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POLICY PURPOSE:  

The Memorial Hermann Health Immunologic Drugs (non-oncology) policy aims to advise 

providers of preferred drug products and outline the exceptions to preferred drug 

products during the prior authorization process. Step therapy criteria is applied in 

conjunction with any relevant National Coverage Determinations (NCD), Local Coverage 

Determination (LCD), InterQual and other MHHP internal medical necessity and or Part 

B drug criteria. 

DEFINITIONS: None  

SCOPE:  

This policy applies to Memorial Hermann Medicare plans.  

POLICY STATEMENT  

The step therapy program applies to immunologic drugs as described in this policy. 

Requests for Part B drug coverage of non-preferred drugs must comply with step criteria 

in this policy. If approved, authorizations will be in place for 6 months. If a provider 

administers a non-preferred drug without obtaining prior authorization, the request for 

coverage may be denied. Preferred drugs may still require prior authorization. This policy 

applies to all Medicare members who are new to treatment with a non-preferred product. 

A member will not be required to change the current drug treatment. For the purposes of 

this policy, "current drug treatment" is defined as either a paid claim for the drug or 

clinical documentation confirming that the member has been using the non-preferred 

drug within the past 365 days. In addition, there must be evidence of regular follow-up 

visits with the prescribing physician within the last 6 months. The member must also 

demonstrate clinical improvement as a result of the ongoing treatment.  If a new plan 

member is currently using a particular drug, MHHP will not require the member to switch 

to the preferred drug upon enrollment. An existing member currently using a particular 

drug will not be required to change drug/products if this policy is updated. 
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Coverage for non-preferred drugs is based on documentation of clinical scenarios that 

support medical necessity and exclusion of the use of a preferred drug.  Not all 

indications for the non-preferred drug are listed in this policy. Indications and medications 

listed in this policy may change upon varying factors and should be evaluated by 

guidelines, the FDA and manufacturer package insert to verify appropriate use at the 

time of review. 

Indications 

• Ankylosing spondylitis 

• Crohn’s Disease 

• Juvenile Idiopathic Arthritis 

• Psoriasis 

• Psoriatic Arthritis 

• Rheumatoid Arthritis 

• Ulcerative Colitis 

• Sarcoidosis 

 
Rheumatology Indications  

 

Initial (New Starts) Authorization Criteria* 

DIAGNOSIS 1ST PREFERRED 2ND PREFERRED 

Rheumatoid 
arthritis 

Enbrel 
Adalimumab (Humira)  
Biosimilars**  

Adalimumab (Humira) 
Tocilizumab subcutaneous products 
(Actemra, Tyenne) 
Rinvoq 
Xeljanz 
Cimzia 
Kevzara 
Kineret 
Olumiant 
Orencia SC 
Simponi SC 

Juvenile 
Idiopathic 
Arthritis 

Enbrel 
Adalimumab (Humira)  
Biosimilars** 

Adalimumab (Humira) 
Tocilizumab Subcutaneous products 
(Actemra, Tyenne) 
Rinvoq 
Xeljanz 
Cimzia 
Kevzara 
Orencia SC 

Ankylosing 
Spondylitis 

Enbrel 
Adalimumab (Humira)  
Biosimilars**  
Taltz 

Adalimumab (Humira) 
Rinvoq 
Xeljanz 
Bimzelx 
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Cimzia 
Cosentyx 
Simponi SC 

Psoriatic 
Arthritis 

Enbrel 
Adalimumab (Humira)  
Biosimilars** 

Adalimumab (Humira) 
Rinvoq 
Xeljanz 
Bimzelx 
Cimzia 
Cosentyx SC 
Orencia SC 
Simponi SC 

 

 
*Any drugs not listed as preferred will be considered non-preferred until the next policy 
update 
** Only FDA approved Adalilumab and Ustekinumab  biosimilars are considered 
preferred drugs 

 
Dermatology and Gastroenterology Indications  

Initial (New Starts) Authorization Criteria* 

Disease 
State 

1st Preferred 2nd Preferred 

Hidradenitis 
Suppurativa 

Adalimumab (Humira) 
Biosimilars** 
Cosentyx SC 

Adalimumab (Humira) 
Bimzelx 

Psoriasis Adalimumab (Humira) 
Biosimilars** 
Enbrel 
Otezla 
Skyrizi SC 
Sotyktu 
Ustekinumab (Stelara) 
Biosimilars** 
Taltz 
Tremfya SC 

Adalimumab (Humira) 
Bimzelx 
Cimzia 
Cosentyx SC 
Ilumya 
Siliq 

Chron’s 
Disease 

Adalimumab (Humira) 
Biosimilars** 
Omvoh SC 
Skyrizi SC 
Ustekinumab (Stelara) 
Biosimilars** 
Zymfentra 

Adalimumab (Humira) 
Entyvio SC 

Ulcerative 
Colitis 

Adalimumab (Humira)  
Biosimilars** 
Omvoh SC 

Adalimumab (Humira) 
Rinvoq 
Simponi SC 
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Skyrizi SC 
Ustekinumab (Stelara) 
Biosimilars** 
Tremfya 
Velsipity 
Zymfentra 

Xeljanz 
Entyvio SC 
Zeposia 

*Any drugs not listed as preferred will be considered non-preferred until the next policy 
update 
** Only FDA approved Adalilumab and Ustekinumab  biosimilars are considered 
preferred drugs 
 

Criteria: Coverage for the non-preferred product (s) is provided when there is 
clinical documentation to support one or more of the following criteria:  

1. The member has received the requested non-preferred drugs in the 
past 365 days and there is objective evidence of clinical benefit via 
imaging, lab results, or clinical assessment                                                                        

OR 
 

1. There has been an inadequate response to treatment with one or more of the 
preferred drugs 

 
      OR 

2. There has been an adverse event related to the preferred drug (s) 
                                                                               OR 

3. There is a contraindication to the preferred drug (s) 
                                                                               OR 

4. The requested non-preferred drug is for a medically necessary indication not 
listed above and meets criteria under MHHP Biosimilar First Policy.  

                                                                                              AND  
5. Dosing must be in accordance with FDA approved labeling or otherwise supported 

by approved compendia and disease specific treatment guidelines. 

 

 

Related documents 

MHHP MEDM-MA 303 Medical Necessity Determinations 

MHHP MEDM-MA BIO-007 Biosimilar First Policy 

REFERENCES  

1. Actemra (tocilizumab) [prescribing information]. South San Francisco, CA: 

Genentech, Inc., September 2025; Website: 



Page 5 of 7 
 

NOTE:   Printed copies of this document are uncontrolled. In the case of a conflict between printed and electronic versions of this 
document, the controlled version published on the Policy, Procedure, and Guideline Management System prevails. 

 

https://www.gene.com/download/pdf/actemra_prescribing.pdf; Accessed April 

2025. 

2. Bimzelx (bimekizumab-bkzx) [prescribing information]. Smyrna, GA: UCB, 

Inc., November 2024; Website: https://www.ucb-usa.com/bimzelx-prescribing-

information.pdf Accessed April 2025. 

3. Cimzia (certolizumab pegol) [prescribing information]. Smyrna, GA: UCB, 

Inc., September 2024; Website: 

https://www.cimzia.com/themes/custom/cimzia/docs/CIMZIA_full_prescribing_

information.pdf;  Accessed April 2025. 

4. Cosentyx (secukinumab) [prescribing information]. East Hanover, New 

Jersey: October 2024; Website: https://www.novartis.com/us-

en/sites/novartis_us/files/cosentyx.pdf 

5. Enbrel (etanercept) [prescribing information]. West Greenwich, RI: Immunex 

Corporation, August 2020;  FDA label website: 

https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/103795s5582lbl.

pdf; Accessed April 2025. 

6. Huizinga TWJ, Torii Y, Muniz R. Adalimumab Biosimilars in the Treatment of 

Rheumatoid Arthritis: A Systematic Review of the Evidence for Biosimilarity.  

Rheumatol Ther. 2021 Mar;8(1):41-61. doi: 10.1007/s40744-020-00259-8. 

Epub 2020 Dec 1. PMID: 33263165; PMCID: PMC7991039. Website: 

https://pmc.ncbi.nlm.nih.gov/articles/PMC7991039/ Accessed April 2025. 

7. Humira (adalimumab) [prescribing information]. Chicago, IL: AbbVie, Inc.; 

February 2024; Website: https://www.rxabbvie.com/pdf/humira.pdf; Accessed 

April 2025. 

8. Ilumya (tildrakizumab-asmn) [prescribing information]. Mumbai, 

Maharashtra India: Sun Pharmaceutical Industries Limited., April 

2024;Website: https://www.ilumyapro.com/content/dam/ilumya-pro/Sun-

Pharma_ILUMYA_US_Prescribing-Info-and-Medication-Guide_combined.pdf 

Accessed April 2025.  

9. Kevzara (sarilumab) [prescribing information]. Morristown, NJ: Sanofi-

Aventis U.S. LLC., August 2024; Website: 

https://products.sanofi.us/Kevzara/Kevzara.pdf Accessed April 2025. 

10. Kineret (anakinra) [prescribing information]. Stockholm, Sweden: Swedish 

Orphan Biovitrum., September 2024; Website: 

https://www.kineretrx.com/pdf/Full-Prescribing-Information-English.pdf 

Accessed April 2025. 

11. Olumiant (baricitinib) [prescribing information]. Indianapolis, IN: Lilly USA, 

LLC., December 2021; FDA label Website: 

https://www.gene.com/download/pdf/actemra_prescribing.pdf
https://www.ucb-usa.com/bimzelx-prescribing-information.pdf
https://www.ucb-usa.com/bimzelx-prescribing-information.pdf
https://www.cimzia.com/themes/custom/cimzia/docs/CIMZIA_full_prescribing_information.pdf
https://www.cimzia.com/themes/custom/cimzia/docs/CIMZIA_full_prescribing_information.pdf
https://www.novartis.com/us-en/sites/novartis_us/files/cosentyx.pdf
https://www.novartis.com/us-en/sites/novartis_us/files/cosentyx.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/103795s5582lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/103795s5582lbl.pdf
https://pmc.ncbi.nlm.nih.gov/articles/PMC7991039/
https://www.rxabbvie.com/pdf/humira.pdf
https://www.ilumyapro.com/content/dam/ilumya-pro/Sun-Pharma_ILUMYA_US_Prescribing-Info-and-Medication-Guide_combined.pdf
https://www.ilumyapro.com/content/dam/ilumya-pro/Sun-Pharma_ILUMYA_US_Prescribing-Info-and-Medication-Guide_combined.pdf
https://products.sanofi.us/Kevzara/Kevzara.pdf
https://www.kineretrx.com/pdf/Full-Prescribing-Information-English.pdf


Page 6 of 7 
 

NOTE:   Printed copies of this document are uncontrolled. In the case of a conflict between printed and electronic versions of this 
document, the controlled version published on the Policy, Procedure, and Guideline Management System prevails. 

 

https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/207924s004lbl.p

df 

12. Omvoh (mirikizumab-mrkz) [prescribing information]. Indianapolis, IN: 

Eli Lilly and Company., January 2025; Website: 

https://uspl.lilly.com/omvoh/omvoh.html#pi Accessed April 2025. 

13. Orencia (abatacept) [prescribing information]. Princeton, NJ: Bristol‐Myers 

Squibb Company., December 2021; FDA Website: 

https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/125118s240lbl.p

df; Accessed April 2025.  

14. Otezla (apremilast) [prescribing information].  Thousand Oaks, CA:  April 

2024;  Website: https://www.pi.amgen.com/-

/media/Project/Amgen/Repository/pi-amgen-com/Otezla/otezla_pi_english.pdf 

Accessed April 2025. 

15. Rinvoq (upadacitinib) [prescribing information]. North Chicago, IL: AbbVie 

Inc.,   April 2025; Website: https://www.rxabbvie.com/pdf/rinvoq_pi.pdf 

Accessed April 2025. 

16. Siliq (brodalumab) [prescribing information]. Bridgewater, NJ: Valeant 

Pharmaceuticals North America LLC., February 2017;  FDA label website: 

https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/761032lbl.pdf  

17. Simponi (golimumab) [prescribing information]. Horsham, PA: Janssen 

Biotech, Inc.; December 2011; FDA label website: 

https://www.accessdata.fda.gov/drugsatfda_docs/label/2011/125289s0064lbl.

pdf; Accessed April 2025. 

18. Skyrizi (risankizumab-rzaa) [prescribing information]. North Chicago, IL: 

AbbVie Inc., June 2024; Website: https://www.rxabbvie.com/pdf/skyrizi_pi.pdf 

Accessed April 2025. 

19. Sotyktu (deucravacitinib) [prescribing information]. Princeton, New Jersey: 

Bristol-Myers Squibb Company., September 2022; Website: 

https://packageinserts.bms.com/pi/pi_sotyktu.pdf Accessed April 2025. 

20. Taltz (ixekizumab) [prescribing information]. Indianapolis, IN: Eli Lilly and 

Company., August 2024; Website: https://uspl.lilly.com/taltz/taltz.html#pi 

Accessed April 2025. 

21. Tremfya (guselkumab) [prescribing information]. Horsham, PA: Janssen 

Biotech, Inc., March 2025; Website: https://www.janssenlabels.com/package-

insert/product-monograph/prescribing-information/TREMFYA-pi.pdf Accessed 

April 2025. 

https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/207924s004lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/207924s004lbl.pdf
https://uspl.lilly.com/omvoh/omvoh.html#pi
https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/125118s240lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2021/125118s240lbl.pdf
https://www.pi.amgen.com/-/media/Project/Amgen/Repository/pi-amgen-com/Otezla/otezla_pi_english.pdf
https://www.pi.amgen.com/-/media/Project/Amgen/Repository/pi-amgen-com/Otezla/otezla_pi_english.pdf
https://www.rxabbvie.com/pdf/rinvoq_pi.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2017/761032lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2011/125289s0064lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2011/125289s0064lbl.pdf
https://www.rxabbvie.com/pdf/skyrizi_pi.pdf
https://packageinserts.bms.com/pi/pi_sotyktu.pdf
https://uspl.lilly.com/taltz/taltz.html#pi
https://www.janssenlabels.com/package-insert/product-monograph/prescribing-information/TREMFYA-pi.pdf
https://www.janssenlabels.com/package-insert/product-monograph/prescribing-information/TREMFYA-pi.pdf


Page 7 of 7 
 

NOTE:   Printed copies of this document are uncontrolled. In the case of a conflict between printed and electronic versions of this 
document, the controlled version published on the Policy, Procedure, and Guideline Management System prevails. 

 

22. Tyenne (tocilizumab-aazg)  [prescribing information]. Lake Zurich, IL: 

Fresenius Kabi USA LLC., February 2025; Website: 

https://www.tyennehcp.com/Tyenne-PI.pdf Accessed April 2025. 

23. D'Amico F, Bencardino S, Gonçalves A, Allocca M, Furfaro F, Zilli A, Parigi TL, 

Fiorino G, Peyrin-Biroulet L, Danese S. Unlocking hope: The future of 

ustekinumab biosimilars in Crohn's disease treatment. United European 

Gastroenterol J. 2025 Mar;13(2):186-200. doi: 10.1002/ueg2.12682. Epub 

2025 Feb 18. PMID: 39967304; PMCID: PMC11975607. Website: 

https://pmc.ncbi.nlm.nih.gov/articles/PMC11975607/ Accessed April 2025. 

24. Velsipity (etrasimod) [prescribing information]. New York, NY: Pfizer Labs., 

June 2024; Website: https://labeling.pfizer.com/ShowLabeling.aspx?id=19776 

Accessed April 2025. 

25. Xeljanz (tofacitinib) [prescribing information]. New York, NY: Pfizer Labs., 

June 2024; Website: https://labeling.pfizer.com/ShowLabeling.aspx?id=959 

Accessed April 2025. 

26. Zeposia (ublituximab-xiiy) [prescribing information]. Morrisville, NC: TG 

Therapeutics, Inc., October 2024; Website: 

https://www.tgtherapeutics.com/label-prescribing-info/uspi-briumvi.pdf 

Accessed April 2025.  

27. Zymfentra (infliximab-dyyb) [prescribing information]. Jersey City, New 

Jersey: Celltrion USA, Inc., February 2024; Website: https://zymfentra.b-

cdn.net/zymfentra_prescribing_information_final.pdf  Accessed April 2025 

 

 

https://www.tyennehcp.com/Tyenne-PI.pdf
https://pmc.ncbi.nlm.nih.gov/articles/PMC11975607/
https://labeling.pfizer.com/ShowLabeling.aspx?id=19776
https://labeling.pfizer.com/ShowLabeling.aspx?id=959
https://www.tgtherapeutics.com/label-prescribing-info/uspi-briumvi.pdf
https://zymfentra.b-cdn.net/zymfentra_prescribing_information_final.pdf
https://zymfentra.b-cdn.net/zymfentra_prescribing_information_final.pdf

