C&O Employes Hospital Association Medicare Prescription Drug Plan 

2011 Prior Authorization Criteria

Effective 1/1/11


AdalimumabXE "Adalimumab"
Products Affected
	· HumiraXE "Humira"  
	· Humira Pen-crohns DiseasestarterXE "Humira Pen-crohns Diseasestarter"  


	Details

	Covered Uses
	All FDA-approved indications not otherwise excluded from Part D.

	Exclusion Criteria
	Coverage is not provided for use of Humira in combination with other biologics e.g., Enbrel, Kineret or Remicade.

	Required Medical Information
	Diagnosis

	Age Restrictions
	N/A

	Prescriber Restrictions
	N/A

	Coverage Duration
	12 months

	Other Criteria
	N/A


AnakinraXE "Anakinra"
Products Affected
	· KineretXE "Kineret"  
	  


	Details

	Covered Uses
	All FDA-approved indications not otherwise excluded from Part D.

	Exclusion Criteria
	N/A

	Required Medical Information
	Diagnosis of moderate to severe Rheumatoid Arthritis AND patient must have neutrophil counts assessed prior to beginning therapy, monthly for 3 months and then quarterly thereafter for up to a year AND patient does not have an active infection AND treatment will not be prescribed with another biologic DMARD. Patient must also have had an inadequate response to at least one biologic and nonbiologic DMARD

	Age Restrictions
	Patient must be 18 years or older

	Prescriber Restrictions
	N/A

	Coverage Duration
	12 months

	Other Criteria
	N/A


Androgens And Anabolic SteroidsXE "Androgens And Anabolic Steroids"
Products Affected
	· DelatestrylXE "Delatestryl"  
· Depo-testosteroneXE "Depo-testosterone"  
	· Testosterone CypionateXE "Testosterone Cypionate" INJ 100MG/ML
· Testosterone EnanthateXE "Testosterone Enanthate"  


	Details

	Covered Uses
	All FDA-approved indications not otherwise excluded from Part D.

	Exclusion Criteria
	Known or suspected carcinoma of the prostate or male breast, carcinoma of the breast in females with hypercalcemia, pregnancy, nephrosis, hypercalcemia, severe hepatic impairment

	Required Medical Information
	Approve if treatment is for: anemia caused by deficient red cell production (documented hematocrit less than 33 or hemoglobin less than 12), hereditary angioedema, involuntary weight loss following extensive surgery, chronic infections, or severe trauma, failure to gain or maintain at least 90% of ideal body weight without definite pathophysiologic reasons, chronic corticosteroid administration, osteoporosis related bone pain

	Age Restrictions
	N/A

	Prescriber Restrictions
	N/A

	Coverage Duration
	6 months

	Other Criteria
	N/A


CimziaXE "Cimzia"
Products Affected
	· CimziaXE "Cimzia"  
	  


	Details

	Covered Uses
	All FDA-approved indications not otherwise excluded from Part D.

	Exclusion Criteria
	N/A

	Required Medical Information
	Approve for FDA approved indications AND patient does not have a documented active infection, patient has been evaluated for tuberculosis risk factors and tested for latent infection prior to initiation of therapy and will be assessed periodically during therapy AND patient has failed to achieve symptom control after an adherent trial to conventional therapy AND patient has failed Remicade or Humira for Crohn's disease or Enbrel and Humira for rheumatoid arthritis

	Age Restrictions
	Patient must be 18 years or older

	Prescriber Restrictions
	N/A

	Coverage Duration
	3 months, then reassess for extension of PA x 1 yr.

	Other Criteria
	N/A


Diclofenac PatchXE "Diclofenac Patch"
Products Affected
	· FlectorXE "Flector"  
	  


	Details

	Covered Uses
	All FDA-approved indications not otherwise excluded from Part D.

	Exclusion Criteria
	N/A

	Required Medical Information
	Approve if used for the topical treatment of acute pain due to minor strains, sprains, and contusions AND documented trial and failure of an oral NSAID or documented swallowing disorder

	Age Restrictions
	N/A

	Prescriber Restrictions
	N/A

	Coverage Duration
	12 months

	Other Criteria
	N/A


ErythropoietinsXE "Erythropoietins"
Products Affected
	· Aranesp Albumin FreeXE "Aranesp Albumin Free"  
· EpogenXE "Epogen"  
	· ProcritXE "Procrit"  


	Details

	Covered Uses
	All FDA-approved indications not otherwise excluded from Part D.

	Exclusion Criteria
	Coverage not provided for prophylactic use to prevent chemotherapy-induced anemia or tumor hypoxia, sickle cell anemia, anemia associated only with radiotherapy or treatment of acute or chronic myelogenous leukemias or erythroid cancers, anemia of cancer not related to cancer treatment, anemia associated with iron deficiency, folate deficiency, B-12 deficiency, hemolysis, or bone marrow fibrosis

	Required Medical Information
	Pretreatment hemoglobin (Hgb) level must be less than 13 in anemic patients at high risk for perioperative blood loss and less than 10 for all other indications AND patient must have adequate iron stores prior to therapy AND patient must not have uncontrolled hypertension AND patient has not been diagnosed with antibody-mediated pure red cell aplasia AND other causes of anemia have been ruled out

	Age Restrictions
	N/A

	Prescriber Restrictions
	N/A

	Coverage Duration
	12 months

	Other Criteria
	Part B vs D Determination - if patient has end stage renal disease and is on dialysis, covered under Part B.  Otherwise covered under Part D.


Fentanyl Citrate BuccalXE "Fentanyl Citrate Buccal"
Products Affected
	· FentoraXE "Fentora"  
	  


	Details

	Covered Uses
	All FDA-approved indications not otherwise excluded from Part D.

	Exclusion Criteria
	Coverage not provided in the management of acute or postoperative pain, opiod non-tolerant patients, patients with known intolerance or hypersensitivity to the drug or fentanyl

	Required Medical Information
	Diagnosis of cancer and use is for breakthrough cancer pain AND other formulary short acting narcotics have been ineffective, not tolerated, or contraindicated AND patient is opioid tolerant and taking at least 60 mg morphine/day or an equianalgesic dose of another opioid for a week or longer

	Age Restrictions
	Patient must be at least 18 years of age

	Prescriber Restrictions
	N/A

	Coverage Duration
	6 months

	Other Criteria
	N/A


Growth HormonesXE "Growth Hormones"
Products Affected
	· GenotropinXE "Genotropin"  
· Genotropin MiniquickXE "Genotropin Miniquick"  
· HumatropeXE "Humatrope"  
· Humatrope Combo PackXE "Humatrope Combo Pack"  
· Norditropin CartridgeXE "Norditropin Cartridge"  
· Norditropin Nordiflex PenXE "Norditropin Nordiflex Pen" INJ 10MG/1.5ML
· NutropinXE "Nutropin"  
· Nutropin AqXE "Nutropin Aq"  
	· Nutropin Aq PenXE "Nutropin Aq Pen"  
· OmnitropeXE "Omnitrope"  
· SaizenXE "Saizen" INJ 5MG
· Saizen Click.easyXE "Saizen Click.easy"  
· SerostimXE "Serostim"  
· Tev-tropinXE "Tev-tropin"  
· ZorbtiveXE "Zorbtive"  


	Details

	Covered Uses
	All FDA-approved indications not otherwise excluded from Part D.

	Exclusion Criteria
	Coverage is not provided for constitutional delayed growth

	Required Medical Information
	Diagnosis

	Age Restrictions
	N/A

	Prescriber Restrictions
	N/A

	Coverage Duration
	12 months

	Other Criteria
	N/A


Immune GlobulinsXE "Immune Globulins"
Products Affected
	· Carimune NanofilteredXE "Carimune Nanofiltered" INJ 3GM
· Gamastan S/dXE "Gamastan S/d"  
· Gammagard LiquidXE "Gammagard Liquid"  
	· GamunexXE "Gamunex"  
· OctagamXE "Octagam"  
· VivaglobinXE "Vivaglobin"  


	Details

	Covered Uses
	All FDA-approved indications not otherwise excluded from Part D.

	Exclusion Criteria
	Coverage is not provided in patients with selective IgA deficiency, history of anaphylactic reaction or hypersensitivity to immune globulin preparations

	Required Medical Information
	Diagnosis

	Age Restrictions
	N/A

	Prescriber Restrictions
	N/A

	Coverage Duration
	6 months

	Other Criteria
	N/A


MecaserminXE "Mecasermin"
Products Affected
	· IncrelexXE "Increlex"  
	  


	Details

	Covered Uses
	All FDA-approved indications not otherwise excluded from Part D.

	Exclusion Criteria
	Coverage is not provided in the presence of: Concurrent treatment with growth hormone or Pharmacologic doses of corticosteroids, Allergy to mecasermin (ICF-1) or any component of the formulation, growth promotion in patients with closed epiphyses, active or suspected neoplasia, diagnosis of growth failure in adults

	Required Medical Information
	1) diagnosis of growth failure due to severe primary IGFD with (a)height standard deviation less than-3.0, (b) basal IGF-1 standard deviation scoreless than-3.0 and (c) normal or elevated growth hormone levels OR (2) diagnosis of growth failure due to growth hormone deletion with neutralizing antibodies to growth hormone AND (3) treating physician is an endocrinologist or has consulted with an endocrinologist AND (4) patient does NOT have any of the following conditions: growth hormone deficiency, malnutrition, hypothyroidism or chronic treatmetn with pharmacologic doses of anti-inflammatory steroids.

	Age Restrictions
	Patient must be a pediatric patient that is at least 2 years of age

	Prescriber Restrictions
	Prescribing physician must be an endocrinologist

	Coverage Duration
	12 months

	Other Criteria
	N/A


PazopanibXE "Pazopanib"
Products Affected
	· Votrient  
	·   


	Details

	Covered Uses
	All FDA-approved indications not otherwise excluded from Part D.

	Exclusion Criteria
	Coverage is not provided for Patients on concomitant tyrosine kinase inhibitors, Patients who have experienced significant disease progression while on pazopanib, Indications not supported by CMS-recognized compendia.

	Required Medical Information
	Diagnosis of advanced renal cell carcinoma

	Age Restrictions
	Patient is 18 years of age or older

	Prescriber Restrictions
	Prescriber is an oncologist or a healthcare provider highly familiar with prescribing and monitoring of oncology medications

	Coverage Duration
	6 months

	Other Criteria
	N/A


PegfilgrastimXE "Pegfilgrastim"
Products Affected
	· Neulasta  
	·   


	Details

	Covered Uses
	All FDA-approved indications not otherwise excluded from Part D.

	Exclusion Criteria
	N/A

	Required Medical Information
	Approve if anticipated that patient will require at least 10 days of white blood cell CSF therapy AND drug will be used as primary prophylaxis of febrile neutropenia associated with myelosuppresive chemotherapy OR patient's risk of febrile neutropenia is as least 20% or has risk factors if less than 20%, OR patient is receiving a dose density chemotherapy regimen OR patient had neutropenic complication from a prior cycle of chemotherapy OR patient had an autologous BMT or PBPC OR patient has diffuse aggressive lymphoma, is at least 65 years old, and being treated with curative chemotherapy OR patient is receiving radiation therapy, not on chemotherapy, and expected to have prolonged delays in treatment secondary to neutropenia

	Age Restrictions
	N/A

	Prescriber Restrictions
	Patient is under the care of a physician with experience in prescribing pegfilgrastim

	Coverage Duration
	4 months

	Other Criteria
	N/A


Peginterferon Alfa-2aXE "Peginterferon Alfa-2a"
Products Affected
	· Pegasys INJ 180MCG/0.5ML
	·   


	Details

	Covered Uses
	All FDA-approved indications not otherwise excluded from Part D.

	Exclusion Criteria
	Coverage not included HCV pegintron/ribavirin non-responders.

	Required Medical Information
	Diagnosis of Hepatitis C Viral Infection as monotherapy or in combination with ribavirin AND  Appropriate lab tests completed and within normal limits (i.e. HCV RNA, Genotyping, ANC, Platelet count, pregnancy test, Hemoglobin) OR Diagnosis of Hepatits B Viral Infection.

	Age Restrictions
	N/A

	Prescriber Restrictions
	N/A

	Coverage Duration
	HBV 48 weeks. HCV 12 to 72 weeks depending on genotype and HCV RNA response.

	Other Criteria
	Treatment of HCV relapsers and non-responders: Retreatment with peginterferon plus ribavirin in patients who did not achieve an SVR after a prior full course of peginterferon plus ribavirin is not recommended, even if a different type of peginterferon is administered. Retreatment with peginterferon plus ribavirin can be considered for non-responders or relapsers who have previously been treated with non-pegylated interferon with or without ribavirin, or with peginterferon monotherapy, particularly if they have bridging fibrosis or cirrhosis. Maintenance therapy is not recommended for patients with bridging fibrosis or cirrhosis who have failed a prior course of peginterferon and ribavirin.


SargramostimXE "Sargramostim"
Products Affected
	· Leukine  
	·   


	Details

	Covered Uses
	All FDA-approved indications not otherwise excluded from Part D.

	Exclusion Criteria
	N/A

	Required Medical Information
	Diagnosis

	Age Restrictions
	N/A

	Prescriber Restrictions
	Physician with experience in prescribing sargramostim

	Coverage Duration
	4 months

	Other Criteria
	N/A


SildenafilXE "Sildenafil"
Products Affected
	· Revatio  
	·   


	Details

	Covered Uses
	All FDA-approved indications not otherwise excluded from Part D.

	Exclusion Criteria
	Coverage not provided for Sexual dysfunction as a result of antidepressant drug adverse reaction, Depression - Erectile Dysfunction, Diabetes mellitus - Erectile dysfunction, Dialysis procedure - Erectile dysfunction, Drug-induced impotence, Erectile dysfunction - Generalized atherosclerosis, Erectile dysfunction - Lower urinary tract symptoms, In combination with alfuzosin, Erectile dysfunction - Parkinson's disease, Erectile dysfunction - Peyronie's disease, Erectile dysfunction - Prostatectomy, Erectile dysfunction - Radiation therapy, Erectile dysfunction - Resection of rectum, Erectile dysfunction - Spina bifida, Erectile dysfunction - Spinal cord injury, Female sexual arousal disorder, Secondary Raynaud's phenomenon, Sexual dysfunction - Spinal cord injury.

	Required Medical Information
	Diagnosis of Pulmonary Arterial Hypertension [PAH] (WHO Group I, WHO/NYHA functional class II, III or IV) AND Patient has undergone acute vasoreactivity testing and had a negative response or an initial positive response with subsequent failure of therapy with an oral calcium channel blocker (CCB) or the patient is unstable or has severe right-heart failure or a contraindication to CCB therapy AND Patient is not taking any of the following drugs concomitantly: organic nitrates in any form, ritonavir or other potent CYP3A4 inhibitors, Viagra or any other PDE5 inhibitors AND Patients with hypoxia should receive concomitant oxygen therapy.

	Age Restrictions
	N/A

	Prescriber Restrictions
	Prescription is written by a pulmonologist or cardiologist or documentation of consultation with pulmonologist or cardiologist

	Coverage Duration
	Initial approval in new patients 6 months. Renewals annually thereafter.

	Other Criteria
	N/A


Sodium OxybateXE "Sodium Oxybate"
Products Affected
	· Xyrem  
	·   


	Details

	Covered Uses
	All FDA-approved indications not otherwise excluded from Part D.

	Exclusion Criteria
	Coverage is not provided for patients being treated with sedative hypnotic agents, patients with succinic semialdehyde dehydrogenase deficiency, a rare disorder is an inborn error of metabolism variably characterized by mental retardation, hypotonia, and ataxia.

	Required Medical Information
	Documented (i.e., multiple sleep latency test) diagnosis of narcolepsy with excessive daytime sleepiness, cataplexy, or both. For a diagnosis of fibromyalgia, patients must try/fail two FDA approved drugs used for the treatment of fibromyalgia.

	Age Restrictions
	Patients greater than 16 years of age.

	Prescriber Restrictions
	N/A

	Coverage Duration
	Approval given for up to 3 years

	Other Criteria
	N/A


SomavertXE "Somavert"
Products Affected
	· Somavert  
	·   


	Details

	Covered Uses
	All FDA-approved indications not otherwise excluded from Part D.

	Exclusion Criteria
	Coverage not provided for Cancer, Insulin resistance, McCune-Albright syndrome, Turner syndrome

	Required Medical Information
	Patient has a diagnosis of acromegaly AND Patient has had inadequate response to surgery and/or radiation therapy and/or other medical therapies, or these therapies are not appropriate.

	Age Restrictions
	Patient is 18 years of age or older

	Prescriber Restrictions
	Prescriber is an endocrinologist or an individual familiar with prescribing and monitoring acromegaly related medications

	Coverage Duration
	12 months

	Other Criteria
	N/A


TadalafilXE "Tadalafil"
Products Affected
	· Adcirca  
	·   


	Details

	Covered Uses
	All FDA-approved indications not otherwise excluded from Part D.

	Exclusion Criteria
	Patients with pulmonary veno-occlusive disease, coverage not provided in the presence of organic nitrates, potent CYP3A4 inducers, potent CYP3A4 inhibitors, Cialis or any other PDE5 inhibitors, Coverage not provided for Sexual dysfunction as a result of antidepressant drug adverse reaction, Depression - Erectile Dysfunction, Diabetes mellitus - Erectile dysfunction, Dialysis procedure - Erectile dysfunction, Drug-induced impotence, Erectile dysfunction - Generalized atherosclerosis, Erectile dysfunction - Lower urinary tract symptoms, In combination with alfuzosin, Erectile dysfunction - Parkinson's disease, Erectile dysfunction - Peyronie's disease, Erectile dysfunction - Prostatectomy, Erectile dysfunction - Radiation therapy, Erectile dysfunction - Resection of rectum, Erectile dysfunction - Spina bifida, Erectile dysfunction - Spinal cord injury, Female sexual arousal disorder, Secondary Raynaud's phenomenon, Sexual dysfunction - Spinal cord injury.

	Required Medical Information
	Diagnosis of Pulmonary Arterial Hypertension [PAH] (WHO Group I, WHO/NYHA functional class II, III or IV) AND Patient has undergone acute vasoreactivity testing and had a negative response or an initial positive response with subsequent failure of therapy with an oral calcium channel blocker (CCB) or the patient is unstable or has severe right-heart failure or a contraindication to CCB therapy AND Patient is not taking any of the following drugs concomitantly: organic nitrates in any form, ritonavir or other potent CYP3A4 inhibitors, Viagra or any other PDE5 inhibitors AND Patients with hypoxia should receive concomitant oxygen therapy.

	Age Restrictions
	N/A

	Prescriber Restrictions
	Prescription is written by a pulmonologist or cardiologist or documentation of consultation with pulmonologist or cardiologist

	Coverage Duration
	Initial approval in new patients 6 months. Renewals annually thereafter.

	Other Criteria
	N/A


TeriparatideXE "Teriparatide"
Products Affected
	· Forteo  
	·   


	Details

	Covered Uses
	All FDA-approved indications not otherwise excluded from Part D.

	Exclusion Criteria
	N/A

	Required Medical Information
	Postmenopausal female with a diagnosis of osteoporosis OR male with diagnosis of hypogonadal osteoporosis with one of the following: history of osteoporotic fracture, multiple risk factors for fracture, trial and failure of oral bisphophonate, documented contraindication or intolerance to oral bisphophonate therapy

	Age Restrictions
	Patient must be 18 years or older.

	Prescriber Restrictions
	N/A

	Coverage Duration
	12 months

	Other Criteria
	N/A
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