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ENTERAL NUTRITIONAL COMPOSITION
HAVING BALANCED AMINO ACID PROFILE

BACKGROUND OF THE INVENTION
INFORMATION DISCLOSURE

In general, enteral nutrition compositions may be
administered orally or by tube feeding. Numerous en-
teral formulations are utilized in patients with a hyper-
metabolic state as effected by burns, trauma, surgery
and in patients with malnutrition, chronic illness and in
disorders resulting from prolonged periods of reduced
oral intake resulting from cerebral vascular accidents or
a comatose state. :

The enteral compositions have provided benefits and
advantages to parenteral nutrition. Elemental diets are
often indicated for patients who have a reduced gastro-
intestinal absorptive surface or exocrine pancreatic in-
sufficiencies. A few of the clinical indications for ele-
mental formulas include: pancreatitis, short gut syn-
drome, radiation enteritis, GI cutaneous fistulas and
Crohn’s disease. For some patients, they may also be
useful as a transition feeding or even replace total paren-
teral nutrition (TPN). This recommendation is based on
recent clinical findings that demonstrate elemental diets
when compared to TPN result in fewer complications,
reduced patient length of stay in the ICU and are less
expensive. Elemental diets are composed of low molec-
ular weight nutrients and require minimal digestive and
absorptive capability. The protein source consists of
free amino acids and contains essential and non-essential
amino acids. Carbohydrate is typically composed of
glucose and hydrolyzed cornstarch (maltodextrin)
while the fat content is usually low and primarily con-
sists of essential fatty acids. These diets have minimal
residue because of the efficient absorption of the nutri-
ents provided in an elemental form. Most practitioners
find that initiating feeding at full strength using low
delivery rates is well tolerated, even though elemental
formulas are, by nature, hyperosmolar (greater than 300
mOsm/Kg H>0). However, in selected cases, initiating
feeding with a dilute formula may be preferred. Ele-
mental diets are often administered by needle catheter
jejunostomy or endoscopically placed percutaneous
jejunal tubes (PEJ) or nasoenteric small bowel feeding
tubes in the critically ill patient.

ISOCAL is an enteral formulation by Mead Johnson
which utilizes casein and soy for its protein source,
glucose oligosacchrides for its carbohydrate source and
soy oil and medium chain triglycerides (MCT) oil for its
lipid source.

OSMOLITE is manufactured by Ross and utilizes as
its protein source casein and soy, corn starch for its
carbohydrate source and fifty percent MCT oil, forty
percent corn oil and ten percent soy oil for its lipid
source.

ENSURE is manufactured by Ross and utilizes casein
and soy for protein source, corn starch and sucrose for
a carbohydrate source and corn oil for a lipid source.

SUSTACAL manufactured by Mead Johnson uti-
lizes casein and soy for its protein source, corn syrup
and sucrose for its carbohydrate source and soy oil for
its lipid source.

ENSURE PLUS manufactured by Ross is 2 high
protein, high calorie composition using soy and casein
for its protein source, corn starch and glucose for its
carbohydrate source and corn oil for its lipid source.
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MAGNACAL manufactured by Sherwood Medical
is a high density composition with 2.0 calories/ml.
MAGNACAL utilizes casein for its protein source,
corn syrup for its carbohydrate source and soy oil for its
lipid source.

TRAUMACAL manufactured by Mead Johnson
utilizes casein for its protein source, corn syrup and
sucrose for its carbohydrate source and 70 percent soy
bean oil and 30 percent MCT oil for its lipid source.

ISOTEIN HN is manufactured by Sandoz and uti-
lizes lactalbumin for its protein source, malttodextrin for
its carbohydrate source and soy oil and MCT oil for its
lipid source.

VIVONEX T.E.N. is manufactured by Sandoz and
comprises branched chain amino acids, glutamine and
arginine as the protein source, safflower oil as the lipid
source, and maltodextrin and modified starch- as the
carbohydrate source.

IMPACT is manufactured by Sandoz and comprises
arginine and caseinates as the protein source, maltodex-
trins as the carbohydrate, and menhaden oil and struc-
tured lipids as the lipids source.

U.S. Pat. No. 4,752,618 describes a dietary supple-
ment and method of minimizing infections therewith,
comprising omega-3 and omega-6 fatty acid such as
safflower oil and menhaden oil.

U.S. Pat. No. 4,847,296 describes triglyceride prepa-
rations for enteral administration to prevent catabolism
and increase protein synthesis in subjects undergoing
severe metabolic stress.

U.S. Pat. No. 5,053,387 describes enteral composi-
tions for treating traumatic injury comprising an intact
protein (from lactalbumin egg albumen or whey and the
like), arginine, carbohydrate (glucose polymers, disac-
charides, starches and the like), lipid comprising omega-
3 fatty acids of fish oil, and necessary vitamins and
minerals.

U.S. Pat. No. 5,231,085 describes enteral composi-
tions comprising arginine, ornithine, a nucleobase,
omega-3 polyunsaturated fatty acids, and omega-6 poly-
unsaturated fatty acids.
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