Client Contract Number – Client Name – MA-PD/PDP


Prior Authorization Criteria and Guidelines
Acne








5
Retinoids, topical (tretinoins)





5-6


Avita



Retin-A




Retin-A Micro

Differin (adapalene)






7-8
Acromegaly







9
Sandostatin (octreotide acetate, Sandostatin LAR


9-10
Somavert (pegvisomant)





11-12
ADHD/Narcolepsy






13
Amphetamines







13-15


Adderall XR (amphetamine extended-release mixture)



Dexedrine (dextroamphetamine)



Dextrostat (dextroamphetamine)
        Methylphenidate Products





16-18


Concerta (methylphenidate)



Metadate Products (methylphenidate)



Methylin Products (methylphenidate)



Ritalin Products (methylphenidate)

Strattera (atomoxetine HC)





19-20
Provigil (modafinil)






21-23
Anti-Emetic







24
Anti-Emetic (post limit)






24-25
      5HT-3 antagonists
       
      Kytril (granisetron)


       Zofran (ondansetron)
         Emend (post limit)






26
Marinol (dronabinol) (post limit)




27
Antifungal







28
Lamisil (terbinafine)






28-29
Asthma







30
Xolair (omalizumab)






30-32
Blood Modifiers






33
Aranesp (darbepoetin alfa)





33-35
Epogen, Procrit (epoetin alfa)





36-39
Neupogen (filgrastim)






40-42
Neulasta (pegfilgrastim)






43
Celebrex







44-46
Chemotherapy






47
Thalomid (thalidomide)






47-49
Dermatological






52
Elidel (pimecrolimus)






52-53
Protopic (tacrolimus)






54-55
Exjade
 




                              56-57
Growth Hormone






58-64
Genotropin (somatropin)



Humatrope (somatropin)



Norditropin (somatropin)



Nutropin, Nutropin AQ (somatropin)



Saizen (somatropin)

Influenza







65
Tamiflu (oseltamivir) (post limit)




65-67
IBS (Irritable Bowel Syndorme)



68
Lotronex (alosetron)






68-71
Zelnorm (tegaserod maleate)





72-74
Interferon







75
Alpha Interferons






75-86


Infergen (interferon alfacon-1)



Intron A, Peg Intron (interferon alfa-2b)



Pegasys (pefinterferon alfa-2a)



Roferon-A (interferon alfa-2a)

Actimunne (interferon gamma 1-b)




87
Migraine







88
5HT1 agonists post limit





88-89


Frova (frovatriptan)



Imitrex (sumatriptan)



Maxalt (rizatriptan)



Relpax (eletriptan)



Zomig (zolmitriptan)

Osteoporosis







90
Forteo (teriparatide)






90-91
PPIs








92
PPI Post Limit







92-95


Nexium (esomeprazole)



Prevacid (lansoprazole)



Prilosec (omeprazole)



Zegerid (omeprazole)

Pulmonary Arterial Hypertension



96
Revatio








96-97
Psoriasis







98
Soriatane (acitretin)






98-100
Raptiva (efalizumab)






101-102
Ranexa (ranolazine)





103-104
Rheumatoid Arthritis





105 

Arava (leflunomide)






105-106
Enbrel (etanercept)






107-110
Humira (adalimumab)






111-112
Remicade (infliximab)






113-118
Ribavirin







113
Rebetol (ribavirin oral solution)





113-122
Ribavirin, Ribasphere 

Sedative/Hypnotics 





123-125
Testosterones






126
Injectable







126-127
Depo-Testosterone (testosterone cypionate)

Topical








128-129


Androderm



Androgel



Testim

Topical-Ulcers






130
Regranex (becaplermin)






130-131
ACNE
DRUG CLASS
Retinoid  (topical)

BRAND NAME
Avita  (all topical)

(Generic)
(tretinoin)


Retin-A  (all topical)


(tretinoin)


Retin-A Micro  (all topical)


(tretinoin gel, microsphere)

Type:  Initial Prior Authorization

CRITERIA FOR APPROVAL

1. Is the patient 12 years old or older?








Yes
No

2. Does the patient have the diagnosis of Acne Vulgaris?





Yes
No

3. Has the patient tried and failed at least two of the following categories: 



Yes
No

      Glycolic Acid products

      Sulfur products 

      Resorcinol products

      Salicylic Acid products (e.g., Clearasil, Stri-Dex)

      Benzoyl Peroxide products (e.g., Oxy-10, Benzac AC, Triaz)

      Decarboxylic acids (e.g., Azelex)

      Topical Antibiotics (e.g., clindamycin, erythromycin, sulfacetamide)

      Oral Antibiotics (e.g., tetracycline, minocycline, erythromycin, doxycycline) 
4. Has the physician considered using all of the therapies listed in question 3, but has deemed all of them inappropriate for the patient.

                 Yes                 No
RATIONALE

The intent of the criteria is to ensure patients follow selection elements noted in the labeling, guideline recommendations, acceptable compendial uses, and clinical studies. Use of topical tretinoin in conditions other than the FDA approved indications remains investigational. Tretinoin products are indicated for the topical treatment of acne vulgaris. The criteria does not provide for cosmetic uses of this drug.1,2,3,4,6,7
Safety and effectiveness in pediatric patients below the age of 12 have not been established.1,2,3,4
The American Academy of Dermatology and the Institute for Clinical Systems Improvement have established guidelines for the treatment of acne vulgaris. Multiple treatment modalities are effective in the treatment of acne vulgaris. Topical agents alone may be indicated for mild cases of acne, whereas systemic agents are generally reserved for patients with moderate to severe cases. Patients with mild to moderate acne should be encouraged to try over-the-counter (OTC) acne products containing an antibacterial or a keratolytic agent. Patients with moderate to severe acne may be treated with topical products such as antibacterial or keratolytic agent, or topical antibiotics. Oral antibiotics are also used in the treatment of moderate to severe acne. Combinations of any of these products may be used when monotherapy is inadequate.8,9
Renova, a tretinoin product, is indicated as an adjunctive agent for use in the mitigation of fine wrinkles, mottled hyperpigmentation, and tactile roughness of facial skin in patients who do not achieve such palliation using comprehensive skin care and sun avoidance programs alone. Since the treatments of these indications are considered cosmetic, this product is not included in the criteria for coverage.5
DRUG CLASS
Retinoid  (topical)

                                 (tretinoin)

BRAND NAME
Differin  (all topical)

(Generic)
(adapalene)

Type:  Initial Prior Authorization

CRITERIA FOR APPROVAL

1. Is the patient 12 years old or older?








Yes
No

2. Does the patient have the diagnosis of Acne Vulgaris?





Yes
No

3. Has the patient tried and failed at least two of the following categories: 



Yes
No

      Glycolic Acid products

      Sulfur products 

      Resorcinol products

      Salicylic Acid products (e.g., Clearasil, Stri-Dex)

      Benzoyl Peroxide products (e.g., Oxy-10, Benzac AC, Triaz)

      Decarboxylic acids (e.g., Azelex)

      Topical Antibiotics (e.g., clindamycin, erythromycin, sulfacetamide)

      Oral Antibiotics (e.g., tetracycline, minocycline, erythromycin, doxycycline) 
4. Has the physician considered using allof the therapies listed in question 3, but deemed all of them inappropriate for the patient.

            Yes       No
RATIONALE

The intent of the criteria is to ensure patients follow selection elements noted in the labeling, guideline recommendations and acceptable compendia uses. Compendia refer to the use of Differin only for the FDA approved indication. Differin is indicated for the topical treatment of acne vulgaris. The criteria does not provide for cosmetic uses of this drug.1,2,3,4,5
Safety and effectiveness in pediatric patients below the age of 12 have not been established.1,2,3
The American Academy of Dermatology and the Institute for Clinical Systems Improvement have established guidelines for the treatment of acne vulgaris. Multiple treatment modalities are effective in the treatment of acne vulgaris. Topical agents alone may be indicated for mild cases of acne, whereas systemic agents are generally reserved for patients with moderate to severe cases. Patients with mild to moderate acne should be encouraged to try over-the-counter (OTC) acne products containing an antibacterial or a keratolytic agent. Patients with moderate to severe acne may be treated with topical products such as an antibacterial or a keratolytic agent, or topical antibiotics. Oral antibiotics are also used in the treatment of moderate to severe acne. Combinations of any of these products may be used when monotherapy is inadequate.6,7
ACROMEGALY
Brand name


Sandostatin

(Generic)


(octreotide acetate injection)




Sandostatin LAR Depot




(octreotide acetate for injectable suspension)

Type:  Initial Prior Authorization
Criteria for Approval

Sandostatin:

1. Does the patient have the diagnosis of acromegaly?






Yes
No


[Tech Only: If the answer to this question is yes, then no further questions required.]

2. Does the patient have the diagnosis of a carcinoid tumor?





Yes
No


[Tech Only: If the answer to this question is yes, then no further questions required.]

3. Does the patient have the diagnosis of vasoactive intestinal peptide tumors (VIPomas)?

Yes
No

CRITERIA FOR APPROVAL
Sandostatin LAR Depot:

1. Does the patient have the diagnosis of acromegaly?






Yes
No
[Tech Only: If the answer to this question is yes, then skip to question 4.]
 

2. Does the patient have the diagnosis of a carcinoid tumor?





Yes
No
[Tech Only: If the answer to this question is yes, then skip to question 4.]

3. Does the patient have the diagnosis of vasoactive intestinal peptide tumors (VIPomas)?

Yes
No

4. Did the patient initially try Sandostatin Injection (not the Depot form)?




Yes
No

5. Was the treatment with Sandostatin Injection effective and was it tolerated?



Yes
No

RATIONALE
The intent of the criteria is to ensure that patients follow selection elements noted in labeling.1-2
Brand name


SOMAVERT

(Generic)


(pegvisomant for injection)

Type:  Initial Prior Authorization 

Criteria for Approval

1.
Is the patient 18 years of age or older?







Yes
No

2.
Does the patient have the diagnosis of acromegaly?






Yes
No

3.
Has the patient received therapy with Somavert for the past 6 months under a  administered benefit?









Yes
No

[Tech Only: if no, skip to question 5]

4.
Has the patient demonstrated a significant decrease in insulin-like growth factor-1 (IGF-1) level  with Somavert therapy?









Yes
No

[Tech Only: if yes, skip to question 9]

5.
Has the patient received any of the following therapies for acromegaly: surgery, radiation therapy, or medical treatment?








Yes
No

[Tech Only: if no, skip to question 7]

6.
Did the patient have an inadequate response to the therapy?





Yes
No


7.
Has the physician considered treatments other than Somavert for acromegaly?


Yes
No

8.
Does the patient have insulin-like growth factor-1 (IGF-1) levels above the age and gender adjusted normal range?









Yes
No

9.
Will the patient have IGF-1 levels monitored at 6 month intervals after IGF-1 levels stabilize within the normal range?









Yes
No

10.
Will liver function tests be monitored as recommended during therapy with Somavert?

Yes
No

RATIONALE
The intent of the criteria is to ensure that patients follow selection elements noted in labeling. Somavert is indicated only for patients who have had an inadequate response to other therapies, or for whom these therapies are not appropriate. Serum IGF-1 concentrations must be monitored during therapy, with the treatment goal of normalizing these levels to age/gender adjusted normal range. Patients must have liver function tests monitored at baseline and at specified intervals during the first year of therapy.

ADHD/Narcolepsy
DRUG CLASS
Amphetamines

BRAND NAME


 (Generic)


Adderall XR


(amphetamine extended-release mixture)


Dexedrine 


(dextroamphetamine)


Dextrostat 


(dextroamphetamine)

Type:   Initial Prior Authorization 
CRITERIA FOR APPROVAL
1. Is the patient 3 years old or older? 








Yes
No

2. Does the patient have a diagnosis of Attention-Deficit/Hyperactivity Disorder (ADHD)? 

Yes
No


[Tech only: If the answer to this question is yes, may skip to question 6.]

3. Does the patient have the diagnosis of narcolepsy?






Yes
No
[Tech only: If the answer to this question is no, no further questions required.]

4. Has the diagnosis been confirmed by sleep studies?






Yes
No


5. Has the patient been evaluated for other causes of excessive daytime sleepiness 
(e.g., insufficient sleep syndrome, upper airway resistance syndrome, depression)?


Yes
No
      [Tech only: Skip to question 11.]


6. Does the patient have ADHD symptoms in more than one setting?

      (e.g., school/daycare or work, home)








Yes
No

7. Has the patient had ADHD symptoms for longer than 6 months? 




Yes
No


8. Are the ADHD symptoms causing clinically significant impairment in social, academic, 
or occupational functioning?









Yes
No

9. Has the physician considered and ruled out other primary psychiatric disorders and/or secondary 

      environmental factors as the cause of the ADHD symptoms?





Yes
No
 

10. Will amphetamine therapy be used as an integral part of a total treatment 

      program that may include psychological, educational, and social measures?



Yes
No

11. Is the physician aware of the contraindication to the use of monoamine oxidase inhibitor 

      (MAOI) drugs within 14 days of amphetamine therapy?





Yes
No

12. Will the patient be regularly monitored for adverse events, including weight loss and decreased growth velocity for children, sleep disturbances, and long-term usefulness?



Yes
No
RATIONALE

These criteria meet the Medicare Part D definition of a medically accepted indication.  This definition includes uses which are approved by the FDA or supported by a citation included, or approved for inclusion, in one of four compendia (AHFS, USP-DI, DRUGDEX Information System, or American Medical Association Drug Evaluations).

The intent of the criteria is to ensure that patients follow selection elements noted in labeling and practice guidelines in order to decrease potential for inappropriate utilization. The amphetamine drug class is indicated for the treatment of Attention-Deficit/Hyperactivity Disorder (ADHD) as an integral part of a total treatment program for ADHD that may include other measures (psychological, educational, and social) and for the treatment of narcolepsy.1-5 Additionally, the physician who elects to use amphetamines for extended periods should periodically reevaluate the long-term usefulness of the drug and monitor for the presence of adverse events.1-5, 9
For the patient with a diagnosis of ADHD, the symptoms must be persistent (present for greater than 6 months), must be more severe than is typically observed in individuals at a comparable level of development, must have clinically significant impairment, e.g. in social, academic, or occupational functioning, and must be present in two or more settings, e.g., school or work and at home. The symptoms must not be accounted for by another mental disorder, since drug treatment is not intended for use in the patient who exhibits symptoms secondary to environmental factors and/or other primary psychiatric disorders, including psychosis.1-5, 9
For those patients with a diagnosis of narcolepsy, confirmation should be made by multiple sleep studies. Additionally, patients with the diagnosis of narcolepsy must be evaluated for other disorders that could cause excessive daytime sleepiness.8
DRUG CLASS

Methylphenidate PRODUCTS

BRAND NAME

 

(generic)





Concerta



(methylphenidate)



Metadate Products



(methylphenidate)



Methylin Products



(methylphenidate)



Ritalin Products



(methylphenidate)

Type: Initial Prior Authorization
CRITERIA FOR APPROVAL

1. Is the patient 6 years old or older? 








Yes
No

2. Does the patient have diagnosis of Attention-Deficit/Hyperactivity Disorder (ADHD)? 


Yes
No


[Tech Only: If the answer to this question is Yes, may skip to question 6.]

3. Does the patient have diagnosis of narcolepsy?






Yes
No
      [Tech Only: If the answer to this question is No, no further questions required.]

4. Has the diagnosis been confirmed by sleep studies?






Yes
No


5. Has the patient been evaluated for other causes of excessive daytime sleepiness 
(e.g., insufficient sleep syndrome, upper airway resistance syndrome, depression)?


Yes
No

      [Tech Only: Skip to question 11.]


6. Does the patient have ADHD symptoms in more than one setting (e.g., school or work, home)?
Yes
No

7. Has the patient had ADHD symptoms for longer than 6 months? 




Yes
No


8. Are the ADHD symptoms causing clinically significant impairment in social, academic, 
or occupational functioning?









Yes
No

9. Has the physician considered and ruled out other primary psychiatric disorders and/or secondary environmental factors as the cause of the ADHD symptoms?





Yes
No


10. Will dexmethylphenidate/methylphenidate therapy be used as an integral part of a total treatment program that may include psychological, educational, and social measures?



Yes
No

11. Is the physician aware of the contraindication to the use of monoamine oxidase inhibitor 

      (MAOI) drugs within 14 days of dexmethylphenidate/methylphenidate therapy?


Yes
No

12. Will the patient be regularly monitored for adverse events, including weight loss and decreased growth velocity for children, sleep disturbances, and long-term usefulness?


Yes
No

RATIONALE
These criteria meet the Medicare Part D definition of a medically accepted indication.  This definition includes uses which are approved by the FDA or supported by a citation included, or approved for inclusion, in one of four compendia (AHFS, USP-DI, DRUGDEX Information System, or American Medical Association Drug Evaluations).

The intent of the criteria is to ensure that patients follow selection elements noted in labeling and practice guidelines in order to decrease potential for inappropriate utilization. Dexmethylphenidate/methylphenidate drug products are indicated for the treatment of Attention-Deficit/Hyperactivity Disorder (ADHD) as an integral part of a total treatment program for ADHD that may include other measures (psychological, educational, and social) and for narcolepsy.1-8,13 The safety and efficacy of dexmethylphenidate/methylphenidate products in children under 6 years of age has not been established.  Additionally, the physician who elects to use dexmethylphenidate/methylphenidate drug products for extended periods should periodically reevaluate the long-term usefulness of the drug and monitor for the presence of adverse events. 1-8,12,13
For the patient with a diagnosis of ADHD, the symptoms must be persistent (present for greater than 6 months), must be more severe than is typically observed in individuals at a comparable level of development, must have clinically significant impairment, e.g. in social, academic, or occupational functioning, and must be present in two or more setting, e.g., school or work and at home.  The symptoms must not be accounted for by another mental disorder, since drug treatment is not intended for use in the patient who exhibits symptoms secondary to environmental factors and/or other primary psychiatric disorders, including psychosis.1-8,12,13
For the patients with a diagnosis of narcolepsy, confirmation should be made by multiple sleep studies. Additionally, patients with the diagnosis of narcolepsy must be evaluated for other disorders that could cause excessive daytime sleepiness. 11
Brand name


STRATTERA

(Generic)


(atomoxetine HCl)

Status:   Criteria 







MDC-1
                                                                                                  
Type:    Initial Prior Authorization   







                 Revised 08/11/ 06                Ref # 215-A                                               

Criteria for Approval

1. Is the patient 6 years old or older?








Yes
No

2. Does the patient have a diagnosis of Attention-Deficit/Hyperactivity Disorder (ADHD)? 

Yes
No


3. Does the patient have ADHD symptoms in two or more settings? (e.g., school or work, home)

Yes
No


4. Has the patient had the ADHD symptoms for longer than 6 months?




Yes
No


5. Are the ADHD symptoms causing clinically significant impairment in social, academic 
or occupational functioning?









Yes
No


6. Has the physician considered and ruled out other primary psychiatric disorders and/or secondary environmental factors as the cause of the ADHD symptoms?





Yes
No


7. Is the physician aware of the contraindication to the use of monoamine oxidase inhibitor 
(MAOI) drugs within 14 days of Strattera therapy?






Yes
No


8. Will Strattera be used as an integral part of a total treatment program that may include 
psychological, educational, and social measures?






Yes
No


 

9. Will the patient be regularly evaluated for long-term usefulness? 




Yes
No

10. Will the patient be regularly monitored for adverse events, including weight loss,  decreased growth velocity for children, sleep disturbances, and liver injury?



Yes
No

11.  Will the patient be monitored closely for suicidal thinking and behavior, or unusual
or worsening changes in behavior? Yes
No
RATIONALE

These criteria meet the Medicare Part D definition of a medically accepted indication.  This definition includes uses which are approved by the FDA or supported by a citation included, or approved for inclusion, in one the Medicare approved  compendia.

The intent of the criteria is to ensure that patients follow selection elements noted in labeling and decrease the potential for inappropriate utilization. Strattera is indicated for the treatment of Attention-Deficit/Hyperactivity Disorder (ADHD) as an integral part of a total treatment program for ADHD that may include other measures (psychological, educational, and social). The symptoms must be persistent (present for greater than six months), must be more severe than is typically observed in individuals at a comparable level of development, must have clinically significant impairment, e.g., in social, academic, or occupational functioning, and must be present in two or more settings, e.g., school (or work) and at home. The symptoms must not be accounted for by another mental disorder, since drug treatment is not intended for use in the patient who exhibits symptoms secondary to environmental factors and/or other primary psychiatric disorders, including psychosis. The patient must be monitored closely for suicidality (suicidal thinking and behavior), clinical worsening, or unusual changes in behavior. Additionally, the physician who elects to use Strattera for extended periods should periodically reevaluate the long-term usefulness of the drug and monitor for the presence of adverse events.1,2,3
Brand name:


Provigil (all oral)

(Generic)


(modafinil)

Type:  Initial Prior Authorization 

Criteria for Approval

1. Does the patient have a diagnosis of narcolepsy?






Yes
No 
[Tech Only: If the answer to this question is no, may skip to question 3.]


2. Has the diagnosis of narcolepsy been confirmed by polysomnography and 
Multiple Sleep Latency Test?








Yes
No
[Tech Only: Skip to question 15.]


3. Does the patient have a diagnosis of obstructive sleep apnea?




Yes
No
[Tech Only: If the answer to this question is no, may skip to question 10.]


4. Has the diagnosis of obstructive sleep apnea been confirmed by polysomnography 
with respiratory monitoring?









Yes
No


5. Is the patient currently utilizing continuous positive airway pressure (CPAP) therapy?


Yes
No


6. Has the therapy with CPAP been maximized?






Yes
No


7. Does the patient experience excessive daytime sleepiness despite 
optimal CPAP therapy?









Yes
No


8. Will the patient continue treatment with CPAP?






Yes
No


9. Will the physician periodically assess compliance with CPAP therapy?



Yes
No
[Tech Only; Skip to question 15.]

10. Does the patient have a diagnosis of Shift Work Sleep Disorder (SWSD)?



Yes
No
[Tech Only: If the answer to this question is no, then no further questions are required.]


11. Does the patient work the night shift (at least 5 hours between the hours of 11 pm and 7 am)
permanently?










Yes
No
[Tech Only: If the answer to this question is yes, may skip to question 13.]


12. Does the patient work the night shift (at least 5 hours between the hours of 11 pm and 7 am) 
frequently (5 times or more per month) on a rotating basis?





Yes
No


13. Does the patient experience excessive sleepiness while working?




Yes
No


14. Does the sleep disturbance cause clinically significant distress or occupational impairment?

Yes
No


15. Is the sleep disturbance a direct physiological effect of a drug or a general medical condition?

Yes
No


16. Have other sleep disorders or mental disorders been ruled out? 




Yes
No

RATIONALE
These criteria meet the Medicare Part D definition of a medically accepted indication. This definition includes uses which are approved by the FDA or supported by a citation included, or approved for inclusion, in one of four compendia (AHFS, USP-DI, DRUGDEX Information System, or American Medical Association Drug Evaluations).

The intent of the criteria is to ensure that patients follow selection elements noted in labeling. Provigil is indicated to improve wakefulness in patients with excessive daytime sleepiness associated with narcolepsy, obstructive sleep apnea/hypopnea syndrome (OSAHS), and shift work sleep disorder (SWSD). Provigil should be used only in patients who have had a complete evaluation of their excessive sleepiness, and in whom a diagnosis of narcolepsy, OSAHS, and /or SWSD has been made in accordance with International Classification of Sleep Disorders (ICSD) or DSM-IV diagnostic criteria. 

In OSAHS, Provigil is indicated as an adjunct to standard treatment(s) for the underlying obstruction. Diagnostic criteria for breathing-related sleep disorders are sleep disruption, leading to excessive sleepiness that is judged to be due to a sleep –related breathing condition and the disturbance is not better accounted for by another mental disorder and is not due to direct physiological effects of a substance or another general medical condition. If continuous positive airway pressure (CPAP) is the treatment of choice for a patient, a maximal effort to treat with CPAP for an adequate period of time should be made prior to initiating Provigil. If Provigil is used adjunctively with CPAP, the encouragement of and periodic assessment of CPAP compliance is necessary.10-13

Narcolepsy is characterized by uncontrollable sleepiness and intermittent manifestations of REM sleep at times when a person would normally be awake. For patients suspected of having narcolepsy, the diagnosis should be confirmed by polysomnography and a Multiple Sleep Latency Test. In addition, the disturbance should not be due to the direct physiological effects of a substance (e.g., opioid) or another general medical condition. Patients must also be evaluated to rule out other mental or sleep disorders.10-13

Shift Worker Sleep Disorder is a persistent or recurrent pattern of sleep disruption that results from a mismatch between the patient’s endogenous circadian sleep-wake system and exogenous demands regarding timing and duration of sleep. As a result of this circadian mismatch, patients may experience excessive sleepiness during work hours. However, the diagnosis of SWDS should be reserved for those patients in whom there is significant occupational impairment or marked distress related to the sleep disorder. In addition, the disturbance should not be due to the direct physiological effects of a substance (e.g., opioid) or another general medical condition. Individuals with Circadian Rhythm Sleep Disorders may have a history of alcohol, sedative-hypnotic, or stimulant use. The use of these substances may in turn exacerbate the disorder.10-13

Provigil is a Schedule IV controlled substance, and has been shown to produce psychoactive and euphoric effects consistent with other scheduled CNS stimulants. Patients should be observed for signs of misuse or abuse.

Provigil has been promoted for many unlabeled uses such as fatigue associated with multiple sclerosis6, depression, attention-deficit/hyperactivity disorder, hypersomnolence, or to promote daytime wakefulness. Provigil is not currently indicated for the management of these diagnoses, nor is Provigil recommended for these uses in the accepted clinical compendia,8,9 or peer-reviewed literature. Adequate and well-controlled studies have not been conducted. Additionally, neither the efficacy nor safety of Provigil has been systematically evaluated for these unlabeled indications.

Anti-Emetic
DRUG CLASS
Antiemetic Agents – 5HT3 antagonists

Brand name


 (Generic)



Kytril


(granisetron)


Zofran


(ondansetron)



Type: Post Limit Prior Authorization
Criteria for Approval

1.
Does the patient require more than the following limits per month?




Yes
No
      
      Kytril Tablets- 6 tablets


Kytril Solution- 30 mL
      Kytril Injection- 1 mL

      Zofran 4 and 8 mg Tablets/ODT- 9 tablets


Zofran 24 mg Tablet- 1 tablet
      Zofran Oral Solution- 90 mL
      Zofran  32 mg Injectable- 50 mL
      Zofran  2mg Injectable- 10mL


      [Tech Only: If the answer to this question is No, please inform caller these quantities are available without prior authorization]

2.   Is the patient receiving moderate to severely emetogenic chemotherapy?  



Yes
No


[Tech Only: If the answer to this question is yes, may skip to question 5]

3.   Is the patient receiving total body irradiation?







Yes
No


[Tech Only: If the answer to this question is yes, may skip to question 5]

4.   Is the patient receiving fractionated abdominal irradiation?





Yes
No

5.   How many days per month does the patient receive therapy?





______
RATIONALE
The intent of the criteria is to ensure that patients follow selection elements noted in labeling when the limits have been exceeded. The patient must be undergoing chemotherapy, total body irradiation, or fractioned abdominal irradiation for more than one day per month. The initial limits for oral dosage forms are sufficient to cover one day of treatment plus two additional days, because physicians utilize these products interchangeably without regard to approved dosing. If the patient has a diagnosis of postoperative nausea and vomiting, treatment should be completed in the facility performing the surgery, and the recommended dosages fall within the initial limits. 

Brand name


Emend

(Generic)


(aprepitant)

Status:  Client Requested

Type:  Drug Limitation








Ref #                                    Rev 10/09/06
LIMIT Criteria

Emend 125 mg capsule 

2 capsule / 25 days
Emend 80 mg capsule

4 capsules / 25 days

The duration of 25 days is used for a 30-day fill period to allow time for refill processing.

Emend 40 mg capsule

2 capsules /6 months 

 RATIONALE
Client Requested:

The intent of the limit is to ensure that patients meet selection elements noted in labeling and prevent inappropriate use of the drug. Emend, in combination with other antiemetic agents, is indicated for the prevention of acute and delayed nausea and vomiting associated with initial and repeat courses of highly emetogenic cancer chemotherapy including high dose cisplatin, and, prevention of nausea and vomiting associated with initial and repeat courses of moderately emetogenic cancer chemotherapy. Chronic continuous use of Emend is not recommended. Emend is given for three days as part of a regimen that includes a corticosteroid and a 5-HT3 antagonist. The recommended dose of Emend is 125 mg on day one, followed by 80 mg per day on days two and three. Emend has not been studied for the treatment of established nausea and vomiting. 

In clinical studies, the following regimen was used:

	Drug
	Day 1
	Day 2
	Day 3
	Day 4

	Emend
	125 mg
	80 mg
	80 mg
	None

	Dexamethasone
	12 mg orally
	8 mg orally
	8 mg orally
	8 mg orally

	Ondansetron
	32 mg IV
	None
	None
	None


Brand name


Marinol

(Generic)


(dronabinol)

Type:    Post Limit Prior Authorization

Criteria for Approval
1.
Does the patient require more than the drug limitation of 60 capsules per 25 days?


Yes
No

2.   Is the patient receiving moderately to severely emetogenic chemotherapy? 



Yes
No

3.
Has the patient tried and failed conventional antiemetic treatments [e.g., Compazine (prochlorperazine), Torecan (thiethylperazine), Phenergan (promethazine), Reglan IV (metoclopramide), and 5-HT3 receptor antagonists [e.g., Anzemet (dolasetron), Kytril (granisetron),Zofran (ondansetron), and Aloxi (palonosetron)]? 






Yes
No

RATIONALE
The intent of the criteria is to ensure that patients follow selection elements noted in labeling once the drug limitations have been exceeded and to decrease the potential for abuse. Marinol was evaluated in clinical trials in patients with cancer. Marinol dosages ranged from 2.5 mg to 40 mg per day, administered in equally divided doses every four to six hours (four times daily). Most patients respond to 5 mg three or four times daily. Doses may be escalated during a chemotherapy cycle or at subsequent cycles, based upon initial results. Therapy should be initiated at the lowest recommended dosage and titrated to clinical response. 

Dosing for appetite stimulation should not exceed twice daily dosing up to a maximum of 20 mg per day.

 Antifungal

Brand name:


Lamisil

(Generic)


(terbinafine)

Type:  Initial Prior Authorization
Criteria for Approval 
1.
Does the patient have the diagnosis of onychomycosis due to dermatophytes (tinea unguium)?
Yes
No 


[Tech Only: If the answer to this question is no, then no further questions are required.]

2. Has the diagnosis been confirmed with a fungal diagnostic test (e.g., KOH preparation,
fungal culture, or nail biopsy)?








Yes
No

3. Is the patient immunocompromised?








Yes
No
[Tech Only: If the answer to this question is yes, then skip to question 7.]

4. Does the patient have the diagnosis of diabetes mellitus?





Yes
No
[Tech Only: If the answer to this question is yes, then skip to question 7.]

5. Does the patient have peripheral vascular disease?






Yes
No
[Tech Only: If the answer to this question is yes, then skip to question 7.]

6. Does the patient have swelling and redness in the surrounding tissue?



Yes
No

7.    Is the infection limited to the fingernails?







Yes
No
       [Tech Only: If the answer to this question is yes, then skip to question 9.]

8.
Does the infection involve the toenails or toenails and fingernails?




Yes
No
9.   Has the patient received treatment with oral Lamisil in the past 12 months?



Yes     No

RATIONALE

These criteria meet the Medicare Part D definition of a medically accepted indication.  This definition includes uses which are approved by the FDA or supported by a citation included, or approved for inclusion, in one of four compendia (AHFS, USP-DI, DRUGDEX Information System, or American Medical Association Drug Evaluations).


The intent of the criteria is to ensure that patients follow selection elements noted in labeling and recognized compendia, to ensure utilization for a specific length of time, and to prevent the treatment of onychomycosis for cosmetic purposes. The approval duration is based on the manufacturer’s recommended dosing for the treatment of onychomycosis.1 
A diagnosis of onychomycosis should be confirmed with a diagnostic test for fungal infections.3,4,5  The optimal effect is seen months after mycological cure and cessation of treatment.3,4,5  This extended time period is related to the time required for outgrowth of the healthy nail (may remain in the nail for six to nine months post-treatment).3,4,5  Patients who are at a higher risk of developing complications from the onychomycosis infection (e.g., patients with diabetes mellitus, peripheral vascular disease, or swelling and redness of the surrounding tissue, or patients who are immunocompromised) will be candidates for an approval.3.5.6 
Asthma
Brand name


Xolair

(Generic)


(omalizumab)

Type:    Initial Prior Authorization   



MDC-1

Revised 08/11/06                         Ref #251A                                                    

Criteria for Approval

1.   Is the patient > 12 years of age?








Yes       No

2.   Does the patient have the diagnosis of moderate to severe persistent allergic asthma? 

Yes       No 
3.   Did the patient test positive to at least one perennial aeroallergen by a skin test


Yes
No

 (e.g., prick/puncture test, intracutaneous test) or a blood test (e.g., RAST)?





4.   Is or was the initial IgE level of the patient > 30 and < 700 IU/mL?




Yes       No

5.   Is the patient using a short-acting beta2-agonist for rescue therapy?




Yes       No

6.   Is the patient currently using oral inhaled corticosteroids at maximum doses?



Yes       No              

7.   Is the patient currently using a long-acting inhaled beta2-agonist?




Yes       No

8.   Is the patient currently using a leukotriene modifier?






Yes       No      

9.   Has the patient received Xolair in the previous 30 days?





Yes
No

      [Tech only: If answer is yes, then skip to question 11.]
10. Is the patient’s asthma inadequately controlled despite the regular use of inhaled 

      corticosteroids at maximum doses?








Yes       No

11. Will the patient be prescribed Xolair to prevent future asthma attacks?



Yes       No

12. Will Xolair be used as monotherapy?








Yes       No

RATIONALE
These criteria meet the Medicare Part D definition of a medically accepted indication.  This definition includes uses which are approved by the FDA or supported by a citation included, or approved for inclusion, in one of the Medicare approved compendia.

The intent of the criteria is to ensure that patients follow selection elements noted in labeling. Xolair is indicated for adults and adolescents (12 years of age and above) with moderate to severe persistent asthma. Xolair has been shown to be beneficial as adjunctive therapy in patients whose symptoms are inadequately controlled despite the regular use of maximum dose inhaled corticosteroids. Xolair is to be prescribed as prophylactic therapy for allergy-induced asthma. Xolair is to be used in conjunction with other agents used in the management of moderate to severe persistent asthma, and never as monotherapy.1-9
Xolair has shown to be effective against allergy-induced asthma only. Allergy tests are required to identify patients who may be candidates for Xolair therapy. The FDA advisory committee defines having allergic asthma as testing positive to at least one perennial aeroallergen according to either a skin test (e.g., prick/puncture test, intracutaneous test) or a blood test (e.g., RAST) and having an initial IgE level between 30 and 700 IU/mL.1-9
Xolair was evaluated in several clinical studies for safety and efficacy. Dosing was based on body weight and baseline serum IgE concentration. All patients were required to have a baseline IgE between 30 and 700 IU/mL and body weight not more than 150 kg. Xolair does not offer any benefit and should not be used in patients with IgE levels < 30 and > 700 IU/mL.1-9
Xolair has not been shown to alleviate asthma exacerbations acutely and should not be used for the treatment of acute bronchospasm or status asthmaticus. Patients should have a short-acting beta2-agonist available for rescue therapy.1-9
Current guidelines for the management of asthma recommend patients with moderate to severe persistent asthma use an oral inhaled corticosteroid at maximized dose plus a long-acting inhaled beta2-agonist or an oral inhaled corticosteroid at maximized dose plus a leukotriene modifier as an alternative treatment. A leukotriene modifier can be added on to the standard regimen of an inhaled corticosteroid and a long-acting beta2-agonist if needed, particularly in patients with recurring severe exacerbations.1-9
Blood/Products
Brand name:

Aranesp (all strengths)

(Generic)
(darbepoetin alfa)

Type:   Initial Prior Authorization
Criteria for Approval
1. Does the patient have a diagnosis of chronic renal failure (CRF)?



Yes
No


[Tech Only: If the answer to this question is yes, then skip to question 4.]

2. Does the patient have a diagnosis of a non-myeloid malignancy?



Yes
No


3. Is the patient currently receiving chemotherapy for treatment of the malignancy?

Yes
No

4. Does the patient now or initially have the diagnosis of anemia (hematocrit < 30% and/or hemoglobin < 10 g/dL)?






Yes
No

5. Has the iron status of the patient been evaluated (serum ferritin level and serum transferrin saturation)?






Yes
No

6. Will the iron status of the patient be evaluated during therapy?



Yes
No


7. Is the serum ferritin concentration of the patient > 100 mg/L?  



Yes
No


8. Is the transferrin saturation of the patient > 20%?




Yes
No

9. Will the hemoglobin level of the patient be monitored weekly when initiating therapy or for dose changes, and at regular intervals when the dose is stabilized?



Yes
No

10.
Has the patient used Aranesp or an erythropoietin product (Procrit or Epogen) in the 
previous month?






Yes
No
[Tech Only: If the answer to this question is no, then may skip to question 14.]

11.
Is the hemoglobin level of the patient > 13 g/dL?




Yes
No

12.
Has the hemoglobin level of the patient increased more than 1.0 g/dL in any 2 week period?
Yes
No
[Tech Only: If the answer to this question is no, then may skip to question 14.]

13. Has the physician considered a reduction in the dosage or an interruption of therapy 
(i.e., therapy has or will be stopped and then restarted at a reduced dose if the hemoglobin level increased more than 1.0 g/dL in any 2 week period)?




Yes
No

14.  Will the blood pressure of the patient be monitored throughout therapy?


Yes
No


RATIONALE 

These criteria meet the Medicare Part D definition of a medically accepted indication.  This definition includes uses which are approved by the FDA or supported by a citation included, or approved for inclusion, in one of four compendia (AHFS, USP-DI, DRUGDEX Information System, or American Medical Association Drug Evaluations).

The intent of the criteria is to ensure that patients follow selection elements noted in the labeling. If the patient has not received Aranesp therapy within the previous month, the physician must evaluate the patient’s iron status before initiation of therapy, and must monitor the patient’s hemoglobin regularly. Dosage adjustment should not be made more frequently than once a month. After any dosage adjustment, the hemoglobin should be determined weekly for at least four weeks until it has been determined that the hemoglobin has stabilized in response to the dose change. The hemoglobin should then be monitored at appropriate intervals. To ensure adequate monitoring, the initial approval duration is one month. 

In order to ensure effective erythropoiesis, iron status should be evaluated for all patients before and during treatment, as the majority of patients will eventually require iron supplementation. Supplemental iron therapy is recommended for all patients whose serum ferritin is below 100 mcg/L or whose serum transferrin saturation is below 20%.

In patients treated with Aranesp or other recombinant erythropoietins in Aranesp clinical trials, increases in hemoglobin greater than approximately 1.0 g/dL during any two-week period  were associated with an increased incidence of cardiac arrest, neurologic events (including seizures and stroke), exacerbations of hypertension, congestive heart failure, vascular thrombosis/ischemia/infarction, acute myocardial infarction, and fluid overload/edema.1 It is recommended that the dose of darbepoetin alfa be decreased if the hemoglobin increase exceeds 1.0 g/dL in any two-week period because of the association of excessive rate of rise of hemoglobin with these adverse events.1 Therefore, if the patient has previously received Aranesp therapy within the previous month, the patient’s hemoglobin must have been monitored or a new test must be ordered. The renewal approval duration is one month to help ensure appropriate monitoring. 

Brand name:

Epogen, Procrit (all strengths)

(Generic)
(epoetin alfa)

Type:    Initial Prior Authorization
Criteria for Approval

1.   Is the patient having elective, non-cardiac, non-vascular surgery?



                                  Yes
No

       [Tech Only: If the answer to this question is no, may skip to question 4.]

2.    Is the patient at high risk for perioperative transfusions with significant anticipated  blood loss?






Yes
No

3.     Is the hemoglobin of the patient > 10 g/dL but < 13 g/dL?




Yes
No

        [Tech Only: May skip to question 13.]

4.    Does the patient have a diagnosis of human immunodeficiency virus (HIV) infection?

Yes
No
       [Tech Only: if the answer to this question is no, then may skip to question 6.]

5.    Is the patient currently taking a medication regimen with zidovudine < 4200 mg/week?
Yes
No

      [Tech Only: May skip to question 12.]


6.   Does the patient have a diagnosis of non-myeloid cancer for which the patient is  receiving chemotherapy?




Yes
No

      [Tech Only: If the answer to this question is yes, then may skip to question 12.]

7.   Does the patient have a diagnosis of myelodysplastic syndrome?



Yes
No

      [Tech Only: If the answer to this question is no, then may skip to question 10.]

8.    Does the patient now or at the start of therapy have a soluble transferring receptor increase of > 18% over baseline?




Yes
No

9.    Does the patient now or at the start of therapy have a baseline serum epoetin  level >200 U/L?






Yes
No

        [Tech Only: May skip to question 12.]

10.   Does the patient have a diagnosis of chronic renal failure?




Yes
No

11.   Is the patient on chronic dialysis therapy?




Yes
No

        [Tech Only: If the answer to this question is yes, then may skip to question 13.]

12.    Does the patient now or initially have the diagnosis of anemia (hemoglobin < 10 g/dL)?
Yes
No

13.    Is the serum ferritin of the patient > 100 ng/mL?




Yes
No

14.    Is the transferrin saturation of the patient > 20%?




Yes
No

15.    Will the iron status of the patient be monitored throughout therapy?



Yes
No

16.    Will the hemoglobin and hematocrit of the patient be monitored throughout therapy?

Yes
No

17.    Will the blood pressure of the patient be monitored throughout therapy?


Yes
No

18.    Has the patient received epoetin alfa within the previous month?



Yes
No

         [Tech Only: If the answer to this question is no, then no further questions.]

19.    Does the hemoglobin of the patient exceed 12 g/dL?




Yes
No

         [Tech Only: If the answer to this question is yes, then may skip to question 21.}

20.    Has the hemoglobin of the patient increased more than 1 g/dL in any two week period?
Yes
No

         [Tech Only: If the answer to this question is no, then no further questions.]

21.    Has the physician considered a reduction in epoetin dosage or an interruption in epoetin therapy?






Yes
No

RATIONALE 

These criteria meet the Medicare Part D definition of a medically accepted indication.  This definition includes uses which are approved by the FDA or supported by a citation included, or approved for inclusion, in one of four compendia (AHFS, USP-DI, DRUGDEX Information System, or American Medical Association Drug Evaluations).

The intent of the criteria is to ensure that patients follow selection elements noted in the labeling. If the patient has not received epoetin alfa therapy within the previous month, the physician must evaluate the patient’s iron stores before initiation of therapy, and must monitor the patient’s hematocrit and hemoglobin regularly. Current recommendations in the product information suggest every patient have at least a serum ferritin > 100 ng/mL and a transferrin saturation > 20% before initiating epoetin therapy. Dosage adjustment should not be made more frequently than once a month unless clinically indicated. After any dosage adjustment, the physician must determine the hematocrit or hemoglobin on a regular basis for the first two to six weeks of therapy. Labeling suggests that testing be done twice weekly until the patient is stabilized, then at regular intervals. To ensure adequate monitoring the initial approval duration is one month. 

If the patient has received epoetin alfa therapy within the previous month, the patient’s hemoglobin must have been monitored or a new test must be ordered. A potential complication of epoetin alfa therapy is a rapid rise in hemoglobin (> 1 g/dL rise in any two week period or exceeds 12 g/dL). Rapid rises in hemoglobin may also lead to an exacerbation of hypertension. Hemodialysis patients with a hemoglobin > 12 g/dL  may have an increased risk of postoperative thrombotic/vascular event. If a rapid rise is evident, the physician should consider a dosage adjustment. As part of the routine clinical evaluation noted in labeling, blood pressure should be closely monitored and controlled during therapy. The renewal approval duration is one month for all indications, except patients on dialysis, to help ensure appropriate monitoring. 

Epoetin alfa is indicated for patients at a high risk for perioperative transfusions with significant, anticipated blood loss. Epoetin alfa is indicated for the treatment of anemic patients (hemoglobin >10 g/dL to < 13 g/dL) scheduled to undergo elective, noncardiac, nonvascular surgery to reduce the need for allogeneic blood transfusions.

When patients are receiving a dose of zidovudine < 4200 mg/week, epoetin alfa is indicated for the treatment of anemia related to therapy with zidovudine in HIV-infected patients.

Epoetin alfa is indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect of concomitantly administered chemotherapy. Epoetin alfa is not indicated for the treatment of anemia in cancer patients due to other factors such as iron or folate deficiencies, hemolysis, or gastrointestinal bleeding, which should be managed appropriately.

In an eight week placebo controlled trial of 87 patients with low-risk myelodysplastic syndrome, a response rate of 36.8% was achieved compared to a response rate of 10.8% (p= 0.007) in the placebo group. The 14 responses in the treatment group included five full responses (hemoglobin increased by at least 2 g/dL or no transfusion for at least two months) and nine partial responses (hemoglobin increased by 1 to 2 g/dL or 50% decrease in transfusion requirements for at least 2 months). Predictors of non-response included baseline serum epoetin alfa level greater than 200 u/L and a 4-week soluble transferrin receptor increase of less than 18% over baseline.

Epoetin alfa is indicated for the treatment of anemia associated with chronic renal failure (CRF), including patients on dialysis (ESRD) and patients not on dialysis; non-dialysis patients with symptomatic anemia considered for therapy should have a hemoglobin less than 10 g/dL.

Epoetin has sometimes been used to treat the hemolytic anemia which may occur with ribavirin treatment of Hepatitis C. However, the National Institutes of Health Consensus Conference statement on the management of Hepatitis C states that this has not been proven to be of benefit, and does not recommend it at this time.

Epoetin has been used in treating anemia associated with rheumatoid arthritis and rheumatic disease, and in some cases of sickle cell anemia. The low level of evidence, and in the case of sickle cell anemia the degree of controversy regarding the use in these patients, has kept these indications from being included as compendial.

The anemia of prematurity in pre-term infants is a condition usually treated on an inpatient basis, and was therefore not covered in this document.

Brand name:
Neupogen (all strengths)
(Generic)
(filgrastim)

Type:      Initial Prior Authorization

Criteria for Approval

1.  Does the patient have a diagnosis of non-myeloid cancer?




Yes
No
[Tech Only: if the answer to this question is no, may skip to question 6]

2.  Is the patient receiving myelosuppressive anti-cancer drugs?















Yes  No
[Tech Only: if the answer to this question is yes, may skip to question 13]


3.  Is the patient undergoing a peripheral blood progenitor cell (PBPC) collection procedure?












Yes  No




      [Tech Only: if the answer to this question is yes, no further questions required]


4.  Is the patient undergoing a stem cell transplant?





Yes  No
[Tech Only: if the answer to this question is yes, no further questions required]

5.  Is the patient receiving a bone marrow transplant?
















Yes  No
[Tech Only: if the answer to this question is yes, may skip to question 14]

6.  Does patient have a diagnosis of acute myeloid leukemia (AML)?



Yes  No
[Tech Only: if the answer to this question is no, may skip to question 8]

7.  Is patient receiving induction or consolidation chemotherapy for AML?


Yes  No
[Tech Only: skip to question 15]

8.  Does the patient have a diagnosis of severe chronic neutropenia (e.g., congenital, 
idiopathic, or cyclic)?





Yes  No



[Tech Only: if the answer to this question is yes, may skip to question 14]

9.  Does the patient have a diagnosis of myelodysplastic syndrome?



Yes  No
[Tech Only: if the answer to this question is no, may skip to question 11]

10.  Does the patient have a history of infections?



            

Yes  No
[Tech Only: if the answer to this question is yes, may skip to question 14]


11.  Does the patient have a diagnosis of acquired immune deficiency syndrome (AIDS)?

Yes
No


12.  Is the patient currently receiving antiretroviral therapy for AIDS?



Yes
No
[Tech Only: if the answer to this question is no, no further questions required]


13.  Does the patient have a diagnosis of neutropenia [absolute neutrophil count 


(ANC) < 1500 cells/mm3]?








Yes
No
[Tech Only: if the answer to this question is no, no further questions required]


14.  Has or will a complete blood count (CBC) with differential and platelet count be done before and during therapy?









Yes
No


15.  Has the patient received Neupogen therapy within the last month?



Yes
No
[Tech Only: if the answer to this question is no, no further questions required]


16.  Did the CBC results indicate excessive leukocytosis? [Excessive leukocytosis is defined as a total white blood cell count (WBC) greater than 50,000 cells/mm3 or an absolute neutrophil count (ANC) greater than 10,000 cells/mm3]






Yes
No

RATIONALE

These criteria meet the Medicare Part D definition of a medically accepted indication.  This definition includes uses which are approved by the FDA or supported by a citation included, or approved for inclusion, in one of four compendia (AHFS, USP-DI, DRUGDEX Information System, or American Medical Association Drug Evaluations).

The intent of the criteria is to ensure that patients follow selection elements in the labeling as well as orphan drug status designations and accepted compendial uses. Neupogen is indicated in patient with non-myeloid malignancies who are being treated with chemotherapy that is likely to result in a significant incidence of severe neutropenia. Neupogen is also indicated for patients receiving induction or consolidation chemotherapy for acute myeloid leukemia. It is also indicated for mobilization of progenitor cells in patients undergoing peripheral blood progenitor cell collection procedures. Neupogen is also indicated for reducing the duration of neutropenia in patients receiving a bone marrow transplant, and in patients with severe chronic neutropenia who develop symptoms as a result of the neutropenia. Neupogen can also be used for patients receiving hematopoietic stem cell transplants, in patients diagnosed with AIDS who develop neutropenia either from the disease or from the antiretroviral drugs used in the treatment, or in patients with neutropenia resulting from myelodysplastic syndromes. The safety of Neupogen in chronic myeloid leukemia and myelodysplasia has not been determined.  The patient must have the diagnosis of neutropenia.  If the patient has not received Neupogen therapy within the previous month, the physician must monitor the patient’s CBC and platelet count with differential. During the initial 4 weeks of therapy and during the 2 weeks following any dose adjustment, labeling recommends that a CBC with differential and platelet count should be performed. Once a patient is clinically stable, a CBC with differential and platelet count should be performed monthly; therefore, the initial approval duration is one month.1 The guidelines from the American Society of Clinical Oncology for the use of colony-stimulating factors, last updated in 2000, recommend that these factors only be used in chemotherapy regimens that are likely to produce a significant rate of febrile neutropenia (>40% of patients).
If the patient has previously received Neupogen therapy, the patient’s CBC with differential and platelets must have been monitored or a new test must be ordered.  A potential complication of Neupogen therapy is excessive leukocytosis (WBC >50,000 cells/mm3 or ANC >10,000 cells/mm3). If leukocytosis is evident, Neupogen therapy should be discontinued.1 For patients undergoing stem cell collection a dosage adjustment is recommended if WBC is greater than 100,000/mm3.1 To continue Neupogen therapy, the physician is also required to assess the continuation of Neupogen therapy if benefit is in doubt.  The approval duration of 6 months was selected to accommodate various treatment regimens and to help ensure appropriate monitoring.  

Brand name:


Neulasta
(Generic)


(pegfilgrastim)

Type:       Initial Prior Authorization

Criteria for Approval


1. Does the patient have a diagnosis of non-myeloid cancer?





Yes
No
[Tech Only: if the answer to this question is no, no further questions required].

2. Is the patient presently receiving treatment with myelosuppressive anti-cancer drugs? 

Yes
No

3.   Is the chemotherapy regimen likely to produce a clinically significant incidence of febrile neutropenia?
Yes
No 

RATIONALE
These criteria meet the Medicare Part D definition of a medically accepted indication.  This definition includes uses which are approved by the FDA or supported by a citation included, or approved for inclusion, in one of four compendia (AHFS, USP-DI, DRUGDEX Information System, or American Medical Association Drug Evaluations).


The intent of the criteria is to ensure that patients follow selection elements noted in labeling. Neulasta is indicated for patients with non-myeloid malignancies being treated with chemotherapy where that chemotherapy is likely to result in a significant incidence of febrile neutropenia. The guidelines from the American Society of Clinical Oncology for the use of colony-stimulating factors, last updated in 2000, recommend that these factors only be used in chemotherapy regimens that are likely to produce a significant rate of febrile neutropenia (>40% of patients).2

Brand name:


Celebrex

(Generic)


(celecoxib)

Status:    

Type:      Initial Prior Authorization






 
Criteria for Approval

1. Is the patient 18 years old or older? 








Yes
No

2.
Does the patient have a diagnosis of familial adenomatous polyposis (FAP)?



Yes
No

      [Tech Only: if answer to this question is no, then may skip to question 4.]

3. Is the patient aware that Celebrex should be added to their current treatments for colorectal polyps, 

      not replacing their current treatments?







Yes
No
      [Tech Only: if answer is to this question is yes, then may skip to question 12.]

4. Does the patient have a diagnosis of primary dysmenorrhea?





Yes
No
[Tech Only: if answer is to this question is yes, then may skip to question 9.]

5. Does the patient have a diagnosis of acute pain?






Yes
No

      [Tech Only: if answer to this question is yes, then may skip to question 9.]

6. Does the patient have a diagnosis of osteoarthritis?






Yes
No
[Tech Only: if answer to this question is yes, then may skip to question 9.]


7. Does the patient have a diagnosis of rheumatoid arthritis?





Yes
No
[Tech Only: if answer to this question is yes, then may skip to question 9.]

8. Does the patient have a diagnosis of ankylosing spondylitis?





Yes
No

9. Is the patient at risk for a severe NSAID-induced GI adverse event such as an NSAID associated

      gastric ulcer?










Yes
No

      (Risk factors may include: history of peptic ulcer or GI bleed, or concomitant use of

      corticosteroids or anticoagulants or Plavix, or age 60 or older.)






      [Tech Only: If the answer to this question is no, then may skip to question 12.]


10. Is the patient currently taking a proton pump inhibitor drug?





Yes
No

       [e.g., Prevacid, Prilosec (omeprazole), AcipHex, Protonix, Nexium]  
       [Tech Only: If the answer to this question is no, then may skip to question 12.]


11. Is the patient taking a proton pump inhibitor for clinical reasons unrelated to the use of Celebrex

or to prevent/treat an NSAID associated gastric ulcer?





Yes
No

12. Is the prescription for Celebrex 400 mg?







Yes
No
13. Has the patient experienced severe allergic-type reactions after taking aspirin or another NSAID? 
Yes
No

14. Has the patient experienced severe allergic-type reactions after taking sulfonamides? 

Yes
No

15. Has the physician evaluated the cardiovascular risks for the patient?




Yes
No

16. Will the physician monitor the blood pressure and renal function of the patient?


Yes
No

17. Is the patient being treated for post-operative pain following CABG surgery?



Yes
No

18. Does this request exceed the maximum FDA-approved dosing?




Yes
No



RATIONALE

These criteria meet the Medicare Part D definition of a medically accepted indication.  This definition includes uses which are approved by the FDA or supported by a citation included, or approved for inclusion, in one of the Medicare approved compendia.

The intent of the criteria is to follow selection elements noted in the labeling as well as current recommendations from an FDA public health advisory11 and the American Heart Association.12 These criteria identify patients at high risk for serious adverse gastrointestinal events associated with the use of non-selective NSAIDs.10-12  Recently released data have shown that COX-2 inhibitors may be associated with an increased risk of heart attack and stroke. The greatest risk for adverse cardiovascular events is seen when COX-2 inhibitors are used for long periods of times or in patients with a high cardiovascular risk.  Studies have found comparable efficacy between non-selective NSAIDs and cyclooxygenase-2 (COX-2) inhibitors. In addition, traditional NSAIDs can lead to potential serious gastrointestinal bleeding. While COX-2 drugs may also induce stomach ulceration, the risk of getting an ulcer is thought to be lower with COX-2 agents. Therefore, patients that may be considered for COX-2 therapy should be at high risk for gastrointestinal bleeding related to aspirin or other non-selective NSAID use.10-12 Therefore, prior authorization is used to assure proper utilization of Celebrex. 

Concomitant therapy with non-selective NSAIDs and proton pump inhibitors (PPIs) reduces the risk of gastrointestinal adverse events compared to the use of COX-2 inhibitors. PPIs are effective for decreasing recurrent ulcers and healing NSAID-associated ulcers even when the continuation of NSAID therapy is necessary. A COX-2 inhibitor may be taken if the patient is currently taking a proton pump inhibitor for clinical reasons unrelated to the use of Celebrex or to prevent/treat an NSAID associated gastric ulcer.

To minimize the potential risk for an adverse GI event, the lowest effective dose should be used for the shortest possible duration. For high risk patients, alternate therapies that do not involve NSAIDs should be considered.1 Celebrex will be approved up to the maximum FDA-recommended dosage.

The recommended dose of Celebrex for the relief of the signs and symptoms of osteoarthritis is 200 mg daily. The recommended dose of Celebrex for the relief of the signs and symptoms of rheumatoid arthritis is 100 to 200 mg twice daily. The recommended dose of Celebrex for the management of acute pain and treatment of primary dysmenorrhea is 400 mg initially, followed by an additional 200 mg dose on the first day. On subsequent days, the recommended dose is 200 mg twice daily, as needed. Approval will be for approximately five days for dysmenorrhea and approximately ten days for acute pain.  For ankylosing spondylitis, the recommended dose is 200 mg per day given as a single or divided dose. The dose may be increased to 400 mg per day, if necessary. Usual medical care for FAP patients should be continued while on Celebrex. To reduce the number of adenomatous colorectal polyps in patients with FAP, the recommended dose is 400 mg twice daily to be taken with food.1
Celebrex should not be given to patients who have experienced asthma, urticaria, or allergic-type reactions after taking aspirin, other NSAIDs, or sulfonamides. Patients should be evaluated for cardiovascular risk and a risk-benefit analysis for the patient should be completed. COX-2 inhibitors can lead to impaired renal perfusion, sodium retention, and increased blood pressure.10 Therefore, renal function and blood pressure should be monitored regularly while the patient is taking COX-2 inhibitors. The safety and efficacy of Celebrex in pediatric patients below the age of 18 years have not been evaluated.1
Chemotherapy

Brand name


Thalomid

(Generic)


(thalidomide)

                                                                                                         







                                                                                   Type:  Initial Prior Authorization                                         MDC-1

                                                         Revised 08/11/06          Ref # 230-A

                   


               
Criteria for Approval

1.Does the patient have a diagnosis of newly diagnosed multiple myeloma?



Yes
No


      [Tech Only: If the answer to this question is no, then may skip to question 3.]

2.Will Thalomid be used in combination with dexamethasone?





Yes
No


      [Tech Only: May skip to question 7.]

3.Does the patient have a diagnosis of advanced, refractory multiple myeloma?



Yes
No


       [Tech Only: If answer to this question is yes, may skip to question 7] 

4.Does the patient have a diagnosis of moderate to severe erythema nodosum leprosum 

(also known as ENL, Hanson’s disease, or leprosy)?      Yes
No 

5.Does the patient suffer from moderate to severe neuritis associated with ENL?


Yes
No
 [Tech Only: If answer to this question is no, may skip to question 7]

6.Will the patient be treated with thalidomide as monotherapy?





Yes
No

7.Is the prescriber registered in the System for Thalidomide Education and Prescribing Safety (S.T.E.P.S.®) program?

Yes
No

8.Has the patient or his/her parent or legal guardian signed an informed consent form?


Yes
No

9.Is the patient a female?









Yes
No

      [Tech Only: If answer to this question is no, may skip to question 12]

10.Is the patient of child bearing potential?







Yes
No

      [Tech Only: If answer to this question is no, may skip to question 13.]

11. Has pregnancy been excluded as confirmed by two negative urine or serum pregnancy tests?

Yes
No

12. Has the patient been instructed on appropriate contraceptive methods for thalidomide use?

Yes
No

13. Has the patient been informed of the need to be observant for the signs and symptoms

      of thromboembolism? 









Yes
No


[e.g., shortness of breath, chest pain, or arm or leg swelling] 




RATIONALE
These criteria meet the Medicare Part D definition of a medically accepted indication.  This definition includes uses which are approved by the FDA or supported by a citation included, or approved for inclusion, in one of the Medicare approved compendia.

The intent of the criteria is to ensure that patients follow selection elements noted in labeling. In addition, accepted compendial uses are also considered appropriate uses for Thalomid (thalidomide).  Thalomid (thalidomide) should be used for the acute treatment of the cutaneous manifestations of moderate to severe ENL and as maintenance therapy for prevention and suppression of the cutaneous manifestations of ENL recurrence. Thalomid should NOT be used as monotherapy for ENL treatment in the presence of moderate to severe neuritis.

Thalomid (thalidomide) in combination with dexamethasone is indicated for the treatment of patients with newly diagnosed multiple myeloma. The effectiveness of Thalomid is based on response rates. There are no clinical trials demonstrating a clinical benefit, such as an improvement in survival. 

Although Thalomid (thalidomide) is accepted for use in the treatment of advanced, refractory multiple myeloma as stated in the USPDI Compendia, it should be noted that use for this indication has been restricted to small patient populations. 

Thalomid (thalidomide) will only be available under the S.T.E.P.S.® program. With S.T.E.P.S.®, Thalomid (thalidomide) is only available under a special restricted distribution program approved by the Food and Drug Administration. Before a physician may prescribe Thalomid (thalidomide) and before a pharmacist can dispense Thalomid (thalidomide), they must register in the S.T.E.P.S.® program. This program is in the criteria in order to decrease the chances of fetal exposure to Thalomid (thalidomide). To make certain the chance of fetal exposure to Thalomid (thalidomide) is as negligible as possible, any female that is prescribed Thalomid (thalidomide) must have pregnancy excluded as confirmed by a negative urine or serum pregnancy test. All patients should be instructed on the appropriate contraceptive methods for Thalomid (thalidomide) use to reduce the risk of life-threatening birth defects. Once treatment has started, pregnancy testing should occur weekly during the first four weeks of use, then pregnancy testing should be repeated at four weeks in women with regular menstrual cycles. If menstrual cycles are irregular, the pregnancy testing should occur every two weeks. Pregnancy testing and counseling should be performed if a patient misses her period or if there is any abnormality in menstrual bleeding.  

Thalomid (thalidomide) may only be dispensed for a 28 day supply by the registered S.T.E.P.S.® pharmacy. The prescription must be filled within seven days of the date written on the prescription; therefore, no mail order option exists.  

The use of Thalomid (thalidomide) in multiple myeloma results in an increased risk of venous thromboembolic events, such as deep venous thrombosis and pulmonary embolus.  This risk increases significantly when thalidomide is used in combination with standard chemotherapeutic agents including dexamethasone.  Patients and physicians are advised to be observant for the signs and symptoms of thromboembolism.
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Dermatological

Brand name


Elidel

(Generic)


(pimecrolimus)

Type:  Initial Prior Authorization

Criteria for Approval

1. Is the patient 2 years of age or older?







Yes
No

2.
Does the patient have the diagnosis of mild to moderate atopic dermatitis (eczema)? 


Yes
No


3.
Has the patient tried and had an inadequate response to at least two topical corticosteroids of medium to high potency?









Yes
No


[Tech Only: If answer to this question is yes, may skip to question 5.]

4.
Does the patient have a contraindication or allergy to all corticosteroids (not the vehicles)?

Yes
No

5.    Does the patient have a weakened or compromised immune system?



Yes
No

RATIONALE
The intent of the criteria is to ensure that patients follow selection elements noted in labeling. To initiate therapy the patient must have the diagnosis of mild to moderate atopic dermatitis (eczema). If the patient is at least two years of age and has had a trial of at least two medium to high potency topical corticosteroids and did not adequately respond, or has a contraindication to topical corticosteroids, the request will be approved. Elidel offers a treatment option for patients who are unresponsive to or intolerant of topical steroids.

The FDA has issued a public health advisory to inform healthcare professionals and patients about a potential cancer risk from use of Elidel (pimecrolimus). The FDA recommendations for physicians with patients using Elidel or those who are considering prescribing Elidel, should consider the following:

· Use Elidel only as second-line agent for short-term noncontinuous chronic treatment of atopic dermatitis, a form of eczema, in patients unresponsive to, or intolerant of other treatments. 

· Avoid use of Elidel in children younger than 2 years of age. 

· Use Elidel only for short periods of time, not continuously. 

· Children and adults with a weakened or compromised immune system should not use Elidel. 

· Use the minimum amount of Elidel needed to control the patient’s symptoms. 

Brand name
Protopic

(Generic)
(tacrolimus)

Type:  Initial Prior Authorization  

Criteria for Approval

1. Is the patient 2 years of age or older?







      Yes      No

2.
Does the patient have the diagnosis of moderate to severe atopic dermatitis (eczema)?

Yes
No 


3.   Has the patient tried and had an inadequate response to at least two medium or higher  potency topical corticosteroids?








Yes
No
      [Tech Only: If the answer to this question is yes, may skip to question 5.]

4.
Does the patient have a contraindication or allergy to all topical corticosteroids (not the vehicle)?
Yes
No


5. Is the prescription for Protopic 0.1% Ointment?






Yes
No


[Tech Only: If the answer to this question is no, may skip to question 7.]


6. Is the patient 16 years of age or older?







Yes
No

7. Does the patient have a weakened or compromised immune system?



Yes
No

RATIONALE
PA Criteria for Approval:
The intent of the criteria is to ensure that patients follow selection elements noted in labeling and FDA recommendations.  To initiate therapy the patient must have the diagnosis of moderate to severe atopic dermatitis or eczema. Protopic offers a treatment option for patients who are unresponsive to or intolerant of topical steroids.1 The pre-requisite therapy requires that two moderate to high potency corticosteroids are tried first to ensure that clinical exacerbations are unresponsive to a moderate or higher potency corticosteroid formulation before Protopic is approved. Patient will also be considered for approval if the patient has a contraindication to corticosteroid therapy. In addition, patients must meet the FDA approved age requirements for Protopic (aged two years and above 0.03% is approved for use, aged 16 years and above 0.1% is approved for use).

The FDA has issued a public health advisory to inform healthcare professionals and patients about a potential cancer risk from the use of Protopic.6 The FDA recommendations for physicians with patients using Protopic or those who are considering prescribing Protopic, should consider the following:


• Use Protopic only as a second-line agent for short-term and intermittent treatment of atopic dermatitis, a form of 


  eczema, in patients unresponsive to, or intolerant of other treatments.


• Avoid using Protopic in children younger than 2 years of age.  


• Use Protopic for short periods of time only, not continuously. 


• Children and adults with a weakened or compromised immune system should not use Protopic.


• Use the minimum amount of Protopic needed to control the patient’s symptoms. 

EXJADE
Brand name


Exjade

(Generic)


(deferasirox)

Type:  Initial Prior Authorization 

	Criteria for Approval


	1.
	Is the patient at least two years of age has a diagnosis of chronic iron overload due to blood transfusions (transfusional hemosiderosis)?

[Tech Only: If the answer to this question is no, then no further questions.]


	Yes        No

	2.
	Will the serum creatinine of the patient be monitored at baseline and monthly for the duration of therapy?


	Yes        No

	3.
	Will the liver function tests of the patient be monitored at baseline and monthly for the duration of therapy?


	Yes        No

	4.
	Will the serum ferritin of the patient be monitored at baseline and monthly for the duration of therapy?


	Yes        No

	5.
	Will the patient’s dose of Exjade be adjusted (if necessary) every three to six months based on serum ferritin trends?


	Yes        No

	6.
	Has the patient (or the patient’s caregiver) been provided the following information for proper timing and administration technique?

· once daily on an empty stomach at least 30 minutes before food

· dose taken at the same time of day each day

· complete dissolution of tablet in water, apple juice, or orange juice

· resuspending and drinking of residual drug with additional liquid

· not to be taken together with aluminum-containing antacid products

 
	Yes        No


RATIONALE
These criteria meet the Medicare Part D definition of a medically accepted indication. This definition includes uses which are approved by the FDA or supported by a citation included, or approved for inclusion, in one of the Medicare approved compendia.

The intent of the criteria is to ensure that patients follow selection elements noted in labeling.  Exjade is indicated for the treatment of chronic iron overload due to blood transfusions (transfusional hemosiderosis) in patients two years of age and older. Exjade-treated patients experience dose-dependent increases in serum creatinine; serum creatinine should be assessed before initiating therapy and should be monitored monthly thereafter. Liver function tests should be monitored monthly during Exjade treatment and dose modifications considered for severe or persistent elevations. Serum ferritin should be measured monthly to assess response to therapy and to evaluate for the possibility of overchelation of iron; the dose of Exjade should be adjusted if necessary every three to six months based on serum ferritin trends. If the serum ferritin falls consistently below 500 mcg/L, consideration should be given to temporarily interrupting therapy with Exjade. Exjade should be taken once daily on an empty stomach at least 30 minutes before food, preferably at the same time each day. Tablets should not be chewed or swallowed whole. Exjade should not be taken with aluminum-containing antacid products. Doses should be calculated to the nearest whole tablet. Tablets should be completely dispersed by stirring in water, orange juice, or apple juice until a fine suspension is obtained. Doses of < 1 g should be dispersed in 3.5 ounces of liquid and doses of > 1 g in 7.0 ounces of liquid. After swallowing the suspension, any residue should be resuspended in a small volume of liquid and swallowed.
Growth Hormone

DRUG CLASS
Growth Hormones (GH)*
    Growth Hormone Releasing Hormone (GHRH)
Brand name
Genotropin Pen (all injectable)    Geref Diagnostic (all injectable)
 (Generic)

(somatropin)
                                               (sermorelin)

                                
Humatrope (all injectable)




(somatropin)




Norditropin (all injectable)




(somatropin)

                                
Nutropin AQ (all injectable)




(somatropin)




Nutropin (all injectable)




(somatropin)
                                    Nutropin Depot (all injectable)




(somatropin)




Omnitrope (all injectable)




(somatropin)




Saizen (all injectable)




(somatropin)




Tev-Tropin (all injectable)




(somatropin)

*Serostim and Zorbtive are not approved for growth hormone deficiency.

Type:  Initial Prior Authorization          Revised 08/11/06

      MDC-1



     Ref # 101-A
	CRITERIA FOR APPROVAL


	1.
	Does the patient require a diagnostic test to evaluate the growth hormone secreting capability of the pituitary somatotroph?


	Yes        No


	

	
	

	
	

	
	


	CRITERIA FOR APPROVAL


	1.
	Is the patient an adult with a diagnosis of acquired immune deficiency syndrome (AIDS) with cachexia?

[Tech Only: If the answer to this question is yes, then no further questions.]


	Yes        No

	2.
	Is the patient <18 years of age, or, >18 years of age with open epiphyses?

[Tech Only: If the answer to this question is no, then skip to question 23.]


	Yes        No

	3.
	Is the patient currently undergoing treatment with recombinant growth hormone (GH)?

[Tech Only: If the answer to this question is yes, then may skip to question 7.]


	Yes        No

	4.
	Does the patient have a height that is more than 2 standard deviations below the mean for normal children of the same age?  (equivalent to less than the 5th percentile for age)


	Yes        No

	5.
	Does the patient have height more than 1.5 standard deviations below the mid-parental height?


	Yes        No

	6.
	Has the patient experienced a poor growth velocity defined as more than 1 standard deviation below the mean for normal children of the same age (< 5 cm per year)?


	Yes        No

	7.
	Does the patient have closed or fused epiphyses?  


	Yes        No

	8.
	Does the patient have the diagnosis of Turner syndrome?

[Tech Only: If the answer to this question is yes, then skip to question 19.]


	Yes        No

	9.
	Does the patient have the diagnosis of Prader-Willi Syndrome confirmed by appropriate genetic testing?

[Tech Only: If the answer to this question is no, then skip to question 12.]


	Yes        No

	10.
	Is the patient severely obese?


	Yes        No

	11.
	Does the patient have a history of severe respiratory impairment or sleep apnea?

[Tech Only: May skip to question 18.]


	Yes        No

	12.
	Does the patient have the diagnosis of chronic renal insufficiency or chronic renal failure?

[Tech Only: If the answer to this question is no, then skip to question 14.]


	Yes        No

	13.
	Has the patient received a renal transplant?

[Tech Only: May skip to question 19.]


	Yes        No

	14.
	At birth, was the patient small for gestational age (defined as more than 2 standard deviations below normal for height and weight)?

[Tech Only: If the answer to this question is no, then skip to question 16.]


	Yes        No

	15.
	Did the patient demonstrate catch-up growth by age 2?

[Tech Only: May skip to question 18]


	Yes        No

	16.
	Does the patient have a delayed bone age for chronological age?


	Yes        No

	17.
	Has the patient failed at least two growth hormone (GH) stimulation tests?

(Failure as defined by the individual stimulation test used.)


	Yes        No

	18.
	Has the patient been evaluated for other causes of growth failure?

[e.g., drug induced (e.g., stimulants, steroids) skeletal disorders, malabsorption, chronic systemic disease, thyroid deficiency]


	Yes        No

	19.
	Has the patient received at least 6 months of therapy through Caremark pharmacy benefit?

[Tech Only: If the answer to this question is no, then no further questions required]


	Yes        No

	20.
	Has the patient been evaluated for continuation of therapy (e.g., thyroid function)?


	Yes        No

	21.
	Has height of the patient increased in the past 6 months?


	Yes        No

	22.
	Has the growth velocity of the patient improved since the initiation of growth hormone therapy?

[Tech Only: No further questions required]


	Yes        No

	23.
	Does the patient have a diagnosis of adult-onset of hypothalamic-pituitary disease?

[Tech Only: If the answer to this question is yes, then skip to question 26.]


	Yes        No

	24.
	Does the patient have decreased hypothalamic-pituitary function due to any of the following?

· pituitary tumor

· pituitary surgical damage

· trauma

· cranial irradiation

[Tech Only: If the answer to this question is yes, then skip to question 26.]


	Yes        No

	25.
	Does the patient have documented childhood-onset growth hormone deficiency?


	Yes        No

	26.
	Has the patient been assessed for other endocrine disorders (i.e., thyroid deficiency)?


	Yes        No

	27.
	Has the patient failed at least two growth hormone (GH) stimulation tests?

[A failure is generally defined as a maximum peak of less than 5 mcg/L when measured by RIA (polyclonal antibody), less than 3.5 mcg/L when measured by IRMA (monoclonal antibody) or less than 3 mcg/L during hypoglycemia.]


	Yes        No

	28.
	Will the physician evaluate the patient’s serum insulin-like growth factor I during the first 3 months of therapy to evaluate the dose?


	Yes        No

	29.
	Has the patient received at least six months of therapy through a Caremark pharmacy benefit?

[Tech Only: If the answer to this question is no, then no further questions required]


	Yes        No

	30.
	Has the patient been monitored (e.g., thyroid level, lipid level, body measurements and x-ray) for continuation of therapy? 


	Yes        No

	31.
	Has the physician evaluated the patient’s serum insulin-like growth factor 1 (IGF-1) to confirm the appropriateness of the therapy?


	Yes        No

	32.
	Has the patient had an improvement in symptoms (e.g., decreased in body fat, increased bone density, better endurance, less fatigue) and clinical features of growth hormone deficiency?


	Yes        No


RATIONALE
These criteria meet the Medicare Part D definition of a medically accepted indication. This definition includes uses which are approved by the FDA or supported by a citation included, or approved for inclusion, in one of the Medicare approved compendia.

The intent of the criteria is to follow selection elements noted in the labeling and practice guidelines. Although each agent has a different set of FDA approved indications, clinicians typically do not differentiate between agents in practice. The intent of the renewal criteria is to establish that the patient is responding to the therapy.12,15,16
Geref diagnostic is indicated for evaluating the ability of the somatotroph of the pituitary gland to secrete growth hormones (GH). To be approved, the patient must require this specific test. 

Growth hormone is indicated for the treatment of growth hormone deficiency in both children and adults, in children with short stature associated with chronic renal failure before transplantation, in children with short stature in Prader-Willi syndrome or Turner’s syndrome, and in infants born small for gestational age who have not caught up in height by age two years.

Adults selected for growth hormone therapy should have an easily recognized cause for the deficiency, clear-cut clinical features of adult growth hormone deficiency syndrome, and nonrefutable laboratory evidence of growth hormone deficiency. Therefore, treatment for growth hormone deficiency in adults is considered for those adults with known causes of hypothalamic-pituitary disease such as pituitary tumor, surgical damage, cranial irradiation, and trauma. Also considered for treatment are those patients with reconfirmed childhood growth hormone deficiency. Growth hormone stimulation tests will be required in order to verify the deficiency. A growth hormone level of < 5 mcg/L is the cutoff point for all provocative tests. Doses of growth hormone should begin low, and should be gradually increased on the basis of clinical and biochemical responses. The best biochemical marker for growth hormone is insulin-like growth factor I (IGF-1) level in the serum. Values of IGF-1 should be maintained in the normal age and sex-adjusted range. In the beginning, measurements of IGF-1 for dose titration should be done approximately once a month. Subsequently, IGF-1 levels should be assessed at least twice yearly. Thyroid function and blood glucose levels should be monitored periodically and lipid levels should be measured annually. Simple anthropometric determinations, such as body weight and waist circumference should be recorded accurately and serially measured. Whole-body dual-energy x-ray absorptiometry, particularly of the lumbar spine should be performed.10,17-20

Growth hormone therapy is approved for the following pediatric conditions: growth hormone deficiency, Turner’s syndrome, chronic renal insufficiency, small for gestational age, and Prader-Willi syndrome. In children with growth hormone deficiency, an evaluation should not be initiated until other causes of growth hormone deficiency have been considered and excluded, such as hypothyroidism, skeletal disorders, or chronic systemic disease. The diagnosis of growth hormone deficiency should be based on severe short stature, as defined by a height more than 2 standard deviations below the population mean for age, a height more than 1.5 standard deviations below midparental height, a height velocity more than 1 standard deviation below the mean for chronological age and delayed bone age. In children who meet the clinical criteria for growth hormone deficiency, a peak serum growth hormone concentration of less than 10 mcg/L in response to stimulation has traditionally been used to support the diagnosis.12,16  Other markers of growth hormone secretion, such as concentrations of serum insulin-like growth factor I and insulin–like growth factor-binding protein 3, are not consistently abnormal in children with growth hormone deficiency.12,16 Growth hormone should not be used for growth promotion in pediatric patients with fused epiphyses.1-16 To continue therapy, all children, regardless of diagnosis, must be monitored for significant side effects and have an improved height and growth rate during the previous 6 months of therapy.10
For children with Turner’s syndrome, chronic renal failure, and those small for gestational age, criteria will be applied the same as for those children with growth hormone deficiency, with the following exceptions: Provocative growth hormone tests are not required in these children. In Turner’s syndrome provocative testing is only necessary when the growth is clearly abnormal relative to what is expected for a child with Turner’s syndrome.10,13-15 Children born small for gestational age usually do not have deficiencies in growth hormone, because the growth failure is not endocrinologically mediated. The decreased growth velocity is presumed to have resulted from an in utero cause that affects either the pace of growth or the ability of the growth plates to respond to normal hormones. Treatment should begin in these patients as soon as the lack of catch-up growth is evident-usually two years of age.12,16,23,25 Growth delay in children with chronic renal insufficiency may be the result of many physiologic conditions, including abnormalities in the GH-IGF axis that results in low bioavailability of IGF-1. However, currently growth hormone therapy is not recommended for post-transplantation patients.10 In Prader-Willi syndrome the cause of impaired growth hormone secretion may be the result of hypothalamic endocrine dysfunction or obesity. Growth hormone is contraindicated in patients with Prader-Willi syndrome who are severely obese or have severe respiratory impairment. Unless patients with Prader-Willi syndrome also have a diagnosis of growth hormone deficiency, GH products are not indicated for the long-term treatment of pediatric patients who have growth failure due to genetically confirmed Prader-Willi syndrome.

Treatment with somatropin of adult AIDS patients with cachexia has resulted in an increase in weight gain, lean body mass, and treadmill workout.
Influenza

Drug class: 

Influenza Treatment & Prevention (neuraminidase inhibitors)

BRAND name:




Tamiflu



(oseltamivir)


Type:  Post-Limit Prior Authorization  

CRITERIA FOR APPROVAL

1.   Does the patient require more than 5 days of therapy every 6 months (180 days)?


Yes
No

2.   Was the patient treated with Tamiflu in the previous 5 days?



Yes
No

3.   Is the requested medication Tamiflu?                                                                                                             Yes      No
      [Tech Only: if the answer to this question is yes, may skip to question 13]

4.  Has the patient had an onset of symptoms within the previous 48 hours (2 days)?


Yes
No

5.  Is the patient 7 years old or older?








Yes
No

     [Tech Only: if the answer to this question is yes, may skip to question 20]

6.  Is the patient 5 years old or older?


7.  Has the patient been exposed to another person who has influenza?




Yes
No

     [Tech Only: if the answer to this question is no, may skip to question 11]

8. Was the patient exposed within the previous 36 hours (1.5 days)?




Yes
No

     [Tech Only: if the answer to this question is yes, may skip to question 20]

9. Has the patient been exposed to a community with cases of influenza?




Yes
No

10. Was the patient exposed within the previous 5 days?






Yes
No

     [Tech Only: if the answer to this question is yes, may skip to question 20]

11. Is the patient 1 year old or older?








Yes
No

12. Does the patient require Tamiflu to treat a current infection with influenza?



Yes
No


     [Tech Only: if the answer to this question is no, may skip to question 16]  

13. Has the patient had an onset of symptoms within the previous 48 hours (2 days)?


Yes
No

      [Tech Only: if the answer to this question is yes, no further questions required]

14. Does the patient require Tamiflu to prevent influenza?





Yes
No


15. Has the patient been exposed to another person who has influenza?




Yes
No

      [Tech Only: if the answer to this question is no, may skip to question 19]

16. Was the patient exposed within the previous 48 hours (2 days)?




Yes
No

      [Tech Only: no further questions required]

17. Has the patient been exposed to a community with cases of influenza?



Yes
No


[Tech Only: no further questions required]

18.  Does the patient have a diagnosis of an underlying airways disease?




Yes
No


(For tech clarification only, examples might me: asthma, chronic obstructive pulmonary disease)



RATIONALE

These criteria meet the Medicare Part D definition of a medically accepted indication. This definition includes uses which are approved by the FDA or supported by a citation included, or approved for inclusion, in one of the Medicare approved compendia.

The intent of the criteria is to ensure that patients follow selection elements noted in labeling and clinical trials and to ensure that patients that are at risk for developing influenza-related complications receive the medication. These criteria are designed to be used after the initial approval quantity of 20 Relenza blisters, 10 Tamiflu capsules, or 75 ml Tamiflu suspension.

Tamiflu:
To be approved for the treatment of influenza with Tamiflu, patients must have a current influenza infection. If the patient has a current influenza infection, s/he must have had symptoms first develop within the previous 48 hours.2 The regimen for the treatment of influenza for patients who are 13 years or older is one capsule twice daily for five days. The regimen for patients who are 1-12 years old or older is 2 mg/kg twice daily for five days. The 60 mg/5ml suspension is supplied in 75 ml per bottles; therefore, 75 ml is enough drug for over five days of therapy at up to a maximum of 75 mg twice daily for a child up to 40 kg. To be approved for the prevention of influenza, patients must be 1 year old or older and must request Tamiflu to prevent influenza.2,6  The safety and efficacy of Tamiflu for prophylaxis in pediatric patients younger than 1 year of age have not been established.2  If the patients have been exposed to another person who has influenza, then the patients must be treated within 48 hours (two days) of being exposed.2  The labeling does not specify a treatment interval for patients who take Tamiflu after exposure to a community outbreak or for seasonal prophylaxis.2 Patients who are approved for Tamiflu receive an additional 30 capsules (or 225 ml of the suspension) more than the initial automatic quantity of 10 capsules (or 75 ml of the suspension) for a total treatment course of 40 capsules (or 300 ml of the suspension). The constituted suspension should be used within 10 days of preparation; therefore, the approval quantity for a prevention regimen is 225 ml (3 x 10 days of suspension). The total treatment regimen for the prevention of influenza from any source in clinical trials is 42 days;2 therefore, the total approval duration is 40 days. (Tamiflu capsules are available in blister packages of 10 and the suspension is supplied in bottles containing 75 ml.)  To be approved beyond a one-month approval, physicians must address the continuation of therapy. The Patient Information provided by the manufacturer states that patients should follow their health care professional’s advice on how long to take Tamiflu;2 therefore, physicians must evaluate the continuation of therapy beyond 42 days. 

IBS
Brand name:


Lotronex

(Generic)


(alosetron)


Type:  Initial Prior Authorization
Criteria for Approval
1.
Is the patient 18 years old or older?








Yes
No

2. Is the patient female?









Yes
No

3. Does the patient have the diagnosis of chronic irritable bowel syndrome?



Yes
No


4. Has the physician excluded anatomical or biochemical abnormalities of the gastrointestinal tract?
Yes
No

      (e.g., thyroid function, stool culture, colonoscopy, barium enema)


5. Has the patient had continuous or recurrent irritable bowel symptoms 
for at least 6 months?









Yes
No

6. Does the patient have diarrhea-prominent disease?






Yes
No

7.  Does the patient have frequent and severe abdominal pain and discomfort?


 
Yes
No

     [Tech Only: if the answer to this question is yes, then skip to question 10]

8.  Does the patient have frequent bowel urgency or fecal incontinence?




Yes
No

     [Tech Only: if the answer to this question is yes, then skip to question 10]


9.  Does the patient have disability or restriction of daily activities due to IBS?  



Yes
No  
     

10. Has the patient failed to respond to conventional therapy [e.g., dicyclomine, hyoscyamine,  loperamide, diphenoxylate/atropine, fiber supplementation] for the treatment of  irritable bowel syndrome?









Yes      No

11. Does the patient have a history of severe constipation or with a history of sequelae from  constipation?                                                                                                                                    
Yes      No


12. Does the patient have a history of intestinal obstruction, stricture, toxic megacolon, gastrointestinal perforation, and/or adhesions?                    





Yes      No








13.  Does the patient have a history of ischemic colitis, impaired intestinal circulation, thrombophlebitis, or hypercoagulable state?









Yes      No


14.  Does the patient currently have, or has had a history of Crohn’s disease or ulcerative colitis?

Yes
No


15.  Does the patient have active diverticulitis or a history of diverticulitis?




Yes
No


16.  Does the patient have an inability to understand or comply with the Patient-Physician Agreement?
Yes
No


17.  Does the patient have a known hypersensitivity to any component of the product?


Yes
No
       .

18.  Is the physician enrolled in the Lotronex Prescribing Program?




Yes
No


19.  Has the physician counseled the patient about the risks versus benefits of using Lotronex to treat IBS?










Yes
No


20.  Has the patient received and completed the Lotronex Medication Guide?



Yes
No


21.  Have the patient and the physician signed the Patient-Physician Agreement?



Yes
No


22.  Will the patient be monitored for Lotronex-related adverse events [e.g., constipation or ischemic colitis]?                                                                                                               
             Yes     No

23.  Has the patient received at least 4 weeks of Lotronex therapy through a benefit administered by ?                                                                                                                              
             Yes     No

 [Tech Only: if the answer to this question is no, then no further questions required]
24.  Has the patient had an improvement of irritable bowel symptoms since initiating Lotronex?                   Yes     No
       [Tech Only: if the answer to this question is yes, then skip to question 26]
25.  Is this request for an increase in the dose of Lotronex?                                                                           Yes     No

26.  Does the patient require more than 2 tablets (2 mg) per day?                                                                  Yes     No
RATIONALE
Initial PA:
The intent of the criteria is to ensure that patients follow selection elements noted in labeling due to the serious gastrointestinal adverse events, some fatal, that have been reported with the use of Lotronex.  The patient must be 18 years of age and female. The patient must have the diagnosis of chronic severe diarrhea-predominant IBS. The patient must have continuous or recurrent symptoms for six months to meet the diagnostic criteria for chronic IBS. In addition to diarrhea, the patient must have additional symptoms denoting severe disease. The patient must have failed traditional treatments for IBS and have no contraindications to the use of Lotronex. 

The following requirements of the Lotronex program must also be met:

· The physician must be enrolled in the Lotronex Prescribing Program. 

· The physician must review the risks versus benefits for Lotronex therapy with the patient. 

· The patient must have received and signed the Lotronex Medication guide. 

· Both the physician and the patient must have signed the Patient-Physician Agreement.

Renewal PA:

The intent of the renewal criteria is to ensure that the patient is being treated for severe diarrhea-predominant IBS, the dose does not exceed the recommended maximum dose, and that the patient will be monitored for Lotronex-related adverse events.

Brand name


Zelnorm

(Generic)


(tegaserod maleate)


Type:  Initial Prior Authorization   

Criteria for Approval


1. Is the patient > 18 years of age? 







Yes
No

1. Is the patient female?  








Yes
No                                                                                              [Tech Only: If the answer to this question is no, may skip to question 5.]

2. Does the patient have a diagnosis of irritable bowel syndrome (IBS)?



Yes
No                                                                                                     [Tech Only: If the answer to this question is no, may skip to question 5.]

3. Is constipation the primary symptom of the patient?





Yes
No                                                                                                         [Tech Only: Skip to question 8.]

4. Is the patient < 65 years of age?







Yes
No

5. Does the patient have a diagnosis of chronic constipation?




Yes
No
(constipation for more than 6 months)

6. Is the constipation due to other diseases or drugs?





Yes
No


7. Does the patient have a diagnosis of severe renal impairment?



Yes
No

8. Does the patient have a diagnosis of moderate to severe hepatic impairment?

Yes
No

9. Does the patient have a history of bowel obstruction?




Yes
No


10. Does the patient have a diagnosis of symptomatic gallbladder disease?


Yes
No

11. Does the patient have a suspected sphincter of Oddi dysfunction?



Yes
No

12. Does the patient have a history of abdominal adhesions?




Yes 
No


13. Has the patient received at least 4 weeks of Zelnorm therapy?



Yes
No
[Tech Only: If the answer to this question is no, then no further questions are required.]

14. Has the patient responded well to therapy?






Yes
No

15. Has the patient received a total of 12 weeks of therapy?




Yes
No

RATIONALE
The intent of the criteria is to ensure that patients follow selection elements noted in the labeling, as well as to address the concerns about adverse events that developed in the clinical trials and are to be monitored in post-marketing surveillance. 

Zelnorm is indicated for the short-term (less than 12 weeks) treatment of women with irritable bowel syndrome (IBS) whose primary bowel symptom is constipation. Zelnorm is also indicated for the treatment of idiopathic constipation in men or women less than 65 years of age. Zelnorm has not been studied in pediatric patients. The safety and efficacy of Zelnorm in men with IBS with constipation has not been established. Zelnorm is contraindicated in patients with severe renal impairment, moderate to severe hepatic impairment, a history of bowel obstruction, symptomatic gallbladder disease, suspected sphincter of Oddi dysfunction, or abdominal adhesions, or known hypersensitivity to the drug or any of its excipients. 

The recommended dosage of Zelnorm is 6 mg taken twice daily orally before meals. The duration of therapy for IBS with constipation should be 4 to 6 weeks. Then, for those patients who respond to therapy at 4 to 6 weeks, an additional four to six week course can be considered. The FDA based its decision to approve Zelnorm for IBS with constipation is based on the results of three clinical studies each lasting 12 weeks. The differences in response rates for Zelnorm versus placebo were greater at month one, 11 percent, than month three, 5 percent; suggesting efficacy may decrease over time. The efficacy of Zelnorm for either IBS with constipation or idiopathic chronic constipation beyond 12 weeks has not been studied.6 In addition, an increase in abdominal surgeries was observed in patients on Zelnorm in the clinical trials. The increase was primarily due to gall bladder removals.  

Zelnorm has been promoted for unlabeled uses. Currently, Zelnorm is not indicated for the management of these symptoms, nor is it recommended as safe and effective for these uses in the accepted clinical compendia, peer-reviewed literature, or clinical guidelines.2,4-5 
Interferon
DRUG CLASS
Alfa Interferons

BranD NAME
Infergen

(Generic)
(interferon alfacon-1)


Intron A


(interferon alfa-2b)


Pegasys


(peginterferon alfa-2a)


PEG-Intron


(peginterferon alfa-2b)


Roferon-A


(interferon alfa-2a)

Type: Initial Prior Authorization
Criteria for Approval

Infergen

1. Does the patient have the diagnosis of chronic hepatitis C?




Yes
No 
[Tech Only: If the answer to this question is no, then no further question are required.]

2. Is the physician aware that labeling recommends that all patients be monitored 
for evidence of depression?







Yes
No


3. Has the patient received alpha interferon therapy previously?



Yes
No 
[Comment: If the answer to this question is yes, then skip to question 8.]

4. Is the patient Genotype-1?








Yes
No

5. Does the patient have detectable levels of hepatitis C virus (HCV) RNA 
(a viral load) in the serum?
Yes
No










6. Does the patient have persistently elevated serum alanine aminotransferase (ALT) 
levels >2 times upper limits of normal?






Yes
No

7. Does the patient have signs of chronic hepatitis on liver biopsy demonstrated by 
portal or bridging fibrosis, moderate inflammation, and necrosis?



Yes 
No 
[Tech Only: No further questions are required.]

8. Is the patient Genotype-1?








Yes
No                                                                                                            [Tech Only: If the answer to this question is no, then skip to question 12.]

9. Did the patient receive at least 6 months of interferon therapy?



Yes
No 
[Tech Only: If the answer to this question is yes, then skip to question 12.]

10. Did the patient experience at least a 2-log decrease in viral load?



Yes
No 
[Tech Only: If the answer to this question is yes, then no further questions are required.]

11. Is the physician aware that labeling recommends a higher dose for patients who tolerated previous therapy and who have not responded or who have relapsed following an initial 6-month treatment course? Yes
No                                   [Tech Only: No further questions are required.]

12. Did the patient have detectable levels of hepatitis C virus (HCV) RNA 
(a viral load) in the serum after or at the end of the initial treatment period?


Yes
No
[Tech Only: If the answer to this question is no, then skip to question 14.]

13. Did the patient have a normalization of serum alanine aminotransferase (ALT) 
during the initial treatment period?







Yes
No                                                                                                          [Tech Only: If the answer to this question is no, then skip to question 15.]

14. Was the patient treated with interferon previously and has now relapsed?


Yes
No
[Tech Only: If the answer to this question is no, then skip to question 16.]

15. Is the physician aware that labeling recommends a higher dose for patients who tolerated previous therapy and who have not responded or who have relapsed following an initial 6-month treatment course?
Yes
No

16. Has the patient received 12 months of total therapy?




Yes
No
Criteria for Approval

Intron A
1. Is the physician aware that labeling recommends that all patients be monitored
for evidence of depression?








Yes
No



2. Does the patient have the diagnosis of AIDS-related Kaposi’s sarcoma?


Yes
No     [Tech Only: If the answer to this question is yes, then no further questions are required.]

3. Does the patient have a diagnosis of a hairy cell leukemia?




Yes
No
[Tech Only: If the answer to this question is yes, then no further questions are required.]

4. Does the patient have the diagnosis of malignant melanoma?




Yes
No
[Tech Only: If the answer to this question is yes, then no further questions are required.]


5. Does the patient have a diagnosis of condylomata acuminata (also known as genital warts)?
Yes
No
[Tech Only: If the answer to this question is no, then skip to question 8.]

6. Has the patient received interferon therapy previously?




Yes
No                                                                                                            [Tech Only: If the answer to this question is no, then no further questions are                required.]

7. Has it been at least 3 months since the last interferon treatment?



Yes
No
[Tech Only: No further questions are required]

8. Does the patient have a diagnosis of follicular non-Hodgkin’s lymphoma?


Yes
No                                                                                                           [Tech Only: If the answer to this question is no, then skip to question 10.]

9. Is the Intron A going to be used in conjunction with anthracycline containing chemotherapy? Yes
No                                                                                              [Tech Only: No further questions are required.]

10. Does the patient have the diagnosis of chronic hepatitis B?




Yes
No

      [Tech Only: If the answer to this question is no, then skip to question 14.]

11. Does the patient have serum markers of hepatitis B virus (HBV) 

      replication (e.g., HBV DNA)?







Yes
No

12. Does the patient have persistently elevated serum alanine aminotransferase 

      (ALT) levels >2 times upper limits of normal?






Yes
No

13. Does the patient have signs of chronic hepatitis on liver biopsy demonstrated by 

      portal or bridging fibrosis, moderate inflammation, and necrosis?



Yes
No

      [Tech Only: No further questions are required.]

14. Does the patient have the diagnosis of chronic hepatitis C?




Yes
No

      [Tech Only: If the answer to this question is no, then no further questions are required.]

15. Has the patient received interferon therapy previously?




Yes
No
      [Tech Only: If the answer to this question is yes, then skip to question 20.]

16. Is the patient Genotype 1?








Yes
No

17. Does the patient have detectable levels of hepatitis C virus (HCV) RNA (a viral load) in the serum?
Yes
No








18. Does the patient have persistently elevated serum alanine aminotransferase (ALT) levels >2 times upper limits of normal?


      





Yes
No

19. Does the patient have signs of chronic hepatitis on liver biopsy demonstrated by 

      portal or bridging fibrosis, moderate inflammation, and necrosis?



Yes
No

      [Tech Only: No further questions are required.]

20. Is the patient Genotype-1?








Yes
No

      [Tech Only: If the answer to this question is no, then skip to question 23.]

21. Has the patient received at least 6 months of interferon therapy?



Yes 
No

      [Tech Only: If the answer to this question is yes, then skip to question 23.]

22. Did the patient experience at least a 2-log decrease in viral load?



Yes
No

      [Tech Only: No further questions are required.] 

23. Did the patient have detectable levels of hepatitis C virus (HCV) RNA (a viral load) 

      in the serum after or at the end of the initial treatment period?



Yes
No

      [Tech Only: If the answer to this question is no, then skip to question 25.]

24. Did the patient have a normalization of serum alanine aminotransferase (ALT) 

      during the initial treatment period?







Yes
No

25. Was the patient treated with interferon previously and has now relapsed?


Yes
No

      [Tech Only: If the answer to this question is no, then skip to question 28.]

26. Is the patient to be treated with interferon monotherapy?




Yes
No

      [Tech Only: If the answer to this question is no, then no further questions are required.]

27. Has the patient received 24 months of total therapy?





Yes
No

      [Tech Only: No further questions are required.]

28. Has the patient received 12 months of total therapy?





Yes
No
CRITERIA FOR APPROVAL

Pegasys
1. Does the patient have the diagnosis of chronic hepatitis C?




Yes
No                                                                                                 [Tech Only: If the answer to this question is no, then skip to question 15.]

2. Is the physician aware that labeling recommends that all patients be monitored 
for evidence of depression?








Yes
No

3. Has the patient received pegylated interferon therapy previously
(e.g., Pegasys or PEG-Intron)?







Yes
No                                                                                                 
[Tech Only: If the answer to this question is yes, then skip to question 8.]

4. Is the patient Genotype 1?








Yes
No

5. Does the patient have detectable levels of hepatitis C virus (HCV) 
RNA (a viral load) in the serum?







Yes
No

6. Does the patient have persistently elevated serum alanine aminotransferase 
(ALT) levels >2 times upper limits of normal?





Yes
No
7. Does the patient have signs of chronic hepatitis on liver biopsy demonstrated by 
portal or bridging fibrosis, moderate inflammation, and necrosis?



Yes
No                                                                                                        [Tech Only: No further questions are required.]

8. Is the patient Genotype 1?








Yes
No                                                                                                            [Tech Only: If the answer to this question is no, then skip to question 11.]


9. Has the patient received at least 6 months of interferon therapy?



Yes
No 
[Tech Only: If the answer to this question is yes, then skip to question 11.]

10. Did the patient experience at least a 2-log decrease in viral load?



Yes
No 
[Tech Only: No further questions are required.]

11. Did the patient have detectable levels of hepatitis C virus (HCV) RNA (a viral load) 
in the serum after or at the end of the initial treatment period?



Yes
No 
[Tech Only: If the answer to this question is no, then skip to question 13.]

12. Did the patient have a normalization of serum alanine aminotransferase (ALT) 
during the initial treatment period?







Yes
No

13. Was the patient treated with interferon previously and has now relapsed? Yes
No
    [Tech Only: If the answer to this question is yes, then no further questions are required.]

14. Has the patient received 12 months total of pegylated interferon therapy(e.g., Pegasys or PEG-Intron)?
Yes
No                                                                                                [Tech Only: No further questions are required.]

15. Does the patient have the diagnosis of chronic hepatitis B?




[Tech Only: If the answer to this question is no, then no further questions are required.]
Yes
No

16. Is the patient 18 years of age or older?






Yes
No

17. Does the patient have serum markers of hepatitis B virus (HBV) replication (e.g., HBV DNA)?







Yes
No

18. Does the patient have persistently elevated serum alanine aminotransferase (ALT) levels >2 times upper limits of normal?






Yes
No

19. Does the patient have signs of chronic hepatitis on liver biopsy demonstrated byportal or bridging fibrosis, moderate inflammation, and necrosis?
Yes   No

CRITERIA FOR APPROVAL

PEG-Intron

1. Does the patient have the diagnosis of chronic hepatitis C?


[Tech Only: If the answer to this question is no, then no further questions are required.]



Yes
No

2. Is the physician aware that labeling recommends that all patients be monitored 
for evidence of depression?








Yes
No

3. Has the patient received pegylated interferon therapy previously

      (e.g., Pegasys or PEG-Intron)?







Yes
No                                                                                                 [Tech Only: If the answer to this question is yes, then skip to question 8.]


4. Is the patient Genotype 1?








Yes
No

5. Does the patient have detectable levels of hepatitis C virus (HCV) 
RNA (a viral load) in the serum?







Yes
No

6. Does the patient have persistently elevated serum alanine aminotransferase 
(ALT) levels >2 times upper limits of normal?





Yes
No

7. Does the patient have signs of chronic hepatitis on liver biopsy demonstrated by 
portal or bridging fibrosis, moderate inflammation, and necrosis?



Yes
No                                                                                                       [Tech Only: No further questions are required.]

8. Is the patient Genotype 1?








Yes
No                                                                                              [Tech Only: If the answer to this question is no, then skip to question 11.]

9. Has the patient received at least 6 months of interferon therapy?



Yes
No 
[Tech Only: If the answer to this question is yes, then skip to question 11.]

10. Did the patient experience at least a 2-log decrease in viral load?



Yes
No 
[Tech Only: No further questions are required.]

11. Did the patient have detectable levels of hepatitis C virus (HCV) RNA (a viral load) 
in the serum after or at the end of the initial treatment period?



Yes
No 
[Tech Only: If the answer to this question is no, then skip to question 13.]

12. Did the patient have a normalization of serum alanine aminotransferase (ALT) 
during the initial treatment period?







Yes
No

13. Was the patient treated with interferon previously and has now relapsed?


Yes
No                                                                                              [Tech Only: If the answer to this question is yes, then no further questions are required.]

14. Has the patient received 12 months total of pegylated interferon therapy(e.g., Pegasys or PEG-Intron)?







Yes
No

CRITERIA FOR APPROVAL

Roferon-A

1. Is the physician aware that labeling recommends that all patients be monitored 

      for evidence of depression?








Yes
No

2. Does the patient have a diagnosis of hairy cell leukemia?




Yes
No

      [Tech Only: If the answer to this question is no, then skip to question 5.]

3. Has the patient received interferon therapy previously?




Yes
No

      [Tech Only: If the answer to this question is no, then no further questions are required.]

4. Did the patient have a response to interferon treatment? 




Yes
No

      [Tech Only:  No further questions required.]

5. Does the patient have a diagnosis of Philadelphia chromosome positive 
chronic myelogenous leukemia (CML)?






Yes
No

      [Tech Only: If the answer to this question is yes, then no further questions are required.]  

6. Does the patient have the diagnosis of chronic hepatitis C?




Yes
No

[Tech Only: If the answer to this question is no, then no further questions are required.]

7. Has the patient received interferon therapy previously?




Yes
No

      [Tech Only: If the answer to this question is yes, then skip to question 12.]  

8. Is the patient Genotype 1?








Yes
No


9. Does the patient have detectable levels of hepatitis C virus (HCV) RNA 
(a viral load) in the serum?








Yes
No

10. Does the patient have persistently elevated serum alanine aminotransferase (ALT) 
levels >2 times upper limits of normal?






Yes
No


11. Does the patient have signs of chronic hepatitis on liver biopsy demonstrated by 
portal or bridging fibrosis, moderate inflammation, and necrosis?



Yes
No


[Tech Only:  No further questions are required.]

12. Is the patient Genotype-1?








Yes
No
[Tech Only: If the answer to this question is no, then may skip to question 15.]

13. Did the patient receive at least 6 months of interferon therapy?



Yes
No
[Tech Only: If the answer to this question is yes, then skip to question 15.]

14. Did the patient experience at least a 2-log decrease in viral load?



Yes
No 
[Tech Only: No further questions are required.]
15. Did the patient have detectable levels of hepatitis C virus (HCV) RNA 
(a viral load) in the serum after or at the end of the initial treatment period?


Yes
No
[Tech Only: If the answer to this question is no, then skip to question 17.]
16. Did the patient have a normalization of serum alanine aminotransferase (ALT) 
during the initial treatment period?







Yes
No
17. Was the patient treated with interferon previously and has now relapsed?


Yes
No
[Tech Only: If the answer to this question is no, then skip to question 20.]
18. Is the patient to be treated with interferon monotherapy?




Yes
No
[Tech Only: If the answer to this question is no, then no further questions are required.]
19. Has the patient received 24 months of total therapy?





Yes
No
       [Tech Only: No further questions are required.]
20. Has the patient received 12 months of total therapy?





Yes
No
RATIONALE

The intent of the criteria is to ensure that patients follow selection elements noted in labeling, accepted practice guidelines, and published clinical studies. There are significant differences in specific activities among interferons.
Chronic hepatitis B therapy is recommended for patients who are hepatitis B virus (HBV) antigen positive for at least 6 months and who have compensated liver disease noted by increased alanine aminotransferase (ALT) levels and on liver biopsy. All patients in clinical trials noted in the product labeling had compensated liver disease, chronic HBV infections (serum HBsAg positive for at least 6 months), and HBV replication (serum HBeAg positive). Patients were also HBV DNA positive, which is an additional indicator of HBV replication. The practice guidelines and the FDA approved recommended treatment duration with Intron A for patients with chronic hepatitis B is 16 weeks. Whereas, the FDA approved recommended treatment duration with Pegasys is 48 weeks. Intron A therapy for chronic hepatitis B is recommended for patients at least 1 year of age. Pegasys therapy for chronic hepatitis B in patients below the age of 18 years has not been established. Pegasys contains benzyl alcohol which has been reported to be associated with an increased incidence of neurological and other complications, which are sometimes fatal, in neonates and infants.2,3,10-12

Alpha Interferon therapy for hairy cell leukemia, malignant melanoma, follicular lymphoma, condylomata acuminata, AIDS-related Kaposi’s sarcoma and Philadelphia chromosome positive CML was found to have some benefit in clinical trials. Duration of therapy for hairy cell leukemia, malignant melanoma, follicular lymphoma, condylomata acuminata, AIDS-related Kaposi’s sarcoma and Philadelphia chromosome positive CML is based on the FDA recommended treatment duration for each diagnosis.2,5
Alpha Interferon therapy for chronic hepatitis C is recommended for patients over 18 years of age with evidence of hepatitis C virus (HCV) RNA in the serum, persistently elevated serum ALT levels, and signs of chronic hepatitis on liver biopsy. Other causes of hepatitis, such as autoimmune hepatitis, should be excluded prior to therapy; therefore, specific laboratory testing is required to confirm hepatitis C virus infection. Serum HCV RNA is considered the gold standard for diagnosing HCV infection and assessing antiviral response to therapy. The resolution of elevated ALT levels appears to be an important indicator of disease response. Liver biopsy remains the best way to assess the severity of the disease. Practice guidelines recommend therapy for hepatitis C in those patients who have histological evidence of progressive disease.1-9
It is currently recommended that patients with chronic hepatitis C undergoing interferon therapy should have their biochemical (ALT) and virological (HCV RNA) responses measured. Virological and biochemical responses to interferon therapy are defined on the basis of a normal ALT level, or undetectable serum HCV RNA or both. An early response during interferon therapy is predictive of sustained virologic response (SVR). An early virological response at 12 weeks is predictive of the potential for response to therapy for patients with genotype-1. If the patient has not responded with at least a two-log decrease in viral load, therapy should be discontinued. For patients with a genotype other than genotype-1, practice guidelines recommend evaluation at 24 weeks. To continue therapy for hepatitis C, the physician must evaluate the patient’s ALT and/or viral load. If the ALT or HCV RNA is normal or undetectable, respectively, treatment should be continued for 12 months of therapy. Continued treatment for 12 months is associated with a better virological response, SVR and a greater decrease in hepatic inflammation.1-9  
The result of recent studies were reported to demonstrate that a 24-week course of individualized, weight based peginterferon in combination with ribavirin is as effective as a 48-week course in achieving sustained virologic response (SVR) in patients with hepatitis C genotypes 2 and 3. SVR was defined as the sustained undetectability of HCV six months following the end of treatment. However, the practice guidelines state that shorter treatment duration may be adequate in genotype 2 and 3 but recommend the longer duration of treatment as optimal. The recommended duration of peginterferon therapy for chronic hepatitis C in patients coinfected with HIV is a total of 48 weeks regardless of genotype.1-9,13  

For the treatment of relapsers, interferon therapy may be effective if a higher dose, combination therapy with ribavirin, and/or longer duration is used. Patients who have relapsed on monotherapy with Intron A or Roferon-A may develop a sustained response when re-treated for 12 months. Or, an additional 6 months of combination therapy with ribavirin may be particularly effective in this group of patients.3,4,6-9  

Non-responders should be discontinued from treatment because the likelihood of future response is extremely low.1-9

The use of Roferon-A for the treatment of AIDS-related Kaposi’s sarcoma is no longer an FDA approved indication. Roferon-A is only available as single use prefilled syringes supplied as 3 MIU, 6 MIU, and 9 MIU Roferon-A per syringe. The single use injectable solution supplied as 36 MIU Roferon-A per vial is no longer available per Roche. In six studies, the best response rate associated with acceptable toxicity was when Roferon-A was administered as a single agent at a dose of 36 MIU daily. Lower doses were less effective in inducing tumor regression.5,13

Brand name


Actimmune
(Generic)


(interferon gamma 1-b)

Type:   Initial Prior Authorization
Criteria for Approval

1.
Does the patient have a diagnosis of chronic granulomatous disease?



Yes
No

2. Does the patient have the diagnosis of severe, malignant osteopetrosis?



Yes
No

RATIONALE
The intent of the criteria is to ensure that patients follow selection elements noted in labeling. Actimmune is indicated for reducing the frequency and severity of serious infections associated with Chronic Granulomatous Disease. Actimmune is also indicated for delaying time to disease progression in patients with severe, malignant osteopetrosis. Actimmune received orphan drug status for the treatment of renal cell carcinoma (RCC) in 1995.2 However, subsequent studies have shown that Actimmune is not effective in the treatment of RCC as monotherapy or adjunct therapy.3,4 Actimmune also received orphan drug status for the treatment of idiopathic pulmonary fibrosis (IPF) in 2002.2 In a double-blind, placebo-controlled trial of 330 patients by Raghu et al, Actimmune did not affect progression-free survival, pulmonary function, or the quality of life.5 As a result, there are insufficient data to establish the safety and efficacy of Actimmune in the treatment of IPF.6
Migraine
Drug class 
5-HT1 AGONISTS (all dosage forms)


BRAND NAME


(generic)



Frova


(frovatriptan)


Imitrex (injection)

 
(sumatriptan)


Maxalt (all)


(rizatriptan)


Relpax


(eletriptan)


Zomig (all)


(zolmitriptan)

Type:  Post-Limit Prior Authorization
Criteria for Approval

1. Does the patient have diagnosis of migraine headache? 





Yes
No


2. Does the patient experience more than three to four migraine headaches per month?


Yes
No


3. Is physician aware that prophylactic therapy should be considered if the patient experiences 
three or more migraine headaches per month?






Yes
No


4. Has prophylactic therapy been considered (e.g., propranolol, amitriptyline, fluoxetine, Depakote)?
Yes
No

5.   Is the physician aware of the rebound headache potential with the increased frequency 
      of use with the triptan drugs?








Yes
No


6.   Has the possibility of medication-induced, rebound, or chronic daily headache been considered?
Yes
No

7.   Is the patient taking this medication in combination with another triptan (e.g., Zomig, Maxalt, Imitrex) or an ergotamine (e.g., Migranal, DHE, Cafergot)? 






Yes
No

RATIONALE

These criteria are designed to be used after an initial limit has been exceeded. The initial limit is set at the normal recommended dosing per the FDA approved labeling for each of the triptan drugs. Allowing an initial quantity without prior authorization provides for acute migraine treatment. The intent of the post-limit prior authorization criteria is to ensure that patients follow selection elements noted in the evidence based guidelines of the American Academy of Neurology,10-11 as well as recommendations of other experts in the field of headache management.9,13 The general principles of management are:10-11
· To establish diagnosis
· Educate migraine sufferers about their condition and its treatment
· Establish realistic patient expectations by setting appropriate goals
· Create a formal individualized management plan
· Encourage patients to identify and avoid triggers.
In order to meet these goals the physician should choose migraine specific agents tailored to the patients needs, as well as guard against medication overuse headaches (rebound headaches) or drug-induced headaches. Frequent use of acute medications is generally thought to cause medication over-use headaches.20 Many experts limit acute therapy to treatment of two headache days per week on a regular basis. Patients with medication overuse should use preventative therapy. The goal of preventative therapy is to reduce the frequency, and perhaps the severity and duration of migraine attacks. Preventative therapy should be considered if headaches produce more than three days of headache-related disability per month or if they are difficult to control with acute medications. Patients with frequent headaches of more than two per week should receive preventative therapy to avoid drug-inducted chronic headache that can occur with excessive use of acute therapy.11-13
Osteoporosis

Brand name


FORTEO

(Generic)


(teriparatide)


Type:  Initial Prior Authorization  

Criteria for Approval

1.Does the patient (male or female) have the diagnosis of either primary osteoporosis 
(e.g., postmenopausal osteoporosis in women) or hypogonadal osteoporosis?


Yes
No

2.Does the patient have a history of osteoporotic fractures?





Yes
No
[Tech Only: if the answer to this question is yes, then skip to question 5]


3.Does the patient have multiple risk factors for fractures?





Yes
No
(e.g.,
-very low bone mineral density (BMD)
-frequent falls
-limited movement (i.e., using a wheelchair)
-medical condition likely to cause bone loss
-medications that may cause bone loss
[Tech Only: if the answer to this question is yes, then skip to question 5]


4.Has the patient failed or is the patient intolerant to traditional osteoporosis therapy 
[e.g., hormone therapies (testosterone in men), bisphosphonates (Actonel, 
Fosamax), SERMs (Evista), calcitonin (Miacalcin)]?






Yes
No



5.Does the patient have a diagnosis of Paget’s disease?





Yes
No


6.Does the patient have an unexplained elevation of alkaline phosphatase?



Yes
No


7.Does the patient have open epiphyses?







Yes
No


8.Has the patient been diagnosed with bone cancer or cancer that has metastasized to the bone?
Yes
No


9.Has the patient had prior radiation therapy involving the skeleton?




Yes
No


10.Does the patient have a diagnosis of hypercalcemia (total serum calcium > 10.5 mg/dL)?

Yes
No
11.Has the patient been on Forteo therapy for a total of > 24 months?




Yes
No
RATIONALE
The intent of the criteria is to ensure that patients follow selection elements noted in labeling. Forteo is approved for the treatment of postmenopausal women with osteoporosis who are at high risk for hip fracture. These include women with a history of osteoporotic fracture, or who have multiple risk factors for fracture, or who have failed or are intolerant of previous osteoporosis therapy, based upon physician assessment. Forteo is also approved to increase bone mass in men with primary or hypogonadal osteoporosis who are at high risk for fracture. These include men with a history of osteoporotic fracture, or who have multiple risk factors for fracture, or who have failed or are intolerant to previous osteoporosis therapy, based upon physician assessment. Forteo should not be prescribed for patients who are at increased baseline risk for osteosarcoma (including those with Paget’s disease of bone or unexplained elevations of alkaline phosphatase, open epiphyses, or prior radiation therapy involving the skeleton). The safety and efficacy of Forteo have not been evaluated beyond two years of treatment. Consequently, use of the drug for more than two years is not recommended.

PPIs

CLASS
Proton Pump Inhibitors

Brand name


(Generic)




Nexium


(esomeprazole)


Prevacid


(lansoprazole)


Prilosec


(omeprazole)


Zegerid


(omeprazole)

Type:  Post Limit Prior Authorization
Criteria for Approval
1. Does the patient require more than 90 days of therapy?




YesNo

[Note:  If answer is No, then no prior authorization (PA) is required for up to 90 days of therapy per 365 days.]
2. Does the patient have the diagnosis of Barrett’s esophagus?




Yes
No 

      [Tech Only: if answer to this question is No, then skip to question 4.]

3. Was the Barrett’s esophagus diagnosis confirmed by biopsy?



YesNo

       [Tech Only: No further questions required.]

4. Does the patient have the diagnosis of a hypersecretory syndrome, such as
Zollinger-Ellison syndrome?








Yes
No 

      [Tech Only: if answer to this question is No, then skip to question 6.]

5. Was the diagnosis confirmed with a diagnostic test (e.g., fasting serum gastrin, 

       basal 1 hour acid output, secretion stimulation test)?





Yes
No

       [Tech Only: No further questions required.]

6. Does the patient have the diagnosis of endoscopically verified peptic ulcer disease 

      (duodenal or gastric)?








Yes
No
      [Tech Only: if answer to this question is No, then skip to question 13.]

7. Was the patient tested for H. pylori?







Yes
No      

      [Tech Only: if answer to this question is No, no further questions required.]

8. Was the H. pylori test positive?







Yes
No
[Tech Only: if answer to this question is No, then skip to question 11.]

9. Has the patient completed H. pylori eradication treatment?




Yes
No


[Tech Only: if answer to this question is No, no further questions required.] 

10. Did the patient test negative for H. pylori?






Yes
No


[Tech Only: if answer to this question is No, no further questions required.]

11. Have ulcers continued despite the absence of H. pylori? 




YesNo

12. Have other causes of peptic ulcer disease been investigated?



YesNo


[Tech Only: No further questions required.]

13. Does the patient require chronic nonselective (traditional) NSAID therapy?


YesNo

       [Tech Only: if answer to this question is no, then skip to question 15.]

14. Is the patient at high risk for NSAID-induced GI adverse events?



YesNo

      (risk factors for serious GI adverse events include, but are not limited to, the following:  

      history of peptic ulcer disease and/or gastrointestinal bleeding, treatment with 

      oral corticosteroids, treatment with anticoagulants, poor general health status, 

      or advanced age)



      [Tech Only: if answer to this question is yes, no further questions required.]

15. Does the patient have the diagnosis of chronic gastroesophageal reflux disease (GERD)?
YesNo


[Tech Only: if answer to this question is no, no further questions required.]

16. Does the patient have atypical symptoms or complications of GERD (e.g., dysphagia,

Yes
No 


hoarseness, asthma exacerbations, non-cardiac chest pain, erosive esophagitis, or 


esophageal stricture)?


      [Tech Only: if answer to this question is yes, no further questions required.]

17. Were the patient’s symptoms inadequately controlled with histamine2-receptor antagonists (H2RAs)?


Yes
No

RATIONALE
All patients are allowed 90 days (3 months of 30 days) of proton pump inhibitor (PPI) therapy per 365 days without prior authorization. Patients requiring longer treatment must meet criteria before approval. The intent of the criteria is to ensure that patients follow selection elements noted in labeling, nationally accepted practice guidelines and clinical studies. The FDA approved indications for these medications specify duration of treatment. Patients who require longer therapy for other diagnoses (e.g., pathological hypersecretory conditions, maintenance of healing of erosive esophagitis or duodenal ulcer, symptomatic or complications of gastroesophageal reflux disease) would need to meet the prior authorization criteria to continue treatment. The initial 90 days of therapy allows time for the patient’s diagnosis to be evaluated and for a treatment plan to be established. 

Diagnostic testing is not required for approval for the diagnosis of gastroesophageal reflux disease (GERD). Endoscopy is useful for diagnosing the complications of GERD, such as Barrett’s esophagus, esophagitis and stricture, but it is not sensitive for diagnosis of GERD itself. Diagnosis of Barrett’s esophagus requires biopsy of the columnar mucosa. Patients with hypersecretory conditions such as Zollinger-Ellison syndrome must have testing to evaluate their disease state.7-12 
Patients with the diagnosis of atypical symptoms (e.g., hoarseness, non-cardiac chest pain, or asthmatic exacerbations), with complications of GERD (e.g., erosive esophagitis, stricture, Barrett’s esophagus), or with GERD unresponsive to other therapies often require management with proton pump inhibitors. GERD is a chronic condition that can require continuous therapy to control symptoms and prevent complications. Esophagitis, a complication of GERD, tends to become a relapsing, chronic condition and requires maintenance pharmacotherapy. In a patient with GERD, the goals of therapy are to eliminate symptoms, to heal esophageal injury, to manage and prevent complications, and to prevent recurrence.7-12
Patients with the diagnosis of peptic ulcer must be tested for H. pylori. Successful eradication of the H. pylori infection can be equated with cure of the ulcer disease in most individuals who are not exposed to any other known ulcerogen such as an NSAID. If the patient is H. pylori positive, the patient must be treated for the infection. If the patient is H. pylori negative, other causes (e.g., ulcerogenic drugs, cancer) should be investigated. Patients with recurrent symptoms after treatment of H. pylori infection will need further evaluation.12,13
Concomitant therapy with nonselective NSAIDs and PPIs reduces GI adverse events. PPIs are effective for decreasing recurrent ulcers and healing NSAID-associated ulcers even when the continuation of NSAID therapy is necessary. Prophylaxis with PPIs for all patients taking NSAIDs is unnecessary and cost-prohibitive. Therefore, PPI prophylaxis should be reserved for patients at high risk for GI adverse events. Risk factors for serious GI adverse events include, but are not limited to, the following:  history of peptic ulcer disease and/or gastrointestinal bleeding, treatment with oral corticosteroids, treatment with anticoagulants, longer duration of NSAID therapy, poor general health status, and older age. Patients 75 years old or older are at high risk for GI adverse events.12,1 4

Zegerid is approved for the risk reduction of upper gastrointestinal bleeding in critically ill patients. The use of Zegerid in critically ill patients beyond 14 days has not been evaluated.6  This indication is not applicable to an outpatient benefit. Therefore the use of Zegerid for the risk reduction of upper gastrointestinal bleeding in critically ill patients will not be addressed in these criteria.

Pulmonary Arterial Hypertension
Brand name


Revatio




(Generic)


(sildenafil citrate)

Type:  Initial Prior Authorization                                  Revised 08/11/06

Criteria for Approval 

1 Does the patient have the diagnosis of pulmonary arterial hypertension (WHO group I)?

Yes
No

2. Is the pulmonary hypertension associated with any of the following? 




Yes
No
    -Left Heart Disease
    -Chronic Thrombotic Disease
    -Embolic Disease
    -Compression of Pulmonary Vessels (e.g., adenopathy, tumor, fibrosing mediastinitis)          -Lung Diseases and/or Hypoxemia (e.g., COPD; sleep disorders)
      -Sarcoidosis









3. Does the patient require nitrate therapy on a regular OR on an intermittent basis?


Yes
No

RATIONALE

These criteria meet the Medicare Part D definition of a medically accepted indication.  This definition includes uses which are approved by the FDA or supported by a citation included, or approved for inclusion, in one of four compendia (AHFS, USP-DI, DRUGDEX Information System, or American Medical Association Drug Evaluations).

The intent of the criteria is to ensure that patients follow selection elements noted in labeling. Revatio is indicated for the treatment of WHO Group I pulmonary arterial hypertension to improve exercise ability.


The Venice 2003 Revised Classification system can be summarized as follows: 3

	WHO Group I 
	Pulmonary arterial hypertension (PAH)

	WHO Group II 
	Pulmonary hypertension with left heart disease 

	WHO Group III 
	Pulmonary hypertension associated with lung diseases and/or hypoxemia

	WHO Group IV 
	Pulmonary hypertension due to chronic thrombotic and/or embolic disease

	WHO Group V 
	 Miscellaneous 


The FDA recommended dose of Revatio is 20 mg three times per day. Doses should be spaced approximately four to six hours apart. In the clinical trial, increased efficacy was not achieved with the use of higher doses. Therefore, treatment with doses greater than 20 mg three times per day is not recommended.
In addition, sildenafil has been shown to potentiate the hypotensive effects of nitrates, and its administration to patients who are using organic nitrates, either regularly and/or intermittently, in any form is therefore contraindicated. 

Psoriasis

Brand name


Soriatane


(Generic)


(acitretin)

Type:   Initial Prior Authorization 

Criteria for Approval

1.Does the patient have the diagnosis of severe psoriasis?
            




Yes
No


2.Is the patient male?










Yes
No
[Tech Only: if the answer to this question is yes, may skip to question 16.]


3.Is the prescribing physician aware of the risk of teratogenicity associated with retinoid use?

Yes
No


4.Is the patient unresponsive to other therapies for severe psoriasis?




Yes
No
[Tech Only: if the answer to this question is yes, may skip to question 6.]


5.Are other therapies for the treatment of severe psoriasis contraindicated due to the clinical condition of the patient?









Yes
No


6.Has the patient been receiving Soriatane as a  administered benefit for at least 6 months?











Yes
No
[Tech Only: if the answer to this question is yes, may skip to question 12.]

7.    Has the patient undergone a hysterectomy or is the patient postmenopausal?


Yes
No


       [Tech Only: if answer to this question is yes, may skip to question 16.]

8.
Has pregnancy been excluded as confirmed by 2 negative urine or serum pregnancy tests with a sensitivity of at least 25 mIU/mL?







Yes
No


9.    Has the patient chosen to use any of the following methods of contraception: 


Yes
No
       - One primary form (e.g., tubal ligation, partner’s vasectomy, intrauterine devices, birth control pills, injectable/implantable/insertable/topical hormonal birth control products) plus one secondary form (e.g., diaphragms, latex condoms, cervical caps) used in combination with a spermicide.
       - Absolute abstinence

10.  Has the patient agreed to use her chosen form of contraception for at least 1 month before 
initiation of Soriatane therapy, during Soriatane therapy, and for at least 3 years after discontinuation of therapy?









Yes
No
11.  Are the physician and patient aware that ethanol must not be ingested by female patients during  Soriatane treatment and for 2 months following therapy?

Yes
No 

12.  Is the patient a female of child bearing potential?






Yes
No
 [Tech Only: if the answer to this question is no, may skip to question 16.]


13.
 Has the patient been compliant with her chosen contraceptive plan?




Yes
No
       [Tech Only: if the answer to this question is no, then no further questions needed.]

14.  Has or will the patient have a negative pregnancy test on a monthly basis?



Yes
No 


 [Tech Only: if the answer to this question is no, then no further questions needed.]

15.  Did the female patient or guardian sign a Patient Agreement/Informed Consent?


Yes
No

16.
Does the patient have severely impaired liver function?





Yes
No

17.  Does the patient have severely impaired kidney function?





Yes
No

18.  Does the patient have chronically elevated blood lipid levels?




Yes
No

19.  Is the patient currently taking methotrexate?







Yes
No

20.  Is the patient currently taking tetracycline?







Yes
No

21.  Are the physician and patient aware of the potential interaction between St. John’s Wort and Soriatane?











Yes
No
RATIONALE
The intent of the criteria is to ensure that patients follow selection elements noted in labeling. Soriatane is indicated for the treatment of severe psoriasis in adults. Only physicians knowledgeable in the use of retinoids and their significant adverse effects should prescribe Soriatane. In females of reproductive potential, Soriatane should only be prescribed for non-pregnant patients who are unresponsive to other therapies or whose clinical condition contraindicates the use of other treatments. Soriatane is contraindicated in patients with severely impaired liver or kidney function, as well as in patients who have chronic abnormally elevated blood lipid levels. Soriatane is contraindicated when methotrexate is used concurrently due to the risk of hepatitis. Soriatane is also contraindicated with tetracycline use since both medications may cause increased intracranial pressure. 

Due to the potential for birth defects, Soriatane should not be used in any female of reproductive potential until pregnancy has been excluded by two negative pregnancy tests. To prevent fetal malformations, patients should use at least two effective forms of birth control. Birth control must be initiated at least one month before Soriatane use, during therapy, and at least three years after discontinuation of treatment. Elimination rates vary among patients and the duration of post therapy contraception to achieve adequate elimination cannot be calculated precisely. However, it is strongly recommended that contraception be continued for at least three years after stopping treatment with acitretin in order for the drug to be eliminated to below a threshold blood concentration that would be associated with an increased incidence of birth defects.

Ethanol use with Soriatane leads to the formation of etretinate, which has a significantly longer elimination half-life than acitretin. A longer half-life correlates to increased duration of teratogenic potential for female patients. Thus, ethanol must not be ingested by female patients either during treatment with Soriatane or for two months after cessation of therapy to allow for the elimination of acitretin, thus removing the substrate for transesterification to etretinate. Ethanol use with Soriatane in males may lead to a longer elimination half-life of the drug; however, this has not been established in the literature. 

Patients should be cautioned not to self-medicate with the herbal supplement St. John’s Wort because a possible interaction has been suggested with hormonal contraceptives based on reports of breakthrough bleeding in patients on oral contraceptives shortly after starting St. John’s Wort. 

A Patient Agreement/Informed Consent for Female Patients must be signed by the guardian of the patient or females of reproductive potential. This ensures the patient understands the risk of birth defects, the importance of avoiding pregnancy, and the dangers of alcohol use. 
Brand name


Raptiva

(Generic)


(efalizumab)

Type:  Initial Prior Authorization   

Criteria for Approval


1. Is the patient > 18 years of age? 








Yes
No

2. Does the patient have a diagnosis of chronic moderate to severe plaque psoriasis?  


Yes
No

1. Is the patient a candidate for systemic therapy or phototherapy?




Yes 
No

2. Does the patent have a clinically important infection?






Yes
No


3. Will the physician monitor platelet levels regularly during treatment with Raptiva?


Yes
No


4. Is the patient currently receiving other immunosuppressive therapy or phototherapy?


Yes
No
[Tech Only: If the answer to this question is no, then no further questions are required.]


5. Will the immunosuppressive therapy or phototherapy be discontinued?



Yes
No


RATIONALE

The intent of the criteria is to ensure that patients follow selection elements noted in labeling. Raptiva is indicated for the treatment of adult patients (18 years or older) with chronic moderate to severe plaque psoriasis who are candidates for systemic therapy or phototherapy. Raptiva is an immunosuppressive agent and has the potential to increase the risk of infection and reactivate latent, chronic infections. Raptiva should not be administered to patients with clinically important infections. Assessment of platelet counts is recommended upon initiating and periodically while receiving Raptiva treatment. It is recommended that platelet count assessments be more frequent when initiating therapy and may decrease in frequency with continued treatment. The safety and efficacy of Raptiva in combination with other immunosuppressive agents or phototherapy have not been evaluated. Patients receiving other immunosuppressive agents should not receive concurrent therapy with Raptiva because of the possibility of increased risk of infections and malignancies. 

Brand name


   Ranexa

(Generic)


(ranolazine)

Status:   Criteria 

Type:  Initial Prior Authorization

Criteria for Approval 
1. Does the patient have the diagnosis of chronic angina?





Yes
No

2. Did the patient have an inadequate response with other antianginal drugs?



Yes
No


(e.g., isosorbide, nitroglycerin)

3. Will Ranexa be used in combination with any of the following?




Yes 
No

      -amlodipine

      -beta-blockers

      -nitrates

4.Does the patient have pre-existing QT prolongation, including congenital long QT syndrome or uncorrected hypokalemia?
       Yes
     No

5.Did the patient have a baseline ECG?







Yes
No

6.Will the physician obtain regular follow-up ECGs to evaluate effects on QT interval?


Yes
No

7. Is the patient taking any drug(s) that prolong the QTc interval [i.e., Class Ia (e.g., quinidine) or antipsychotics (e.g., thioridazine, Geodon)]?
Yes
No Class III (e.g., Tikosyn, sotalol) antiarrhythmics, or 

8. Does the patient have a history of ventricular tachycardia?





Yes
No

9. Does the patient have a diagnosis of hepatic impairment (i.e., Child-Pugh Classes A [mild],
B [moderate] or C [severe])?
Yes
No 
10. Is the patient currently taking any of the following potent or moderately potent inhibitors of CYP3A?
Yes
No

        -ketoconazole and other azole antifungals (e.g., Diflucan, Sporanox)

       -diltiazem

       -verapamil

      -macrolide antibiotics (e.g., azithromycin, clarithromycin, erythromycin)

      -HIV protease inhibitors (e.g., Agenerase, Aptivus, Crixivan, Invirase, Kaletra, Lexiva, Norvir, Reyataz, Viracept)

      -grapefruit juice or grapefruit containing products

11. Does the patient have a diagnosis of severe renal impairment (Creatinine clearance < 30 mL/min)?
Yes
No

 [Tech Only: If the answer to this question is no, then no further questions required.]

12. Will the patient have their blood pressure monitored regularly after initiation of therapy?

Yes
No

RATIONALE
These criteria meet the Medicare Part D definition of a medically accepted indication. This definition includes uses which are approved by the FDA or supported by a citation included, or approved for inclusion, in one of four compendia (AHFS, USP-DI, DRUGDEX Information System, or American Medical Association Drug Evaluations).

The intent of the criteria is to ensure that patients follow selection elements noted in labeling. Ranexa is indicated for the treatment of chronic angina. Because Ranexa prolongs the QT interval, it should be reserved for patients who have not achieved an adequate response with other antianginal drugs. Ranexa should be used in combination with amlodipine, beta-blockers or nitrates.

Ranexa is contraindicated in patients with pre-existing QT prolongation (including congenital long QT syndrome, uncorrected hypokalemia), hepatic impairment (mild, moderate, or severe), a history of ventricular tachycardia, and patients on QT prolongation drugs or potent and moderately potent CYP3A inhibitors. Patients with severe renal impairment should have their blood pressure monitored regularly after initiation of therapy. 

Rheumatoid Arthritis

Brand name:


Arava

(Generic)


(leflunomide)

Type:   Initial Prior Authorization

Criteria for Approval

1.   Is the patient > 18 years of age?






YesNo

2.   Does the patient have a diagnosis of rheumatoid arthritis?



Yes
No

3.   Is the patient female?





Yes
No

      [Tech Only: if the answer to the question is no, may skip to question 7]

4.   Does the patient have child-bearing potential?


Yes
No


[Tech Only: if the answer to the question is no, may skip to question 7]

5.   Has pregnancy been excluded?





Yes
No

6.   Has the patient been counseled on the potential serious fetal risks?


Yes
No 

7.
Has the patient been receiving Arava as a  administered benefit for 
at least 6 months?







Yes
No
[Tech Only: if the answer to the question is no, may skip to question 9] 

8.   Has the patient achieved at least an ACR 20* response after 6 months 
      of therapy?









Yes
No
      [Tech Only: if the answer to the question is yes, may skip to question 10]

[* Per the American College Rheumatology, an ACR 20 is achieved if a patient experiences a 20% improvement in their tender joint count and swollen joint count plus a greater than or equal to 20% improvement in at least three of the following: patient pain assessment, patient global assessment, physician global assessment, patient self-assessed disability, and acute phase reactant (ESR or CRP).]

9.   Has the patient tried and failed other therapy for the treatment of

rheumatoid arthritis?







YesNo 

10.  Does the patient have a medical history of significant hepatic impairment 


(aminotransferase levels > 300 U/L) or evidence of Hepatitis B or C virus?

Yes
No

11.  Will the patient have an ALT (liver function test) done prior to beginning Arava therapy and repeated monthly for the first 6 months, and then at least every 6-8 weeks during therapy?







Yes
No


12.  Will the patient have platelet and white cell counts and hematocrit and/or hemoglobin done prior to beginning Arava and repeated monthly for the first 6 months, and then at least every 6-8 weeks during therapy?





Yes
No


RATIONALE
The intent of the criteria is to ensure that patients follow selection elements noted in labeling. Pregnancy status must be tested, and pregnancy excluded, for all women of child bearing potential; and all women of child bearing potential must be informed of the potential consequences to the fetus if the patient should become pregnant during therapy. Hepatotoxicity is possible with Arava, so determination of functional liver status must be made before therapy is begun, and liver function must be monitored routinely during therapy. Arava has the potential to cause immunosuppression. Functional immune status must be determined before therapy is begun, and monitored throughout therapy with Arava. As currently available clinical information shows no consistent differences in efficacy between Arava and other disease modifying treatment for RA, Arava will be considered a second line agent and patients should have tried and had an inadequate response to other therapies before trying Arava. It is recommended that if patients do not achieve at least a 20% improvement during initial therapy with Arava, consideration should be given to discontinuation of therapy.

Brand name


Enbrel

(Generic)


(etanercept)

Type:  Initial Prior Authorization 

Criteria for Approval

1.   Does the patient have the diagnosis of moderately to severely active 
      polyarticular (with multiple joint involvement) juvenile rheumatoid arthritis (JRA)?


Yes
No
      [Tech Only: If the answer to this question is yes, then may skip to question 11.]

2. Does the patient have the diagnosis of moderately to severely active rheumatoid arthritis?

Yes
No

       [Tech Only: If the answer to this question is yes, then may skip to question 11.]


3. Does the patient have or has the patient ever had a diagnosis of plaque psoriasis?


Yes
No
[Tech Only: If the answer to this question is no, then may skip to question 8.]


4. Does the patient have the diagnosis of active psoriatic arthritis?




Yes
No
[Tech Only: If the answer to this question is yes, then may skip to question 11.]


5. Does the patient have a diagnosis of chronic moderate to severe plaque psoriasis?


Yes
No


6. Is the patient > 18 years of age?








Yes
No


7. Is the patient a candidate for systemic therapy or phototherapy?




Yes
No
[Tech Only: Skip to question 12.]

8. Does the patient have a diagnosis of active ankylosing spondylitis?




Yes
No


9. Has the patient tried and failed at least one non-steroidal anti-inflammatory drug (NSAID)?

Yes
No
[e.g., ibuprofen, diclofenac, naproxen, indomethacin, celecoxib, meloxicam]
[Tech Only: If the answer to this question is yes, then skip to question 12.]


10. Is the use of an NSAID contraindicated?







Yes
No



[Tech Only: Skip to question 12.]


11. Has the patient tried and failed one disease-modifying anti-rheumatic drugs (DMARDs)?

Yes
No
[e.g., methotrexate (MTX) Imuran (azathioprine), Ridaura (oral gold), Plaquenil 
(hydroxychloroquine), Cuprimine (D-penicillamine), Azulfidine (sulfasalazine), 
Arava (leflunomide)]


12. Has the patient received at least 6 months or more of Enbrel therapy through 
a  administered benefit?








Yes
No                                                                                                         [Tech Only: If the answer to this question is no, then skip to question 17.]








13. Does the patient have a diagnosis of juvenile rheumatoid arthritis (JRA)?



Yes
No



[Tech Only: If the answer to this question is yes, then skip to question 16.]

14. Does the patient have a diagnosis of chronic psoriasis?





Yes
No



[Tech Only: If the answer to this question is yes, then skip to question 20.]

15. Has the patient achieved at least a 20% improvement in arthritis symptoms since the initiation of therapy?











Yes
No
[Tech Only: Skip to question 20.]


16. Has the JRA patient achieved at least a 30% improvement in arthritis symptoms since the initiation of therapy?

Yes
No




[Tech Only: Skip to question 20.]

17. Has the patient been evaluated for latent tuberculosis infection?




Yes
No


18. Did the patient have a positive tuberculin test?






Yes
No
[Tech Only: If the answer to this question is no, then may skip to question 20.]


19. Is the patient being treated for latent tuberculosis?






Yes
No

20. Does the patient have an active infection, including chronic or localized infection?


Yes
No

21. Is the patient receiving a biologic response modifier, either a tumor necrosis factor (TNF) blocking agent [e.g., Humira, Remicade] or an interleukin-1 receptor antagonist (IL1-Ra) [e.g., Kineret] other than Enbrel?
Yes
No 


     [Tech Only: If the answer to this question is no, then no further questions required.]

22.  Will the biologic response modifier be discontinued?






Yes
No
RATIONALE

Rheumatoid arthritis is a chronic progressive polyarthritis associated with substantial disability. Successful treatment to limit joint damage and functional loss requires early diagnosis and timely initiation of disease-modifying agents. The goal of treatment is to arrest the disease and to achieve remission. If complete remission cannot be achieved, management goals are to control disease activity, alleviate pain, maintain function for activities of daily living and work, maximize quality of life, and slow the rate of joint damage. Initial treatment usually involves the use of NSAIDs to reduce joint pain and swelling. All patients whose RA remains active despite adequate treatment with NSAIDs are candidates for DMARDs. 

The intent of the criteria is to ensure that patients follow selection elements noted in labeling. The patient must have a diagnosis of moderate to severely active polyarticular (with multiple joint involvement) juvenile rheumatoid arthritis (JRA), rheumatoid arthritis, ankylosing spondylitis, or psoriatic arthritis. Patients must have a trial and failure of at least one first line agent. Current Guidelines for the Management of Rheumatoid Arthritis from the American College of Rheumatology call for assessing the risk of latent tuberculosis prior to initiating therapy with a Tissue Necrosis Factor alpha (TNF alpha) antagonist.3 The tuberculin test is recommended by the Centers for Disease Control (CDC).5 If the result is positive, treatment of latent tuberculosis should be initiated prior to therapy.3 In addition, treatment with Enbrel should not be initiated in patients with active infections including chronic or localized infections.

For the diagnosis of chronic moderate to severe psoriasis, the patient must be more than 18 years of age and be a candidate for systemic therapy or phototherapy. Enbrel should not be initiated in any patient that has an active infection. 

Since DMARDs control rather than cure rheumatoid arthritis, the management of the disease is an interactive process, and patients should be periodically reassessed for evidence of disease activity or progression and for any toxic effects of the treatment regimen. Clinical responses in clinical trials were observed 3 months to 6 months following initial therapy; therefore, the initial approval duration is 6 months.1 The American College of Rheumatology has developed criteria for defining improvement and clinical remission. In clinical trials for rheumatoid and psoriatic arthritis the ACR 20** response rate was considered the lowest measure of clinical response.1 Therefore, patients must have a 20% improvement in arthritis symptoms to continue therapy. Responses for JRA were assessed using the JRA Definition of Improvement, defined as  > 30% improvement in at least three of the six JRA core set criteria and > 30% worsening in no more than one of the six JRA core criteria, including active joint count, limitation of motion, physician and patient/parent global assessment and ESR. Additionally, current Guidelines for the Management of Rheumatoid Arthritis from the American College of Rheumatology recommend that TNF factor drugs be discontinued temporarily in patients with an acute infection.

*American College of Rheumatology
**An ACR 20 is achieved if a patient experiences a 20% improvement in their tender joint count and swollen joint count plus a greater than or equal to 20% improvement in at least three of the following: patient pain assessment, patient global assessment, physician global assessment, patient self-assessed disability, and acute phase reactant (erythrocyte sedimentation rate [ESR] or C-reactive protein [CRP] level). 

Brand name


HUMIRA

(Generic)


(adalimumab)









MDC-1

Type:    Initial Prior Authorization                                                Ref # 107-A


     Revised 09/11/06






Criteria for Approval


1.Is the patient > 18 years of age? 








Yes
No

2.Does the patient have a diagnosis of moderately or severely active rheumatoid arthritis?

Yes
No  
[Tech Only: If the answer to this question is yes, then skip to question 7]
3.Does the patient have or has the patient ever had a diagnosis of psoriasis?



Yes
No
[Tech Only: If the answer to this question is yes, may skip to question 5]


4.Does the patient not have a diagnosis of psoriasis, but has symptoms consistent with a 
diagnosis of psoriatic arthritis (i.e., oligoarthritis, dactylitis, enthesitis, distal interphalangeal joint involvement, nail dystrophy)?








Yes
No
[Tech Only; if the answer to this question is yes, may skip to question 7]


5.Does the patient have the diagnosis of active psoriatic arthritis?




Yes
No
 [Tech Only: If the answer to this question is yes, may skip to question 7.]
6.   Does the patient have a diagnosis of active ankylosing spondylitis?




Yes
No
      [Tech Only: if the answer to this question is no, no further questions required]
7.  Has the patient tried and had an inadequate response at least one or more disease-modifying antirheumatic drugs (DMARDs) [e.g., methotrexate (MTX), Imuran (azathioprine), Ridaura (oral gold), Plaquenil (hydroxychloroquine), Cuprimine (D-penicillamine), Azulfidine (sulfasalazine), Arava (leflunomide)], or does the patient have an intolerance or contraindication to multiple DMARDs?
Yes
No
8.  Has the patient been evaluated for latent tuberculosis infection?




Yes
No
9.   Did the patient have a positive tuberculin test or a positive QuantiFERON-TB test?


Yes
No
      [Tech Only: If the answer to this question is no, then skip to question 11]
10.  Is the patient being treated for latent tuberculosis?






Yes
No
11.  Does the patient have an active infection?







Yes
No
12. Is the patient receiving a biologic response modifier, either a tumor necrosis factor (TNF) blocking agent [e.g., Enbrel, Remicade] or an interleukin-1 receptor antagonist (IL1-Ra)  [e.g., Kineret] other than Humira?








Yes
No

      [Technicians Only: If the answer to this question is No, then no further questions are required.]
13. Will the biologic response modifier be discontinued?






Yes
No

RATIONALE
These criteria meet the Medicare Part D definition of a medically accepted indication. This definition includes uses which are approved by the FDA or supported by a citation included, or approved for inclusion, in one of the Medicare approved compendia.

The intent of the criteria is to ensure that patients follow selection elements noted in labeling. Humira is indicated for the treatment of moderately to severely active rheumatoid arthritis, psoriatic arthritis, and ankylosing spondylitis. Current Guidelines for the Management of Rheumatoid Arthritis from the American College of Rheumatology call for assessing the risk of latent tuberculosis prior to initiating therapy with a Tissue Necrosis Factor alpha (TNF alpha) antagonist.3 The tuberculin test is recommended by the Centers for Disease Control (CDC).5 If the result is positive, treatment of latent tuberculosis should be initiated prior to therapy.3 In addition, treatment with Humira should not be initiated in patients with active infections including chronic or localized infections. Methotrexate, glucocorticoids, salicylates, nonsteroidal anti-inflammatory drugs (NSAIDs), analgesics, or other DMARDs (except anakinra) may be continued during treatment with Humira; however, other biologic response modifiers should be discontinued prior to the initiation of Humira therapy.
Brand name:


Remicade

(Generic)


(infliximab)


Type:     Initial Prior Authorization                                                 Rev 10/09/06

Criteria for Approval

1. Does the patient have an active infection?







Yes
No

2. Does the patient have a diagnosis of moderate or severe congestive heart failure (CHF)?

Yes
No
[NYHA Class III or IV]

3.   Has the patient been evaluated for latent tuberculosis infection with a PPD tuberculin skin test or a QuantiFERON-TB test?









Yes
No


4.   Did the patient have a positive PPD tuberculin test or positive QuantiFERON-TB test?


Yes
No

      [Tech Only: If the answer to this question is no, may skip to question 6.]

5.   Is the patient being treated for latent tuberculosis or has completed treatment?


Yes
No

6.   Does patient have the diagnosis of moderate or severe Crohn’s disease? 



Yes
No


[Tech Only: If the answer to this question is no, may skip to question 9.]

7.   Did the patient have multiple draining enterocutaneous or rectovaginal fistulae when initially evaluated?








  


Yes
No


[Tech Only: If the answer to this question is yes, no further questions are required.]

8.   Has patient tried and had an inadequate response to at least two first line agents for Crohn’s disease such as prednisone, budesonide, Azulfidine (sulfasalazine), Imuran (azathioprine), Asacol or Pentasa (mesalamine)?









Yes
No

[Tech Only: No further questions required.]

9.   Does the patient have the diagnosis of active ankylosing spondylitis?




Yes
No


[Tech Only: If the answer to this question is no, then skip to question 12.]

10. Has the patient tried and failed at least one non-steroidal anti-inflammatory drug (NSAID)?

Yes
No

      [e.g., ibuprofen, diclofenac, naproxen, indomethacin, celecoxib, rofecoxib, meloxicam]
      [Tech Only: If the answer to this question is yes, then no further questions required.]


11. Is the use of NSAIDs contraindicated in this patient?






Yes
No
      [Tech Only: No further questions required.]


12. Does the patient have the diagnosis of rheumatoid arthritis?





Yes
No


[Tech Only: If the answer to this question is no, then skip to question 14.]


13. Will the patient be prescribed Remicade in combination with methotrexate?



Yes
No 


[Tech Only: Skip to question 17.]

14. Does the patient have or has the patient ever had a diagnosis of psoriasis?



Yes
No


[Tech Only: If the answer to this question is yes, then skip to question 16.]
 

15. Does the patient not have a diagnosis of psoriasis, but has symptoms consistent with a diagnosis of psoriatic arthritis (i.e., oligoarthritis, dactylitis, enthesitis, distal interphalangeal joint involvement, nail dystrophy)?










Yes
No
[Tech Only: if the answer to this question is yes, may skip to question 17]

16.
Does the patient have the diagnosis of active psoriatic arthritis?




Yes
No


[Tech Only: If the answer to this question is no, then skip to question 18.]

17.
Has the patient tried and had an inadequate response to at least one or more disease-modifying anti-rheumatic drug (DMARD) [e.g., methotrexate, Imuran (azathioprine), Ridaura (oral gold), 
Plaquenil (hydroxychloroquine) Cuprimine (D-penicillamine), Azulfidine (sulfasalazine), Arava (leflunomide)], or does the patient have an intolerance or contraindication to multiple DMARDs.
Yes
No
[Tech Only: no further questions required]


18. Does the patient have a diagnosis of chronic severe (i.e., extensive and/or disabling) 
plaque psoriasis?










Yes
No
[Tech Only: if the answer to this question is no, may skip to question 21]


19. Is the patient a candidate for systemic therapy or phototherapy?




Yes
No


20. Are systemic therapy or phototherapy medically less appropriate or contraindicated for the patient?
Yes
No
[Tech Only: if the answer to this question is yes, no further questions required]

21.
Does the patient have the diagnosis of moderately to severely active ulcerative colitis?

Yes
No


[Tech Only: If the answer to this question is no, may skip to question 24.]

22.
Is Remicade being prescribed to eliminate corticosteroid use?




Yes
No


[Tech Only: If the answer to this question is no, then no further questions required.]

23.
Has the patient had an inadequate response to conventional therapy?



Yes
No


[e.g., oral corticosteroids, 6-mercaptopurine (6-MP), azathioprine (AZA), aminosalicylates]
{Tech Only; no further questions required]


24. Does the patient have a diagnosis of active reactive arthritis?





Yes
No
      [Tech Only: if the answer to this question is no, may skip to question 28]


25. Has the patient had an inadequate response or is intolerant to a trial of at least 2 NSAIDs?

Yes
No


26. If indicated, did the patient have an inadequate response to intra-articular steroid injections?

Yes
No


27. If indicated, did the patient have an inadequate response to sulfasalazine?



Yes
No


28. Does the patient have a diagnosis of chronic inflammatory bowel disease arthritis (IBDA)?

Yes
No


29. Has the patient been refractory to standard therapies for the IBDA (e.g., NSAIDs, 
sulfasalazine, azathioprine)?









Yes
No

RATIONALE
These criteria meet the Medicare Part D definition of a medically accepted indication.  This definition includes uses which are approved by the FDA or supported by a citation included, or approved for inclusion, in one of four compendia (AHFS, USP-DI, DRUGDEX Information System, or American Medical Association Drug Evaluations).
 

The intent of the criteria is to ensure that patients follow selection elements noted in labeling. The patient must have a diagnosis of moderate or severe Crohn’s disease, fistulizing Crohn’s disease, rheumatoid arthritis, active ankylosing spondylitis, active psoriatic arthritis, chronic severe plaque psoriasis, or moderately to severely active ulcerative colitis.1 Unless contraindicated patients must have had a trial and failure of at least one first line agent, with the exception of Crohn’s disease, which requires a failure of two first line agents.2,3 Current Guidelines for the Management of Rheumatoid Arthritis from the American College of Rheumatology call for assessing the risk of latent tuberculosis prior to initiating therapy with a Tissue Necrosis Factor alpha (TNF alpha) antagonist.3 The tuberculin test or the QuantiFERON TB test is recommended by the Centers for Disease Control (CDC).5 If the result is positive, treatment of latent tuberculosis should be initiated prior to therapy.3 Remicade is contraindicated in patients with moderate or severe (NYHA Class III/IV) congestive heart failure.1 In addition, treatment with Remicade should not be initiated in patients with active infections including chronic or localized infections.1
Rheumatoid arthritis (RA) is a chronic progressive polyarthritis associated with substantial disability. Successful treatment to limit joint damage and functional loss requires early diagnosis and timely initiation of disease-modifying agents. The goal of treatment is to arrest the disease and to achieve remission. If complete remission cannot be achieved, management goals are to control disease activity, alleviate pain, maintain function for activities of daily living and work, maximize quality of life, and slow the rate of joint damage. Initial treatment usually involves the use of NSAIDs to reduce joint pain and swelling. All patients whose RA remains active despite adequate treatment with NSAIDs are candidates for disease-modifying agents (DMARDs). If the patient has the diagnosis of RA, the patient must try and fail at least one DMARD and the patient must be taking methotrexate in combination with Remicade. Data on the use of Remicade without concurrent methotrexate are limited.

Remicade is indicated for reducing the signs and symptoms and inducing and maintaining clinical remission in patients with moderately to severely active Crohn’s disease who have had an inadequate response to conventional therapy. Approval for this diagnosis requires the trial and failure of two first line agents. Remicade is also indicated for reducing the number of draining enterocutaneous and rectovaginal fistulas and maintaining fistula closure in patients with fistulizing Crohn’s disease. 
 
If the patient has the diagnosis of active ankylosing spondylitis, the patient must try and fail at least one non-steroidal anti-inflammatory drug (NSAID) or the use of NSAIDs must be contraindicated.3 

Psoriatic arthritis (PsA) is a seronegative inflammatory arthritis associated with psoriasis.7 PsA can lead to chronic joint damage, increased disability and increased mortality.7 If the patient has had a diagnosis of plaque psoriasis and has a diagnosis of active psoriatic arthritis, the patient must have had a previous diagnosis of plaque psoriasis and must try and fail at least one DMARD.3
Ulcerative colitis (UC) is a chronic disease characterized by diffuse mucosal inflammation limited to the colon.8 The hallmark clinical symptom is bloody diarrhea often with prominent symptoms of rectal urgency and tenesmus.8 The clinical course is marked by exacerbations and remissions, which may occur spontaneously or in response to the treatment changes or intercurrent illness.8 Remicade is indicated for reducing signs and symptoms, achieving clinical remission and mucosal healing, and eliminating corticosteroid use in patients with moderately to severely active ulcerative colitis who have had an inadequate response to conventional therapy.1 If the patient has the diagnosis of moderately to severely active ulcerative colitis, the patient must have had an inadequate response to conventional therapy [e.g., oral corticosteroids, 6-mercaptopurine (6-MP), azathioprine (AZA), aminosalicylates]. The intent of prescribing Remicade for UC must be to eliminate corticosteroid use.1
For the compendial use with reactive arthritis, recommendations of the Canadian Rheumatology Association consensus on using TNF antagonists for this disease recommend the failure of at least 2 NSAID drugs, failure of intra-articular steroid injections if indicated, and the failure of sulfasalazine if indicated, before therapy with a TNF antagonist should be considered9.

Warnings:

Serious infections, including sepsis and pneumonia, have been reported in patients receiving tumor necrosis factor (TNF)-blocking agents. Some of these infections have been fatal. Many of the serious infections in patients treated with Remicade have occurred in patients on concomitant immunosuppressive therapy that, in addition to their Crohn’s disease or rheumatoid arthritis, could predispose them to infections.

Remicade should not be given to patients with a clinically important, active infection. Caution should be exercised when considering the use of Remicade in patients with a chronic infection or a history of recurrent infection. Patients should be monitored for signs and symptoms of infection while on or after treatment with Remicade. New infections should be closely monitored. If a patient develops a serious infection, Remicade therapy should be discontinued.

Cases of tuberculosis, histoplasmosis, coccidioidomycosis, listeriosis, pneumocystosis, other bacterial, mycobacterial, and fungal infections have been observed in patients receiving Remicade. For patients who have resided in regions where histoplasmosis or coccidioidomycosis is endemic, the benefits and risks of Remicade treatment should be carefully considered before initiation of Remicade therapy.

Serious infections were seen in clinical studies with concurrent use of anakinra and another TNFα-blocking agent, etanercept, with no added clinical benefit compared to etanercept alone. Because of the nature of the adverse events seen with combination of etanercept and anakinra therapy, similar toxicities may also result from the combination of anakinra and other TNFα-blocking agents. Therefore, the combination of Remicade and anakinra is not recommended.
Ribavirin

DRUG CLASS
Ribavirin

Brand name
Rebetol

(Generic)
(ribavirin oral solution)



Ribavirin, Ribasphere

Type:  Initial Prior Authorization 

Criteria for Approval


1.   Does the patient have the diagnosis of chronic hepatitis C virus infection?



Yes
No

      [Tech Only: If the answer to this question is no, then no further questions are required.]

2.Will the patient be taking interferon alfa (e.g., Intron A, Roferon A, Pegasys, PEG-Intron)concurrently with ribavirin therapy?








Yes
No


[Tech Only: If the answer to this question is no, then no further questions are required.]


3. 
Has the patient received ribavirin therapy previously?





Yes
No

       [Tech Only: If the answer to this question is yes, then skip to question 8.]


4.   Does the patient have detectable levels of Hepatitis C RNA (a viral load) in the serum?

Yes
No


5.   Does the patient have persistently elevated serum alanine aminotransferase (ALT) 

levels >2 times upper limits of normal?







Yes
No

6.   Does the patient have signs of chronic hepatitis on liver biopsy demonstrated by 
portal or bridging fibrosis, moderate inflammation, and necrosis?




Yes
No

7.   Is the patient Genotype-1?









Yes
No

       [Tech Only: Skip to question 13.]


8.   Has the patient received at least 6 months of interferon therapy?




Yes
No

       [Tech Only: If the answer to this question is yes, then skip to question 10.]


9.   Is the patient Genotype-1?









Yes
No

       [Tech Only: If the answer to this question is yes, then skip to question 12.]


10.  Did the patient have detectable levels of hepatitis C virus (HCV) RNA (a viral load) 
 in the serum after or at the end of the initial treatment period?




Yes
No

       [Tech Only: If the answer to this question is no, then skip to question 13.]


11.  Did the patient have a normalization of serum alanine aminotransferase (ALT) 
 during the initial treatment period?








Yes
No
[Tech Only: Skip to question 13.]


12.  Did the patient experience at least a 2-log decrease in viral load?




Yes
No

       [Tech Only: If the answer to this question is no, then no further questions are required.]

13. Does the patient have a history of unstable heart disease? (e.g., Coronary Artery Disease-CAD, ischemic heart disease, congestive heart failure)?






Yes
No

14.  Does the patient have a hemoglobin value greater than 8.5 g/dL?




Yes
No


15.  Does the patient have a creatinine clearance > 50ml/min?





Yes
No


16.  Has or will the patient (male or female) be instructed to practice effective contraception during  therapy and for six months after ribavirin therapy? 






Yes
No

17.  Is the patient or the partner of the patient pregnant?






Yes
No

        [Tech Only: If the answer to this question is yes, then no further questions are required.]

18.  Is the physician aware that labeling recommends that all patients be monitored for evidence 
 of depression?










Yes
No

19.  Does the patient have the diagnosis of a hemoglobinopathy such as 
thalassemia major or sickle-cell anemia?
Yes
No







20.  Was the patient treated for Hepatitis C infection before and has now relapsed?


Yes
No

       [Tech Only: If the answer to this question is yes, then skip to question 22.]

21.  Has the patient received 12 months total of combination therapy?




Yes
No

       [Tech Only: No further questions are required.]


22.  Has the patient received 18 months total of therapy?






Yes
No

RATIONALE
The intent of the criteria is to ensure that patients follow selection elements noted in labeling and nationally accepted practice guidelines. The patient must be taking interferon alfa concurrently with ribavirin. The patient may be required to meet prior authorization criteria for interferon alfa. Therapy for chronic hepatitis C viral (HCV) infection is recommended for patients with evidence of HCV RNA in the serum, persistently elevated serum alanine aminotransferase (ALT) levels, and signs of chronic hepatitis on liver biopsy.5-7 Detectable viral levels are required to confirm HCV infection. Although serum HCV RNA is considered the standard for diagnosing HCV infection and assessing antiviral response to therapy, liver biopsy remains the best way to assess the severity of the disease.7 To be considered for benefit coverage, a patient must not have any of the following contraindications to the use of ribavirin: a hemoglobin level below 8.5 g/dL, a creatinine clearance < 50ml/min, pregnancy, a female partner who is pregnant, a hemoglobinopathy such as thalassemia major or sickle-cell anemia, or a history of unstable heart disease. Physicians must also be aware of the warnings regarding depression, because labeling recommends that all patients be monitored for evidence of depression. In severe cases of depression, ribavirin therapy should be stopped and psychiatric intervention sought.1 

It is currently recommended that patients with chronic hepatitis C undergoing interferon therapy should have their biochemical (ALT) and virological (HCV RNA) responses measured. Virological and biochemical responses to interferon therapy are defined on the basis of a normal ALT level, or undetectable serum HCV RNA or both. An early response during interferon therapy is predictive of sustained virologic response (SVR). An early virological response at 12 weeks is predictive of the potential for response to therapy for patients with genotype-1. If the patient has not responded with at least a two-log decrease in viral load, therapy should be discontinued. For patients with a genotype other than genotype-1, practice guidelines recommend evaluation at 24 weeks. To continue therapy for hepatitis C, the physician must evaluate the patient’s ALT and/or viral load. If the ALT or HCV RNA is normal or undetectable, respectively, treatment should be continued for 12 months of therapy. Continued treatment for 12 months is associated with a better virological response, sustained virological response, and a greater decrease in hepatic inflammation.1-9 
For the treatment of patients that have relapsed, interferon therapy may be effective if a higher dose, combination therapy with ribavirin, and/or longer duration is used. Patients who have relapsed on monotherapy with Intron A or Roferon-A may develop a sustained response when re-treated for 12 months. Or, an additional 6 months of combination therapy with ribavirin may be particularly effective in this group of patients.3, 4, 6-9  

Non-responders should be discontinued from treatment because the likelihood of future response is extremely low.1-9

Sedative/Hypnotics
Drug class

Sedative/Hypnotics 

BRAND name

Ambien
(Generic)

(zolpidem)



Lunesta



(eszopiclone)



Sonata



(zaleplon)








MDC-1

             

Type: Post-Limit Prior Authorization
                                     Ref # 201-J



Revised 09/11/06




Criteria for Approval


1. Does the patient require more than 14 tablets/capsules per month?




Yes
No


[Tech Only: Note: No authorization is required for up to 14 tablets/capsules or less every 25 days.]

2. Does the patient have the diagnosis of chronic insomnia? 





Yes
No

3. Have other causes of sleep disturbance been addressed?





Yes
No

4. Has the patient received 6 months of nonbenzodiazepine sedative/hypnotic therapy?


Yes
No

       [Tech Only: If the answer to this question is no, then no further questions required.]

5. Has the continued use of nonbenzodiazepine sedative/hypnotic therapy been evaluated?

Yes
No



RATIONALE6-20

These criteria meet the Medicare Part D definition of a medically accepted indication. This definition includes uses which are approved by the FDA or supported by a citation included, or approved for inclusion, in one of the Medicare approved compendia.
All patients are allowed a limit of 14 tablets per month for all the sedative/hypnotic agents with the exception of Halcion. Halcion will have a limit of 10 tablets per month because the drug is prepackaged in bottles of 10. The drug limitations will allow a sufficient quantity of drug to treat insomnia for the recommended short-term therapy of 7 to 10 days. Additionally, these limits will also decrease the risk of habituation, tolerance, adverse events, and misuse.  Patients requiring more than the drug limitation must meet prior authorization criteria for Ambien, Ambien CR, Lunesta, Rozerem, and Sonata before approval.

Insomnia is defined as complaints of disturbed sleep in the presence of adequate opportunity and circumstance for sleep.  The disturbance can consist of one or more of three features: difficulty in initiating sleep; difficulty in maintaining sleep; or waking up too early. Insomnia can be primary or secondary to a variety of medical illnesses, psychiatric disorders, or drug use. Identifying and treating potential underlying conditions are priorities in the treatment of insomnia. In order to treat insomnia, various treatment modalities should be considered, such as, sleep hygiene, sleep restriction, stimulus control, and behavioral therapy, prior to the addition of pharmacotherapy, and continued throughout pharmacotherapy treatment. 

The treatment of insomnia should be individualized and is dependent on the differential diagnosis. Although short-term therapy is appropriate for most patients, some patients may benefit from long-term use. Patients with insomnia that occurs several days per week and lasts for more than a month may have the diagnosis of chronic insomnia. There are indications that long-term management of chronic insomnia may be beneficial. Long-term management of chronic insomnia is achievable when pharmacotherapy is considered for use only in response to the occurrence of the symptoms, thus permitting long-term therapy without the use of nightly medication. 

The clinical guidelines for using benzodiazepine receptor agonist hypnotics are:

· Begin with a correct diagnosis of the underlying cause of sleep disturbance.

· Exclude primary sleep disorders such as sleep apnea, as well as organic mental disorders and substance abuse.

· Choose a drug with the proper pharmacokinetic profile.

· Use the lowest effective does, and monitor side effects.

· Aim for short-term, intermittent use.

· Consider long-term intermittent or continuous use for recurrent insomnia with substantial morbidity.

In addition, the patient should be monitored and evaluated frequently.

Testosterone

DRUG CLASS
TESTOSTERONE PRODUCTS, Injectable
Brand name
Depo-Testosterone

(Generic)
(testosterone cypionate injection)



Type:    Initial Prior Authorization 

Criteria for Approval
1.
Is the patient male?






Yes
No


[Tech Only: If the answer to this question is no, then no further questions required.]

2.
Does the patient have confirmed or suspected carcinoma of the prostate or breast?


Yes
No






3.
Does the patient have a diagnosis of primary hypogonadism (congenital or acquired)?

Yes
No


  [Tech Only: If the answer to this question is yes, may skip to question 5]

4.
Does the patient have a diagnosis of hypogonadotropic hypogonadism (congenital or acquired)?
Yes
No

5. Does the patient have a deficiency (less than 280 ng/dL) or absence of endogenous testosterone?
Yes
No

RATIONALE
These criteria meet the Medicare Part D definition of a medically accepted indication.  This definition includes uses which are approved by the FDA or supported by a citation included, or approved for inclusion, in one of four compendia (AHFS, USP-DI, DRUGDEX Information System, or American Medical Association Drug Evaluations).

The intent of the criteria is to ensure that patients follow selection elements noted in labeling. Testosterone injection is indicated for replacement therapy in male conditions associated with a deficiency or absence of endogenous testosterone. Prolonged treatment is required to maintain sexual characteristics in males who develop testosterone deficiency after puberty. However, appropriate adrenal cortical and thyroid hormone replacement therapy are still necessary and are of primary importance. The safe and effective use of testosterone in patients under 12 years of age has not been established.

DRUG Class
Testosterone Products, Topical
GENERIC NAME
Testosterone 

dosage form

(brand/generic)



Androderm - transdermal patch


Androgel - topical gel


Testim

Type:    Initial Prior Authorization

Criteria for Approval

1.  Is the patient a male?  
Yes
No

2.   Does the patient have a diagnosis of primary hypogonadism (e.g., testicular failure due to cryptorchidism, bilateral torsion, or chemotherapy)?
    Yes 
    No  

                    [Tech ONLY: If answer to this question is yes, may skip to question 4]
3.   Does the patient have a diagnosis of hypogonadotropic hypogonadism (e.g., idiopathic gonadotropin or LHRH deficiency)?
Yes
No

4.   Does the patient have a deficiency (less than 280 ng/dL) or absence of endogenous testosterone?
Yes
No

5.   Does the patient have breast cancer? Yes
  No

6.   Does the patient have prostate cancer?
Yes
No
RATIONALE
These criteria meet the Medicare Part D definition of a medically accepted indication. This definition includes uses which are approved by the FDA or supported by a citation included, or approved for inclusion, in one of four compendia (AHFS, USP-DI, DRUGDEX Information System, or American Medical Association Drug Evaluations). The intent of the criteria is to ensure that patients follow selection elements noted in labeling and to decrease the potential for use to enhance athletic performance. 

Testosterone must not be used in women. Testosterone supplements may cause fetal harm. To date, there are no well-designed, published studies which demonstrate the benefit and long term safety for testosterone supplementation in women. Androgens are indicated for replacement therapy in males for conditions associated with a deficiency or absence of endogenous testosterone such as primary hypogonadism or hypogonadotropic hypogonadism. Androgens are contraindicated in men with carcinomas of the breast or known carcinoma of the prostate. 

Topical-Ulcers

BRAND NAME
Regranex
(all topical)

(Generic)
(becaplermin)

Type:  Initial Prior Authorization

CRITERIA FOR APPROVAL
1. Does the patient have the diagnosis of diabetic neuropathic ulcer of the lower extremity?

Yes
No

2.Does the ulcer extend into the subcutaneous tissue or beyond?




Yes
No

3.Does the ulcer have an adequate blood supply?






Yes
No

4.Are good ulcer care practices being performed (including initial sharp debridement, pressure  relief and infection control)? 









Yes
No

5.Is there a neoplasm at the site of application?






Yes
No

6.Has the ulcer been treated with Regranex for 3 months? 





Yes
No

      [Tech Only:  if the answer to this question is no, then skip to question 9.]

7.Did the ulcer size decrease by at least 30% in the first 10 weeks of therapy? 



Yes
No

8.Has the ulcer been treated with Regranex for 20 weeks? 





Yes
No

9.Is the patient ≥ 16 years of age?








Yes
No

RATIONALE

The intent of the criteria is to ensure that patients follow selection elements noted in labeling. Therapy with Regranex should be limited to the treatment of lower extremity diabetic neuropathic (not ischemic) ulcer. Regranex is indicated for the treatment of a diabetic ulcer that extends into or beyond the subcutaneous tissue, and the ulcer must have an adequate blood supply. The efficacy of Regranex gel for the treatment of non-diabetic ulcers has not been established. Regranex gel is contraindicated in patients with known neoplasm at the site of application.1,2  

Regranex is not a substitute for comprehensive wound care. Regranex should be used as an adjunct to good ulcer care including a non-weight bearing regimen, debridement and .control of infection.1,2
The clinical trials outlined in labeling defined a treatment failure if the patient’s ulcer did not show approximately 30% reduction in initial ulcer area after 10 weeks of Regranex therapy. The initial approval duration of three months allows for enough time to evaluate the patient. To continue treatment for an additional two months, the patient must have a 30% reduction in ulcer area. If complete healing has not occurred after 20 weeks of therapy, the treatment plan should be reassessed.1

Safety and effectiveness of Regranex gel in pediatric patients below the age of 16 years have not been established
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