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Policy: 201936 Initial Effective Date: 01/01/2020
See Table Below Annual Review Date: 10/16/2025
Code(s):
Medicare Part B Step Therapy Last Revised Date: 06/2/2026
SUBJECT:
POLICY STATEMENT

This policy applies to initial authorizations only. If it is believed that a member has already satisfied the step therapy

requirement or a non-preferred agent is medically necessary, the provider should follow the Medical Mutual of Ohio
coverage determination process to request the non-preferred agent.

Preferred Products Non-Preferred Products

Inflectra (Q5103) Orencia IV (J0129)*
Remicade (J1745) *Preferred biosimilar trial only applies to Rheumatoid arthritis
and Psoriatic Arthritis (excluding polyarticular Juvenile
Idiopathic Arthritis)
[lumya (J3245)
Avsola (Q5121)
Renflexis (Q5104)
Actemra IV (J3262)**
**Step therapy only applies to rheumatoid arthritis
Docetaxel (J9171) Abraxane (J9264)*
Paclitaxel (J9267) *Only applies to non-small cell lung cancer and breast
Change in preferred products effective December 15, cancer (Excluding triple negative breast cancer)
2023
Pamidronate (J2430) Xgeva (J0897)

Zoledronic Acid (J3489)*

Osenvelt (Q5157)
*QOsteoporosis does not require prior authorization

Aukelso (J3590, C9399, Q5162 Effective 4/1/26)
Xtrenbo (J3590, C9399)
Bilprevda (J3590, C9399, Q5162 Effective 4/1/26)
Wyost (Q5136)

This document is subject to the disclaimer found at https://provider.medmutual.com/tools_and resources/Care Management/MedPolicies/Disclaimer.aspx and is
subject to change. Always verify with the most current version at https:/provider.medmutual.com/tools_and resources/Care_Management/MedPolicies/Disclaimer.aspx
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Preferred Products Non-Preferred Products

Jubereq (J3590, C9399)
Xbryk (Q5159)
Bomyntra (Q5158)
Oziltus (Q5165)
denosumab-bnht (Q5158)
denosumab-bmwo (Q5157)

*Step therapy only applies to bone metastases (excluding
prostate cancer), multiple myeloma, hypercalcemia

Zarxio (Q5101) Neupogen (J1442)
Nivestym (Q5110)
Granix (J1447)
Releuko (Q5125)
Nypozi (Q5148)

Herceptin (J9355)
Trazimera (Q5116) Ogivri (Q5114)
Ontruzant (Q5112) Herzuma (Q5113)
Kanjinti (Q5117) Hercessi (Q5146)
Trastuzumab-pkrb (Q5113)

Change in preferred products effective January 1, 2026

Truxima (Q5115) Rituxan (J9312)*
Ruxience (Q5119) *Biosimilar step therapy requirement excludes NMOSD and
pemphigus vulgaris indications.
Riabni (Q5123)
Rituxan Hyclea (J9311)

Avastin (J9035) Byooviz (Q5124)
Cimerli (Q5128)

Change in preferred products effective December 15, Eylea (JO178)
2023 Visudyne (J3396)

Beovu (JO179)
Macugen (J2503)
Vabsymo (J2777)
Susvimo (J2779)
Eylea HD (JO177)

This document is subject to the disclaimer found at https://provider.medmutual.com/tools_and resources/Care Management/MedPolicies/Disclaimer.aspx and is
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Preferred Products Non-Preferred Products

Opuviz (Q5153)
Yesafili (Q5155)
Ahzantive (Q5150)
Enzeevu (Q5149)
Pavblu (Q5147)
Lucentis (J2778)
Nufymco (Q5168)

Triamcinolone inj. (J3302)

Zilretta (J3304)

Leucovorin (J0640)

Khapzory (J0642)
Fusilev (J0641)

Trazimera (Q5116)
Ontruzant (Q5112)

Change in preferred products effective February 1, 2024

Herceptin Hylecta (J9356)

*No prior authorization required

Mvasi (Q5107) Avastin (J9035) (oncology)
Zirabev (Q5118) Alymsys (Q5126)
Vegzelma (Q5129)
Avzivi (J9999)
Jobevne (Q5160)
Ultomiris (J1303) Soliris (J1299)
Bkemv (Q5152)
Change in preferred products effective December 15, Epysqli (Q5151)
2023
Neulasta (J2506) Nyvperia (Q5122)
Fulphila (Q5108) Udenyca (Q5111)
Ziextenzo (Q5120)
Change in preferred products effective December 15, Fylnetra (Q5130)
2023 Stimufend (Q5127)
Rolvedon (J1449)
Ryzneuta (J9361)
Armlupeg (Q5169)
Euflexxa (J7323)* Genvisc 850 (J7320)
Durolane (J7318)* Orthovisc (17324)
Gel-Syn (J7328) * Monovisc (17327)

Gel-One (J7326)
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Preferred Products Non-Preferred Products

Hyalgan (J7321)
Hymovis (J7322)
Supartz & Supartz FX (J7321)
Synvisc & Synvisc- One (J7325)
Synojoynt (J7331)
Triluron (J7332)
TriVisc (J7329)
Visco-3 (J7321)
Flebogamma (J1572) Bivigam (J1556)
Gamunex-C (J1561) Panzyga (J1576)
Gammagard Liquid (J1569) Asceniv (J1554)*
Gammagard S/D (J1566) Alyglo (J1552)
Gammagard Liquid ERC (J1599)
Gammaked (J1561)
Gammaplex (J1557)
Octagam (J1568)
Privigen (J1459)
Yimmugo (J3590))
Change in preferred products effective December 15,
2023
pemetrexed (J9297, 19296, 19294, J9323) Pemfexy (J9304)
Change in preferred products effective December 15,
2023
Bendeka (J9034) Belrapzo (J9036)
Treanda (J9033) Bendamustine (J9033)
Change in preferred products effective July 1, 2025 Vivimusta (J9056)
Tyenne (Q5135) Actemra (J3262)
Toclizumab-aazg (Q5135) Tofidence (Q5133)
Avtozma (Q5156)
Tocilizumab-anoh (Q5156)
Change in preferred products effective July 15, 2026
Stelara (ustekinumab) (J3358) Skyrizi (J2327)
Wezlana (ustekinumab-auub) (Q5138)
Pyzchiva (ustekinumab-ttwe) (Q9997)

This document is subject to the disclaimer found at https://provider.medmutual.com/tools_and resources/Care Management/MedPolicies/Disclaimer.aspx and is
subject to change. Always verify with the most current version at https:/provider.medmutual.com/tools_and resources/Care_Management/MedPolicies/Disclaimer.aspx
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Selarsdi (ustekinumab-aekn) (Q9998)
Otulfi (ustekinumab-aauz) (Q9999)
Imuldosa (ustekinumab-srlf) (Q5098)
Yesintek (ustekinumab-kfce) (Q5100)
Steqeyma (Ustekinumab-stba) (Q5099)
Starjemza (Ustekinumab-hmny) (J3590, C9399)
Ustekinumab-aekn (Q9998)
ustekinumab-ttwe (Q9997)

The following table details preferred oncology products (unless notated above) for the specified cancer type and
treatment setting. Please note that the preferred products listed above still apply within a regimen (e.g.; preferred
bevacizumab). (Effective May 1, 2026)

Non-preferred Product

]

Cancer Type

Treatment Setting (e.g., line of therapy, disease
iomarker, histology, etc.)

Preferred Alternative
Product(s) [bolded]

MSI-H/dMMR (Subsequent therapy ONLY)
Colon Cancer
Bavencio MSI-H/dMMR (Subsequent therapy ONLY)
(avelumab) avelumab Rectal Cancer durvalumab (J9173)
(J9023)
Small Bowel MSI-H/dMMR advanced or metastatic disease
Adenocarcinoma (Subsequent therapy ONLY)
Initial treatment for unresectable metastatic disease
after previous FOLFOX or CapeOX within the past 12 | bevacizumab* +
Colorectal Cancer | months irinotecan or FOLFIRI
C . . )
(rz;aﬁgiumab) ramucirumab + irinotecan or (CRC) Subsequent therapy for progression of advanced or * preferred
FOLFIRI metastatic disease pres
(J9308) bevacizumab products
Appendiceal Subsequent therapy for progression of advanced or ;l:ell\t/)lvasb(gfllsm) and
Adenocarcinoma metastatic disease irabev (QS118)
Darzalex IV Daratumumab or
E?; iit;l)m umab) Daratumumab or daratumumab ga;aisf;lrﬂ?;z Td
Darzalex SQ and hyaluronidase + Multinle Myeloma Newly diagnosed disease in patients who are eligible le};ali domide +
(daratumumab carfilzomib + lenalidomide + P ¥ for autologous stem cell transplant (ASCT) bortezomib (J9054
hyaluronidase- dexamethasone 19048, 19046, 19049,
fihj) (J9144) J9041) + dexamethasone
Datroway Enhertu (fam-
(datopotamab datopotamab deruxtecan- Breast Cancer HR-positive, HER2-negative unresectable or metastatic | trastuzumab
deruxtecan-dlnk) dink disease (IHC 0+, 1+, or 2+/ISH negative ONLY) deruxtecan-nxKki)
J9011) (J9358)
Epkinly Lunsumio Velo
(epcoritamab- epcoritamab-bysp B-Cell Lymphoma | Follicular lymphoma (Grade 1-3A ONLY) (mosunetuzumab-axgb)
bysp) (J9321) (J9350)
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Requested

Non-preferred Product

@@ MEDICAL MUTUAL

Treatment Setting (e.g., line of therapy, disease

Preferred Alternative

Product(s) [bolded] (Ao severity, biomarker, histology, etc.) Product(s) [bolded]
Keytruda
(pembrolizumab)
(J9271) + (cisplatin or
Erbitux . . carboplatin) +
) cetuximab + + o .
(cetuximab) Le.t uxlmab ﬂuorourgcﬂ Head and Neck First-line therapy (Non-nasopharyngeal ONLY) fluorouracil
(J9055) (cisplatin or carboplatin) Cancers
) Primary treatment with (AIMMR tumors ONLY)
Jemperli . . Endo_metnal . . . Imfinzi
. dostarlimab + carboplatin + Carcinoma Adjuvant therapy for patients with stage III-IV tumors
(dostarlimab) . . (durvalumab)(J9173)+
paclitaxel (Uterine (dMMR tumors ONLY) . .
J9272) Neoplasms) carboplatin + paclitaxel
Recurrent disease and dMMR tumors ONLY
Anal Carcinoma Subsequent therapy
Recurrent locally advanced disease (first-line therapy
only)
Metastatic disease (M1 disseminated AND first-line Zynyz (retifanlimab)
Merkel Cell therapy ONLY) (79345)
Carcinoma In-transit N+ regional disease (Recurrent disease AND
first-line therapy ONLY)
Recurrent regional disease (first-line therapy ONLY)
pembrolizumab c Locally advanced, recurrent or metastatic disease
utaneous
Squamous Cell
Carcinoma (cSCC) | Satellitosis/in-transit metastatic disease that is
unresectable or incompletely resected Libtayo (cemiplimab)
First line therapy for stage III disease in patients not J9119)
Non-Small Cell candidates for surgical resection or definitive
L B . o
Keytruda Lung Cancer chemoradiation (PD-L1 expression >50% ONLY)
(pembrolizumab) (NSCLC) Recurrent, advanced, or metastatic disease as first-line
J9271) therapy (PD-L1 expression > 50% ONLY)
Non-squamous cell recurrent, advanced, or metastatic
pembrolizumab + pemetrexed Non-Small Cell disease as first-line therapy Libtayo (ccmlpllma(ll))
+ (carboplatin or cisplatin) Lung Cancer ) (J9119) + pemetrexed +
(NSCLC) Non-squamous cell recurrent, advanced, or metastatic (carboplatin or cisplatin)
disease as subsequent-line therapy
Squamous cell recurrent, advanced, or metastatic
pembrolizumab + carboplatin Non-Small Cell disease as first-line therapy Libtayo (ceml})llmab)
+ paclitaxel Lung Cancer (J9119) + paclitaxel +
P (NSCLC) Squamous cell recurrent, advanced, or metastatic (carboplatin or cisplatin)
disease as subsequent line therapy
. Adjuvant treatment of Stage III or IV disease (AMMR
Endometrial .
. . . tumors Only) Imfinzi durvalumab
pembrolizumab + carboplatin | Carcinoma .
+ paclitaxel (Uterine (J9173) + carboplatin +
P Neopl Primary treatment of Stage III or IV disease (AIMMR paclitaxel
coplasms) tumors ONLY)
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Requested
Product(s)

Non-preferred Product
[bolded]

Cancer Type

@ MEDICAL MUTUAL

Treatment Setting (e.g., line of therapy, disease
severity, biomarker, histology, etc.)

Preferred Alternative
Product(s) [bolded]

Recurrent disease (first-line therapy AND dMMR
tumors ONLY)

carfilzomib + lenalidomide +
dexamethasone

Multiple Myeloma

Primary therapy for symptomatic disease

bortezomib (J9054,
19048, 19046, 19049,
J9041) + lenalidomide +
dexamethasone

carfilzomib +
cyclophosphamide +
dexamethasone

Multiple Myeloma

Primary therapy for symptomatic disease

bortezomib (J9054,
J9048, 19046, 19049,
J9041) +
cyclophosphamide +
dexamethasone

Kyprolis
(carfilzomib)
(J9047) carfilzomib + (daratumumab
or daratumumab and
hyaluronidase) + lenalidomide

+ dexamethasone

Multiple Myeloma

Primary therapy for symptomatic disease in transplant
candidates

bortezomib (J9054,
19048, 19046, J9049,
J9041) + (daratumumab
or daratumumab and
hyaluronidase) +
lenalidomide +
dexamethasone

carfilzomib + isatuximab +
lenalidomide +
dexamethasone

Multiple Myeloma

Primary therapy for symptomatic disease in transplant
candidates

isatuximab +
bortezomib (J9054,
J9048, 19046, 19049,
J9041) + lenalidomide +
dexamethasone

carfilzomib + rituximab +
dexamethasone

Waldenstrom
Macroglobulinemi
a/Lymphoplasmac
ytic Lymphoma

Primary therapy

bortezomib (J9054,
J9048, 19046, 19049,
J9041) + rituximab +
dexamethasone

Loqtorzi
(toripalimab)
(J3263)

toripalimab

Appendiceal
Adenocarcinoma

POLE/POLDI1 mutation (Subsequent therapy ONLY')

dostarlimab (J9272) or
nivolumab (J9299)

Colon Cancer

MSI-H/dMMR disease (Neoadjuvant therapy ONLY')

dostarlimab (J9272),
pembrolizumab (J9271),
tislelizumab (J9329)

Colon Cancer

POLE/POLDI1 mutation (Subsequent therapy ONLY')

dostarlimab (J9272),
nivolumab (J9299), or
atezolizumab (J9022)

Rectal Cancer

MSI-H/dMMR disease (Neoadjuvant therapy ONLY')

dostarlimab (J9272),
pembrolizumab (J9271),
tislelizumab (J9329)

Rectal Cancer

POLE/POLD1 mutation (Subsequent therapy ONLY)

dostarlimab (J9272),
nivolumab (J9299), or
atezolizumab (J9022)

Small Bowel
Adenocarcinoma

MSI-H/dMMR disease (Neoadjuvant therapy ONLY)

dostarlimab (J9272) or
tislelizumab (J9329)

Small Bowel
Adenocarcinoma

POLE/POLDI advanced or metastatic disease
(Subsequent therapy)

dostarlimab (J9272),
nivolumab (J9299), or
atezolizumab (J9022)

nivolumab

M1 disseminated disease (first-line therapy ONLY)
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Requested

Non-preferred Product

@@ MEDICAL MUTUAL

Treatment Setting (e.g., line of therapy, disease

Preferred Alternative

Product(s) [bolded] (Ao severity, biomarker, histology, etc.) Product(s) [bolded]
Recurrent N+ regional disease (first-line therapy
Merkel Cell ONLY) Zynyz (retifanlimab)
Carcinoma In-transit N+ regional disease (Recurrent disease AND | (J9345)
first-line therapy ONLY)
Locally advanced disease as primary treatment if
curative surgery and curative radiation therapy are not
Opdivo feasible
(nivolumab) Regional recurrence or distant metastatic disease (first-
(79299) Squamous Cell line t herap}./ ONLY) - - Libtayo (cemiplimab)
Skin Cancer Regional disease that is unresectable, inoperable, or (J9119)
incompletely resected if curative radiation is not
feasible (first-line therapy ONLY)
Satellitosis/in-transit metastasis that is unresectable or
incompletely resected (first-line therapy ONLY)
isatuximab +
Sarclls? isatuximab + carfilzomib + . . bortezomib (9054,
(isatuximab) lenalidomide + dexamethasone Multiple Myeloma | Primary therapy J9048, 19046, J9049,
J9227) ’ J9041) + lenalidomide +
dexamethasone
Tecentriq IV Non-Small Cell First-line therapy for recurrent, advanced, or metastatic . -
Libtayo (cemiplimab)
(atezolizumab) atezolizumab Lung Cancer disease with performance status (PS) 0-2 and tumors 91 15) P
(J9022) (NSCLC) that are PD-L1 >50%
Colon Cancer MSI-H/dMMR disease (Subsequent therapy ONLY)
Tevimbra
(tislelizumab) R Imfinzi (durvalumab)
(J9329) tislelizaumab (J9173)
Hepatocellular First-line theraj
Carcinoma Py
Rectal Cancer MSI-H/dMMR disease (Subsequent therapy ONLY)
Small Bowel MSI-H/dMMR advanced or metastatic disease
Adenocarcinoma (Subsequent therapy ONLY)
3;3?,31;)(?;8?7?;1 b tisotumab vedotin Vaginal Cancer Subsequent therapy ggbltf g)o (cemiplimab)
Unl(?xcyt P Cutancous Locally advanced, satellitosis/in-transit metastasis, or Libtayo (cemiplimab)
(cosibelimab) cosibelimab Squamous Cell L
(19275) Carcinoma (¢SCC) metastatic disease J9119)
Py esmen o s o e | i cepimaty
(panitumumab) panitumumab + Colorectal Cancer (J9055) + FOLFOX,
(J9303) chemotherapy (CRC) Primary treatment for T3, N Any; T1-2, N1-2; T4, N CapeOX, FOLFIRI,
Any; or locally unresectable or medically inoperable irinotecan
rectal cancer
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Requested Non-preferred Product Cancer Type Treatment Setting (e.g., line of therapy, disease Preferred Alternative
Product(s) [bolded] severity, biomarker, histology, etc.) Product(s) [bolded]
Progression on non-intensive therapy, except if
received previous fluoropyrimidine, with improvement
in functional status
Subsequent therapy for advanced or metastatic disease
(Except use as subsequent therapy in combination with
FOLFOX or CapeOX for irinotecan-refractory disease)
Keytruda
Subsequent therapy after disease progression, (pembrolizumab)
intolerance, and/or projected risk of progression with (J9271)(patients > 18
Yervoy C BRAF-targeted therapy years of age) OR Opdivo
e A, utaneous .
(ipilimumab) ipilimumab Melanoma (nivolumab) (J9299)
J9228) Adjuvant treatment - Pathologic involvement of Keytruda
regional lymph nodes of more than 1 mm and has (pembrolizumab)
undergone complete resection including total (J9271) OR Opdivo
lymphadenectomy (Stage III ONLY) (nivolumab) (J9299)
Unresectable or metastatic disease after an
anthracycline-containing regimen (Liposarcoma
ONLY)
Yondelis . Dedifferentiated liposarcoma with or without -
. . Soft Tissue . . . . Halaven (eribulin)
(trabectedin) trabectedin Sarcoma concurrent well-differentiated liposarcoma (After prior (19179)
J9352) therapy ONLY)
Subsequent palliative therapy (Retroperitoneal/Intra-
Abdominal or Extremity/Body Wall, Head/Neck
ONLY)

Step Therapy will be required for the medications listed in the table above effective 1/1/2021 (oncology
preferencing effective 5/1/2026), provided the following are met:

a) The requested product meets the definition of a Medicare outpatient (Part B) drug or preferred oncology
product; AND

b) The proposed use of the requested product has been determined to be a medically accepted indication;
AND

c) The proposed use of the preferred alternative agent has been determined to be amedically accepted
indication; AND

d) The proposed use of the preferred alternative agent will be limited to new administrations of Part B drugs
using a 365-day lookback period; AND

e) The dose, frequency, and duration of use may not exceed the safety and efficacy data supporting the

medically accepted indication

Step Therapy Exception Requirements:

The utilization review process shall grant a step therapy exception/override upon receipt of information that includes
supporting rationale and documentation from a health care provider which demonstrates that the medication(s) being
required by the health insurer:

This document is subject to the disclaimer found at https://provider.medmutual.com/tools_and resources/Care Management/MedPolicies/Disclaimer.aspx and is
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a) Is not available due to a national drug shortage (in all dosage strengths and all listed manufacturers) as
confirmed by the FDA Drug Shortage webpage; OR

b) Is not available due to a compounding shortage when the preferred drug is only available in compounded
form; OR

c) Is contraindicated pursuant to the pharmaceutical manufacturer's prescribing information for the medication;
OR

d) Has been tried by the patient and was discontinued due to a lack of efficacy or effectiveness, diminished
effect, or an adverse event; OR

e) Islikely to cause an adverse reaction, decrease the ability of the patient to achieve or maintain reasonable
functional ability in performing daily activities, or cause physical or mental harm to the patient; OR

f) Is expected to be ineffective based on the patient’s known clinical history, condition, and prescription drug
regimen; OR

g) Isalready stable on the medication(s) being requested by his or her health care professional for his or her
medical condition. Stable is defined as receiving the medication for an adequate period of time, have achieved
optimal response, and continued favorable outcomes are expected.

References
o Centers for Medicare and Medicaid Services, Health Plan Management System (HPMS), MA_Step_Therapy HPMS_Memo_8_7_18; available at
http://www.cms.gov - last checked August 31, 2018 and found under Medicare > Health Plans > Health Plans - General Information >
Downloads.
o Centers for Medicare and Medicaid Services, Medicare Benefit Policy Manual, CMS Pub. 100- 02, Chapter 15, Sec. 50 (Rev. 241, Feb. 2, 2018); available at
http://www.cms.gov - last checked August 31, 2018 and found under Medicare > Regulations and Guidance > Manuals > Internet- Only Manuals (IOMs).
e Local Coverage Determination (LCD). Centers for Medicare & Medicare Services. http://www.cms.gov/medicare-coverage-

database/search/advanced-search.aspx.

o National Coverage Determination (NCD). Centers for Medicare & Medicare Services._http://www.cms.gov/medicare-coverage-
database/search/advanced-search.aspx.

®  U.S. Food & Drug Administration. FDA Approved Drug Products. https://www.accessdata.fda.gov/scripts/cder/daf/

Documentation Requirements:

The Company reserves the right to request additional documentation as part of its coverage determination process. The
Company may deny reimbursement when it has determined that the drug provided or services performed were not
medically necessary, investigational or experimental, not within the scope of benefits afforded to the member and/or a
pattern of billing or other practice has been found to be either inappropriate or excessive. Additional documentation
supporting medical necessity for the services provided must be made available upon request to the Company.
Documentation requested may include patient records, test results and/or credentials of the provider ordering or
performing a service. The Company also reserves the right to modify, revise, change, apply and interpret this policy at its
sole discretion, and the exercise of this discretion shall be final and binding.
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