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Drug Monograph

	Drug/Drug Class:
	Glassia (Alpha-1-Proteinase Inhibitor) Vial / Alpha1-Antitrypsin Replacement Therapy Agent

	
	

	Prepared for:
	MO HealthNet

	Prepared by:
	ACS - Heritage Information Systems, Inc.


 FORMCHECKBOX 
 New Criteria


 FORMCHECKBOX 
 Revision of Existing Criteria

Executive Summary 

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

	
	

	Dosage Forms & Manufacturer:
	Each vial of Glassia contains 1 gram of functional Alpha1-Proteinase Inhibitor.
Kamada Ltd. MP Negev 85325 Israel for Baxter Biosciences Deerfield, IL 60015

	
	

	Summary of Findings:
	Glassia is the first available ready-to-use liquid alpha-1 proteinase inhibitor (Alpha1-PI) and is indicated as a chronic augmentation and maintenance therapy in adults with emphysema due to congenital deficiency of alpha-1 antitrypsin (AAT), an under-diagnosed hereditary condition characterized by a low level of alpha-1 protein in the blood.  With the introduction of Glassia it gives clinicians more convenient options when choosing AAT deficiency augmentation therapies for their patients.

	
	

	Status Recommendation:
	 FORMCHECKBOX 
 Prior Authorization (PA) Required

 FORMCHECKBOX 
 Clinical Edit
	 FORMCHECKBOX 
 Open Access

 FORMCHECKBOX 
 PDL Product

	
	
	

	Type of PA Criteria:
	 FORMCHECKBOX 
 Increased Risk of ADE

 FORMCHECKBOX 
 Dose Optimization
	 FORMCHECKBOX 
 Preferred Agent
 FORMCHECKBOX 
 No PA Required


Purpose

The purpose of this monograph is to provide a review of new therapy to determine whether the reviewed drug should be considered a prior authorization drug, a clinical edit drug or an open access drug. While prescription expenditures are increasing at double-digit rates, payors are evaluating ways to control these costs by influencing prescriber behavior and guide 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
Alpha-1 antitrypsin deficiency is a hereditary condition characterized by a low level of alpha-1 protein in the blood and the lungs. This naturally occurring protein helps protect lung tissue from damaging enzymes that are released by white blood cells.  The most common symptoms of AAT deficiency include shortness of breath and cough.  This disorder may result in early onset emphysema and severe lung damage.  The American Lung Association estimates that 100,000 people in the United States have the disorder, though under-diagnosis remains a persistent issue, as fewer than 10 percent of those living with AAT deficiency have been properly diagnosed.
Dosage Form(s) 
Each 50 mL vial of Glassia contains 1 gram of functional Alpha1-Proteinase Inhibitor.

Manufacturer
Kamada Ltd. MP Negev 85325 Israel for Baxter Biosciences Deerfield, IL 60015
Indication(s) 
Glassia vial is indicated for chronic augmentation and maintenance therapy in adults with emphysema due to congenital deficiency of alpha-1-proteinase inhibitor, also known as alpha-1-antitrypsin deficiency.
Clinical Efficacy (mechanism of action/pharmacology, comparative efficacy)
Alpha-1 proteinase inhibitor (alpha-1 PI) deficiency (also known as alpha 1-antitrypsin deficiency) is characterized by reduced levels of alpha-1 PI in the blood and lungs. Patients with severe alpha-1 PI deficiency have increased levels of neutrophil and neutrophil elastase levels in lung epithelial lining fluid. Alpha-1 PI (human) therapy augments the level of the deficient protein and theoretically corrects the imbalance between neutrophil elastase and protease inhibitors, which may protect the lower respiratory tract.

	
	Glassia

	Protein binding
	Unknown

	Volume of distribution
	3.2 to 5.6 L

	Metabolism
	Intravascular space: 33%

	Excretion
	Total body clearance: 0.68 mL/hr/kg 

Total body clearance: 862 to 940 mL/day

	Half-life (terminal)
	4.5 to 5.9 days 


Contraindications
· IgA deficient patients with antibodies against IgA 

Warnings and Precautions

· IgA deficiency, selective or severe with known antibodies to IgA; increased risk of severe hypersensitivity and anaphylaxis; monitor vital signs continuously during infusion 

· Risk of transmitting infectious agents (eg, Creutzfeldt-Jakob disease); derived from pooled human plasma 

Adverse Effects

· Cardiovascular: Chest discomfort (6% ) 

· Hepatic: Increased liver aminotransferase level (11.1% ), Increased liver enzymes (6% ) 

· Neurologic: Dizziness (3% to 6% ), Headache (0.7% to 9% ) 

· Respiratory: Cough (15% ), Sinusitis (6% ), Upper respiratory infection (12% )

Drug Interactions
· None.
Dosage and Administration
USUAL DOSE 60 mg/kg IV infusion ONCE weekly
Costs (at commonly used dosages)

COST (WAC)*

	GENERIC NAME
	BRAND NAME
	STRENGTH
	DOSE/VIAL
	COST / VIAL

	Alpha-1-Proteninase Inhibitor
	Glassia
	20 mg/mL
	50 mL
	$  23.00


*Wholesale Acquisition Cost (WAC)
Conclusion

Glassia is the first available ready-to-use liquid alpha-1 proteinase inhibitor (Alpha1-PI) and is indicated as a chronic augmentation and maintenance therapy in adults with emphysema due to congenital deficiency of alpha-1 antitrypsin (AAT), an under-diagnosed hereditary condition characterized by a low level of alpha-1 protein in the blood.  With the introduction of Glassia it gives clinicians more convenient options when choosing AAT deficiency augmentation therapies for their patients.
Recommendation

MO HealthNet Division recommends Open Access status for this product
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