	Pharmacy and Therapeutics Committee Formulary Addition Form


Medical Staff members request for addition of a drug to the Hospital Formulary: complete this form and forward it to the Pharmacy and Therapeutics Committee, in care of the Director of Pharmacy Services or Chief of Dietary Services, as appropriate.  The request will be considered on the next available agenda of the Pharmacy and Therapeutics Committee and the requesting physician or medical staff member should be notified by mail. (This form also may be used for additions to Dietary Formulary).

A. Generic Name:  Rice-digest oral electrolyte products for oral rehydration therapy to prevent or correct dehydration.

B. Registered Trade Name and Manufacture:
CeraLyte by Cera Products, Inc..

C. Dosage Forms and Strengths:  Calories are 160 per liter. Both Liquid Ready-to-drink and Powder in Packets, which reconstitute with clean drinking water, are available.  Packets are available in 50, 70, or 90 milliequivalent sodium strengths in five flavors and two sizes (10gram to mix into 200 ml, or 50grams to mix with 1 liter). Liquid RTD CeraLyte is available in sodium strength of 50 mEq/L in natural/unflavored or Lemon flavor. Potassium is 20 mEq/L; citrate is 30 mmoles; each liter has 40grams of rice-carbohydrate w/natural protein (no fat) as the substrate to deliver the electrolytes. A lower sodium/potassium choice (20 mEq/L sodium and 5 mEq/L potassium) is available as CeraSport.

D. Usual Dose:  four to eight ounces after every loose stool, or the amount required to replace stool lost; continue until diarrhea stops; also may be used to replace fluid losses from vomiting, with small sips of fluid.

E. Pharmacologic Class:  Beverage (a Medical Food).

F. Specific Pharmacologic Action:  Replaces salts and water losses in stool to balance electrolyte levels.

G. Comparable Drugs in Formulary:  Dry: oral rehydration salts; Liquid: pediatric electrolyte solutions.

H. Reasons why this drug is superior to drugs listed in Formulary:

a. More co-transport substrate in long-chain rice carbohydrate than is available in glucose;

b. Dual Action: reduces fluid losses while it rehydrates, includes protein inherent in rice digest;

c. Fast Absorption: long-chain rice carbohydrate delivers water and electrolyte quickly, promoting early recovery and faster restoration of circulating blood volume;

d. Packets: require less storage space and easy to send to different areas, or home with patient;

e. Liquid and Powder cost less per ounce than most other products; 

f. Serve hot or cold, depending on patient requirements; variety of flavors available; and

g. Versatility: for example may be used for Bowel Prep Kits and for TPN flushes.

I. Cite published literature references for F. and H. above:

a. Bennett RG and Greenough WB III.  Approach to Diarrhea in the Elderly; Topics in Infectious Dis: Acute Infectious Diarrhea 1993; V22#3: 517-33.

b. Gore SM, Fontaine O, Pierce NE. Impact of rice-based rehydration solution on stool output and duration of diarrhoea; meta-analysis of 13 clinical trials. BRIT Med J 1992; 304: 287-91.

c. Zaman K, Yunus M, Rahman, A, Chowdhery, HR, and Sack DA.  Efficacy of a Packaged rice-oral rehydration solution among children with cholera and cholera-like illness. Acta Paediatricia, May 2001;V90 #5: 505-511.

d. Warren JL, Bacon E, Harris T, McBean AM, Foley D, Phillips C. The Burden and Outcomes Associated with Dehydration among US Elderly, 1991. Am J Public Health. Aug 1994; 84:1265-69.

e. Greenough, WB III.  Oral Rehydration: Something Old, Something New. Infectious Disease In Clinical Practice 1998; 7: 97-100.

J. Which drug(s) listed in G above may be deleted from formulary: Other oral electrolyte solutions (OES or ORS).

K. Special cautions and side effects:  In patients with renal failure, potassium is present in CeraLyte.

Requested by:  __________________________________________  Extension:  _______  Date: _________________
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