Payers may require prior authorization or supporting documentation to process and cover a claim for the requested therapy. A prior authorization allows the payer to review the reason for the requested therapy and to determine medical appropriateness. A patient-specific Letter of Medical Necessity will help to explain the physician’s rationale and clinical decision-making in choosing a therapy. The following is a sample Letter of Medical Necessity that can be customized based on your patient’s medical history and physical examination. Please note that some payers may have specific forms that must be completed in order to request prior authorization or to document medical necessity.
Please see the Full Prescribing Information for GVOKE® (glucagon injection).




SAMPLE LETTER OF MEDICAL NECESSITY
[Insert Date] 
[Insert Payer Name] 
[Insert Payer Address] 
Re: [Insert Patient Name] 
[Insert Policy ID/Group Number]
[Insert Claim Number]

To whom it may concern: 
I am writing to provide additional information to support my claim for [Insert Patient Name] with the treatment of [Insert Gvoke HypoPen®, Gvoke® PFS, or Gvoke® Kit] (glucagon injection) for [Insert Diagnosis]. Following a complete medical assessment, I have deemed this treatment for [Patient Name] medically necessary and request an urgent authorization of [Insert Gvoke HypoPen®, Gvoke® PFS, or Gvoke® Kit]. 
Below, this letter outlines [Insert Patient Name]’s relevant medical history and treatment rationale. 

[Insert Summary of Patient’s History]
You may want to include:
· Diagnosis code and date of diagnosis
· Patient medical records
· Patient’s current diabetes treatment regimen that may increase risk of severe hypoglycemia
· Recent symptoms and conditions including past hypoglycemic event information 
· Previously tried/failed glucagon treatments

[Insert Rationale for Treatment]
You may want to include:
· Determination that patient would be unlikely to successfully assemble or administer alternative treatment options during a severe hypoglycemic event due to [lack of dexterity to assemble and/or hold for 10 seconds, unable to open, poor vision/cannot read instructions, poor memory, become agitated or panicked, low health literacy, lives alone].
· Explanation for why alternative treatment options would not be as effective as the prescribed medication, and therefore the requested medication is medically necessary. 
· Determination that the alternative treatment option presents risk of immunogenicity, potentially rendering the rescue medication ineffective. Therefore, the requested medication is medically necessary. 
Based on these facts and my medical assessment, [Insert Gvoke HypoPen®, Gvoke® PFS, or Gvoke® Kit] is medically necessary and the best therapeutic choice for [Insert Patient Name]. We appreciate your consideration of [Insert Patient Name]’s medical needs. If you have any questions or require additional information, please contact me at [Insert Phone Number].

Sincerely,
[Insert Physician Name and NPI Number] 

[Mandatory Enclosures:]
· Supporting Documentation
· Clinical Notes

[Recommended Enclosures:]
· Full Prescribing Information
· Appeal Letter printed on office letterhead
· Original Prior Authorization Form
· Denial/EOB
· Supporting scientific literature


Indication
GVOKE (glucagon) is an antihypoglycemic agent indicated for subcutaneous use for the treatment of severe hypoglycemia in adult and pediatric patients aged 2 years and older with diabetes.
Important Safety Information
· GVOKE is contraindicated in patients with:
· Pheochromocytoma because of the risk of substantial increase in blood pressure
· Insulinoma because of the risk of hypoglycemia 
· Prior hypersensitivity reaction to glucagon or to any of the excipients. Serious hypersensitivity reactions have been reported with glucagon, including generalized rash, and anaphylactic shock with breathing difficulties and hypotension
· GVOKE may stimulate the release of catecholamines from the tumor. If patient develops a substantial increase in blood pressure and a previously undiagnosed pheochromocytoma is suspected, 5 to 10 mg of phentolamine mesylate intravenously has been shown to be effective in lowering blood pressure
· In patients with insulinoma, administration of glucagon may produce an initial increase in blood glucose; however, administration may stimulate exaggerated insulin release from an insulinoma and cause hypoglycemia. If a patient develops symptoms of hypoglycemia after a dose of GVOKE, give glucose orally or intravenously
· Patients with insufficient hepatic stores of glycogen may not respond to GVOKE for treatment of severe hypoglycemia. Insufficient hepatic stores of glycogen may be present in conditions such as states of starvation, or in patients with adrenal insufficiency or chronic hypoglycemia 
· A skin rash called necrolytic migratory erythema (NME), has been reported post-marketing following continuous glucagon infusion and resolved with discontinuation of the glucagon. GVOKE is not approved for continuous infusion.  Should NME occur, consider whether the benefits of continuous glucagon infusion outweigh the risks
· Most common adverse reactions reported in adult patients were nausea, vomiting, injection site edema raised 1 mm or greater, and headache
· Most common adverse reactions reported in pediatric patients were nausea, hypoglycemia, vomiting, headache, abdominal pain, hyperglycemia, injection site discomfort and reaction, and urticaria
· Patients taking concomitant beta-blockers may have a transient increase in pulse and blood pressure. In patients taking concomitant indomethacin, GVOKE may lose its ability to raise glucose or may produce hypoglycemia. GVOKE may increase the anticoagulant effect of warfarin

Please see full Prescribing Information for GVOKE®.
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