DRUG USE CRITERIA FOR ETHANOLAMINE OLEATE INJECTION, 5%

(Ethamolin®, Cypros Pharmaceutical Corporation)
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Name:

(Ethamolin®, Cypros Pharmaceutical Corporation)


Uses:
· Appropriate Indications

1. Esophageal varices that have recently bled 

2. Prophylaxis for rebleeding

· Inappropriate Indications 

1. Esophageal varices that have not bled (beta blockers preferred)

Formulary Restrictions:

· Restricted to usage criteria as outlined above.

Drug Therapy Selection:

· Efficacy

In the treatment of esophageal varices it has been shown to be more effective than sodium morrhuate and  aethoxysklerol, and may be as effective as sodium tetradecyl sulfate and absolute alcohol.

· Safety

The most common adverse effects of ethanolamine oleate reported by the manufacturer are pleural effusion/infiltration (2.1%), esophageal ulcer (2.1%), pyrexia (1.8%), retrosternal pain (1.6%), esophageal stricture (1.3%), and pneumonia (1.2%).

· Contraindications

1. Hypersensitivity to ethanolamine oleate, oleic acid, or ethanolamine 

· Precautions

1. Avoid for varicosities of the leg 

2. Anaphylactic shock 

3. Acute renal failure 

4. Avoid submucosal injection due to association with ulceration, necrosis, and delayed esophageal perforation 

5. Concomitant cardiorespiratory disease 

6. Aspiration pneumonia especially in elderly patients 

Cost:


Ethanolamine oleate 5% Injection 2ml amps


$338.79/case of 10 amps

Dosing:

The usual intravenous dose of 5% ethanolamine oleate for acute variceal hemorrhage or recurrent variceal hemorrhage is 1.5 to 5 milliliters (75-250mg) per varix. The maximum total dose per treatment should not exceed 20 milliliters (1000mg). To obliterate varices, injections may be made at the time of the initial bleeding episode and then after 1 week, 6 weeks, 3 months and 6 months as indicated.
Patients with significant liver dysfunction (Child Class C) or concomitant cardiopulmonary disease should receive less than the recommended maximum dose.  Submucosal injections are not recommended as they may be more likely to cause injection-site ulceration.

Drug Interactions:
· None documented 
Outcome Measures:

· Therapeutic

1.  Hemorrhage cessation 

· Safety/Adverse Effects

1. Specific side effects as listed under “Safety” section

2. Dependent on dose and patient’s clinical state

a. esophagitis

b. tearing of the esophagus 

c. sloughing of the mucosa overlying the injected varix

d. ulceration

e. stricture

f. necrosis

g. perisophageal abscess

h. perforation

3. Acute Renal Failure

4. Aspiration

