FORMULARY EXCEPTION LETTER EXAMPLE


[bookmark: _Hlk204778151]REQUEST: Authorization for treatment with [Insert Gvoke HypoPen®, Gvoke® Pre-Filled Syringe, and/or Gvoke® Kit] (glucagon injection)
DIAGNOSIS: [Insert Diagnosis] [Insert ICD]
DOSE: [Insert Dose]
REQUEST TYPE: ☐ Standard ☐ EXPEDITED 

[Insert Name of Medical Director]	RE:	Member Name: [Insert Member Name]
[Insert Insurance Company Name]		Member Number: [Insert Member Number]
[Insert Address] 				Group Number: [Insert Group Number]
[Insert City, State Zip]

Dear [Insert Name of Medical Director]:
I am writing to request a formulary exception for the above-mentioned patient to receive treatment with [Gvoke HypoPen®, Gvoke® Pre-Filled Syringe, and/or Gvoke® Kit] for [Insert Diagnosis, for example, severe hypoglycemia]. In brief, [Gvoke HypoPen®, Gvoke® Pre-Filled Syringe, and/or Gvoke® Kit] is not on [Insert Plan Name]’s formulary, but [Gvoke HypoPen® and/or Gvoke® Pre-Filled Syringe] is a medically appropriate and necessary treatment for this patient. Based on the following documentation, I am requesting [Gvoke HypoPen®, Gvoke® Pre-Filled Syringe, and/or Gvoke® Kit] to be considered for this patient. 

Summary of Patient’s Diagnosis
[Insert patient’s diagnosis, date of diagnosis, lab results and date, current condition] 
Summary of Patient’s History
[You may want to include:]
· Previous therapies/procedures and response to those interventions
· Description of patient’s recent symptoms/condition
Rationale for Treatment
[bookmark: _Hlk528063536][Insert summary statement for rationale for treatment such as:  Considering the patient’s history, condition, and the full Prescribing Information supporting uses of <Gvoke HypoPen®, Gvoke® Pre-Filled Syringe, and/or Gvoke® Kit>, I believe treatment with <Gvoke HypoPen®, Gvoke® Pre-Filled Syringe, and/or Gvoke® Kit>,  at this time is medically necessary and should be a covered and reimbursed service. 
You may consider including documents that provide additional clinical information to support the recommendation for <Gvoke HypoPen®, Gvoke® Pre-Filled Syringe, and/or Gvoke® Kit> for this patient, such as the full Prescribing Information, peer-reviewed journal articles, or clinical guidelines.] 

[Given the urgent nature of this request], please provide a timely authorization. Contact my office at [Insert Phone Number] if I can provide you with any additional information.

Sincerely,
[Insert Physician Name and Participating Provider Number]
[bookmark: _Hlk510197575]Enclosures: [Include full Prescribing Information and the additional support noted above]

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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