+. Thei present invention relates to a conposition for use ‘as ‘an

i mmunonodul at or conprising snmall nol ecul ar wei ght conponents of |ess
t han 3000 dal tons, and having the followi ng properties: (a) is
extractabl e 5 frombile of- animals; (b) is capable of stimulating
nonocyt es and macrophages in vitro-and/or in vivo; (c) is capable of
modul ating tunor necrosis factor__ productlon and/.or. release;. (d)
contai ns. no freasurabl e - TL= l[err] TL-1[err], -TNE ~1-4-4,  1'L=6, JL- 8
GMCSF or IFNy; 10 T(e) shoms no CytOtOXICIty to human perlpheral bl ood
nononucl ear cells or |ynphocytes; and (f) is not an endot oxi n. The

I nvention also relates to a nethod of preparing the conposition, its
use as an i mmunonodul ator, and its use in the treatnent of 15

di seases and conditions having an i MmunabesgRAet conponent, such as
cancer. '
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The pregent inveqtioh relates to a composition for use
as an immunomodulaéor comprising small molecular
waeight components of less than 3000 daltons, and
having fhe following properties: (a) is extractable
from bile of animals; (b) is capable of stimulating
monocytes and macrophages in vitro and/or iﬁ vivo;

{(c)} is capable of modulating tumor necrosis factor
pfoduction and/or release; (d) contains no meaéurable
IL-1lc, IL-1$, TN¥, IL-4, IL-6, IL-8, GM~CSF or IFN-vy;
{e) shows no cytotoxicity to human peripheral blood
mononucleax célis or lymphocytes; and (f) is not an
endotoxin. Thé invention alsoc relates to a method of
preparing the composition, its use as an
immunomodulator, and its use in the treatment of
diseases and conditions having an immunological

component, such as cancez.



