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NEW POLICIES DEVELOPED
e Program Summary: Daybue (trofinetide)
Applies to: \ M Commercial Formularies
Type: \ M Prior Authorization M Quantity Limit [0 Step Therapy [0 Coverage / Formulary Exception

POLICY AGENT SUMMARY QUANTITY LIMIT

Targeted
NDCs
Addtl When
Target Brand |Target Generic QL Dose Days QL Allowed | Exclusions | Effective | Term
Wildcard Agent Name(s) |Agent Name(s) | Strength | Amount| Form |Supply | Duration | Info |Exceptions Exist Date Date
trofinetide oral 200 05-18-
74653075002020 |Daybue soln MG/ML 8 Bottles 30 DAYS 2023

PRIOR AUTHORIZATION CLINICAL CRITERIA FOR APPROVAL
Module Clinical Criteria for Approval

Initial Evaluation

Target Agent(s) will be approved when ALL of the following are met:
1. ONE of the following:
A. The requested agent is eligible for continuation of therapy AND ONE of the following:

Agents Eligible for Continuation of Therapy
Daybue

1. Information has been provided that indicates the patient has been treated with the
requested agent (starting on samples is not approvable) within the past 90 days OR
2. The prescriber states the patient has been treated with the requested agent (starting
on samples is not approvable) within the past 90 days AND is at risk if therapy is
changed OR
B. BOTH of the following:
1. The patient has a diagnosis of classic/typical Rett syndrome (RTT) AND
2. The patient has a disease-causing mutation in the MECP2 gene AND
2. If the patient has an FDA approved indication, then ONE of the following:
A. The patient's age is within FDA labeling for the requested indication for the requested agent OR
B. The prescriber has provided information in support of using the requested agent for the
patient's age for the requested indication AND
3. The patient's weight is 9 kg or greater AND
4. The patient has a baseline (prior to therapy with the requested agent) Rett Syndrome Behavior
Questionnaire (RSBQ) and Clinical Global Impression-Improvement (CGI-I) AND
5. The prescriber is a specialist in the area of the patient’s diagnosis (e.g., geneticist, neurologist,
pediatrician) or the prescriber has consulted with a specialist in the area of the patient’s diagnosis AND
6. The patient does NOT have any FDA labeled contraindications to the requested agent

Length of Approval: 3 months
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Module

Clinical Criteria for Approval

Renewal Evaluation

Length of Approval: 12 months

NOTE: If Quantity Limit applies, please refer to Quantity Limit Criteria.

Target Agent(s) will be approved when ALL of the following are met:

NOTE: If Quantity Limit applies, please refer to Quantity Limit Criteria.

1. The patient has been previously approved for the requested agent through the plan’s Prior
Authorization process AND

2. The patient has had clinical benefit with the requested agent (e.g., improvement in RSBQ or CGI-1) AND

3. The prescriber is a specialist in the area of the patient’s diagnosis (e.g., geneticist, neurologist,
pediatrician) or the prescriber has consulted with a specialist in the area of the patient’s diagnosis AND

4. The patient does NOT have any FDA labeled contraindications to the requested agent

QUANTITY LIMIT CLINICAL CRITERIA FOR APPROVAL

Module

Clinical Criteria for Approval

1.
2.

3.

Quantity Limit for the Target Agent(s) will be approved when ONE of the following is met:

The requested quantity (dose) does NOT exceed the program quantity limit OR
ALL of the following:

A. The requested quantity (dose) is greater than the program quantity limit AND

B. The requested quantity (dose) does NOT exceed the maximum FDA labeled dose for the
requested indication AND

C. The requested quantity (dose) cannot be achieved with a lower quantity of a higher

strength that does NOT exceed the program quantity limit OR
ALL of the following:

A. The requested quantity (dose) is greater than the program quantity limit AND

B. The requested quantity (dose) is greater than the maximum FDA labeled dose for the
requested indication AND
C. The prescriber has provided information in support of therapy with a higher dose for the

requested indication

Length of Approval: Initial: 3 months; Renewal: 12 months

e Program Summary: Filspari (sparsentan)

Applies to:

Type:

M Commercial Formularies

M Prior Authorization M Quantity Limit [0 Step Therapy O Coverage / Formulary Exception

POLICY AGENT SUMMARY QUANTITY LIMIT

Targeted
Target Addtl NDCs When
Target Brand |Generic Agent QL Dose Days QL Allowed Exclusions | Effective | Term
Wildcard Agent Name(s) |Name(s) Strength | Amount | Form | Supply | Duration | Info |Exceptions Exist Date Date
56483065000320 |Filspari sparsentan | ,0omG | 30 | Tablets | 30 DAYS 05-18-
tab 2023
56483065000340 |Filspari :gsrse”ta” 400MG | 30 | Tablets| 30 DAYS 0256;?
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PRIOR AUTHORIZATION CLINICAL CRITERIA FOR APPROVAL

Module

Clinical Criteria for Approval

Initial Evaluation

Target Agent(s) will be approved when ALL of the following are met:
1.

6.

The patient has a diagnosis of primary immunoglobulin A nephropathy (IgAN) confirmed by kidney
biopsy AND
ONE of the following:
A. The patient has a urine protein-to-creatinine ratio (UPCR) greater than or equal to 1.5 g/g OR
B. The patient has proteinuria greater than or equal to 1 g/day AND
The patient’s eGFR is greater than or equal to 30 mL/min/1.73 m~2 AND
If the patient has an FDA approved indication, then ONE of the following:
A. The patient’s age is within FDA labeling for the requested indication for the requested agent OR
B. The prescriber has provided information in support of using the requested agent for the
patient’s age for the requested indication AND
ONE of the following
A. The patient has tried and had an inadequate response after at least 3 months of therapy with
maximally tolerated angiotensin-converting-enzyme inhibitor (ACEl, e.g., benazepril, lisinopril)
or angiotensin Il blocker (ARB, e.g., losartan), or a combination medication containing an ACEI
or ARB OR
B. The patient has an intolerance or hypersensitivity to an ACEl or ARB, or a combination
medication containing an ACEl or ARB, that is not expected to occur with the requested
agent OR
C. The patient has an FDA labeled contraindication to ALL ACEI or ARB that is not expected to
occur with the requested agent OR
D. The patient is currently being treated with the requested agent as indicated by ALL of the

following:
1. Astatement by the prescriber that the patient is currently taking the requested
agent AND

2. Astatement by the prescriber that the patient is currently receiving a positive
therapeutic outcome on requested agent AND
3. The prescriber states that a change in therapy is expected to be ineffective or cause
harm OR
E. The prescriber has provided documentation that ALL ACEl and ARB cannot be used due to a
documented medical condition or comorbid condition that is likely to cause an adverse
reaction, decrease ability of the patient to achieve or maintain reasonable functional ability in
performing daily activities or cause physical or mental harm AND
ONE of the following:
A. The patient has tried and had an inadequate response after a 6 month course of
glucocorticoid therapy (e.g., methylprednisolone, prednisolone, prednisone) OR
The patient has an intolerance or hypersensitivity to a glucocorticoid OR
The patient has an FDA labeled contraindication to ALL glucocorticoids OR
D. The prescriber has provided information to support that glucocorticoid therapy is NOT
appropriate for the patient OR
E. The patient is currently being treated with the requested agent as indicated by ALL of the

0w

following:
1. Astatement by the prescriber that the patient is currently taking the requested
agent AND

2. Astatement by the prescriber that the patient is currently receiving a positive
therapeutic outcome on requested agent AND
3. The prescriber states that a change in therapy is expected to be ineffective or cause
harm OR
F. The prescriber has provided documentation that ALL glucocorticoids cannot be used due to a
documented medical condition or comorbid condition that is likely to cause an adverse

Blue Cross and Blue Shield of Minnesota and Blue Plus
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Module Clinical Criteria for Approval

7.

reaction, decrease ability of the patient to achieve or maintain reasonable functional ability in
performing daily activities or cause physical or mental harm AND
The patient will NOT use the requested agent in combination with an ACEIl, ARB, endothelin receptor
antagonist (ERA, e.g., bosentan), or aliskiren AND

8. The patient does NOT have any of the following:

9.

A. IgAN secondary to another condition

B Chronic kidney disease

C. History of organ transplantation, with exception of corneal transplants

D History of heart failure or previous hospitalization for heart failure or unexplained dyspnea,

orthopnea, paroxysmal nocturnal dyspnea, ascites, and/or peripheral edema

E. Clinically significant cerebrovascular disease or coronary artery disease within 6 months

F. Jaundice, hepatitis, or known hepatobiliary disease or elevations of transaminases (ALT/AST)
greater than 2 times upper limit of normal at screening

G. History of malignancy other than adequately treated basal cell or squamous cell skin cancer or

cervical carcinoma within the past 2 years
H. Hematocrit value less than 27% (0.27 V/V) or hemoglobin value less than 9 g/dL (90 g/L)
I Potassium greater than 5.5 mEq/L (5.5 mmol/L) AND
The prescriber is a specialist in the area of the patient’s diagnosis (e.g., nephrologist) or the prescriber
has consulted with a specialist in the area of the patient’s diagnosis AND

10. The patient does NOT have any FDA labeled contraindications to the requested agent

Length of Approval: 9 months
NOTE: If Quantity Limit program also applies, please refer to Quantity Limit documents.

Renewal Evaluation

Target Agent(s) will be approved when ALL of the following are met:
1.

The patient has been previously approved for the requested agent through the plan’s Prior
Authorization process AND
The patient has had improvements or stabilization with the requested agent as indicated by ONE of the
following:

A. Decrease from baseline (prior to treatment with the requested agent) of urine protein-to-

creatinine (UPCR) ratio OR

B. Decrease from baseline (prior to treatment with the requested agent) in proteinuria AND
The patient will NOT use the requested agent in combination with an angiotensin-converting-enzyme
inhibitor (ACEl, e.g., benazepril, lisinopril), angiotensin Il blocker (ARB, e.g., losartan), endothelin
receptor antagonist (ERA, e.g., bosentan), or aliskiren AND
The prescriber is a specialist in the area of the patient’s diagnosis (e.g., nephrologist) or the prescriber
has consulted with a specialist in the area of the patient’s diagnosis AND
The patient does NOT have any FDA labeled contraindications to the requested agent

Length of Approval: 12 months

NOTE: If Quantity Limit program also applies, please refer to Quantity Limit documents.

QUANTITY LIMIT CLINICAL CRITERIA FOR APPROVAL

Module

Clinical Criteria for Approval

QL with PA |Target Agent(s) will be approved when ONE of the following is met:

1. Therequested quantity (dose) does NOT exceed the program quantity limit OR

Blue Cross and Blue Shield of Minnesota and Blue Plus
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Module

Clinical Criteria for Approval

2. ALL of the following:

A.
B.

C.

The requested quantity (dose) is greater than the program quantity limit AND

The requested quantity (dose) does NOT exceed the maximum FDA labeled dose for the
requested indication AND

The requested quantity (dose) cannot be achieved with a lower quantity of a higher
strength that does NOT exceed the program quantity limit OR

3. ALL of the following:

A. The requested quantity (dose) is greater than the program quantity limit AND

B. The requested quantity (dose) is greater than the maximum FDA labeled dose for the
requested indication AND

C. The prescriber has provided information in support of therapy with a higher dose for the

requested indication

Length of Approval: Initial, 9 months; Renewal, 12 months

e Program Summary: Jesduvroq (daprodustat)

Applies to:
Type:

POLICY AGENT SUMMARY QUANTITY LIMIT

M Commercial Formularies
M Prior Authorization M Quantity Limit [0 Step Therapy O Coverage / Formulary Exception

Targeted
Addtl NDCs When
Target Brand Target Generic QL Dose Days QL Allowed Exclusions | Effective | Term
Wildcard Agent Name(s) Agent Name(s) | Strength | Amount| Form |Supply | Duration | Info | Exceptions Exist Date Date
TBD Jesduvrog Daprodustat 2 30 | Tablets | 30 | DAYS 05-18-2023
mg tablets
TBD Jesduvrog Daprodustat 4 30 | Tablets | 30 DAYS 05-18-2023
mg tablets
TBD Jesduvrog Daprodustat 6 60 | Tablets | 30 | DAYS 05-18-2023
mg tablets
D
TBD Jesduvrog aprodustat 8 90 | Tablets| 30 | DAYS 05-18-2023
mg tablets
TBD Jesduvrog Daprodustat 1 30 | Tablets | 30 | DAVS 05-18-2023
mg tablets

PRIOR AUTHORIZATION CLINICAL CRITERIA FOR APPROVAL

Module

Clinical Criteria for Approval

1.

Initial Evaluation

Target Agent(s) will be approved when ALL of the following are met:
ONE of the following:
A. The requested agent is eligible for continuation of therapy AND ONE of the following:

Agents Eligible for Continuation of Therapy

All target agents are eligible for continuation of therapy

1. Information has been provided that indicates the patient has been treated with the
requested agent (starting on samples is not approvable) within the past 90 days OR
2. The prescriber states the patient has been treated with the requested agent (starting

on samples is not approvable) within the past 90 days AND is at risk if therapy is

changed OR

Blue Cross and Blue Shield of Minnesota and Blue Plus
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Module

Clinical Criteria for Approval

B. The patient has a diagnosis of chronic kidney disease AND ALL of the following:
1. The patient has been on dialysis for at least 4 months AND
2. The patient's hemoglobin was measured in the previous 4 weeks AND
3. ONE of the following:
A. The patient is currently using an erythropoietin receptor agonist (ESA) (e.g.,
Aranesp, Epogen, Mircera, Procrit, Retacrit) AND the patient's hemoglobin
does NOT exceed 12 g/dL (medical records required) OR
B. The patient is NOT currently using an ESA AND the patient's hemoglobin is
less than or equal to 11 g/dL AND
4. The patient's ferritin was measured in the previous 4 weeks AND
The patient's ferritin is greater than 100 mcg/L AND
6. ONE of the following:
A. The patient's transferrin saturation (TSAT) is greater than 20% OR
B. The patient's TSTAT is 20% or lower and is due to recent infection AND
7. Other causes of anemia (e.g., pernicious anemia, thalassemia major, sickle cell) have
been addressed OR
C. The patient has another FDA approved indication for the requested agent and route of
administration AND
If the patient has an FDA approved indication, ONE of the following:
A. The patient's age is within FDA labeling for the requested indication for the requested agent OR
B. The prescriber has provided information in support of using the requested agent for the
patient's age for the requested indication AND
The prescriber is a specialist in the area of the patient's diagnosis (e.g., nephrologist) or has consulted
with a specialist in the area of the patient's diagnosis AND
The patient will NOT be using the requested agent in combination with an ESA (e.g., Aranesp, Epogen,
Mircera, Procrit, Retacrit) AND
The patient does NOT have any FDA labeled contraindications to the requested agent

v

Length of Approval: 6 months

NOTE If Quantity Limit applies, please refer to Quantity Limit criteria

Renewal Evaluation

Target Agent(s) will be approved when ALL of the following are met:

1.

uhwnN

The patient has been previously approved for the requested agent through the plan's Prior
Authorization process AND

The patient has had clinical benefit with the requested agent (e.g., increase in hemoglobin) AND

The patient's hemoglobin was measured within the previous 4 weeks AND

The patient's hemoglobin does NOT exceed 12 g/dL (medical records required) AND

The prescriber is a specialist in the area of the patient's diagnosis (e.g., nephrologist) or the prescriber
has consulted with a specialist in the area of the patient's diagnosis AND

The patient will NOT be using the requested agent in combination with an ESA (e.g., Aranesp, Epogen,
Mircera, Procrit, Retacrit) AND

The patient does NOT have any FDA labeled contraindications to the requested agent

Length of Approval: 12 months

NOTE If Quantity Limit applies, please refer to Quantity Limit criteria

Blue Cross and Blue Shield of Minnesota and Blue Plus
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QUANTITY LIMIT CLINICAL CRITERIA FOR APPROVAL

Module

Clinical Criteria for Approval

QL with PA |Evaluation

Target Agent(s) will be approved when ONE of the following is met:

1. Therequested quantity (dose) does NOT exceed the program quantity limit OR
2. ALL the following:
A. The requested quantity (dose) is greater than the program quantity limit AND

B. The requested does NOT exceed the maximum FDA labeled dose for the requested
indication AND
C. The requested quantity (dose) cannot be achieved with a lower quantity of a higher

strength that does NOT exceed the program quantity limit

e Program Summary: Skyclarys (omaveloxolone)

Applies to:

Type:

\ M Commercial Formularies
\ M Prior Authorization M Quantity Limit [0 Step Therapy O Coverage / Formulary Exception

POLICY AGENT SUMMARY QUANTITY LIMIT

Targeted
NDCs
Target Brand Addtl When
Agent Target Generic (o] Dose Days QL | Allowed |Exclusions | Effective Term
Wildcard Name(s) Agent Name(s) | Strength | Amount| Form |Supply | Duration | Info |Exceptions Exist Date Date
74135060000120 |Skyclarys 2;‘:"‘3'0"0"’“ 50MG | 90 |Capsules| 30 | DAYS 05-18-2023

PRIOR AUTHORIZATION CLINICAL CRITERIA FOR APPROVAL

Module

Clinical Criteria for Approval

Initial Evaluation

Target Agent(s) will be approved when ALL of the following are met:
1. ONE of the following:
A. The requested agent is eligible for continuation of therapy AND ONE of the following:

Agents Eligible for Continuation of Therapy

Skyclarys

1. Information has been provided that indicates the patient has been treated with the
requested agent (starting on samples is not approvable) within the past 90 days OR

2. The prescriber states the patient has been treated with the requested agent
(starting on samples is not approvable) within the past 90 days AND is at risk if
therapy is changed OR
B. The patient has a diagnosis of Friedreich ataxia (FA, FRDA) with genetic analysis
confirming mutation in the frataxin (FXN) gene AND
2. The prescriber has assessed the patient's baseline (prior to therapy with the requested agent)
neurological function (as scored by the modified Friedreich Ataxia Rating Scale [mFARS]) AND
3. If the patient has an FDA approved indication, ONE of the following:
A. The patient’s age is within FDA labeling for the requested indication for the requested
agent OR

Blue Cross and Blue Shield of Minnesota and Blue Plus
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Module Clinical Criteria for Approval

B. The prescriber has provided information in support of using the requested agent for the
patient’s age for the requested indication AND
4. The prescriber is a specialist in the area of the patient’s diagnosis (e.g., cardiologist, geneticist,

neurologist) or the prescriber has consulted with a specialist in the area of the patient’s
diagnosis AND

5. The patient does NOT have any FDA labeled contraindications to the requested agent

Length of Approval: 12 months

NOTE: If Quantity Limit applies, please refer to Quantity Limit Criteria.

Renewal Evaluation

Target Agent(s) will be approved when ALL of the following are met:

1. The patient has been previously approved for the requested agent through the plan’s Prior
Authorization process AND

2. The patient has had improvements or stabilization with the requested agent (e.g., improvement in
mFARS score) AND

3. The prescriber is a specialist in the area of the patient’s diagnosis (e.g., cardiologist, geneticist,

neurologist) or the prescriber has consulted with a specialist in the area of the patient’s
diagnosis AND

4. The patient does NOT have any FDA labeled contraindications to the requested agent

Length of Approval: 12 months

NOTE: If Quantity Limit applies, please refer to Quantity Limit Criteria.

QUANTITY LIMIT CLINICAL CRITERIA FOR APPROVAL
Module Clinical Criteria for Approval

Quantity Limit for the Target Agent(s) will be approved when ONE of the following is met:

1. Therequested quantity (dose) does NOT exceed the program quantity limit OR
2. ALL of the following:
A. The requested quantity (dose) is greater than the program quantity limit AND
B. The requested quantity (dose) does NOT exceed the maximum FDA labeled dose for the
requested indication AND
C. The requested quantity (dose) cannot be achieved with a lower quantity of a higher
strength that does NOT exceed the program quantity limit OR
3. ALL of the following:

A. The requested quantity (dose) is greater than the program quantity limit AND

B. The requested quantity (dose) is greater than the maximum FDA labeled dose for the
requested indication AND
C. The prescriber has provided information in support of therapy with a higher dose for the

requested indication

Length of Approval: 12 months
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POLICIES REVISED

e Program Summary: Angiotensin Il Receptor Agonists (ARBs), Renin Inhibitors and Combinations
Applies to: \ M Commercial Formularies
Type: \ O Prior Authorization M Quantity Limit I Step Therapy [0 Coverage / Formulary Exception

Angiotensin Il Receptor Antagonists (ARBs), Renin Inhibitors, and Combinations Step Therapy (1-Step)

TARGET AGENT(S)

Atacand® (candesartan) tablet?

Atacand HCT® (candesartan/hydrochlorothiazide) tablet®
Avapro® (irbesartan)?

Avalide® (irbesartan/hydrochlorothiazide) tablet?

Azor® (olmesartan/amlodipine) tablet?

Benicar® (olmesartan) tablet?

Benicar HCT® (olmesartan/hydrochlorothiazide) tablet?
Cozaar® (losartan) tablet?

Diovan® (valsartan) tablet?

Diovan HCT® (valsartan/hydrochlorothiazide) tablet?
Edarbi® (azilsartan) tablet

Edarbyclor® (azilsartan/chlorthalidone) tablet

Exforge® (valsartan/amlodipine) tablet?

Exforge HCT® (valsartan/amlodipine/hydrochlorothiazide) tablet?
Hyzaar® (losartan/hydrochlorothiazide) tablet?
Micardis® (telmisartan) tablet?

Micardis HCT® (telmisartan/hydrochrolothiazide) tablet?
Tribenzor® (olmesartan/amlodipine/hydrochlorothiazide) tablet?
Twynsta® (telmisartan/amlodipine) tablet?

Tekturna® (aliskiren) tablet?

Tekturna HCT® (aliskiren/hydrochlorothiazide) tablet
Valsartan oral suspension”

a — generic available included as a prerequisite agent for step therapy program
A - Branded generic products available; targeted in the step therapy program

PRIOR AUTHORIZATION CRITERIA FOR APPROVAL

Target Agent(s) will be approved when ONE of the following is met:

1. Information has been provided that indicates the patient is currently being treated with the requested agent within the
past 90 days
OR

2. The prescriber states the patient is currently being treated with the requested agent within the past 90 days AND is at risk
if therapy is changed
OR

3. The patient is currently being treated with the requested agent as indicated by ALL of the following:

A. Astatement by the prescriber that the patient is currently taking the requested agent

AND
B. A statement by the prescriber that the patient is currently receiving a positive therapeutic outcome on requested
agent
AND
C. The prescriber states that a change in therapy is expected to be ineffective or cause harm
OR
4, The patient’s medication history includes use of a generic ACEIl, generic ACElI combination, generic ARB, generic ARB
combination, or generic renin inhibitor product
OR
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5. The patient has an intolerance or hypersensitivity to a generic ACEl, generic ACElI combination, generic ARB, generic ARB
combination, or generic renin inhibitor product
OR

6. The patient has an FDA labeled contraindication to ALL generic ACEls, generic ACEI combinations, generic ARBs, generic
ARB combinations, or generic renin inhibitor products
OR
7. BOTH of the following:
A. The prescriber has stated that the patient has tried a generic ACEI, generic ACEI combination, generic ARB,
generic ARB combination, or generic renin inhibitor product
AND
B. A generic ACEI, generic ACEl combination, generic ARB, generic ARB combination, or generic renin inhibitor
product was discontinued due to lack of effectiveness or an adverse event
OR
8. The prescriber has provided documentation that ALL generic ACEI, generic ACEI combination, generic ARB, generic ARB
combination, or generic renin inhibitor products cannot be used due to a documented medical condition or comorbid
condition that is likely to cause an adverse reaction, decrease ability of the patient to achieve or maintain reasonable
functional ability in performing daily activities or cause physical or mental harm

Length of Approval: 12 months

NOTE: If Quantity Limit program also applies, please refer to Quantity Limit documents.

e Program Summary: Antifungals

Applies to: M Commercial Formularies
Type: M Prior Authorization M Quantity Limit [0 Step Therapy O Coverage / Formulary Exception

POLICY AGENT SUMMARY QUANTITY LIMIT

Targeted
NDCs
Target Brand |Target Addtl When
Agent Generic Agent QL Dose Days QL | Allowed | Exclusions | Effective | Term
Wildcard Name(s) Name(s) Strength | Amount| Form | Supply | Duration | Info |Exceptions Exist Date Date
1507040100320  |Brexafemme |'Or&X@MUNEEP | 156 v | 4 | Tablets | 90 | DAYs
Citrate Tab
Oteseconazole
1140805000B220 |Vivjoa Cap Therapy 150 MG 18 Capsules | 180 DAYS
Pack

PRIOR AUTHORIZATION CLINICAL CRITERIA FOR APPROVAL
Module Clinical Criteria for Approval

Brexafemme |Evaluation

Brexafemme (ibrexafungerp) will be approved when BOTH of the following are met
1. ONE of the following:
A. BOTH of the following:
1. The patientis an adult or post-menarchal pediatric patient AND ONE of the following:
A. Therequested agent will be used for the treatment of vulvovaginal
candidiasis (VVC) OR
B. BOTH of the following:

1. The patient is using the requested agent to reduce the incidence of
recurrent vulvovaginal candidiasis (RVVC) AND
2. The patient has experienced greater than or equal to 3 episodes

of vulvovaginal candidiasis (VVC) in a 12 months period AND
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Module

Clinical Criteria for Approval

2. ONE of the following:

A. The patient has tried and had an inadequate response to fluconazole for the
current infection OR
The patient has an intolerance or hypersensitivity to fluconazole OR
The patient has an FDA labeled contraindication to fluconazole OR
D. The patient is currently being treated with the requested agent as indicated

by ALL of the following:
1. A statement by the prescriber that the patient is currently taking the
requested agent AND

O w

2. A statement by the prescriber that the patient is currently receiving
a positive therapeutic outcome on requested agent AND
3. The prescriber states that a change in therapy is expected to be

ineffective or cause harm OR
E. The prescriber has provided documentation that fluconazole cannot be used
due to a documented medical condition or comorbid condition that is likely to
cause an adverse reaction, decrease ability of the patient to achieve or
maintain reasonable functional ability in performing daily activities or cause
physical or mental harm OR

B. The patient has another FDA approved indication for the requested agent and route of
administration OR
C. The patient has another indication that is supported in compendia for the requested agent and

route of administration AND
2. The patient does NOT have any FDA labeled contraindications to the requested agent

Compendia Allowed: AHFS, or DrugDex 1 or 2a level of evidence

Length of Approval: 3 months for treatment of vulvovaginal candidiasis, 6 months for recurrent
vulvovaginal candidiasis

NOTE: If Quantity Limit applies, please refer to Quantity Limit Criteria.

Cresemba

Initial Evaluation

Cresemba (isavuconazole) will be approved when BOTH of the following are met:
1. ONE of the following:

A. The patient has a diagnosis of invasive aspergillosis OR

B. The patient has a diagnosis of invasive mucormycosis OR

C. The patient has another FDA approved indication for the requested agent and route of
administration OR

D. The patient has another indication that is supported in compendia for the requested agent and

route of administration AND
2. The patient does NOT have any FDA labeled contraindications to the requested agent

Compendia Allowed: AHFS, or DrugDex 1 or 2a level of evidence
Length of Approval: 6 months
Renewal Evaluation

Cresemba (isavuconazole) will be approved when ALL of the following are met:
1. The patient has been previously approved for the requested agent through the plan’s Prior
Authorization review process AND
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Module

Clinical Criteria for Approval

2. ONE of the following:
A. BOTH of the following:
1. The patient has a diagnosis of invasive aspergillosis AND
2. The patient has continued indicators of active disease (e.g., continued radiologic
findings, positive cultures, positive serum galactomannan assay) OR
B. BOTH of the following:
1. The patient has a diagnosis of invasive mucormycosis AND
2. The patient has continued indicators of active disease (e.g., continued radiologic
findings, direct microscopy findings, histopathology findings, positive cultures, positive
serum galactomannan assay) OR
C. BOTH of the following:
1. The patient has another FDA approved indication or another indication that is
supported in compendia for the requested agent and route of administration AND
2. The prescriber has submitted information supporting continued use of the requested
agent for the requested indication AND
3. The patient does NOT have any FDA labeled contraindications to the requested agent

Compendia Allowed: AHFS, or DrugDex 1 or 2a level of evidence

Length of Approval: 6 months

Noxafil

Initial Evaluation

Noxafil (posaconazole) will be approved when ALL of the following are met:
1. ONE of the following:
A. The patient has a diagnosis of oropharyngeal candidiasis AND ONE of the following:
1. The patient has tried and had an inadequate response to itraconazole or
fluconazole OR
2. The patient has an intolerance or hypersensitivity to itraconazole or fluconazole OR
3. The patient has an FDA labeled contraindication to BOTH fluconazole AND
itraconazole OR
4. The patient is currently being treated with the requested agent as indicated by ALL of
the following:
A. Astatement by the prescriber that the patient is currently taking the
requested agent AND
B. A statement by the prescriber that the patient is currently receiving a positive
therapeutic outcome on requested agent AND
C. The prescriber states that a change in therapy is expected to be ineffective or
cause harm OR
5. The prescriber has provided documentation that BOTH fluconazole AND itraconazole
cannot be used due to a documented medical condition or comorbid condition that is
likely to cause an adverse reaction, decrease ability of the patient to achieve or
maintain reasonable functional ability in performing daily activities or cause physical
or mental harm OR
B. BOTH of the following:
1. Therequested agent is prescribed for prophylaxis of invasive Aspergillus or Candida
AND
2. The patient is severely immunocompromised (e.g., hematopoietic stem cell transplant
(HSCT) recipients, a hematologic malignancy with prolonged neutropenia from
chemotherapy), or is a high-risk solid organ (lung, heart-lung, heart, pancreas, liver,
kidney, small bowel) transplant patient OR
C. The patient has an infection caused by Scedosporium or Zygomycetes OR
D. The patient has a diagnosis of invasive Aspergillus AND ONE of the following:
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Module

Clinical Criteria for Approval

2.

3.

1. The patient has tried and had an inadequate response to voriconazole, amphotericin
B, or isavuconazole OR
2. The patient has an intolerance or hypersensitivity to voriconazole, amphotericin B, or
isavuconazole OR
3. The patient has an FDA labeled contraindication to voriconazole, amphotericin B, AND
isavuconazole OR
4. The patient is currently being treated with the requested agent as indicated by ALL of
the following:
A. A statement by the prescriber that the patient is currently taking the
requested agent AND
B. A statement by the prescriber that the patient is currently receiving a positive
therapeutic outcome on requested agent AND
C. The prescriber states that a change in therapy is expected to be ineffective or
cause harm OR
5. The prescriber has provided documentation that voriconazole, amphotericin B, AND
isavuconazole cannot be used due to a documented medical condition or comorbid
condition that is likely to cause an adverse reaction, decrease ability of the patient to
achieve or maintain reasonable functional ability in performing daily activities or cause
physical or mental harm OR

E. The patient has another FDA approved indication for the requested agent and route of
administration OR
F. The patient has another indication that is supported in compendia for the requested agent and

route of administration AND
If the patient has an FDA approved indication, ONE of the following:
A. The patient’s age is within FDA labeling for the requested indication for the requested agent OR
B. The prescriber has provided information in support of using the requested agent for the
patient’s age for the requested indication AND
The patient does NOT have any FDA labeled contraindications to the requested agent

Compendia Allowed: AHFS, or DrugDex 1 or 2a level of evidence

Length of Approval: 1 month for oropharyngeal candidiasis, 6 months for all other indications

Renewal Evaluation

Noxafil (posaconazole) will be approved when ALL of the following are met:

1.

2.

The patient has been previously approved for the requested agent through the plan’s Prior
Authorization review process (NOTE: See initial criteria for a diagnosis of oropharyngeal candidiasis)
AND
ONE of the following:
A. BOTH of the following:
1. Therequested agent is being prescribed for prophylaxis of invasive Aspergillus or
Candida AND
2. The patient continues to be severely immunocompromised (e.g., hematopoietic stem
cell transplant (HSCT) recipients, a hematologic malignancy with prolonged
neutropenia from chemotherapy), or is a high-risk solid organ (lung, heart-lung, heart,
pancreas, liver, kidney, small bowel) transplant patient OR
B. BOTH of the following:
1. The patient has a serious infection caused by Scedosporium or Zygomycetes AND
2. The patient has continued indicators of active disease (e.g., continued radiologic
findings, positive cultures, positive serum galactomannan assay for Aspergillus) OR
C. BOTH of the following:
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Module Clinical Criteria for Approval
1. The patient has a diagnosis of invasive Aspergillus AND
2. The patient has continued indicators of active disease (e.g., continued radiologic
findings, positive cultures, positive serum galactomannan assay for Aspergillus) OR
D. BOTH of the following:
1. The patient has another FDA approved indication or another indication that is
supported in compendia for the requested agent and route of administration AND
2. The prescriber has submitted information supporting continued use of the requested
agent for the requested indication AND
3. The patient does NOT have any FDA labeled contraindications to the requested agent
Compendia Allowed: AHFS, or DrugDex 1 or 2a level of evidence
Length of Approval: 6 months
Vfend Initial Evaluation

Vfend (voriconazole) will be approved when ALL of the following are met:
1. ONE of the following:
A. The patient has a diagnosis of invasive Aspergillus OR
B. BOTH of the following:
1. Therequested agent is being prescribed for prophylaxis of invasive Aspergillus or
Candida AND
2. The patient is severely immunocompromised (e.g., hematopoietic stem cell transplant
(HSCT) recipients, a hematologic malignancy with prolonged neutropenia from
chemotherapy), or is a high-risk solid organ (lung, heart-lung, heart, pancreas, liver,
kidney, small bowel) transplant patient OR
C. The patient has a diagnosis of esophageal candidiasis, candidemia, or other deep tissue
Candida infection AND ONE of the following:
1. The patient has tried and had an inadequate response to fluconazole OR
2. The patient has an intolerance or hypersensitivity to fluconazole OR
3. The patient has an FDA labeled contraindication to fluconazole OR
4. The patient is currently being treated with the requested agent as indicated by ALL of
the following:
A. Astatement by the prescriber that the patient is currently taking the
requested agent AND
B. A statement by the prescriber that the patient is currently receiving a positive
therapeutic outcome on requested agent AND
C. The prescriber states that a change in therapy is expected to be ineffective or
cause harm OR
5. The prescriber has provided documentation that fluconazole cannot be used due to a
documented medical condition or comorbid condition that is likely to cause an
adverse reaction, decrease ability of the patient to achieve or maintain reasonable
functional ability in performing daily activities or cause physical or mental harm OR
D. The patient has a serious infection caused by Scedosporium or Fusarium species OR
E. The patient has a diagnosis of blastomycosis AND ONE of the following:
1. The patient has tried and had an inadequate response to itraconazole OR
2. The patient has an intolerance or hypersensitivity to itraconazole OR
3. The patient has an FDA labeled contraindication to itraconazole OR
4. The patient is currently being treated with the requested agent as indicated by ALL of
the following:
A. A statement by the prescriber that the patient is currently taking the
requested agent AND
B. A statement by the prescriber that the patient is currently receiving a positive
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Module

Clinical Criteria for Approval

therapeutic outcome on requested agent AND
C. The prescriber states that a change in therapy is expected to be ineffective or
cause harm OR
5. The prescriber has provided documentation that itraconazole cannot be used due to a
documented medical condition or comorbid condition that is likely to cause an
adverse reaction, decrease ability of the patient to achieve or maintain reasonable
functional ability in performing daily activities or cause physical or mental harm OR
F. The patient has another FDA approved indication for the requested agent and route of
administration OR
G. The patient has another indication that is supported in compendia for the requested agent and
route of administration AND
2. If the patient has an FDA labeled indication, ONE of the following:
A. The patient’s age is within FDA labeling for the requested indication for the requested agent OR
B. The prescriber has provided information in support of using the requested agent for the
patient’s age for the requested indication AND
3. The patient does NOT have any FDA labeled contraindications to the requested agent

Compendia Allowed: AHFS, or DrugDex 1 or 2a level of evidence
Length of Approval: 1 month for esophageal candidiasis, 6 months for all other indications
Renewal Evaluation

Vfend (voriconazole) will be approved when ALL of the following are met:
1. The patient has been previously approved for the requested agent through the plan’s Prior
Authorization review process AND
2. ONE of the following:
A. BOTH of the following:
1. The patient has a diagnosis of invasive Aspergillus AND
2. The patient has continued indicators of active disease (e.g., continued radiologic
findings, positive cultures, positive serum galactomannan assay for Aspergillus) OR
B. BOTH of the following:
1. Therequested agent is being prescribed for prophylaxis of invasive Aspergillus or
Candida AND
2. The patient is severely immunocompromised (e.g., hematopoietic stem cell transplant
(HSCT) recipients, a hematologic malignancy with prolonged neutropenia from
chemotherapy), or is a high-risk solid organ (lung, heart-lung, heart, pancreas, liver,
kidney, small bowel) transplant patient OR
C. BOTH of the following:
1. The patient has a diagnosis of esophageal candidiasis, candidemia, or other deep
tissue Candida infection AND
2. The patient has continued indicators of active disease (e.g., continued radiologic
findings, positive cultures, positive serum galactomannan assay for Aspergillus) OR
D. BOTH of the following:
1. The patient has a serious infection caused by Scedosporium or Fusarium species AND
2. The patient has continued indicators of active disease (e.g., continued radiologic
findings, positive cultures, positive serum galactomannan assay for Aspergillus) OR
E. BOTH of the following:
1. The patient has a diagnosis of blastomycosis AND
2. The patient has continued indicators of active disease (e.g., continued radiologic
findings, positive cultures, positive serum galactomannan assay for Aspergillus) OR
F. BOTH of the following:
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Module Clinical Criteria for Approval
1. The patient has another FDA approved indication or another indication that is
supported in compendia for the requested agent and route of administration AND
2. The prescriber has submitted information supporting continued use of the requested
agent for the intended diagnosis AND
3. The patient does NOT have any FDA labeled contraindications to the requested agent
Compendia Allowed: AHFS, or DrugDex 1 or 2a level of evidence
Length of Approval: 1 month for esophageal candidiasis, 6 months for all other indications
Vivjoa Evaluation

Vivjoa (oteseconazole) will be approved when BOTH of the following are met:
1. ONE of the following:
A. BOTH of the following:
1. The patient has a diagnosis of recurrent vulvovaginal candidiasis AND
2. The patient has experienced greater than or equal to 3 episodes of vulvovaginal
candidiasis (VVC) in a 12 months period AND
3. ONE of the following:
A. The patient has tried and had an inadequate response to fluconazole OR
B. The patient has an intolerance or hypersensitivity to fluconazole OR
C. The patient has an FDA labeled contraindication to fluconazole OR
D. The patient will be using fluconazole as part of the combination dosing
regimen (fluconazole with Vivjoa) for the current infection OR
E. The patient is currently being treated with the requested agent as indicated
by ALL of the following:
1. A statement by the prescriber that the patient is currently taking the
requested agent AND

2. A statement by the prescriber that the patient is currently receiving
a positive therapeutic outcome on requested agent AND
3. The prescriber states that a change in therapy is expected to be

ineffective or cause harm OR
F. The prescriber has provided documentation that fluconazole cannot be used
due to a documented medical condition or comorbid condition that is likely to
cause an adverse reaction, decrease ability of the patient to achieve or
maintain reasonable functional ability in performing daily activities or cause
physical or mental harm OR

B. The patient has another FDA approved indication for the requested agent and route of
administration OR
C. The patient has another indication that is supported in compendia for the requested agent and

route of administration AND
2. The patient does NOT have any FDA labeled contraindications to the requested agent

Compendia Allowed: AHFS, or DrugDex 1 or 2a level of evidence
Length of Approval: 4 months

NOTE: If Quantity Limit applies, please refer to Quantity Limit Criteria.
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QUANTITY LIMIT CLINICAL CRITERIA FOR APPROVAL

Module Clinical Criteria for Approval
Brexafemme, | Quantity Limit for the Target Agent(s) will be approved when ONE of the following is met:
Vivjoa
1. The requested quantity (dose) does NOT exceed the program quantity limit OR
2. ALL of the following:
A. The requested quantity (dose) is greater than the program quantity limit AND
B. The requested quantity (dose) does NOT exceed the maximum FDA labeled dose for the
requested indication AND
C. The requested quantity (dose) cannot be achieved with a lower quantity of a higher
strength that does not exceed the program quantity limit OR
3. ALL of the following:

A. The requested quantity (dose) is greater than the program quantity limit AND

B. The requested quantity (dose) is greater than the maximum FDA labeled dose for the

requested indication AND

C. The prescriber has provided information in support of therapy with a higher dose for the

requested indication

Length of Approval:
Brexafemme: 3 months for treatment of vulvovaginal candidiasis
6 months for recurrent vulvovaginal candidiasis
Vivjoa: 4 months

e Program Summary: Antiretroviral

Applies to:

Type:

M Commercial Formularies

O Prior Authorization M Quantity Limit [0 Step Therapy O Coverage / Formulary Exception

POLICY AGENT SUMMARY QUANTITY LIMIT

Targeted
Target Brand Addtl NDCs When
Agent Target Generic QL Dose Days QL Allowed Exclusions | Effective | Term
Wildcard Name(s) Agent Name(s) |Strength |Amount| Form |Supply | Duration | Info | Exceptions Exist Date Date
Nevirapine Tab
12109050000320 200 MG 200 MG 60 Tablets 30 DAYS
Nevirapine Tab
12109050007510 ER 24HR 100 100 MG 90 Tablets 30 DAYS
MG
15 MG;
. 20 MG;
121080700001 stavudine cap 30 MG 60 Capsules | 30 DAYS
40 MG
Zidovudine Tab
12108085000330 300 MG 300 MG 60 Tablets 30 DAYS
efavirenz-
121099033003 Atripla emtricitabine- 600-200- 30 Tablets 30 DAYS
. 300 MG
tenofovir df tab
Bictegravir-
. Emtricitabine- 30-120-
12109903240320 |Biktarvy Tenofovir AF 15 MG 30 Tablets 30 DAYS
Tab
. Bictegravir- 50-200-
12109903240330 |Biktarvy Emtricitabine- 25 MG 30 Tablets 30 DAYS
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Targeted

Target Brand Addtl NDCs When
Agent Target Generic QL Dose Days QL Allowed Exclusions | Effective | Term
Wildcard Name(s) Agent Name(s) |Strength |Amount| Form |[Supply | Duration | Info | Exceptions Exist Date Date
Tenofovir AF
Tab 50-200-25
MG
Lamivudine-
. Tenofovir
12109902470330 |SM9U0; Disoproxil 300300 | 55 | Taplets | 30 | Davs
Temixys MG
Fumarate Tab
300-300 MG
121099025003 | Combivir lamivudine- 150300 o5 | Tablets | 30 | DAYs
zidovudine tab MG
emtricitabine- 200-25-
121099034003 Complera rilpivirine- 30 Tablets 30 DAYS
. 300 MG
tenofovir df tab
12104530200140 |Crixivan Indinavir Sulfate | o 16 | 180 | capsules | 30 | DAvs
Cap 400 MG P
. dorz.aV|r|r'1e- 100-300-
121099032703 Delstrigo lamivudine- 30 Tablets 30 DAYS
. 300 MG
tenofovir df tab
Emtricitabine-
Tenofovir 120-15
12109902290310 |Descovy Alafenamide MG 30 Tablets 30 DAYS
Fumarate Tab
Emtricitabine-
Tenofovir 200-25
12109902290320 |Descovy Alafenamide MG 30 Tablets 30 DAYS
Fumarate Tab
200-25 MG
dolutegravir 50-300
121099022603 Dovato sodium- MG 30 Tablets 30 DAYS
lamivudine tab
121090801003 Edurant rilpivirine hcl tab| 25 MG 30 Tablets 30 DAYS
121060300001  |Emtriva i;?)tsr'c'tab'ne 200MG | 30 | Capsules| 30 DAYS
. emtricitabine 10
121060300020 Emtriva soln MG/ML 680 mLs 28 DAYS
. lamivudine oral 10
121060600020 Epivir soln MG/ML 960 mLs 30 DAYS
12106060000320 |Epivir tamivudine Tab | oo vic | 6o | Tablets | 30 | DAvs
150 MG
. Lamivudine Tab
12106060000330 |Epivir 300 MG 300 MG 30 Tablets 30 DAYS
121099022003  |Epzicom abacavir sulfate- | 600-300 | 5| ppiic | 30 | pavs
lamivudine tab MG
atazanavir
121099022203 Evotaz sulfate- 30&?0 30 Tablets 30 DAYS
cobicistat tab
enfuvirtide for .
121025300021 Fuzeon . 90 MG 60 Vials 30 DAYS
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Targeted

Target Brand Addtl NDCs When
Agent Target Generic QL Dose Days QL Allowed Exclusions | Effective | Term

Wildcard Name(s) Agent Name(s) |Strength |Amount| Form |[Supply | Duration | Info | Exceptions Exist Date Date
elvitegrav-cobic- | 150-150-

121099042903 Genvoya emtricitab- 200-10 30 Tablets 30 DAYS
tenofov af tab MG

12109035000320 |Intelence Etravirine Tab | 150G | 60 | Tablets | 30 | DAYs
100 MG

12109035000340 |Intelence Etravirine Tab | 550 6 | 60 | Tablets | 30 DAYS
200 MG

12109035000310 |Intelence EtSrT\x'é'”e T8 | o5mG | 120 | Tablets | 30 | DAvs
Saquinavir

12104580200320 |Invirase Mesylate Tab 500 MG 120 Tablets 30 DAYS
500 MG
Raltegravir
Potassium Chew

12103060100540 |Isentress Tab 100 MG 100 MG 180 Tablets 30 DAYS
(Base Equiv)
Raltegravir
Potassium Chew

12103060100510 [Isentress Tab 25 MG 25 MG 180 Tablets 30 DAYS
(Base Equiv)
Raltegravir
Potassium

12103060103020 [Isentress Packet For Susp | 100 MG 60 Packets 30 DAYS
100 MG (Base
Equiv)
Raltegravir

12103060100320 |Isentress PotassiumTab | oo\ | 60 | Tablets | 30 | DAYs
400 MG (Base
Equiv)
Raltegravir

12103060100330 |Isentresshd | o@SSUMTab | chn e | 60 | Tablets | 30 | Davs
600 MG (Base
Equiv)
dolutegravir 50-25

121099022803 Juluca sodium- MG 30 Tablets 30 DAYS
rilpivirine hcl tab
lopinavir- 400-100

121099025520 Kaletra ritonavir soln MG/5ML 480 mLs 30 DAYS
Lopinavir- 100-25

12109902550310 |Kaletra Ritonavir Tab MG 180 Tablets 30 DAYS
100-25 MG
Lopinavir- 200-50

12109902550320 |Kaletra Ritonavir Tab MG 120 Tablets 30 DAYS
200-50 MG

121045251018  |Lexiva fosamprenavir >0 1800 | mLs 30 | DAYS
calcium susp MG/ML

121045251003  |Lexiva fosamprenavir | 2o e | 150 | Tablets | 30 | DAYs
calcium tab

121045600020 Norvir ritonavir oral 80 480 mLs 30 DAYS
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Targeted

Target Brand Addtl NDCs When
Agent Target Generic QL Dose Days QL Allowed Exclusions | Effective | Term
Wildcard Name(s) Agent Name(s) |Strength |Amount| Form |[Supply | Duration | Info | Exceptions Exist Date Date
soln MG/ML
121045600030 | Norvir ritonavir 100MG | 360 | Packets | 30 | DAYS
powder packet
121045600003 | Norvir Ritonavir Tab 5| 150 v | 360 | Tablets | 30 | DAYs
ritonavir tab
Emtricitabine-
Rilpivirine- 200-25-
12109903390320 |Odefsey Tenofovir AF 25 MG 30 Tablets 30 DAYS
Tab 200-25-25
MG
121090250003 Pifeltro doravirine tab 100 MG 30 Tablets 30 DAYS
. darunavir- 800-150
121099022703 Prezcobix cobicistat tab MG 30 Tablets 30 DAYS
. Darunavir Oral 100
12104520001820 |Prezista Susp MG/ML 400 mLs 30 DAYS
12104520000305 |Prezista Darunavir Tab 75 MG 300 Tablets 30 DAYS
12104520000310 |Prezista Darunavir Tab 150 MG 180 Tablets 30 DAYS
12104520000325 |Prezista Darunavir Tab 600 MG 60 Tablets 30 DAYS
12104520000350 |Prezista Darunavir Tab 800 MG 30 Tablets 30 DAYS
7i .
12108085000110 |Retrovir idovudine Cap | 400 \iG | 180 | capsules | 30 | DAvs
100 MG
Zidovudine 50
12108085001210 |Retrovir Syrup 10 MG/5ML 1920 mLs 30 DAYS
MG/ML
Atazanavir
12104515200130 |Reyataz Sulfate Cap 150 | 150 MG 30 Tablets 30 DAYS
MG (Base Equiv)
Atazanavir
12104515200140 |Reyataz Sulfate Cap 200 | 200 MG 60 Capsules | 30 DAYS
MG (Base Equiv)
Atazanavir
12104515200150 |Reyataz Sulfate Cap 300 | 300 MG 30 Capsules 30 DAYS
MG (Base Equiv)
Atazanavir
Sulfate Oral
12104515203020 |Reyataz Powder Packet 50 MG 240 Packets 30 DAYS
50 MG (Base
Equiv)
fostemsavir
121023304074 Rukobia tromethamine 600 MG 60 Tablets 30 DAYS
taber
Maraviroc Oral 20
12102 202 1 L: D
02060002020 |Selzentry Soln 20 MG/ML | MG/ML 840 mLs 30 AYS
Maraviroc Tab
12102060000320 |Selzentry 150 MG 60 Tablets 30 DAYS
150 MG
Maraviroc Tab
12102060000305 |Selzentry 25 MG 25 MG 240 Tablets 30 DAYS
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Wildcard

Target Brand
Agent
Name(s)

Target Generic
Agent Name(s)

Strength

QL
Amount

Dose
Form

Days
Supply

Duration

Addtl
QL
Info

Allowed
Exceptions

Targeted
NDCs When
Exclusions
Exist

Effective
Date

Term
Date

12102060000330

Selzentry

Maraviroc Tab
300 MG

300 MG

120

Tablets

30

DAYS

12102060000310

Selzentry

Maraviroc Tab
75 MG

75 MG

60

Tablets

30

DAYS

12109904300320

Stribild

Elvitegrav-Cobic-
Emtricitab-
TenofovDF Tab
150-150-200-
300 MG

150-150-
200-300
MG

30

Tablets

30

DAYS

1210155520B720

Sunlenca

Lenacapavir
Sodium Tab
Therapy Pack

300 MG

Tablets

365

DAYS

04-01-
2023

12-31-
9999

1210155520B725

Sunlenca

Lenacapavir
Sodium Tab
Therapy Pack

300 MG

Tablets

365

DAYS

04-01-
2023

12-31-
9999

12109030000140

Sustiva

Efavirenz Cap
200 MG

200 MG

60

Capsules

30

DAYS

12109030000110

Sustiva

Efavirenz Cap 50
MG

50 MG

90

Capsules

30

DAYS

12109030000330

Sustiva

Efavirenz Tab
600 MG

600 MG

30

Tablets

30

DAYS

12109903330340

Symfi

Efavirenz-
Lamivudine-
Tenofovir DF
Tab 600-300-
300 MG

600-300-
300 MG

30

Tablets

30

DAYS

12109903330330

Symfi lo

Efavirenz-
Lamivudine-
Tenofovir DF
Tab 400-300-
300 MG

400-300-
300 MG

30

Tablets

30

DAYS

12109904200320

Symtuza

Darunavir-
Cobic-
Emtricitab-
Tenofov AF Tab
800-150-200-10
MG

800-150-
200-10
MG

30

Tablets

30

DAYS

12103015100305

Tivicay

Dolutegravir
Sodium Tab 10
MG (Base Equiv)

10 MG

240

Tablets

30

DAYS

12103015100310

Tivicay

Dolutegravir
Sodium Tab 25
MG (Base Equiv)

25 MG

60

Tablets

30

DAYS

12103015100320

Tivicay

Dolutegravir
Sodium Tab 50
MG (Base Equiv)

50 MG

60

Tablets

30

DAYS

12103015107320

Tivicay pd

Dolutegravir
Sodium Tab for
Oral Susp 5 MG
(Base Equiv)

5 MG

360

Tablets

30

DAYS
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Targeted

Target Brand Addtl NDCs When
Agent Target Generic QL Dose Days QL Allowed Exclusions | Effective | Term
Wildcard Name(s) Agent Name(s) |Strength |Amount| Form |[Supply | Duration | Info | Exceptions Exist Date Date
Abacavir-
. Dolutegravir- 600-50-
12109903150320 |Triumeq Lamivudine Tab | 300 MG 30 Tablets 30 DAYS
600-50-300 MG
Abacavir-
. Dolutegravir- 60-5-30
12109903157320 |Triumeq pd Lamivudine Tab MG 180 Tablets 30 DAYS
for Oral Sus
. aba.cawr. sulfate- 300-150-
121099032003 Trizivir lamivudine- 60 Tablets 30 DAYS
. . 300 MG
zidovudine tab
100-150
MG;
emtricitabine- 133-200
121099023003  |Truvada tenofovir MG; 30 | Tablets | 30 | DAYS
! disoproxil 167-250
fumarate tab MG;
200-300
MG
121095300003 Tybost cobicistat tab 150 MG 30 Tablets 30 DAYS
Nelfinavir
12104545200320 |Viracept Mesylate Tab 250 MG 270 Tablets 30 DAYS
250 MG
Nelfinavir
12104545200340 |Viracept Mesylate Tab 625 MG 120 Tablets 30 DAYS
625 MG
. Nevirapine Susp 50
12109050001820 |Viramune 50 MG/5ML MG/5SML 1200 mLs 30 DAYS
Nevirapine Tab
12109050007520 |Viramune xr ER 24HR 400 400 MG 30 Tablets 30 DAYS
MG
tenofovir
121085701029  |Viread disoproxil 40 240 | Grams | 30 | DAYS
fumarate oral MG/GM
powder
. 150 MG;
tenofovir 200 MG
121085701003 Viread disoproxil 250 MGt 30 Tablets 30 DAYS
fumarate tab 300 MG
Abacavir Sulfate 20
12105005102020 |Ziagen Soln 20 MG/ML 960 mLs 30 DAYS
. MG/ML
(Base Equiv)
121050051003  |Ziagen :‘:scav'r sufate | 30omG | 60 | Tablets | 30 | Davs
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QUANTITY LIMIT CLINICAL CRITERIA FOR APPROVAL
Module Clinical Criteria for Approval

Quantity limit for the Target Agent(s) will be approved when ONE of the following is met:

1. Therequested quantity (dose) does NOT exceed the program quantity limit OR
2. The requested quantity (dose) is greater than the program quantity limit AND ONE of the following:
A. BOTH of the following:
1. Therequested agent does NOT have a maximum FDA labeled dose for the
requested indication AND
2. Information has been provided to support therapy with a higher dose for the
requested indication OR
B. BOTH of the following:
1. Therequested quantity (dose) does NOT exceed the maximum FDA labeled dose
for the requested indication AND
2. Information has been provided to support why the requested quantity (dose)
cannot be achieved with a lower quantity of a higher strength that does NOT
exceed the program quantity limit OR
C. BOTH of the following:
1. The requested quantity (dose) is greater than the maximum FDA labeled dose for
the requested indication AND
2. Information has been provided to support therapy with a higher dose for the
requested indication

Length of approval: up to 12 months

e Program Summary: Atypical Antipsychotics — Extended Maintenance Agents

Applies to: M Commercial Formularies
Type: O Prior Authorization M Quantity Limit M Step Therapy O Coverage / Formulary Exception
TARGET AGENT(S) Prerequisite Agents

Abilify Asimtufii® (aripiprazole)

Any oral brand or generic:

Abilify Maintena® (aripiprazole) Abilify

Aristada® (aripiprazole) Abilify Mycite

Aristada Initio” (aripiprazole) Abilify ODT
Abilify solution
aripiprazole

Invega Hafyera™ (paliperidone)

Invega Sustenna
Invega Trinza

Invega Sustenna® (paliperidone)

Any oral brand or generic:

Invega ER
paliperidone ER

Invega Trinza® (paliperidone)

Invega Sustenna

Perseris™ (risperidone)
Risperdal Consta® (risperidone)
Uzedy™ (risperidone ER)

Any oral brand or generic:

Risperdal
Risperdal solution
risperidone
risperidone ODT

Zyprexa® Relpreww™ (olanzapine)

Any oral brand or generic:

olanzapine
Zyprexa
Zyprexa Zydis
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PRIOR AUTHORIZATION CRITERIA FOR APPROVAL

Target Agent(s) will be approved when ONE of the following is met:

1.

Information has been provided that indicates the patient is currently being treated with the requested agent within the
past 180 days
OR
The prescriber states the patient is currently being treated with the requested agent with the past 180 days AND is at risk
if therapy is changed
OR
The patient is currently being treated with the requested agent as indicated by ALL of the following:
A. A statement by the prescriber that the patient is currently taking the requested agent
AND
B. A statement by the prescriber that the patient is currently receiving a positive therapeutic outcome on requested
agent
AND
C. The prescriber states that a change in therapy is expected to be ineffective or cause harm
OR
The patient’s medication history includes prerequisite agent use, intolerance, or hypersensitivity
OR
BOTH of the following:
A. The prescriber has stated that the patient has tried the prerequisite agent
AND
B. The prerequisite agent was discontinued due to lack of effectiveness or an adverse event
OR
The patient has an FDA labeled contraindication to ALL prerequisite agents that is not expected to occur with the
requested agent
OR
The prescriber has provided documentation that ALL prerequisite agents cannot be used due to a documented medical
condition or comorbid condition that is likely to cause an adverse reaction, decrease ability of the patient to achieve or
maintain reasonable functional ability in performing daily activities or cause physical or mental harm

Length of Approval: 12 months

NOTE: If Quantity Limit applies, please refer to Quantity Limit documents.

e Program Summary: Baclofen

Applies to: M Commercial Formularies
Type: M Prior Authorization M Quantity Limit [0 Step Therapy O Coverage / Formulary Exception

POLICY AGENT SUMMARY QUANTITY LIMIT

Targeted
Target Brand |Target Addtl NDCs When
Agent Generic Agent QL Dose Days QL Allowed | Exclusions | Effective | Term
Wildcard Name(s) Name(s) Strength | Amount | Form |Supply | Duration | Info |Exceptions Exist Date Date
25
75100010001825 |Flegsuvy Baclofen Susp MG/5ML 480 mLs 30 DAYS
Baclofen
75100010003010 |Lyvispah Granules 5 MG 120 Packets | 30 DAYS
Packet
Baclofen
75100010003020 |Lyvispah Granules 10 MG 120 Packets | 30 DAYS
Packet
75100010003030 |Lyvispah Baclofen 20 MG 120 Packets 30 DAYS
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Targeted
Target Brand |Target Addtl NDCs When
Agent Generic Agent QL Dose Days QL Allowed | Exclusions | Effective | Term
Wildcard Name(s) Name(s) Strength | Amount | Form |Supply | Duration | Info |Exceptions Exist Date Date
Granules
Packet
Baclofen Oral 5
75100010002070 |Ozobax Soln 5 2400 mLs 30 DAYS
MG/SML MG/5ML

PRIOR AUTHORIZATION CLINICAL CRITERIA FOR APPROVAL

Module

Clinical Criteria for Approval

Initial Evaluation

Target Agent(s) will be approved when ALL of the following are met:
1. ONE of the following:
A. The patient has a diagnosis of spasticity resulting from multiple sclerosis (MS) AND BOTH of the
following:

1. Therequested agent will be used for at least ONE of the following:
A. Flexor spasms and concomitant pain OR
B. Clonus OR
C. Muscular rigidity AND

2. ONE of the following:
A. ONE of the following:

1. BOTH of the following:

A. The patient has an intolerance or hypersensitivity to generic
baclofen tablets that is not expected to occur with the
requested agent OR

1. The patient has an FDA labeled contraindication to
generic baclofen tablets that is not expected to
occur with the requested agent OR

2. The prescriber has provided information to support
use of the requested agent over generic baclofen
tablets OR

3. BOTH of the following:

A. The prescriber has stated that the patient
has tried to generic baclofen tablets AND

B. Generic baclofen tablets were
discontinued due to lack of effectiveness
or an adverse event OR

B. The patient is currently being treated with the requested
agent as indicated by ALL of the following:

1. Astatement by the prescriber that the patient is
currently taking the requested agent AND

2. Astatement by the prescriber that the patient is
currently receiving a positive therapeutic outcome
on requested agent AND

3. The prescriber states that a change in therapy is
expected to be ineffective or cause harm OR

C. The prescriber has provided documentation that generic

baclofen tablets cannot be used due to a documented
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Module Clinical Criteria for Approval

2.

1.

ONE of the following:
A.

B. The prescriber has provided information on why the patient is unable to use a
solid dosage form (e.g., difficulty swallowing tablets or capsules) OR
B. The patient has a diagnosis of spasticity related to spinal cord injury or other spinal cord
disease AND ONE of the following:
1. BOTH of the following:
A. ONE of the following:
The patient has an intolerance or hypersensitivity to generic
baclofen tablets that is not expected to occur with the requested
agent OR
The patient has an FDA labeled contraindication to generic baclofen
tablets that is not expected to occur with the requested agent OR
The prescriber has provided information to support use of the
requested agent over generic baclofen tablets OR
BOTH of the following:
A.

medical condition or comorbid condition that is likely to
cause an adverse reaction, decrease ability of the patient to
achieve or maintain reasonable functional ability in
performing daily activities or cause physical or mental harm
AND

The patient has tried and had an inadequate response to
another muscle relaxant (e.g., dantrolene, tizanidine) used
for spasticity related to multiple sclerosis OR
The patient has an intolerance or hypersensitivity to ALL
muscle relaxants used for spasticity related to multiple
sclerosis OR
The patient has an FDA labeled contraindication to ALL
muscle relaxants used for spasticity related to multiple
sclerosis OR
The patient is currently being treated with the requested
agent as indicated by ALL of the following:
1. Astatement by the prescriber that the patient is
currently taking the requested agent AND
2. Astatement by the prescriber that the patient is
currently receiving a positive therapeutic outcome
on requested agent AND
3. The prescriber states that a change in therapy is
expected to be ineffective or cause harm OR
The prescriber has provided documentation that ALL muscle
relaxants used for spasticity related to multiple sclerosis
cannot be used due to a documented medical condition or
comorbid condition that is likely to cause an adverse
reaction, decrease ability of the patient to achieve or
maintain reasonable functional ability in performing daily
activities or cause physical or mental harm OR

The prescriber has stated that the patient has tried to
generic baclofen tablets AND

Generic baclofen tablets were discontinued due to lack of
effectiveness or an adverse event OR
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Module Clinical Criteria for Approval

5. The patient is currently being treated with the requested agent as
indicated by ALL of the following:
A. A statement by the prescriber that the patient is currently
taking the requested agent AND
B. A statement by the prescriber that the patient is currently
receiving a positive therapeutic outcome on requested
agent AND
C. The prescriber states that a change in therapy is expected
to be ineffective or cause harm OR
6. The prescriber has provided documentation that generic baclofen
tablets cannot be used due to a documented medical condition or
comorbid condition that is likely to cause an adverse reaction,
decrease ability of the patient to achieve or maintain reasonable
functional ability in performing daily activities or cause physical or
mental harm AND

B. ONE of the following:

1. The patient has tried and had an inadequate response another
muscle relaxant (e.g., dantrolene, pregabalin, tizanidine) used for
spasticity related to spinal cord injuries or other spinal diseases OR

2. The patient has an intolerance, or hypersensitivity to ALL muscle
relaxants used for spasticity related to spinal cord injuries or other
spinal cord diseases OR

3. The patient has an FDA labeled contraindication to ALL muscle
relaxants used for spasticity related to spinal cord injuries or other
spinal cord diseases OR

4, The patient is currently being treated with the requested agent as

indicated by ALL of the following:
A. A statement by the prescriber that the patient is currently
taking the requested agent AND
B. A statement by the prescriber that the patient is currently
receiving a positive therapeutic outcome on requested
agent AND
C. The prescriber states that a change in therapy is expected
to be ineffective or cause harm OR
5. The prescriber has provided documentation that ALL muscle
relaxants used for spasticity related to spinal cord injuries or other
spinal cord diseases cannot be used due to a documented medical
condition or comorbid condition that is likely to cause an adverse
reaction, decrease ability of the patient to achieve or maintain
reasonable functional ability in performing daily activities or cause
physical or mental harm OR

2. The prescriber has provided information on why the patient is unable to use a solid
dosage form (e.g., difficulty swallowing tablets or capsules) AND
2. The patient does NOT have any FDA labeled contraindications to the requested agent

Length of Approval: 6 months
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Module

Clinical Criteria for Approval

1.

Renewal Evaluation

NOTE: If Quantity Limit applies, please refer to Quantity Limit Criteria.

Target Agent(s) will be approved when ALL of the following are met:

The patient has been previously approved for the requested agent through the plan’s Prior

Authorization process AND

The patient has had clinical benefit with the requested agent (e.g., decreased spasms) AND
The patient does NOT have any FDA labeled contraindications to the requested agent

Length of Approval: 12 months

NOTE: If Quantity Limit applies, please refer to Quantity Limit Criteria.

QUANTITY LIMIT CLINICAL CRITERIA FOR APPROVAL

Module

Clinical Criteria for Approval

1.
2.

The requested quantity (dose) does NOT exceed the program quantity limit OR

ALL of the following:
A. The requested quantity (dose) is greater than the program quantity limit AND
B. The requested quantity (dose) does NOT exceed the maximum FDA labeled dose for the

requested indication AND

Quantity Limit for the Target Agent(s) will be approved when ONE of the following is met:

C. The requested quantity (dose) cannot be achieved with a lower quantity of a higher
strength that does not exceed the program quantity limit

Length of Approval:
Initial - 6 months
Renewal - 12 months

e Program Summary: Benign Prostatic Hypertrophy (BPH)

Applies to:

Type:

POLICY AGENT SUMMARY QUANTITY LIMIT

M Commercial Formularies
O Prior Authorization M Quantity Limit [0 Step Therapy O Coverage / Formulary Exception

Target Targeted
Brand Addtl NDCs When
Agent Target Generic QL Dose Days QL | Allowed | Exclusions | Effective | Term
Wildcard Name(s) Agent Name(s) | Strength | Amount | Form | Supply | Duration | Info |Exceptions Exist Date Date
Terazosin HCI
36202040100105 Cap 1 MG (Base| 1MG 30 Capsules 30 DAYS
Equivalent)
Terazosin HCI
36202040100120 (C;:Sio MG 10MG | 60 |Capsules| 30 | DAYS
Equivalent)
Terazosin HCI
36202040100110 Cap 2 MG (Base | 2 MG 30 Capsules 30 DAYS

Equivalent)
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Target Targeted
Brand Addtl NDCs When
Agent Target Generic QL Dose Days QL | Allowed | Exclusions | Effective | Term
Wildcard Name(s) Agent Name(s) | Strength | Amount | Form | Supply | Duration | Info |Exceptions Exist Date Date
Terazosin HCI
36202040100115 Cap 5 MG (Base | 5MG 30 Capsules 30 DAYS
Equivalent)
568510200001 Avodart dutasteride cap | 0.5 MG 30 Capsules 30 DAYS
Doxazosin
36202005100310 |Cardura Mesylate Tab 1 1 MG 30 Tablets 30 DAYS
MG
Doxazosin
36202005100320 |Cardura Mesylate Tab 2 2 MG 30 Tablets 30 DAYS
MG
Doxazosin
36202005100330 |Cardura Mesylate Tab 4 4 MG 30 Tablets 30 DAYS
MG
Doxazosin
36202005100340 |Cardura Mesylate Tab 8 8 MG 60 Tablets 30 DAYS
MG
568520252075  |Carduraxl |0OX@20Sin AMG:8 | 30 | Tablets | 30 | DAVs
mesylate tab er MG
56859902300120 |Entadfi Finasteride- 55MG | 30 |Capsules| 30 | DAYS
Tadalafil Cap
Tamsulosin HCI
568520701001  |Flomax Cap; 04MG | 60 |Capsules| 30 | DAYs
tamsulosin hcl
cap
dutasteride- 0.5-0.4
568599022501 Jalyn tamsulosin hcl 'MG' 30 Capsules | 30 DAYS
cap
568510300003 Proscar finasteride tab 5 MG 30 Tablets 30 DAYS
. . 4 MG; 8
568520600001 Rapaflo silodosin cap MG 30 Capsules 30 DAYS
568520101075  |Uroxatral ::;‘Zefs'” hel 10MG | 30 | Tablets | 30 | DAYS
QUANTITY LIMIT CLINICAL CRITERIA FOR APPROVAL
Module Clinical Criteria for Approval
QL Quantity limit for the Target Agent(s) will be approved when ONE of the following is met:
Standalone
1. Therequested quantity (dose) does NOT exceed the program quantity limit OR
2. The requested quantity (dose) is greater than the program quantity limit AND ONE of the
following:
A. BOTH of the following:
1. Therequested agent does NOT have a maximum FDA labeled dose for the
requested indication AND
2. Information has been provided to support therapy with a higher dose for the
requested indication OR
B. BOTH of the following:
1. Therequested quantity (dose) does NOT exceed the maximum FDA labeled dose
for the requested indication AND
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Module

Clinical Criteria for Approval

2. Information has been provided to support why the requested quantity (dose)
cannot be achieved with a lower quantity of a higher strength that does
NOT exceed the program quantity limit OR
C. BOTH of the following:

the requested indication AND
2. Information has been provided to support therapy with a higher dose for the
requested indication

Length of Approval: up to 12 months

1. The requested quantity (dose) is greater than the maximum FDA labeled dose for

e Program Summary: Biologic Immunomodulators

Applies to: M Commercial Formularies
Type: M Prior Authorization M Quantity Limit [0 Step Therapy O Coverage / Formulary Exception
POLICY AGENT SUMMARY QUANTITY LIMIT
Targeted
Target Brand Addtl NDCs When
Agent Target Generic QL Dose Days QL | Allowed | Exclusions | Effective
Wildcard Name(s) Agent Name(s) Strength |[Amount| Form | Supply | Duration | Info |Exceptions Exist Date |Term Date
TBD Abrilada |2dalimumab-afzb
Injection
I
6650007000E5 Actemra . MG/0.9 4 Syringes 28 DAYS
soln prefilled
. ML
syringe
Actemra tocilizumab 162
6650007000D5 subcutaneous MG/0.9 4 Pens 28 DAYS
actpen L
soln auto-injector ML
adalimumab-atto 40
6627001510D520 [Amjevita . MG/0.8 2 Pens 28 DAYS
soln auto-injector
ML
adalimumab-atto 10
6627001510E505 |Amjevita soln prefilled MG/0.2 2 Syringes 28 DAYS
syringe ML
adalimumab-atto 20
6627001510E510 [Amjevita soln prefilled MG/0.4 2 Syringes 28 DAYS
syringe ML
adalimumab-atto 40
6627001510E520 [Amjevita soln prefilled MG/0.8 2 Syringes 28 DAYS
syringe ML
525050201064  |Cimzia certolizumab 150G | 2 Kits 28 | DAVS
pegol for inj kit
Certolizumab 200
5250502010F840 |Cimzia Pegol Prefilled 2 Kits 28 DAYS
. . MG/ML
Syringe Kit
Certolizumab
Cimzia , 200 _ 04-08-
5250502010F860 starter kit Pegol Pre.fllled MG/ML 1 Kit 180 DAYS 2022
Syringe Kit
Secukinumab 150 .
9025057500E530 |Cosentyx Subcutaneous MG/ML 2 Syringes 28 DAYS
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Targeted

Target Brand Addtl NDCs When
Agent Target Generic QL Dose Days QL | Allowed | Exclusions | Effective
Wildcard Name(s) Agent Name(s) Strength |Amount| Form | Supply | Duration | Info |Exceptions Exist Date |Term Date
Pref Syr 150
MG/ML (300 MG
Dose)
Secukinumab 75
9025057500E510 |Cosentyx | ouPcutaneous MG/0.5| 1 | Syringe | 28 | DAYs
Soln Prefilled
. ML
Syringe
Secukinumab
Subcutaneous 150
9025057500E520 |Cosentyx Soln Prefilled 1 Syringe 28 DAYS
. MG/ML
Syringe 150
MG/ML
Secukinumab
Cosentyx Subcutaneous 150
9025057500D530 [sensoready |Auto-inj 150 MG/ML 2 Pens 28 DAYS
pen MG/ML (300 MG
Dose)
Secukinumab
Cosentyx Subcutaneous 150
9025057500D520 szr:‘soready Soln Auto-injector | MG/ML 1 Pen 28 DAYS
P 150 MG/ML
adalimumab- 40
7037
6627001505F520 |Cyltezo adbm auto- MG/0.8 2 Pens 28 DAYS 00599703 >
injector kit ML
adalimumab- 10
6627001505F805 |Cyltezo adbm prefilled MG/0.2 2 Syringes 28 DAYS
syringe kit ML
adalimumab- 20
6627001505F810 |Cyltezo adbm prefilled MG/0.4 2 Syringes 28 DAYS
syringe kit ML
adalimumab- 40
6627001505F820 |Cyltezo adbm prefilled MG/0.8 2 Syringes 28 DAYS
syringe kit ML
Cyltezo
starter
adalimumab- 40
kage f 7037
6627001505F520 |P2*@E€TOT 1 34hm auto- MG/0.8 | 1 Kit | 180 | DAYS 005970375
crohns injector kit ML 16
disease/UC/ !
HS
Cyltezo .
adalimumab- 40
6627001505F520 |*tarter adbm auto- MG/0.8 | 1 Kit 180 | DAYS 005970375
package for |. . . 23
L. injector kit ML
psoriasis
662900300021  |Enbrel etanerceptfor | o\ | g Vials 28 | DAYS
subcutaneous inj
Etanercept 25
66290030002015 |[Enbrel Subcutaneous Inj | MG/0.5 8 Vials 28 DAYS
25 mg/0.5ml ML
Etanercept 25 .
6629003000E525 |Enbrel Subcutaneous MG/0.5 4 Syringes 28 DAYS
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Targeted

Target Brand Addtl NDCs When
Agent Target Generic QL Dose Days QL | Allowed | Exclusions | Effective
Wildcard Name(s) Agent Name(s) Strength |Amount| Form | Supply | Duration | Info |Exceptions Exist Date |Term Date
Soln Prefilled ML
Syringe 25
MG/0.5ML
Etanercept
Subcutaneous 50
6629003000E530 |[Enbrel Soln Prefilled 4 Syringes 28 DAYS
. MG/ML
Syringe 50
MG/ML
etanercept .
6629003000E2 Enbrel mini  [subcutaneous >0 4 Cartridge 28 DAYS
. . MG/ML s
solution cartridge
etanercept
Enbrel subcutaneous 50
6623003000D5 sureclick solution auto- MG/ML 4 Pens 28 DAYS
injector
adalimumab- 40
6627001520E510 [Hadlima bwwd soln MG/0.4 2 Syringes 28 DAYS
prefilled syringe ML
adalimumab- 40
6627001520E520 |[Hadlima bwwd soln MG/0.8 2 Syringes 28 DAYS
prefilled syringe ML
Hadlima adalimumab- 40
6627001520D510 bwwd soln auto- | MG/0.4 2 Pens 28 DAYS
pushtouch -
injector ML
Hadlima adalimumab- 40
6627001520D520 bwwd soln auto- | MG/0.8 2 Pens 28 DAYS
pushtouch .
injector ML
adalimumab-fkj 40
6627001535F520 |Hulio alimd P I me/os | 2 Pens | 28 | DAYS
auto-injector kit
ML
adalimumab-fkjp 20
6627001535F810 |Hulio prefilled syringe MG/0.4 2 Syringes 28 DAYS
kit ML
adalimumab-fkjp 40
6627001535F820 |Hulio prefilled syringe MG/0.8 2 Syringes 28 DAYS
kit ML
Adalimumab 10
6627001500F804 |Humira Prefilled Syringe MG/0.1 2 Syringes 28 DAYS
Kit 10 MG/0.1ML ML
Adalimumab 20
6627001500F809 [Humira Prefilled Syringe MG/0.2 2 Syringes 28 DAYS
Kit 20 MG/0.2ML ML
Adalimumab 40
6627001500F830 [Humira Prefilled Syringe MG/0.4 2 Syringes 28 DAYS
Kit 40 MG/0.4ML ML
Adalimumab 40
6627001500F820 [Humira Prefilled Syringe MG/0.8 2 Syringes 28 DAYS
Kit 40 MG/0.8ML ML
6627001500F840 |Humira Adalimumab 80 1 Kit 180 DAYS
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Target Brand Addtl NDCs When
Agent Target Generic QL Dose Days QL | Allowed | Exclusions | Effective
Wildcard Name(s) Agent Name(s) Strength |Amount| Form | Supply | Duration | Info |Exceptions Exist Date |Term Date
pediatric Prefilled Syringe MG/0.8
crohns Kit 80 MG/0.8ML ML
disease
starter
Humira . 80
pediatric /;;j:fli“z;rga:n o MG/0.8
6627001500F880 |crohns ; yring ML & 1 Kit 180 | DAYS
disease Kit 80 MG/0.8ML 40MG/0
starter & 40 MG/0.4ML AML
adalimumab pen- 80 000740124
6627001500F440 |[Humirapen |. . . P MG/0.8 2 Pens 28 DAYS
injector kit 02
ML
Adalimumab Pen- 40
6627001500F430 |Humira pen |injector Kit 40 MG/0.4 2 Pens 28 DAYS
MG/0.4ML ML
Humira pen ; |Adalimumab Pen- 40 000744339
Humira pen- |injector Kit ; . 06;
6627001500F420 cd/uc/hs adalimumab pen- M;/S.S 1 Kit 180 DAYS 500904487
starter injector kit 00
. Adalimumab Pen- 000744339
Humira pen; injector Kit ; 40 07;
6627001500F420 |Humira pen- ) . ! MG/0.8 1 Kit 180 DAYS !
s/uv starter adalimumab pen- ML 500904487
P injector kit 00
Humira pen- . 80
I - 740124
6627001500440 |cdjuc/hs  |203Nmumabpen- | cn el g Kit 180 | DAYS 000740
injector kit 03
starter ML
Humira pen- . 80
6627001500440 |pediatricuc |20Imumabpen- | o0 g 4 Pens | 180 | DAYS 000740124
injector kit 04
starter ML
. 80
i, [ o
6627001500F450 P ) ML & 1 Kit 180 DAYS
ps/uv starter [MG/0.8ML & 40 40MG/0
MG/0.4ML AML
adalimumab-adaz 40
6627001504D515 |Hyrimoz alimumab MG/0.4 | 2 Pens 28 | DAYS
soln auto-injector
ML
adalimumab-adaz 40
6627001504D515 |Hyrimoz L MG/0.4 2 Pens 28 DAYS
soln auto-injector
ML
adalimumab-adaz 80 613140454
6627001504D540 |Hyrimoz .. MG/0.8 2 Pens 28 DAYS
soln auto-injector 20
ML
adalimumab-adaz 10
6627001504E508 |Hyrimoz soln prefilled MG/0.1 2 Syringes 28 DAYS
syringe ML
adalimumab-adaz 20
6627001504E513 [Hyrimoz soln prefilled MG/0.2 2 Syringes 28 DAYS
syringe ML
6627001504E515 |Hyrimoz adalimumab-adaz 40 2 Syringes 28 DAYS
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Target Brand Addtl NDCs When
Agent Target Generic QL Dose Days QL | Allowed | Exclusions | Effective
Wildcard Name(s) Agent Name(s) Strength |Amount| Form | Supply | Duration | Info |Exceptions Exist Date |Term Date
soln prefilled MG/0.4
syringe ML
Hyrimoz
crohn's . 80
6627001504D540 |disease and |2oaimumab-adaz |, o |y | Starter | g gy 613140454
. soln auto-injector Kit 36
ulcerative ML
colitis
80
Hyrimoz adalimumab-adaz MG/0.8
6627001504E560 |pediatric soln prefilled svr ML & 2 Syringes | 180 DAYS
crohn's P ¥ 40MG/0.
AML
Hyrimoz adalimumab-adaz 80
6627001504E540 |pediatric soln prefilled MG/0.8 3 Syringes | 180 DAYS
crohns syringe ML
80
Hyrimoz . MG/0.8
6627001504D560 |plaque jgfn";‘:g”?nbeac‘:s: ML& | 1.6 Stiﬁer 180 | DAYS
psoriasis ) 40MG/0.
4ML
adalimumab-aacf 40 652190554
6627001502F540 |ldacio o . MG/0.8 2 Pens 28 DAYS
auto-injector kit 08
ML
adalimumab-aacf 40
6627001502F840 |ldacio prefilled syringe MG/0.8 2 Syringes 28 DAYS
kit ML
Idacio starter 40
6627001502F540 |Packagefor jadalimumab-aact |\, 0 o | Kit 180 | DAYS 652190554
crohns auto-injector kit 38
. ML
disease
Idacio starter 40
6627001502F540 |Packagefor jadalimumab-aact |\, 0 o | Kit 180 | DAYS 652190554
plaque auto-injector kit ML 28
psoriasis
sarilumab 150
subcutaneous MG/1.14
6650006000E5 Kevzara soln orefilled ML; 200 2 Syringes 28 DAYS
: rinpe MG/1.14
yring ML
sarilumab 150
subcutaneous MG/1.14
6650006000D5 Kevzara . ML; 200 2 Pens 28 DAYS
solution auto-
iniector MG/1.14
) ML
e s | 10
6626001000E5 Kineret . MG/0.67 28 Syringes 28 DAYS
soln prefilled
. ML
syringe
90731060100120 |Litfulo ritlecitinib S50MG | 28 |Capsules| 28 | DAYS

tosylate cap
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Target Brand Addtl NDCs When
Agent Target Generic QL Dose Days QL | Allowed | Exclusions | Effective
Wildcard Name(s) Agent Name(s) Strength |Amount| Form | Supply | Duration | Info |Exceptions Exist Date |Term Date
1 MG; 2
666030100003 Olumiant baricitinib tab MG; 4 30 Tablets 30 DAYS
MG
Abatacept
Subcutaneous 125
6640001000E520 |Orencia Soln Prefilled 4 Syringes 28 DAYS
. MG/ML
Syringe 125
MG/ML
Abatacept
Subcutaneous 50
6640001000E510 |Orencia Soln Prefilled MG/0.4 4 Syringes 28 DAYS
Syringe 50 ML
MG/0.4ML
Abatacept
Subcutaneous 87.5
6640001000E515 |Orencia Soln Prefilled MG/0.7 4 Syringes 28 DAYS
Syringe 87.5 ML
MG/0.7ML
. abatacept
Orencia 125 .
6640001000D5 clickject subcutane.ogs MG/ML 4 Syringes 28 DAYS
soln auto-injector
itinib T
66603072007530 |Rinvoq LEJFfadac't'”'b b | 3oMG | 30 | Tablets | 30 | DAVS
66603072007540 |Rinvoq ggadac't'”'b T3 | 4smc | 84 | Tablets | 365 | DAYs
. Upadacitinib Tab
66603072007520 |Rinvoq ER 24HR 15 MG 15 MG 30 Tablets 30 DAYS
whetaneous | 210
9025052000E5 Silig X MG/1.5 2 Syringes 28 DAYS
soln prefilled
. ML
syringe
Golimumab
. . Subcutaneous 100 .
6627004000D540 |Simponi Soln Auto-injector | MG/ML 1 Syringe 28 DAYS
100 MG/ML
R
6627004000D520 (Simponi . MG/0.5 1 Syringe 28 DAYS
Soln Auto-injector ML
50 MG/0.5ML
Golimumab
Subcutaneous 100
6627004000E540 |Simponi Soln Prefilled 1 Syringe 28 DAYS
. MG/ML
Syringe 100
MG/ML
Golimumab
Subcutaneous 50
6627004000E520 |Simponi Soln Prefilled MG/0.5 1 Syringe 28 DAYS
Syringe 50 ML
MG/0.5ML
9025057070F8 Skyrizi risankizumab-rzaa 75 1 Box 84 DAYS
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Target Brand Addtl NDCs When
Agent Target Generic QL Dose Days QL | Allowed | Exclusions | Effective
Wildcard Name(s) Agent Name(s) Strength |Amount| Form | Supply | Duration | Info |Exceptions Exist Date |Term Date
sol prefilled MG/0.83
syringe ML
risankizumab-rzaa 150 Injection
9025057070E5 Skyrizi solr‘n prefilled MG/ML 1 Device 84 DAYS
syringe
lezznklzumab- 180 Cartridge
5250406070E210 |Skyrizi MG/1.2 1 J 56 DAY
Subcutaneous ML s
Soln Cartridge
Ezlzznklzumab_ 360 Cartridge
5250406070E220 |Skyrizi MG/2.4 1 J 56 DAYS
Subcutaneous ML s
Soln Cartridge
. risankizumab-rzaa 150
9025057070D5 Skyrizi pen soln auto-injector | MG/ML 1 Pen 84 DAYS
90250524000320 |Sotyktu _'?:;cra"ac't'”'b 6 MG 30 | Tablets | 30 | DAYS
Ustekinumab Inj 45
90250585002020 |Stelara 45 MG/0.5ML MG/0.5 1 Vial 84 DAYS
ML
Ustekinumab Soln 45
9025058500E520 |Stelara Prefilled Syringe MG/0.5 1 Syringe 84 DAYS
45 MG/0.5ML ML
Ustekinumab Soln 90
9025058500E540 |Stelara Prefilled Syringe MG/ML 1 Syringe 56 DAYS
90 MG/ML
ixekizumab 80
9025055400D5 Taltz subcutaneous MG/ML 1 Syringe 28 DAYS
soln auto-injector
ixekizumab
9025055400E5 | Taltz subcutaneous 80 1 | syringe | 28 | DAYs
soln prefilled MG/ML yring
syringe
guselkumab soln 100
9025054200D2 Tremfya pen-injector MG/ML 1 Pen 56 DAYS
guselkumab soln 100 .
9025054200E5  |Tremfya orefilled syringe | MG/ML 1 Syringe | 56 DAYS
. Tofacitinib Citrate 1
66603065102020 |(Xeljanz Oral Soln MG/ML 240 mLs 30 DAYS
Tofacitinib Citrate
66603065100330 |(Xeljanz Tab 10 MG (Base 10 MG 240 Tablets 365 DAYS
Equivalent)
Tofacitinib Citrate
66603065100320 |(Xeljanz Tab 5 MG (Base 5 MG 60 Tablets 30 DAYS
Equivalent)
Tofacitinib Citrate
66603065107530 |Xeljanz xr Tab ER 24HR 11 11 MG 30 Tablets 30 DAYS
MG (Base
Equivalent)
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Target Brand Addtl NDCs When
Agent Target Generic QL Dose Days QL | Allowed | Exclusions | Effective
Wildcard Name(s) Agent Name(s) Strength |Amount| Form | Supply | Duration | Info |Exceptions Exist Date |Term Date
Tofacitinib Citrate
66603065107550 |Xeljanz xr Tab ER 24HR 22 22 MG 120 Tablets 365 DAYS
MG (Base
Equivalent)
Yuflyma 1-
en kit ; adalimumab-aaty 40
6627001503F530 P ! . . MG/0.4 2 Pens 28 DAYS
Yuflyma 2- auto-injector kit ML
pen kit
adalimumab-aqvh 40
6627001509D240 |Yusimry .. d MG/0.8 2 Pens 28 DAYS
soln pen-injector ML
PRIOR AUTHORIZATION CRITERIA FOR APPROVAL
Module Clinical Criteria for Approval
Option A - |Step Table
FlexRx,
Gen.Rx, Step 1
BasicRx, Step 1b
and KeyRx (?p
(Directed to Step 2 Step 3a (s;?rzztbed to Step
Disease State ONE TNF (Directed to  |(Directed to TWO agents 3c*** (Directed
Step 1la*** inhibitor) ONE step 1 TWO step 1 & to THREE step 1
NOTE: Please agent) agents) from step 1 agents)
see Step 1a for and/or step 2)
preferred TNF
inhibitors
Rheumatoid Disorders
SQ: SQ: Abrilada**,
Amjevita, o Cyltezo**,
Ankylosing Cosentyx, Orél' Rinvod, SQ: Cimzia, Hulio**,
o Xeljanz, N/A . . N/A e
Spondylitis (AS) |Enbrel, welianz XR Simponi, Taltz Hyrimoz**,
Hadlima, ) Idacio**,
Humira Yusimry**
Nonradiographic
Axial SQ: Cimzia .
! I:R N/A : Tal N/A N/A
Spondyloarthritis |Cosentyx Oral: Rinvoq / SQ: Taltz / /
(nr-axSpA)
sQ: SQ: Actemra SQ: Abrilada**,
Polyarticular Lo (Amjevita, Cyltezo**,
Juvenile Amjevita, Hadlima, or Hulio**
. . Enbrel, Oral: Xeljanz o N/A SQ: Orencia e
Idiopathic Hadlima Humira Hyrimoz**,
Arthritis (PJIA) Humira ! are required Idacio**,
Step 1 agents) Yusimry**
SQ: SQ: Abrilada**,
L ... |Amijevita, Oral: Rinvogq, SQ: Cimzia, Cyltezo**,
:’:;r‘l)atlc Arthritis Cosentyx, |Xeljanz, N/A Orencia, N/A Hulio**,
Enbrel, Xeljanz XR Simponi, Taltz Hyrimoz**,
Hadlima, Idacio**,
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Clinical Criteria for Approval

Rheumatoid
Arthritis

Humira,
Skyrizi,
Stelara,
Tremfya

Oral: Otezla

SQ:
Amjevita,
Enbrel,
Hadlima,
Humira

Dermatological Disorder

Hidradenitis
Suppurativa (HS)

Psoriasis (PS)

SQ:
Amjevita,
Hadlima,
Humira

SQ:
Amjevita,
Cosentyx,
Enbrel,
Hadlima,
Humira,
Skyrizi,
Stelara,
Tremfya

Oral: Otezla

Inflammatory Bowel Disease

Crohn’s Disease

Ulcerative Colitis

Other

SQ:
Amjevita,
Hadlima,
Humira,
Skyrizi,
Stelara

SQ:
Amijevita,
Hadlima,
Humira,
Stelara

Oral: Rinvogq,
Xeljanz,
Xeljanz XR

N/A

N/A

Oral: Rinvoq

Oral: Rinvogq,
Xeljanz,
Xeljanz XR

SQ:

Actemra (Amje
vita, Hadlima,
or Humira

are required
Step 1 agents)

N/A

N/A

N/A

SQ:

Simponi (Amje
vita, Hadlima,
or Humira

are required
Step 1 agents)

Oral: Olumiant

SQ: Cimazia,

Kevzara, N/A

Kineret,

Orencia,

Simponi

N/A N/A

SQ: Cimazia, N/A

llumya

SQ: Cimzia

(Amjevita,

Hadlima, or

Humira N/A

are required

Step 1 agents)
Zeposia
(Amjevita,
Hadlima,
Humira,
Rinvoq,

N/A Stelara, OR
Xeljanz /

Xeljanz XR are
required Step
1 agents)

Yusimry**

SQ: Abrilada**,
Cyltezo**,
Hulio**,
Hyrimoz**,
Idacio**,
Yusimry**

SQ: Abrilada**,
Cyltezo**,
Hulio**,
Hyrimoz**,
Idacio**,
Yusimry**

SQ: Abrilada**,
Cyltezo**,
Hulio**,
Hyrimoz**,
Idacio**, Siliq,
Taltz, Yusimry**

Oral: Sotyktu

SQ: Abrilada**,
Cyltezo**,
Hulio**,
Hyrimoz**,
Idacio**,
Yusimry**

SQ: Abrilada**,
Cyltezo**,
Hulio**,
Hyrimoz**,
Idacio**,
Yusimry**
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SQ: Abrilada**,

SQ: Cyltezo**,
. Amijevita, Hulio**,
Uveitis Hadlima, N/A N/A N/A N/A Hyrimoz**,
Humira Idacio**,
Yusimry**

Indications Without Prerequisite Biologic Imnmunomodulators Required

Alopecia Areata
Atopic Dermatitis

Deficiency of IL-1
Receptor
Antagonist
(DIRA)

Enthesitis
Related Arthritis
(ERA)

Giant Cell
Arteritis (GCA) N/A N/A N/A N/A N/A N/A
Neonatal-Onset

Multisystem

Inflammatory

Disease (NOMID)

Systemic Juvenile
Idiopathic
Arthritis (SJIA)

Systemic
Sclerosis-
associated

Interstitial Lung
Disease (SSc-ILD)

*Note: A trial of either or both Xeljanz products (Xeljanz and Xeljanz XR) collectively counts as ONE product
**Note: Amjevita, Hadlima, and Humira are required Step 1 agents

***|isted preferred status is effective upon launch

Initial Evaluation

Target Agent(s) will be approved when ALL of the following are met:
1. Therequestis NOT for use of Olumiant in the treatment of coronavirus disease 2019 (COVID-19) in
hospitalized adults requiring supplemental oxygen, non-invasive or invasive mechanical ventilation, or

extracorporeal membrane oxygenation (ECMO) *NOTE: This indication is not covered under the pharmacy
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Clinical Criteria for Approval

benefit AND
2. Ifthe request is for use in Alopecia Areata and Alopecia Areata is NOT restricted from coverage under the
patient’s benefit AND
3. ONE of the following:
A. The requested agent is eligible for continuation of therapy AND ONE of the following:

Agents Eligible for Continuation of Therapy

All target agents EXCEPT the following are eligible for
continuation of therapy

Abrilada
Cyltezo
Hulio
Hyrimoz
Idacio
Yusimry

oA wNR

1. Information has been provided that indicates the patient has been treated with the
requested agent (starting on samples is not approvable) within the past 90 days OR

2. The prescriber states the patient has been treated with the requested agent (starting on
samples is not approvable) within the past 90 days AND is at risk if therapy is changed OR

B. ALL of the following:

1. The patient has an FDA labeled indication or an indication supported in compendia for the

requested agent and route of administration AND ONE of the following:
A. The patient has a diagnosis of moderately to severely active rheumatoid arthritis
(RA) AND BOTH of the following:
1. ONE of the following:

A. The patient has tried and had an inadequate response to
maximally tolerated methotrexate (e.g., titrated to 25 mg
weekly) for at least 3-months OR

B. The patient has tried and had an inadequate response to
another conventional agent (i.e., hydroxychloroquine,
leflunomide, sulfasalazine) used in the treatment of RA for at
least 3-months OR

C. The patient has an intolerance or hypersensitivity to ONE of the
following conventional agents (i.e., maximally tolerated
methotrexate, hydroxychloroquine, leflunomide, sulfasalazine)
used in the treatment of RA OR

D. The patient has an FDA labeled contraindication to ALL of the
following conventional agents (i.e., methotrexate,
hydroxychloroquine, leflunomide, sulfasalazine) used in the
treatment of RA OR

E. The patient’s medication history indicates use of another
biologic immunomodulator agent that is FDA labeled or
supported in compendia for the treatment of RA OR

F. The patient is currently being treated with the requested agent
as indicated by ALL of the following:

1. Astatement by the prescriber that the patient is
currently taking the requested agent AND

2. A statement by the prescriber that the patient is
currently receiving a positive therapeutics outcome on
requested agent AND
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3. The prescriber states that a change in therapy is
expected to be ineffective or cause harm OR

G. The prescriber has provided documentation that ALL
conventional agents (i.e., methotrexate, hydroxychloroquine,
leflunomide, sulfasalazine) used in the treatment of RA cannot
be used due to a documented medical condition or comorbid
condition that is likely to cause an adverse reaction, decrease
ability of the patient to achieve or maintain reasonable
functional ability in performing daily activities or cause physical
or mental harm AND

2. If the request is for Simponi, ONE of the following:

A. The patient will be taking the requested agent in combination
with methotrexate OR
B. The patient has an intolerance, FDA labeled contraindication, or
hypersensitivity to methotrexate OR
B. The patient has a diagnosis of active psoriatic arthritis (PsA) AND ONE of the
following:

1. The patient has tried and had an inadequate response to ONE
conventional agent (i.e., cyclosporine, leflunomide, methotrexate,
sulfasalazine) used in the treatment of PsA for at least 3-months OR

2. The patient has an intolerance or hypersensitivity to ONE of the
conventional agents used in the treatment of PsA OR

3. The patient has an FDA labeled contraindication to ALL of the
conventional agents used in the treatment of PsA OR

4, The patient has severe active PsA (e.g., erosive disease, elevated
markers of inflammation [e.g., ESR, CRP] attributable to PsA, long-term
damage that interferes with function [i.e., joint deformities], rapidly
progressive) OR

5. The patient has concomitant severe psoriasis (PS) (e.g., greater than 10%
body surface area involvement, occurring on select locations [i.e., hands,
feet, scalp, face, or genitals], intractable pruritus, serious emotional
consequences) OR

6. The patient’s medication history indicates use of another biologic
immunomodulator agent OR Otezla that is FDA labeled or supported in
compendia for the treatment of PsA OR

7. The patient is currently being treated with the requested agent as
indicated by ALL of the following:

A. Astatement by the prescriber that the patient is currently
taking the requested agent AND

B. A statement by the prescriber that the patient is currently
receiving a positive therapeutics outcome on requested
agent AND

C. The prescriber states that a change in therapy is expected to be
ineffective or cause harm OR

8. The prescriber has provided documentation that ALL conventional
agents (i.e., cyclosporine, leflunomide, methotrexate, sulfasalazine) used
in the treatment of PsA cannot be used due to a documented medical
condition or comorbid condition that is likely to cause an adverse
reaction, decrease ability of the patient to achieve or maintain
reasonable functional ability in performing daily activities or cause
physical or mental harm OR

C. The patient has a diagnosis of moderate to severe plaque psoriasis (PS) AND ONE
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of the following:

1.

The patient has tried and had an inadequate response to ONE
conventional agent (i.e., acitretin, anthralin, calcipotriene, calcitriol, coal
tar products, cyclosporine, methotrexate, pimecrolimus, PUVA
[phototherapy], tacrolimus, tazarotene, topical corticosteroids) used in
the treatment of PS for at least 3-months OR
The patient has an intolerance or hypersensitivity to ONE conventional
agent used in the treatment of PS OR
The patient has an FDA labeled contraindication to ALL conventional
agents used in the treatment of PS OR
The patient has severe active PS (e.g., greater than 10% body surface
area involvement, occurring on select locations [i.e., hands, feet, scalp,
face, or genitals], intractable pruritus, serious emotional consequences)
OR
The patient has concomitant severe psoriatic arthritis (PsA) (e.g., erosive
disease, elevated markers of inflammation [e.g., ESR, CRP] attributable
to PsA, long-term damage that interferes with function [i.e., joint
deformities], rapidly progressive) OR
The patient’s medication history indicates use of another biologic
immunomodulator agent OR Otezla that is FDA labeled or supported in
compendia for the treatment of PS OR
The patient is currently being treated with the requested agent as
indicated by ALL of the following:
A. A statement by the prescriber that the patient is currently
taking the requested agent AND
B. A statement by the prescriber that the patient is currently
receiving a positive therapeutics outcome on requested
agent AND
C. The prescriber states that a change in therapy is expected to be
ineffective or cause harm OR
The prescriber has provided documentation that ALL conventional
agents (i.e., acitretin, anthralin, calcipotriene, calcitriol, coal tar
products, cyclosporine, methotrexate, pimecrolimus, PUVA
[phototherapy], tacrolimus, tazarotene, topical corticosteroids) used in
the treatment of PS cannot be used due to a documented medical
condition or comorbid condition that is likely to cause an adverse
reaction, decrease ability of the patient to achieve or maintain
reasonable functional ability in performing daily activities or cause
physical or mental harm OR

D. The patient has a diagnosis of moderately to severely active Crohn’s disease (CD)

AND ONE of the following:

1.

The patient has tried and had an inadequate response to ONE
conventional agent (i.e., 6-mercaptopurine, azathioprine, corticosteroids
[e.g., prednisone, budesonide EC capsule], methotrexate) used in the
treatment of CD for at least 3-months OR

The patient has an intolerance or hypersensitivity to ONE of the
conventional agents used in the treatment of CD OR

The patient has an FDA labeled contraindication to ALL of the
conventional agents used in the treatment of CD OR

The patient’s medication history indicates use of another biologic
immunomodulator agent that is FDA labeled or supported in compendia
for the treatment of CD OR
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E.

F.

5.

The patient is currently being treated with the requested agent as
indicated by ALL of the following:
A. A statement by the prescriber that the patient is currently
taking the requested agent AND
B. A statement by the prescriber that the patient is currently
receiving a positive therapeutics outcome on requested
agent AND
C. The prescriber states that a change in therapy is expected to be
ineffective or cause harm OR
The prescriber has provided documentation that ALL conventional
agents (i.e., 6-mercaptopurine, azathioprine, corticosteroids [e.g.,
prednisone, budesonide EC capsule], methotrexate) used in the
treatment of CD cannot be used due to a documented medical condition
or comorbid condition that is likely to cause an adverse reaction,
decrease ability of the patient to achieve or maintain reasonable
functional ability in performing daily activities or cause physical or
mental harm OR

The patient has a diagnosis of moderately to severely active ulcerative colitis (UC)
AND ONE of the following:

1.

The patient has tried and had an inadequate response to ONE
conventional agent (i.e., 6-mercaptopurine, azathioprine, balsalazide,
corticosteroids, cyclosporine, mesalamine, sulfasalazine) used in the
treatment of UC for at least 3-months OR
The patient has severely active ulcerative colitis OR
The patient has an intolerance or hypersensitivity to ONE of the
conventional agents used in the treatment of UC OR
The patient has an FDA labeled contraindication to ALL of the
conventional agents used in the treatment of UC OR
The patient’s medication history indicates use of another biologic
immunomodulator agent that is FDA labeled or supported in compendia
for the treatment of UC OR
The patient is currently being treated with the requested agent as
indicated by ALL of the following:
A. Astatement by the prescriber that the patient is currently
taking the requested agent AND
B. A statement by the prescriber that the patient is currently
receiving a positive therapeutics outcome on requested
agent AND
C. The prescriber states that a change in therapy is expected to be
ineffective or cause harm OR
The prescriber has provided documentation that ALL conventional
agents (i.e., 6-mercaptopurine, azathioprine, balsalazide,
corticosteroids, cyclosporine, mesalamine, sulfasalazine) used in the
treatment of UC cannot be used due to a documented medical condition
or comorbid condition that is likely to cause an adverse reaction,
decrease ability of the patient to achieve or maintain reasonable
functional ability in performing daily activities or cause physical or
mental harm OR

The patient has a diagnosis of non-infectious intermediate uveitis, posterior
uveitis, or panuveitis AND ONE of the following:

1.

BOTH of the following:
A. ONE of the following:
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The patient has tried and had an inadequate response
to oral corticosteroids used in the treatment of non-
infectious intermediate uveitis, posterior uveitis, or
panuveitis for a minimum of 2 weeks OR
The patient has tried and had an inadequate response
to periocular or intravitreal corticosteroid injections in
the treatment of non-infectious intermediate uveitis,
posterior uveitis, or panuveitis OR
The patient has an intolerance or hypersensitivity to
oral corticosteroids OR periocular or intravitreal
corticosteroid injections used in the treatment of non-
infectious intermediate uveitis, posterior uveitis, or
panuveitis OR
The patient has an FDA labeled contraindication to
BOTH oral corticosteroids and periocular/intravitreal
corticosteroids OR
The patient is currently being treated with the
requested agent as indicated by ALL of the following:
A. A statement by the prescriber that the patient
is currently taking the requested agent AND
B. A statement by the prescriber that the patient
is currently receiving a positive therapeutics
outcome on requested agent AND
C. The prescriber states that a change in therapy
is expected to be ineffective or cause
harm OR
The prescriber has provided documentation that BOTH
oral corticosteroids and periocular/intravitreal
corticosteroids cannot be used due to a documented
medical condition or comorbid condition th