PRIOR AUTHORIZATION CRITERIA

BRAND NAME PEGASYS

(generic) (peginterferon alfa-2a)

Status: CVS Caremark Criteria MDC

Type: Initial Prior Authorization Ref # 556-A

FDA-APPROVED INDICATIONS?

Chronic Hepatitis C

Adult Patients:

Pegasys, as part of a combination regimen with other hepatitis C virus (HCV) antiviral drugs, is indicated for the treatment
of adults with chronic hepatitis C (CHC) with compensated liver disease. Pegasys in combination with ribavirin is indicated
for treatment of pediatric patients 5 years of age and older with CHC and compensated liver disease. Pegasys
monotherapy is only indicated for the treatment of patients with CHC with compensated liver disease if there are
contraindications or significant intolerance to other HCV antiviral drugs.

Chronic Hepatitis B

Pegasys is indicated for the treatment of adult patients with HBeAg-positive and HBeAg-negative chronic hepatitis B
infection who have compensated liver disease and evidence of viral replication and liver inflammation. Pegasys is
indicated for the treatment of HBeAG-positive CHB in non-cirrhotic pediatric patients 3 years of age and older with
evidence of viral replication and elevations in serum alanine.

Compendial Uses?

1. Myeloproliferative neoplasm (essential thrombocythemia, polycythemia vera, primary myelofibrosis and post-
polycythemia vera or post-essential thrombocythemia myelofibrosis)

2. Systemic mastocytosis

CRITERIA FOR APPROVAL

1 Does the patient have a diagnosis of chronic hepatitis C virus (HCV) infection that has been Yes No
confirmed by the presence of hepatitis C virus ribonucleic acid (HCV RNA) in the serum?
[If no, skip to question 8.]

2 Is the requested drug being prescribed as monotherapy or as dual therapy with ribavirin? Yes No
[If no, skip to question 4.]

3 Has the patient received a total 48 weeks of treatment? Yes No
[No further questions.]

4 Is the requested drug being prescribed as part of a three-drug regimen that includes Sovaldi Yes No
and ribavirin?
[If no, skip to question 6.]

5 Has the patient received a total 12 weeks of treatment? Yes No
[No further questions.]

6 Is the requested drug being prescribed as part of a three-drug regimen that includes Olysio and Yes No
ribavirin?
[If no, no further questions.]

7 Has the patient received a total 48 weeks of treatment? Yes No
[No further questions.]
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8 Does the patient have a diagnosis of chronic hepatitis B virus infection? Yes No
[If yes, no further questions.]

9 Does the patient have a diagnosis of myeloproliferative neoplasm (essential thrombocythemia, Yes No
polycythemia vera, primary myelofibrosis and post-polycythemia vera or post-essential
thrombocythemia myelofibrosis)?
[If yes, no further questions.]

10 Does the patient have a diagnosis of systemic mastocytosis? Yes No

Guidelines for Approval

Duration of Total Duration of Total Duration of Total
Approval 48 weeks of Approval 12 weeks of Approval 48 weeks of
treatment treatment treatment
Set 1: Hep C, monotherapy or Set 2: Hep C, PEG + RBV + Sovaldi Set 3: Hep C, PEG + RBV + Olysio
combination with ribavirin
Yes to question(s) | No to Yes to No to Yes to No to
guestion(s) guestion(s) question(s) guestion(s) question(s)
1 3 1 2 1 2
2 4 5 6 4
7
Duration of 48 weeks Duration of 12 months Duration of 12 months
Approval Approval Approval
Set 4: Hep B Set 5: Myeloproliferative neoplasm Set 6: Systemic mastocytosis
Yes to question(s) | No to Yes to No to Yes to No to
guestion(s) guestion(s) question(s) guestion(s) question(s)
8 1 9 1 10 1
8 8
9
Mapping Instructions
Yes No
1. | Goto2 Goto 8
2. |Goto3 Goto4
3. | Deny Approve, total 48 weeks of treatment
4. | Goto5 Goto 6
5. | Deny Approve, total 12 weeks of treatment
6. | Goto7 Deny
7. | Deny Approve, total 48 weeks of treatment
8. | Approve, 48 weeks Goto9
9. | Approve, 12 months Goto 10
10. | Approve, 12 months Deny
RATIONALE

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

The intent of the criteria is to ensure that patients follow selection elements noted in labeling and/or practice guidelines in
order to decrease the potential for inappropriate utilization.
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