Potassium-Competitive Acid Blockers

Goal(s):
e Promote use of potassium-competitive acid blockers (PCABS) in adults that is consistent with
medical evidence.

e Allow case-by-case review for members covered under the EPSDT program.

Length of Authorization:

e Up to 8 weeks for erosive esophagitis healing, up to 24 weeks for maintenance of erosive
esophagitis healing, 14 days for treatment of H.pylori, and up to 4 weeks for treatment of non-
erosive gastrointestinal reflux disease (GERD)

Requires PA:
e Vonoprazan (VOQUENZA) oral tablets

Covered Alternatives:
e Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org
e Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/

Table 1. Recommended Vonoprazan Dose Based on Hepatic Impairment and Indication

Classification Recommended Recommended Dosage | Recommended Dosage
Dosage for Healing | for Treatment of H. for Relief of Heartburn
of Erosive pylori infection Associated with Non-
Esophagitis erosive GERD

Child-Pugh Class A

20 mg once daily

20 mg twice daily

10 mg once daily

Child-Pugh Class B

10 mg once daily

Use is not recommended

10 mg once daily

Child-Pugh Class C

10 mg once daily

Use is not recommended

10 mg once daily

Approval Criteria

1. What diagnosis is being treated? Record ICD10 code.

2. Is this a request for continuation of therapy | Yes: Go to Renewal No: Go to #3
previously approved by the FFS program? | Criteria

3. Is the diagnosis for erosive esophagitis or | Yes: Go to #4 No: Go to #5
heartburn associated with nonerosive
GERD?

4. Has the patient tried an 8-week course of a | Yes: Go to #6 No: Pass to RPh.
proton pump inhibitor (PPI) (e.g. Deny; medical
lansoprazole, pantoprazole), appropriateness
AND
Do they still have symptoms of erosive
esophagitis?

5. Is the indication for treatment of Yes: Go to #6 No: Pass to RPh.
Heliobacter pylori? Deny; medical

appropriateness



http://www.orpdl.org/
http://www.orpdl.org/drugs/

Approval Criteria

6. Have baseline renal function tests been Yes: Go to #7. No: Pass to RPh.

obtained? Document results Deny; medical
appropriateness

7. Is estimated glomerular filtration rate <30 | Yes: Go to #8 No: Go to #9
mL/min?

8. If the indication is for healing of erosive Yes: Go to #9 No: Pass to RPh.
esophagitis or heartburn associated with Deny; medical
nonerosive GERD, is the dose of appropriateness

vonoprazan 10 mg once a day?

*Note, if GFR < 30 mL/min, vonoprazan is
not recommended for treatment of H. Pylori

9. Have baseline hepatic function tests been | Yes: Go to #10. No: Pass to RPh.
obtained? Document results Deny; medical
appropriateness

10. Does the patient have hepatic impairment | Yes: Go to #11 No: Approve for the
(Child-Pugh Class A, B or C)? recommended duration
of therapy based upon
*Child-Pugh score is determined from 5 indication.
factors: total bilirubin, serum albumin, e H. pylori infection: 2
prolonged INR, presence of ascites and/or weeks
presence of encephalopathy. e Healing of erosive

esophagitis: 8 weeks

11. Has the vonoprazan dose been adjusted Yes: Approve for the No: Pass to RPh.
for indication and level of hepatic recommended duration | Deny; medical
impairment as outlined in Table 1? of therapy based upon | appropriateness

indication.
e H. pylori infection: 2
weeks

e Healing of erosive
esophagitis: 8 weeks

e Heartburn
associated with
nonerosive GERD: 4
weeks

Renewal Criteria

1. Is the request to maintain healing of Yes: Go to #2 No: Pass to RPh.
erosive esophagitis and to provide relief of Deny; medical
heartburn associated with erosive appropriateness.

esophagitis?




2. Is the vonoprazan dose 10 mg once a
day?

Yes: Approve for up to
24 weeks (6 months) for
maximum duration
therapy of 6 months.

No: Pass to RPh.
Deny; medical
appropriateness.
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