
State of Alaska Department of Health and Social Services, Division of Health Care Services 
Submission Request Form for Pharmaceutical Manufacturers 

E-mail as an attachment to JWMccall@magellanhealth.com , include in subject line Manufacturer Submission 
OR Fax this request to: 1-888-656-6822 ATTN: John McCall, R.Ph. (Note: Processing May be Delayed if Information Submitted is Illegible or Incomplete) 

 

 

Members of the Pharmacy and Therapeutics (P&T) Committee have requested that all clinical information, 
questions, or comments about the Preferred Drug List (PDL) be sent directly to Magellan Medicaid Administration. 
Manufacturers and other interested parties have been requested not to contact the members directly. Written 
comments on the PDL from all interested parties should be submitted to Erin Narus, PharmD, R.Ph. at the State of 
Alaska.  

Note: Manufacturers submitting comments are requested to do so through their Product Manager using this 
form. This form constitutes a request for NEW information pertaining to peer-reviewed literature 
including off-label peer-reviewed studies. 

Contact Information 

MANUFACTURER NAME:  DATE: 

    –   –       

PRODUCT MANAGER’S NAME:  TITLE: 

   

ADDRESS:   

 

CITY:  STATE: ZIP CODE: 

              

PHONE NUMBER:  FAX NUMBER: 

   –    –         –    –     
 

PRODUCT: 

 
 

Clinical Rationale Request for Consideration (If additional space is required, use Clinical Rationale Continuation Page). 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
Confidentiality Notice: The documents accompanying this transmission contain confidential health information that is legally privileged. If you are not the intended 
recipient, you are hereby notified that any disclosure, copying, distribution, or action taken in reliance on the contents of these documents is strictly prohibited 
 If you have received this information in error, please notify the sender (Via return FAX) immediately and arrange for the return or destruction of these documents. 
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	Product: Taltz (ixekizumab)
	Clinical_Rationale_1: Taltz® (ixekizumab) - Medical Value Summary I. INDICATIONS(1) Taltz (ixekizumab) is a humanized interleukin-17A antagonist indicated for the treatment of adults with moderate-to-severe plaque psoriasis who are candidates for systemic therapy or phototherapy. II. DOSAGE AND ADMINISTRATION(1) Taltz is administered by subcutaneous injection. The recommended dose is 160 mg (two 80 mg injections) at Week 0, followed by 80 mg at Weeks 2, 4, 6, 8, 10, and 12, then 80 mg every 4 weeks. III. DOSAGE FORMS AND STRENGTHS(1) Taltz is available as 80 mg of ixekizumab in a 1 mL single-dose prefilled autoinjector or a single-dose prefilled syringe. IV. EFFICACY SUMMARY Three multicenter, randomized, double-blind, placebo-controlled trials (UNCOVER-1, -2, and -3) enrolled a total of 3866 subjects with plaque psoriasis. In the two active comparator trials (UNCOVER-2 and -3), subjects were also randomized to receive U.S. approved etanercept 50 mg twice weekly for 12 weeks.(1) In all three studies, at 12 weeks, 87% to 90% of patients treated with Taltz saw a significant improvement of their psoriasis plaques (PASI 75). In addition, 81% to 83% of patients treated with Taltz achieved sPGA 0 or 1. The majority of patients treated with Taltz, 68% to 71% , achieved virtually clear skin (PASI 90) and 35% to 42% of patients saw complete resolution of their psoriasis plaques (PASI 100, sPGA 0). Among those patients treated with placebo, 7% or fewer achieved PASI 75, 7% or fewer achieved sPGA 0 or 1, 3% or fewer achieved PASI 90 and 1% or fewer achieved PASI 100 and sPGA 0.(1)
	Clinical_Rationale_2: Taltz was also statistically superior to U.S.-approved etanercept at all skin clearance levels, including PASI 75 and sPGA 0 or 1 at 12 weeks. In an integrated analysis of the U.S. sites in the two active comparator studies—UNCOVER-2 and UNCOVER-3—the respective response rates for Taltz vs. U.S.-approved etanercept were 87% vs. 41% for PASI 75, 73% vs. 27% for sPGA 0 or 1, 34% vs. 5% for sPGA of 0, 64% vs. 18% for PASI 90 and 34% vs. 4% for PASI 100).(1) In UNCOVER-1 and UNCOVER-2, of patients who responded to Taltz (sPGA 0 or 1 and at least a 2-point improvement from baseline) at 12 weeks, 75% consistently maintained that response at the 60-week endpoint.(1) Subjects treated with Taltz 80 mg every two weeks (Q2W) experienced improvement in itch severity when compared to placebo at Week 12.(1) In a Head-to-Head study of Taltz versus ustekinumab (IXORA-S), at 24 weeks, patients treated with Taltz achieved significantly higher response rates compared to patients treated with ustekinumab, including 83% of patients who achieved PASI 90, compared to 59% of patients who achieved PASI 90 after treatment with ustekinumab. Other clearance levels at week 24 included PASI 75: 91% for Taltz vs. 82% for ustekinumab; and PASI 100: 49% for Taltz vs 24% for ustekinumab.(2)V. SAFETY SUMMARY(1) Please see the full prescribing information available at Taltz.com for complete safety information. Taltz is contraindicated in patients with a previous serious hypersensitivity reaction, such as anaphylaxis, to ixekizumab or to any of the excipients. Taltz may increase the risk of infection. The Taltz group had a higher rate of infections than the placebo group (27% vs. 23%). Serious infections have occurred. Instruct patients to seek medical advice if signs or symptoms of clinically important chronic or acute infection occur. If a serious infection develops, discontinue Taltz until the infection resolves. The most common adverse reactions (≥1%) associated with Taltz treatment are injection site reactions, upper respiratory tract infections, nausea, and tinea infections.VI. VALUE SUMMARY including REAL WORLD EVIDENCE In 3 large phase 3 studies, Taltz has demonstrated a significant improvement in patients with moderate to severe plaque psoriasis with up to 90% of patients achieving PASI 75 at week 12. Complete resolution of plaques (PASI 100) is possible with Taltz, with 35% to 42% achieving clear skin (PASI 100 or sPGA 0) at week 12. Taltz is currently the only IL-17A Antagonist with PASI 100 results in the U.S. Package Insert.(1) At week 12, Taltz showed superiority in 2 head-to-head trials vs. U.S.-approved etanercept in patients achieving PASI 75 and sPGA 0 or 1. Of the patients who responded (sPGA 0,1) at week 12 in UNCOVER-1 and-2, 75% maintained this response at week 60.1 Additionally, Head-to-Head data (IXORA-S) showed significantly higher response rates for Taltz compared to ustekinumab at 24 weeks. (2) In the 3 pivotal trials, examination of age, gender, race, body weight, and previous treatment with a biologic did not identify differences in response to Taltz among these subgroups at week 12.(1) In a network meta-analysis of biologics for the treatment of psoriasis for the Number Needed to Treat (NNT) per additional responder at 12 weeks versus placebo the following results were calculated:(3)                                                              PASI 75         PASI 90         PASI 100Ixekizumab 80mg Q2W                     1.2                 1.4                 2.5Secukinumab 300mg                         1.3                 1.7                 3.6Ustekinumab 45mg                           1.6                  2.4                6.7Ustekinumab 90mg                           1.5                  2.2                5.6Adalimumab 80mg/40mg EOW      1.9                  3.5                11.8Etanercept 50mg BIW                       2.2                 4.2                 15.9(References on the next page)
	Public_Citations_1: References:1. Taltz [package insert]. Indianapolis, IN: Eli Lilly and Company; 2017. Available at http://pi.lilly.com/us/taltz-uspi.pdf2. Reich et al. Presented at AAD 2017; Poster 51743. Data on File IXE2016NOV9APublished Citations:Griffiths CE, Reich K, Lebwohl M, et al. Comparison of ixekizumab with etanercept or placebo in moderate-to-severe psoriasis (UNCOVER-2 and UNCOVER-3): results from two phase 3 randomized trials. Lancet 2015;386(9993):541-51. DOI:10.1016/S0140-6736(15)60125-8Gordon KB, Blauvelt A, Papp KA, et al. Phase 3 trials of ixekizumab in moderate-to-severe plaque psoriasis. N Engl J Med 2016; DOI: 10.1056/NEJMoa1512711.Armstrong AW, et al. Effect of Ixekizumab Treatment on Work Productivity for Patients With Moderate-to-Severe Plaque Psoriasis: Analysis of Results From 3 Randomized Phase 3 Clinical Trials. JAMA Dermatol. Published online March 07, 2016. doi:10.1001/jamadermatol.2016.0269.Blauvelt, A., Papp, K.A., Griffiths, C.E.M. et al. Efficacy and Safety of Switching to Ixekizumab in Etanercept Non-Responders: A Subanalysis from Two Phase III Randomized Clinical Trials in Moderate-to-Severe Plaque Psoriasis (UNCOVER-2 and -3).  Am J Clin Dermatol (2017) 18: 273. doi:10.1007/s40257-016-0246-9
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