Sample Letter of Medical Necessity for WAYRILZ™ (rilzabrutinib)

Provider Instructions
1. Remove the heading and these instructional statements.  
2. Modify the sample letter below to customize the information noted in bracketed red text. 
3. Format the letter to ensure all brackets are removed and all text is in black, unbold font.
4. Print and send to the health plan advising them of the medical necessity of treating your
    patient with this product.

This letter is a template and is intended to serve as an informational resource only. It does           not include all the information necessary to support your request. Requirements may vary based on health plan guidelines and patient benefit design. The requesting provider is responsible for ensuring the accuracy, adequacy, and supportability of all information provided. Sanofi is not a healthcare provider and does not provide medical diagnoses or treatment. The responsibility of evaluating the medical necessity of a particular treatment is solely the responsibility of the provider.

[Date] 

[Payer Medical/Pharmacy Director/Contact Name] 
[Payer Organization Name] 
[Payer Street Address] 
[Payer City, State ZIP Code] 

RE: Letter of Medical Necessity for WAYRILZ™ (rilzabrutinib)

Patient Name: [Patient Name]
Date of Birth: [Patient Date of Birth] 
Policy ID/Group Number: [Policy ID/Group Number] 
Policy Holder: [Policy Holder’s Name] 

Dear [Payer Medical/Pharmacy Director/Contact Name],

[bookmark: _Hlk200711328]I am [Physician Name, Credentials, Specialty, Hospital/Practice], and I am writing on behalf of my patient, [Patient Name], to document the medical necessity for the use of WAYRILZ™ (rilzabrutinib) for the treatment of [persistent or chronic] immune thrombocytopenia (ITP). This letter provides information about my patient’s medical history and my rationale for prescribing WAYRILZ. 

Summary of Patient’s Medical History 
[Provide summary of patient’s relevant medical history and treatment history, such as duration of each type of therapy. Response to past therapies (eg, name of therapy, dose, start date/stop date, length of treatment, and clinical response)]




Patient-Specific Rationale for Treatment
[bookmark: _Hlk137028969]The medical necessity for the use of WAYRILZ arises as my patient, [Patient Name], has been diagnosed with [persistent or chronic] ITP and experienced an inadequate response to a previous treatment. WAYRILZ is indicated for the treatment of adult patients with persistent or chronic immune thrombocytopenia (ITP) who have had an insufficient response to a previous treatment.  

Based on my medical opinion and knowledge of the patient’s history it is important that my patient to receive the treatment I believe is most appropriate in a timely manner. I am requesting authorization for coverage of WAYRILZ. 

According to the information in [Patient Name]'s health plan, the treatment of [persistent or chronic] ITP in patients who have had an insufficient response to a previous ITP treatment is within the approved label for WAYRILZ and should be fully covered for my patient, [Patient Name].     

Please call my office at [Telephone Number] if I can provide you with any additional information. I look forward to receiving your timely approval of this authorization. 

Sincerely, 
[Physician Name, Credentials, and Participating Provider Number]

INDICATION
[bookmark: _Hlk199335792]WAYRILZ is indicated for the treatment of adult patients with persistent or chronic immune thrombocytopenia (ITP) who have had an insufficient response to a previous treatment. 

IMPORTANT SAFETY INFORMATION
WARNINGS AND PRECAUTIONS
Serious Infections: An increased risk of serious infections (including bacterial, viral, or fungal) can occur in patients treated with Bruton’s tyrosine kinase (BTK) inhibitors, including WAYRILZ. Fatal pneumonia occurred in one participant treated with WAYRILZ in the LUNA-3 trial. Other serious infections [one each (0.8%)] included COVID-19 infection, wound infection, urinary tract infection and kidney abscess.  Monitor patients for signs and symptoms of infection and treat appropriately.  
Hepatotoxicity, Including Drug-Induced Liver Injury (DILI): Hepatotoxicity, including severe, life-threatening, and potentially fatal cases of DILI, can occur in patients treated with BTK inhibitors. Elevations of liver transaminases occurred with WAYRILZ in the ITP clinical trials and were generally mild to moderate in severity. Evaluate bilirubin and transaminases at baseline and as clinically indicated during treatment with WAYRILZ. For patients who develop abnormal liver tests after WAYRILZ, monitor more frequently. If DILI is suspected, withhold WAYRILZ. Upon confirmation of DILI, discontinue WAYRILZ.
Embryo-Fetal Toxicity: Based on findings from preliminary animal reproduction studies, WAYRILZ may cause fetal harm when administered to a pregnant woman. Verify pregnancy status of females of reproductive potential prior to initiating WAYRILZ treatment. Advise females of reproductive potential to use effective contraception while taking WAYRILZ and for 1 week after the final dose. 
ADVERSE REACTIONS
Most common adverse reactions reported (incidence ≥10%) were diarrhea, nausea, headache, abdominal pain, and COVID-19.
DRUG INTERACTIONS
· Avoid concomitant use of WAYRILZ with strong or moderate CYP3A inhibitors, which increases the risk of WAYRILZ adverse reactions. If short term use of these inhibitors cannot be avoided, interrupt treatment with WAYRILZ. Avoid concomitant use of grapefruit, starfruit and products containing these fruits, and Seville oranges with WAYRILZ.
· Avoid concomitant use with a strong or moderate CYP3A inducer, which may reduce WAYRILZ efficacy.
· Administer the dose of WAYRILZ at least 2 hours before administration of an antacid or histamine H2 receptor antagonist. Avoid concomitant use of proton pump inhibitors with WAYRILZ. Concomitant use of acid reducing agents may reduce WAYRILZ efficacy.
· Rilzabrutinib is a moderate inhibitor of CYP3A and increases exposure of these substrates. Monitor for adverse reactions and consider dosage adjustment of the CYP3A substrate.
· Rilzabrutinib is an inhibitor of P-gp, BCRP and OATP1B in vitro. The effect of concomitant use of WAYRILZ with OATP1B and BCRP substrates has not been established in clinical studies. Monitor for adverse reactions of the concurrently administered P-gp, BCRP, or OATP1B substrate more frequently where minimal substrate concentration changes may lead to serious adverse reactions. 

USE IN SPECIFIC POPULATIONS
· Lactation: Due to the potential for adverse reactions in a breastfed child, advise lactating women not to breastfeed while taking WAYRILZ and for at least 1 week after the final dose
· Hepatic Impairment: Avoid administration of WAYRILZ in patients with moderate or severe hepatic impairment (Child-Pugh class B-C)
· Renal Impairment: Avoid use in patients with severe renal impairment

Please see accompanying Prescribing Information.

Attachments
· [Prior authorization form or denial letter] 
· [WAYRILZ Prescribing Information]
· [Supporting documentation] 
· [Other]
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