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Tremfya® Intravenous (guselkumab)
When requesting Tremfya® Intravenous (guselkumab), the individual requiring treatment

must be diagnosed with the following FDA-approved indication and meet the specific
coverage guidelines and applicable safety criteria for the covered indication.

FDA-Approved indication

Induction treatment of ulcerative colitis

Coverage Guidelines
Ulcerative Colitis
The individual must meet all of the following criteria for initial authorization:

e |s 18 years of age or older;
e Tremfya Intravenous will be used as induction therapy;
e Meets one of the following:
0 Has tried one systemic therapy for ulcerative colitis (a biologic, azathioprine,

6-mercaptopurine, cyclosporine, tacrolimus, corticosteroid); OR
Note: A trial of a mesalamine product or a biosimilar of the requested biologic do not count as
a systemic therapy for ulcerative colitis.

0 Has pouchitis and has tried an antibiotic (e.g., metronidazole, ciprofloxacin),
probiotic, corticosteroid enema (e.g., hydrocortisone enema), or mesalamine
enema;

e Tremfya Intravenous is prescribed by or in consultation with a gastroenterologist.

Approval duration: 3 months

Dosing Recommendations
Administer 200 mg intravenously at Weeks 0, 4, and 8.
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