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EXCEPTIONS CRITERIA
DISEASE-MODIFYING ANTIRHEUMATIC DRUG PRODUCTS

PREFERRED PRODUCTS: COSENTYX, ENBREL, HUMIRA, KEVZARA, OTEZLA, STELARA

POLICY
This policy informs prescribers of preferred products and provides an exception process for targeted products through
prior authorization.

I.  PLAN DESIGN SUMMARY
This program applies to the disease-modifying antirheumatic drug (DMARD) products specified in this policy.
Coverage for targeted products is provided based on clinical circumstances that would exclude the use of the
preferred product and may be based on previous use of a product. The coverage review process will ascertain
situations where a clinical exception can be made. This program applies to adult members who are new to
treatment with a targeted product for the first time. Each referral is reviewed based on all utilization management
(UM) programs implemented for the client.

Table. Disease-modifying antirheumatic drugs for autoimmune conditions

Preferred Products Targeted Products
Rheumatoid arthritis Enbrel, Humira, Kevzara Actem_ra, C.|m2|a,. Kmeyet, O'“T"'a”t’
Orencia, Simponi, Xeljanz/Xeljanz XR
Ankylosing spondylitis | Cosentyx, Enbrel, Humira Cimzia, Simponi
Psoriatic arthritis Cosentyx, Enbrel, Humira, Otezla, Stelara C'”?Z""" Ore_nC|a, Simponi, Taltz,
Xeljanz/Xeljanz XR
Crohn’s disease Humira, Stelara Cimzia, Entyvio
Ulcerative colitis Humira Entyvio, Simponi, Xeljanz/Xeljanz XR
Plague psoriasis Cosentyx, Enbrel, Humira, Otezla, Stelara | Cimzia, Taltz, llumya

II. EXCEPTION CRITERIA
This program applies to members requesting treatment for an indication that is FDA-approved for the preferred
product(s) (as applicable).

Coverage for a targeted product is provided when any of the following criteria are met:

A. For rheumatoid arthritis, ankylosing spondylitis, Crohn’s disease, ulcerative colitis, and plaque psoriasis:
Member has had a documented inadequate response or intolerable adverse event with ALL of the preferred
products, unless there is a documented clinical reason to avoid TNF inhibitors (see Appendix).

B. For psoriatic arthritis: Member has had a documented inadequate response or intolerable adverse event with
four of the preferred products, unless there is a documented clinical reason to avoid TNF inhibitors (see
Appendix).
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C. Member is currently receiving treatment with a targeted product, excluding when the targeted product is
obtained as samples or via manufacturer’s patient assistance programs.
D. The requested product is Cimzia and member is currently pregnant or breastfeeding.

lll. Appendix: Clinical reasons to avoid TNF inhibitors
History of demyelinating disorder
History of congestive heart failure
History of hepatitis B virus infection

Autoantibody formation/lupus-like syndrome

Risk of lymphoma

REFERENCES

CoNooA~LODE

Actemra [package insert]. South San Francisco, CA: Genentech, Inc.; August 2017.
Cimzia [package insert]. Smyrna, GA: UCB, Inc.; May 2018.
Cosentyx [package insert]. East Hanover, NJ: Novartis Pharmaceuticals Corporation; January 2016.
Enbrel [package insert]. Thousand Oaks, CA: Immunex Corporation; July 2017.

Entyvio [package insert]. Deerfield, IL: Takeda Pharmaceutical America, Inc.; May 2014.
Humira [package insert]. North Chicago, IL: AbbVie Inc.; May 2017.

Kevzara [package insert]. Bridgewater, NJ: Sanofi-aventis, U.S. LLC /Regeneron Pharmaceuticals, Inc.; May 2017.
Kineret [package insert]. Stockholm, Sweden: Swedish Orphan Biovitrum AB (publ); May 2016.

Orencia [package insert]. Princeton, NJ: Bristol-Meyers Squibb Company; June 2017.

10. Otezla [package insert]. Summit, NJ: Celgene Corporation; June 2017.

11. Simponi [package insert]. Horsham, PA: Janssen Biotech, Inc.; June 2017.

12. Stelara [package insert]. Horsham, PA: Janssen Biotech, Inc.; September 2016.
13. Taltz [package insert]. Indianapolis, IN: Eli Lilly and Company; December 2017.

14. Xeljanz/Xeljanz XR [package insert]. New York, NY: Pfizer, Inc.; May 2018.

15. llumya [package insert]. Whitehouse Station, NJ: Merck & Co., Inc.; March 2018.
16. Olumiant [package insert]. Indianapolis, IN: Lilly USA, LLC; May 2018.

Specialty Exceptions Marketplace Autoimmune P2018d

© 2018 CVS Caremark. All rights reserved.

This document contains confidential and proprietary information of CVS Caremark and cannot be reproduced, distributed or printed without written
permission from CVS Caremark. This document contains prescription brand name drugs that are trademarks or registered trademarks of
pharmaceutical manufacturers that are not affiliated with CVS Caremark.

¥ CVS caremark



