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Policy Statement:

Physicians Health Plan, PHP Insurance & Service Company, and Sparrow PHP will cover Orencia IV
through the Medical or Pharmacy benefit based on approval by the Clinical Pharmacist or Medical
Director using the following determination guidelines

Drugs and Applicable Coding:

J-code: J0129 (1u=10mg)

Clinical Determination Guidelines:

Document the following with chart notes

A. Juvenile Idiopathic Arthritis (JIA):

1. Age:>2yrs.
2. Prescriber: Rheumatologist
3. Diagnosis & severity: Mod-severe active polyarticular JIA
4. Other therapies: Failed or had significant adverse effects with 1 of aand b
a. DMARD (4 mons): sulfasalazine, MTX
b. Biological Step therapy (4 months): Rx (self-injected) - Humira, Enbrel; Medical (infused) -
Inflectra, Remicade
c. May be used as monotherapy or concomitantly with MTX.
5. Exclude: Orencia SC (abatacept)
a. All preferred products are contraindicated, failed or resulted in significant adverse effects
b. Required site of care determined by the health plan
6. Dosage Regimen
d. Orencia IV (abatacept):
Weight Dose # of vials | Initial Maintenance | Route
< 75Kg 10mg/Kg | NA 0, 2 ,4 weeks Every 4 weeks IV Infusion
>75Kg 750mg 3 0, 2, 4 weeks Every 4 weeks IV Infusion
>100Kg 1,000mg | 4 0, 2, 4 weeks Every 4 weeks IV Infusion
7. Approval

a. Initial; 6 months

b. Re-approval: 1 year (decreased or sustained reduction in disease activity)
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B. Rheumatoid Arthritis (RA)

hwbdPRE

1. Age: > 18 years.

2. Prescriber: Rheumatologist

3. Disease severity: Mod-severe active RA

4. Other therapies: Failed or had significant adverse effects of 2 in categoryaand 1in b
a. DMARD (4 mons): MTX, leuflonomide, hydrochloroquine, sulfasalazine
b. Biological step therapy (4 mons): Rx (self-injected) Pharmacy - Humira, Enbrel; Medical

(infused) - Inflectra, Remicade, Simponi Aria

3. Exclude: Orencia SC (abatacept)
a. All preferred products are contraindicated, failed or resulted in significant adverse effects
b. Required site of care determined by the health plan

4. Dosage regimen: Orencia IV (abatacept):
Weight Dose # of vials | Initial Maintenance Route
< 60Kg 500mg 2 0, 2 ,4 weeks Every 4 weeks IV Infusion
60-100Kg 750mg 3 0, 2, 4 weeks Every 4 weeks IV Infusion
>100Kg 1,000mg | 4 0, 2, 4 weeks Every 4 weeks IV Infusion

5. Approval

a. Initial: 6 months

b. Re-approval: 1 year. (decreased or sustained reduction in disease activity)

C. Psoriatic Arthritis (PA)

Age: >18 yrs.
Prescriber: Rheumatologist
Diagnosis & severity: Active PA w > 5 swollen and > 5 tender joints
Other therapies: Failed or to significant adverse effects from1 from both below:
a. Perlocation
o Peripheral disease: DMARD therapy (4 months) - Methotrexate, leflunomide,
sulfasalazine
o Axial disease, enthesitis, dactylitis and uveitis: NSAIDs (4 months)

b. Biological Step Therapy (4 months): Rx (self-injected) - Enbrel, Humira, Otezla; Medical
(infused) - Inflectra, Remicade, Simponi Aria,

Exclude: Orencia SC (abatacept)

a. All preferred products are contraindicated, failed or resulted in significant adverse effects

b. Required site of care determined by the health plan

Dosage regimen: Orencia IV (abatacept)

Weight Dose # of vials | Initial Maintenance Route

< 60Kg 500mg 2 0, 2 ,4 weeks Every 4 weeks IV Infusion

60-100Kg 750mg 3 0, 2, 4 weeks Every 4 weeks IV Infusion

>100Kg 1,000mg | 4 0, 2, 4 weeks Every 4 weeks IV Infusion
Approval

a. Initial: 6 months
b. Re-approval: 1 year (decreased or sustained reduction in disease activity)
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Appendix I: Monitoring & Patient Safety

Drug Adverse Reactions Monitoring REMS
Orencia e CNS: HA (<18%) ¢ Infection: monitor signs & None
(abatacept) | * Gl: Nausea (10%), sympt.oms (5&S) needed

e Resp: Nasopharyngitis (12%), URI e TB skin test pre

e Misc: Infection (36-54%), antibodies (2-41%) e Viral Hep B test pre

e Pregnancy category: C
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