Enbrel® (etanercept) Sample Letter of Medical Necessity
Physician Letterhead

[Insurance Company]
[Address Line 1]
[Address Line 2]
[Date]

RE:

Patient Name: ___________________________
Policy ID:
___________________________
Policy Group: ___________________________
Date of Birth: ___________________________

Attn: [Medical/Pharmacy Director], [Department]
Dear [Medical/Pharmacy Director]:
I am writing on behalf of [Patient’s Name] to formally document the medical necessity for treatment
with ENBREL for a diagnosis of [patient’s diagnosis]. [If prior authorization has been submitted
previously, indicate date of submission and the outcome.] This letter provides additional
information and clinical rationale in support of the medical necessity for
[continuing/initiating/reinitiating] treatment with ENBREL.
Patient’s Medical History and Treatment Rationale: [You may want to consider including the
following information, depending on your patient's history of treatment with ENBREL.]
[FOR ENBREL CONTINUATION - patients who are currently treated with ENBREL]
• Patient’s history, diagnosis, and previous therapies
• Dates of ENBREL initiation and last refill, as well as the rationale for delays in refills (if any)
• Summary of clinical response to treatment and impact to patient's daily life
[FOR ENBREL INITIATION - patients who have not been treated with ENBREL previously]
• Patient’s history, diagnosis, and current condition (eg, signs, symptoms, functioning)
• Previous therapies used for the treatment of the diagnosed condition and the rationale for initiating
ENBREL versus other biologic agents
• Summary of your professional opinion and potential prognosis for treatment with ENBREL
[FOR ENBREL REINITIATION - patients who have interrupted treatment with ENBREL]
• Patient’s history, diagnosis, and previous therapies
• Dates of ENBREL initiation and discontinuation
• Evidence of response to treatment and reasons for interrupting therapy
• Summary of the patient’s condition and the clinical rationale for reinitiating ENBREL
In summary, treatment with ENBREL is clearly medically necessary for [Patient’s Name]; it is
consistent with the current standard of care and is in accordance with the FDA-approved indication.
Please call my office at [insert telephone number] if additional information is required for the
approval of this request. Thank you for your consideration and prompt review of this request.
Sincerely,
[Physician’s name]
[List enclosures as appropriate: Examples of enclosures include excerpt(s) from
patient’s medical record, relevant treatment guidelines, and product Prescribing Information.]
Please see Important Safety Information on next page.
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Pediatric Patients
Most of the patients were receiving concomitant immunosuppressants.
In patients who initiated therapy at ≤ 18 years of age, approximately half of the
reported malignancies were lymphomas (Hodgkin’s and non-Hodgkin’s lymphoma).
Other cases included rare malignancies usually associated with immunosuppression
and malignancies that are not usually observed in children and adolescents.
Most of the patients were receiving concomitant immunosuppressants.
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