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[57] ABSTRACT 
This invention relates to a method for treating mam 
mals suffering from fatty in?ltration of the liver, which 

comprises administering to a mammal suffering from a 
fatty liver, a small but effective amount of a com 
pound of the formula: 

in 
COR 

wherein 
each X is hydrogen; 
each Y is hydroxy, acyloxy, or alkoxy; 
X and Y when taken together is 0x0 (0:); 
R is hydroxy, alkoxy, NHCH2COOH, or 
NHCH2CH2SO3H; and the non-toxic, 
pharmaceutically acceptable salts thereof. 

3 Claims, N0 Drawings 
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METHOD OF TREATING FATTY LIVER 

This invention relates to a method of therapeutically 
treating mammals suffering from fatty in?ltration of the 
liver. This condition of the liver is usually described as 
“Fatty Liver”, and is characterized by an excessive de 
position of fat in the liver and its cells. This condition 
is usually seen in patients suffering from such condi 
tions as chronic alcoholism, alcoholic cirrhosis, exoge 
nous obesity, metabolic disorders, such as diabetes 
mellitus, and other like diseases where fatty liver is a 
histologic abnormality. In these cases, the patient usu 
ally presents an enlarged palpable tender liver; elevated 
liver function test values; and a large amount of fat in 
filtration on examination of a biopsy of the liver. 

1 have now found a method whereby these patients 
suffering from fatty liver may be successfully therapeu 
tically treated. I have discovered a method whereby the 
fatty liver is defatted and liver function is restored to 
normal. I have discovered a method of defatting fatty 
liver in vivo, which comprises administering to a pa 
tient with a fatty liver, a small but effective amount of 
a compound of the formula: 

\/\ 

iflbort 
TO 

/\I .l i. 
wherein 
each X is hydrogen; 
each Y is hydroxy, acyloxy, or alkoxy; 
X and Y, when together, is 0x0 (0:); 
R is hydroxy, alkoxy, NHCHQCOOH 
NHCHZCHQSOSH; 

and the non-toxic, pharmaceutically acceptable salts 
thereof. 

In the most preferred embodiment of this invention, 
each X is hydrogen; each Y is hydroxy and R is hy 
droxy. 
The compounds employed in the practice of this in 

vention may be administered in the form of their non 
toxic pharmaceutically acceptable salts, for example, 
the alkaline metal salts. such as the sodium or potas 
sium salts. 
The preferred acyloxy radicals are those of hydrocar 

bon carboxylic acids of less than 12 carbon atoms, as 
exempli?ed by the lower alkanoic acids, the lower al 
kenoic acids, the monocyclic aryl carboxylic acids, the 
monocyclic aryl carboxylic acids, the monocyclic aryl 
lower alkanoic acids, the cycloalkane carboxylic acids 
and the cycloalkene carboxylic acids. 
Among the compounds which may be employed in 

the practice of this invention may be included such 
compounds as, 301,704,]Za-trihydroxy-SB-cholanic 
acid; 3a,7a-dihydroxy-lZaacyloxy-SB-cholanic acid; 
3a,7a,lZatriacyloxy-SB-cholanic acid; 3a-hydroxy 
7a,]2a-diacyloxy-5B-cholanic acid; 3a,7a-dihydroxy 
l2a-alkoxy-5B-cholanic acid; 3a-hydroxy-7a, 1 2a 
diacyloxy-SB-cholanic acid, and other like compounds. 
Most preferably, it is desired to utilize the compound, 

or 
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2 
3a, 7a,]2a-trihydroxy~SB-cholanic acid in the practice 
of this invention. 
The compounds of this invention may be adminis 

tered to the patients being treated in accordance with 
the method of this i'hvention. [t has been found that sat 
isfactory results are obtained when the compositions of 
this invention are orally administered to the patient in 
a daily amount of from about 50 mg. to about 1,500 
mg. The best results appear to be obtained when the 
dosage is in the range of from about 0.5 to about 1.5 
gm. per day. More speci?cally, it has been found that 
very satisfactory results are obtained when up to about 
750 mg. per day of the compound are administered to 
the patient being treated; the optimum daily dosage ap 
pearing to be about 500 to 750 mg. per day, although 
other dosage levels have been found to give bene?cial 
results also. It has been found that the daily administra 
tion of more than 1.5 gm. of the respective active sub 
stance of this invention imparts no additional bene?cial 
effect to the patient beyond that achieved with a lesser 
daily dosage level. 
To achieve the purpose and objectives of this inven 

tion, the compounds hereof may be incorporated in 
such suitable ?nal dosage forms as may be satisfactorily 
prepared and employed by the worker skilled in the art. 
Thus, the commonly employed pharmaceutically ac 
ceptable dosage forms suitable for oral administration 
containing the compounds hereof in sufficient concen 
tration to attain the desired results may be utilized. The 
pharmaceutically acceptable, non-toxic inert carriers 
usually employed for such purposes may be utilized to 
prepare such dosage forms as tablets, capsules, elixirs, 
solutions, suspensions and the like. Most preferably, 
satisfactory results have been obtained by the use of 
tablets or capsules containing the active ingredient in 
a concentration of from about 50 to about 500 mg., al 
though other concentrations have also provided a satis 
factory result. 
The invention may be further illustrated by the fol 

lowing examples: 
EXAMPLE I 

Final orally administerable dosage forms incorporat 
ing the amounts of the active substances set forth in 
Table A were prepared: 

Table A 

Active Substance Amount 

3a,7a, l Za-trihydroxy-SB-cholanic Acid 250 mg. 
301,711, 1 2a~triacetox)"5/3-cholanic Acid 250 do. 

EXAMPLE II 

J. S., a 57-year old male, suffering from chronic alco 
holism, presented a large palpable and tender liver, and 
upon biopsy, a large amount of fat was found to have 
in?ltrated the liver, con?rming the fatty liver diagnosis. 
The patient was treated with 3st, -7a,l2a-trihydroxy~ 
SB-cholanic acid, administered perorally, t.i.d., in cap 
sules each containing 250 mg. of the compound. After 
a period of 5 weeks of treatment, the patient’s liver was 
rebiopsied and was found to be normal, the fat having 
disappeared. Liver function tests were also normal. 
The invention may be variously otherwise embodied 

within the scope of the appended claims. 
What is claimed is: 
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l. A method for therapeutic treatment of a patient 
with fatty liver, which comprises; 

a. orally administering to a patient suffering from a 
fatty liver; 

b. a small but effective amount of a compound se 
lected from the group consisting of, 301,701,120: 
trihydroxy-SB-cholanic acid; 3a,7a-dihydroxy 
l2oz-acyloxy-5B-cholanic acid; 301,701, l 2a 
triacyloxy-SB-cholanic acid; 3a-hydroxy-7a,l2a 
diacyloxy-SB-cholanic acid; and the non-toxic, 

4 
pharmaceutically acceptable salts thereof; wherein 
the acyloxy moiety is from a hydrocarbon carbox 
ylic acid of less than 12 carbon atoms. 

2. The method of claim 1, wherein the compound is 
5 3a,7a,l2a-trihydroxy-SB-cholanic acid. 
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3. The method of claim 1, wherein the compound is 
administered to the patient being treated in a daily dos 
age amount of from 50 to 1,500 milligrams. 

* * ilk >l< * 


