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LLINIMIA and CLINIMIA E
Injections offer:

Indications and Usage

CLINIMIX sulfite-free (Amino Acid in Dextrose) and CLINIMIX E sulfite-free
(Amino Acid with Electrolytes in Dextrose with Calcium) Injections are indicated
as a caloric component in a parenteral nutrition regimen and as the protein
(nitrogen) source for offsetting nitrogen loss or for the treatment of negative
nitrogen balance in patients where:

- The alimentary tract cannot or should not be used,
- Gastrointestinal absorption of protein is impaired, or

- Metabolic requirements for protein are substantially increased, as with
extensive burns.

Please see enclosed package inserts for complete prescribing information.
See back cover forimportant risk information.



CLINIMIX and CLINIMIX E Injections
with Pediatric Patients

Pediatric Use

- Use of CLINIMIX and CLINIMIX E sulfite-free Injections in pediatric patients
is governed by the same considerations that affect the use of any amino acid
solution in pediatrics.

- The amount administered is dosed on the basis of grams of amino acids/kg
of body weight/day.

- Solution administration by peripheral vein should not exceed twice normal
serum osmolarity (718 mOsmol/L).

Pediatric Precautions

- Dextrose is safe and effective for the stated indications in pediatric patients.

- Asreported inthe literature, the dosage selection and constant infusion
rate of intravenous dextrose must be selected with caution in pediatric
patients, particularly neonates and low birth weight infants, because
of increased risk of hyperglycemia/hypoglycemia.

- Frequent monitoring of serum glucose concentrations is required in these
patient populations.

- Safety and effectiveness of CLINIMIX and CLINIMIX E Injections in pediatric
patients have not been established by adequate and well-controlled studies.

- However, use of amino acid injections in pediatric patients to help offset
nitrogen loss or treat negative nitrogen balance is referenced in the
medical literature.



Itis essential that a carefully prepared protocol based on current
medical practices be followed, preferably by an experienced team.
Frequent clinical evaluation and laboratory determinations are
necessary for proper monitoring during administration.

American Academy of Pediatrics (AAP)

The American Academy of Pediatrics (AAP) and its member pediatricians
dedicate their efforts and resources to the health, safety and well-being of
infants, children, adolescents and young adults. The AAP has approximately
60,000 members in the United States, Canada, Mexico, and many other
countries. Members include pediatricians, pediatric medical subspecialists
and pediatric surgical specialists. More than 34,000 members are board-
certified and called Fellows of the American Academy of Pediatrics (FAAP).!

American Society of Parenteral
and Enteral Nutrition (A.S.P.E.N.)

Founded in 1975, the American Society of Parenteral and Enternal Nutrition
(A.S.P.E.N.), has become one of the most well respected and highly recognized
organizations with a mission of improving patient care by advancing the science
and practice of nutrition support therapy. With over 5,500 members, A.S.P.E.N.
envisions an environment in which every patient receives safe, efficacious,

and high quality patient care.?
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AAP and A.S.P.E.N. Pediatric Parenteral Nutrition Guidelines

The guidelines listed in this brochure assumes normal age-related
organ function, are not all inclusive and are provided for reference only.
Clinical judgement based on current medical practices must be used

in each individual patient when prescribing total parenteral nutrition.

Protein Goals

Provision of dietary protein sufficient to optimize protein synthesis, facilitate
wound healing and the inflammatory response, and preserve skeletal muscle
protein mass is the most important nutrition intervention in critically ill children.?
Children under one year of age have special amino acid requirements, and
therefore need a formulation customized to meet their needs. In patients older
than one year, adult formulas can be used.*

Provision of approximately 12% to 16% of calories as protein minimizes
negative nitrogen balance.*

AAP A.S.P.E.N.
Daily Daily
Weight Recommendation® Weight / Age Recommendation*

10-20 kg 1-2.5 g/kg >10 kg or 1-10 yrs 1-2 g/kg
>20 kg 0.8-2 g/kg 11-17 yrs 0.8-1.5 g/kg

CLINIMIX and CLINIMIX E Injections are a protein source for the
treatment of negative nitrogen balance.

1. American Academy of Pediatrics. AAP Fact Sheet. http://www.aap.org/visit/fax.htm Accessed
October13.

2. ASPEN. About A.S.P.E.N. http://www.nutritioncare.org/Index.aspx?id=102. Copyright 2006.
Accessed September 24, 2009.

3. Mehta NM, Compher C, A.S.P.E.N. Board of Directors. A.S.P.E.N. Clinical Guidelines: Nutrition
Support of the Critically lll Child. JPEN. 2009; 33:260-276.

4. Forchielli ML, Miller S). The A.S.P.E.N. Nutrition Support Practice Manual. 2005:38-53.
5. Kleinman RE. Pediatric Nutrition Handbook 6th Edition. 2009:519-540.



AAP and A.S.P.E.N. Pediatric Parenteral Nutrition Guidelines

Energy Needs

Pediatric patients need energy for maintenance, activity, and growth.
Each component is subject to age variability. Correction factors for activity,
fluid losses and the energy allotment for growth must be reviewed.?

To maximize protein utilization and avoid gluconeogenesis, appropriate calorie
distribution and intake are essential. A nonprotein calorie-to-nitrogen ratio
of 150:1to 300:1 is most likely to achieve positive nitrogen balance.*

AAP A.S.PE.N.
Daily Daily
Weight Recommendation® Age Recommendation*

10-20kg | 60-90 keal/kg 75-90 keal/kg
30-75 keal/kg S7-12 18 50-75 keal/kg

CLINIMIX and CLINIMIX E Injections used with IV fat emulsions can
meet energy goals.

cuidBuix cLi$PuIx E

sulfite-free (Amino Acid in Dextrose) Injections sulfite-free (Amino Acid with Electrolytes in
Dextrose with Calcium) Injections

Please see enclosed package inserts for complete prescribing information.
See back cover forimportant risk information.



Fluid Requirements

Body homeostasis is maintained by fluids, which are the bulk of body weight in
children (60%-70%). To maintain water and electrolyte homeostasis and to
allow metabolic processes, a certain amount of fluid has to be introduced daily
regardless of health conditions.*

AAP A.S.PE.N.
DET)Y Daily
Weight Recommendation® Weight Recommendation*

1000 mL + 50 ml/kg >10 kg >10-20kg [ 1000 mL + 50 mL/kg >10 kg
>20 kg 1500 mL + 20 ml/kg >20 kg >20 kg 1500 mL + 20 mL/kg >20 kg

CLINIMIX and CLINIMIX E Injections offer the ability to contribute
to the child’s fluid goals.

3. Mehta NM, Compher C, A.S.P.E.N. Board of Directors. A.S.P.E.N. Clinical Guidelines: Nutrition
Support of the Critically Il Child. JPEN. 2009; 33:260-276.

4. Forchielli ML, Miller S). The A.S.P.E.N. Nutrition Support Practice Manual. 2005:38-53.
5. Kleinman RE. Pediatric Nutrition Handbook 6th Edition. 2009:519-540.



AAP and A.S.P.E.N. Pediatric Parenteral Nutrition Guidelines

Carbohydrates

Carbohydrates are needed to help prevent lipolysis, limited ketone
accumulation, and transient protein breakdown. Fifty to 100 g per day
of carbohydrates usually prevents or minimizes these effects.*

Dextrose is a source of nonprotein calories and a major source of energy.

AAP A.S.PE.N.

Dextrose Daily
Weight Recommendation®

10-20 kg 8-28 g/kg
>20 kg 5-20 g/kg

CLINIMIX and CLINIMIX E Injections dextrose concentrations range
from 5%-25%.

Carbohydrates should comprise 40% to 60%

of the total caloric intake.*
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IV Fat Emulsion (IVFE):

Fatty acids are a prime source of energy in metabolically stressed children. IVFE
in critically ill children reduces the risk of essential fatty acid deficiency, results
inimproved protein use, and does not significantly increase CO, production or
metabolic rate.*

AAP A.S.PE.N.
Weiaht E%Zggmmendationﬁ The minimum fat requirement is determined by
g essential fatty acid need, and the daily maximum

>10 kg 1-3 g/kg is 50% to 60% of energy.*

CLINIMIX and CLINIMIX E Injections are an appropriate source
of amino acids and dextrose that offers the flexibility to add IV fat
emulsion when needed.

4. Forchielli ML, Miller S). The A.S.P.E.N. Nutrition Support Practice Manual. 2005:38-53.
5. Kleinman RE. Pediatric Nutrition Handbook 6th Edition. 2009:519-540.



AAP and A.S.P.E.N. Pediatric Parenteral Nutrition Guidelines

Electrolytes

In generalitis inappropriate to utilize PN to manage short-term fluid and
electrolyte shifts.®

- Aseparate intravenous solution with electrolyte supplements should be used
as needed.

AAP

Daily Electrolyte

Requirements*® Infants & Toddlers | Children Adolescents

[Sodium  |o4mEgkg  |24mEgkg  [60-150mEq |
[Potassium  |o4mFgkg  |24mEqkg  [70-180mEq |
[Calcium  |045-4mEqkg | 045-3.15mEqkg [10-40mEq |
| Magnesium  |025-1mEqkg | 0.25-1mEgkg  [8-32mEq |
[ Chloride _______|o-4mEg/kg |2 4mEqkg [60-150mEq |

A.S.PE.N.

Daily Electrolyte
Requirements*® Infants / Children Adolescents & Children >50 kg

[Sodium [ 2-5mEg/kg 1-2 mEg/kg
| Potassium [ 2-4 mEg/kg 1-2 mEg/kg
Calcium [ 0.5-4 mEg/kg 10-20 mEg

Phosphorus 0.5-2 mmol/kg 10-40 mmol
Magnesium [ 0.3-0.5 mEq/kg 10-30 mEg
Chloride / Acetate — As needed to maintain acid-base balance

*Assumes normal age-related organ functions

CLINIMIX E Injections offers a baseline electrolyte profile.

5. Kleinman RE. Pediatric Nutrition Handbook 6th Edition. 2009:519-540.

6. Sacks GS, Mayhew S, Johnson D. Parenteral Nutrition Implementation and Management.
The A.S.P.E.N. Nutrition Support Practice Manual. 2005: 108 - 117.
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Adamiis a 3 year-old boy
with short-term parenteral

nutrition needs.
(Hypothetical patient)

Adam’s Needs: Adam’s
Weight = 15 kg Daily Goals

[Protein | 25g¢kg |
[Energy | 75kealkg |

[Fluid 1250 m/day
20% IV Fat Emulsion 3 g/kg
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Conclusion: B3
CLINIMIX 5/20 'E"Falt.
Injections can muision
be used to help
achieve Adam’s

nutritional goals

- ’

. . TPN
and trace elements are not
included and should be
administered as required.

*Maintenance vitamins
additional electrolytes

Rate mL/hr 31.3
g/ g/day (goal 8-28 g/kg)




Important Risk Information

CLINIMIX and CLINIMIX E Injections are contraindicated in patients having intracranial or
intraspinal hemorrhage, in patients who are severely dehydrated, in patients hypersensitive
to one or more amino acids and in patients with severe liver disease or hepatic coma.
Solutions containing corn-derived dextrose may be contraindicated in patients with known
allergy to corn or corn products.

Because of the potential for life-threatening events, caution should be taken to ensure
that precipitates have not formed in any parenteral nutrient admixture.

Use with caution when administering to patients with anuria or renal insufficiency,
pulmonary insufficiency, or heart disease. The intravenous administration of these
solutions can cause fluid and/or solute overloading resulting in dilution of serum electrolyte
concentrations, overhydration, congested states, or pulmonary edema.

Metabolic complications have been reported, such as acid-base, electrolyte, and blood
glucose imbalances, elevated liver enzymes, and osmotic diuresis and dehydration.

Other adverse reactions that may occur include febrile response, infection at the site of
injection, extravasation, and hypervolemia. The infusion of hypertonic nutrient injections
into a peripheral vein may result in vein irritation, vein damage, and thrombosis.

This product contains aluminum that may be toxic with prolonged parenteral administration
if kidney function is impaired.

CLINIMIX and CLINIMIX E Injections must be admixed prior to infusion.

Learn how CLINIMIX Injections can nourish your patients:
Clinimix.com * 888-229-0001 * Contact your Baxter representative

© Mixed Sources
Product group from well-managed 10%
forests, controlled sources and
recycled wood or fiber

FSC www.fsc.org Cert no. SW-COC-002166
© 1996 Forest Stewardship Council
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