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Executive Summary 

	Purpose:
	The purpose of this monograph is to provide a review of new packaging (vial) to determine whether the reviewed drug should be made available on an open access basis, apply clinical edit or require prior authorization for use. 

	
	

	
	

	Dosage Forms & Manufacturer:
	Injection 1mg (as base) / mL  4mL ampules and vials

Abbott and Genesia

	
	

	
	

	Summary of Findings:
	Genesia’s norepinephrine bitartrate is less expensive than Abbott’s Levophed(.  Genesia’s product comes in a vial compared to Abbott’s Levophed(, which comes in ampules, which will require the use of a filter needle to withdraw the product, which will then require a second needle to replace the filter needle thereby increasing the cost of use.

	
	

	
	

	Status Recommendation:
	 FORMCHECKBOX 
 Prior Authorization (PA) Required
	 FORMCHECKBOX 
 Open Access

	
	 FORMCHECKBOX 
 Clinical Edit
	

	
	
	

	Type of PA Criteria:
	 FORMCHECKBOX 
 Increased Risk of ADE
	 FORMCHECKBOX 
 Non-Preferred Agent

	
	 FORMCHECKBOX 
 Appropriate Indications
	 FORMCHECKBOX 
 PA Not Required

	
	
	


Purpose

The purpose of this monograph is to provide a review of new packaging (vial) to determine whether the reviewed drug should be made available on an open access basis, apply clinical edit or require prior authorization for use.  While prescription expenditures are increasing at double-digit rates, payors are evaluating ways to control these costs by influencing prescriber behavior and guiding appropriate medication usage. This review will assist in the achievement of qualitative and economic goals related to health care resource utilization. Restricting the use of certain medications can reduce costs by requiring documentation of appropriate indications for use, and where appropriate, encourage the use of less expensive agents within a drug class.

Introduction 1
Norepinephrine is a direct acting sympathomimetic agent that is used to restore blood pressure in acute hypotensive states where a low total peripheral resistance exists.  Norepinephrine is contraindicated in hypotension due to hypovolemia. It is indicated for the adjunctive treatment of cardiac arrest and profound hypotension. In the treatment of shock, dopamine is preferred over norepinephrine; Norepinephrine should be limited to final attempts to maintain blood pressure in patients with severe shock.
Dosage Form(s)

Injection
1mg (as base) / mL

Manufacturer

Abbott

ampules

Genesia
vials

Indication(s) 2
Restoration of blood pressure in controlling certain acute hypotensive states (eg. Pheochromocytomectomy, sympathectomy, poliomyelitis, spinal anesthesia, myocardial infarction, septicemia, blood transfusion, drug reactions), and as an adjunct in the treatment of cardiac arrest and profound hypotension.

Clinical Efficacy 3-12 (mechanism of action/pharmacology, comparative efficacy)
Norepinephrine stimulates both alpha and beta-1 receptors leading to increased atrial and ventricular contractility (beta); stimulation of sinoatrial node with increase in heart rate (beta); enhancement of conduction through the ventricles (beta); arteriole constriction in skin, gut and kidney (beta). Norepinephrine is ineffective orally; SC absorption is poor.  It is rapidly inactivated by catechol-O-methyltransferase and monoamine oxidase.  Negligible amounts are normally found in urine.  When given by IV infusion, the onset is rapid; duration is 1 to 2 minutes following discontinuation of infusion.  Norepinephrine has comparable efficacy to dobutamine, dopamine, epinephrine, isoproterenol, metaraminol and phenylephrine.
Adverse Effects 1
COMMON: anxiety, confusion, restlessness, tremor, bradycardia, headache, hypertension, nausea, vomiting, urinary retention, injection site reaction (i.e., extravasation leading to necrosis) 

SERIOUS: cardiac arrest, arrhythmias 

Drug Interactions 1
chlorpromazine 

clorgyline 

dihydroergotamine 

entacapone 

furazolidone 

guanethidine 

isocarboxazid 

moclobemide 

phenelzine 

selegiline 

tranylcypromine 

tricyclic antidepressants 

Dosage and Administration 1
· Acute hypotension: initial, 8-12 mcg/min IV and observe response; adjust rate of flow to establish a low normal BP (systolic, 80-100 mmHg) 

· Acute hypotension: maintenance, 2-4 mcg/min IV 

· Cardiac arrest: initial, 8-12 mcg/min IV and observe response; adjust rate of flow to maintain a low normal BP (systolic, 80-100 mmHg) 

· Cardiac arrest: maintenance, 2-4 mcg/min IV 

Cost Comparison 13 (at commonly used dosages)

Abbott

$13.076/4mL ampule

Genesia

$11.763/4mL vial

Conclusion

Genesia’s norepinephrine bitartrate is less expensive than Abbott’s Levophed(.  Genesia’s product comes in a vial compared to Abbott’s Levophed(, which comes in ampules, which will require the use of a filter needle to withdraw the product, which will then require a second needle to replace the filter needle thereby increasing the cost of use.

Recommendation(s)

It is recommended that Norepinephrine Bitartrate be open access.
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