Date: [Date]

To: [Insurance Company Name / Pharmacy Benefit Manager]
Attn: [Department Name / Medical Director]
Fax/Address: [Fax Number or Address]

RE: Letter of Medical Necessity for [Patient Name]
Patient Date of Birth: [DOB]

Policy Number: [Policy ID]

Group Number: [Group Number]

Case Reference Number: [Reference Number, if applicable]

Dear Medical Director,

I am writing to formally request the approval and dispensation of [Drug Name] for my patient,
[Patient Name], who is under my care for the treatment of [Name of Rare Disease/Condition]
(ICD-10 Code: [Code]).

Patient Background and Clinical History:

[Patient Name] is a [Age]-year-old individual who was diagnosed with [Disease] on [Date]. This
condition is an orphan disease characterized by [Brief description of symptoms and severity].
The patient currently presents with [Specific symptoms or clinical markers].

Medical Justification for [Drug Name]|:

[Drug Name] is an FDA-approved orphan drug specifically indicated for the treatment of
[Disease]. Due to the rarity of this condition, there are no suitable therapeutic alternatives
currently available on the formulary. [Patient Name] requires this specific medication because:

e [Reason 1: e.g., Failure of standard therapies/off-label treatments]

e [Reason 2: e.g., Mechanism of action targeting specific genetic mutation]

o [Reason 3: e.g., Prevention of irreversible disease progression or life-threatening
complications]

Treatment Plan:
The proposed treatment regimen is [Dosage] administered [Frequency]. I will be monitoring the
patient through [List specific tests or clinical evaluations] to ensure efficacy and safety.

Conclusion:

In my clinical opinion, [Drug Name] is medically necessary and essential for the management of
[Patient Name]'s rare condition. Failure to provide this medication poses a significant risk to the
patient's health and quality of life.

Please contact my office at [Phone Number] if you require additional clinical documentation or
peer-to-peer consultation.

Sincerely,



[Physician Signature]
[Physician Name, MD/DO]
[Medical Specialty]

[NPI Number]

[Facility Name]



