result of their abundant natural presence in food and the small guanti-
ties expected to be consumed, the extensive knowledge of the absorption, distribution,

metabolism, and excretion in mammalian species and published safety information on

the specific FA, sterols, and similar compounds.
Several manufacturers of SCO, as well as finished produoct formulators (e.g., infant for-

mula companies) and others, have performed toxicology studies on DHASCO, ARAS-
redundancy in the standard toxicological testing, allowing for an in-depth and broad
assessment of the oils. Following is a review of some of the nonclinical studies per-
formed on SCO with specific reference to published articles. There have been a number
of reports involving dietary supplementation of various mammalian species, including
mice, rats, pigs, cats, dogs, monkeys, and baboons, with 3CO; however, specific refer-

ences to these published studies are beyond the scope of this review as is a review of the

numerous human clinical studies supporting the efficacy of these oils.

acute (13), short-term, subchronic (13-19), developmental, and reproductive studies

{20). These studies have been recently reviewed (21), and an overview of some of the
these studies supporting safe use of ARASCO and AA-containing oils from M. alpina

(13,14,16-19,22-25), developmental and reproductive studies (20). An overview of
is presented in Table 11.3.

published studies with toxicological outcome (used in part to support safe use of

oils in infant formula and other applications at specified use levels. As a result, there is
DHASCO) is presented in Table 11.3.

O, and other AA-containing oils derived from M. alpina to support the safe use of the

Evaluation of the overall safety of a SCO involves the review of the safety of the iden-

Safety of the SCO Components
Nonclinical Toxicology of SCO
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Thraustochytrids, a source of single cell oils, show
great morphological diversity from single cells to
clusters of cells, complex reticulate forms, and
matile stages. The organism shown was isolated
recently from temperate Australian waters (2004).
Photograph supplied by Dion Frampton of CSIRO
Marine Research, Hobart, Tasmania, Australia. Used
with permission of CSIRO.
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