[bookmark: _Hlk140477081]Letter of Appeal template
[bookmark: _Hlk140477227]Note to physician: The information below can be used as a starting point for developing a letter of appeal. All pink, bracketed content needs to be filled out based on the details of each specific appeal. Be sure to review and understand specific health plan requirements for your patient. It is also important to understand each plan's submission process (online vs fax) for appeals.
[bookmark: _Hlk140477247][Date]
[Health plan name] 					                                                        [Patient’s Name]
ATTN: [Department] 						         [Patient’s plan-specific member ID]
[Medical/Pharmacy Director Name (if available)]			    	       	   [Date of birth]
[Health plan address] 							                               [Case number]
[City, State, ZIP Code] 							                          [Dates of service]
Dear [Medical/Pharmacy Director Name],
We have read and acknowledge your policy for the responsible management of drugs in the [neuroendocrine tumor treatment] [medical oncology] [radiation oncology] [nuclear medicine] [category/categories]. We are writing to request that you reconsider your denial of coverage for LUTATHERA® (lutetium Lu 177 dotatate). This letter is being submitted on behalf of [Patient’s name] for [Product indication], associated with diagnosis code(s) [insert ICD-10 code(s)].
The reason given for the denial was [state reason from health plan’s letter]. A copy of the most recent denial letter is included along with medical notes in response to the denial. After reviewing the denial letter, we continue to maintain that LUTATHERA at a dose of 7.4 GBq (200 mCi) administered intravenously every 8 weeks (± 1 week) for a total of 4 doses is the appropriate therapy for [Patient’s name]. The relevant clinical history is summarized below.
[This plan currently lists [insert plan requirements] prior to treatment with LUTATHERA. We are requesting that these requirements be bypassed.]
[Document the patient’s history, diagnosis, current condition, and symptoms; for example, confirm the patient’s:
· Documentation of patient’s age (note: this differs between some plans) 
· Documentation of diagnosis of somatostatin receptor-positive (SSTR+) gastroenteropancreatic neuroendocrine tumors (GEP-NETs) (including relevant diagnosis code(s))
· Documentation that the GEP-NET is locally advanced, unresectable, or metastatic
· An appropriate imaging study has been performed to document SSTR overexpression 
· If applicable: official pathology report documenting a neuroendocrine tumor of the foregut, midgut, hindgut, or pancreas 
· Documentation that patient has had disease progression despite somatostatin analogue therapy or molecularly targeted therapy (eg, everolimus) 
· Proof that the prescription as written is in consultation with an oncologist (if not prescribed by one) 
· Attach any relevant laboratory results based on plan requirements (eg, creatinine clearance, bilirubin, negative pregnancy tests) 
· Current list of medications
· If applicable: Confirmation that appropriate doses of long-acting somatostatin analogues and short-acting octreotide will be discontinued prior to treatment 
· If applicable: Confirmation that the appropriate doses of long-acting octreotide will be administered following administration and completion of treatment] 

[Provide rationale for prescribing LUTATHERA. Rationale may include: 
· Provide clinical support for your recommendation as to why LUTATHERA is the most appropriate treatment option (this can be clinical trial data from the LUTATHERA prescribing information)
· Share that peptide receptor radionuclide therapy with lutetium Lu 177 dotatate (LUTATHERA®) is NCCN Clinical Practice Guidelines In Oncology (NCCN Guidelines®) recommended as a systemic therapy option for SSTR+, well-differentiated GEP-NET patients*
· Grade 1/2 
· An alternative first-line option for certain patients with locoregional advanced disease and/or distant metastases of gastrointestinal or pancreatic NETs (Ki-67 ≥10% and clinically significant tumor burden)† - NCCN Category 2A Preferred
· Locoregional advanced disease and/or distant metastases—mid-gut NETs with progression on octreotide long-acting release (LAR)/lanreotide - Category 1 Preferred
· Locoregional advanced disease and/or distant metastases of gastrointestinal or pancreatic NETs after progression on octreotide LAR/lanreotide - Category 2A Preferred
· Grade 3
· Locally advanced and/or metastatic NETs with unresectable, clinically significant tumor burden or evidence of progression and favorable biology - Category 2A
· Locally advanced and/or metastatic NETs with unresectable, asymptomatic, low tumor burden and favorable biology - Category 2B
*NCCN makes no warranties of any kind whatsoever regarding their content, use or application and disclaims any responsibility for their application or use in any way. 
†Consider for pancreatic NETs. 
· Detail any of the patient’s comorbidities that could serve as contraindications to certain other treatments 
· Explain why the health plan’s preferred therapies are not appropriate for your patient 
· If your patient is already taking LUTATHERA, describe their response to LUTATHERA and explain why it is not in the best interest of your patient to stop or switch therapies 
· Provide your professional opinion of the patient’s likely prognosis or disease progression without treatment with LUTATHERA] 
The ordering physician is [physician name, NPI #]. The decision may be faxed to [physician fax #] or mailed to [physician business office address]. Please also send a copy of the coverage determination decision to [patient name]. If you have any further questions about this matter, please feel free to contact me at [physician phone number] or via email at [physician email]. Thank you for your time and consideration.
Sincerely,
[Physician’s signature]
[Physician name] [Patient name and signature, if applicable] [Name of practice] [Phone number] Enclosures:
[List and attach additional documents, which may include a denial letter, letter of medical necessity, prescribing information, imaging and/or laboratory results, clinical studies and efficacy data, and/or clinical practice guidelines.]


This letter is provided as an example and is meant for educational purposes only. Novartis cannot guarantee insurance coverage or reimbursement. Coverage and reimbursement may vary significantly by payer, plan, patient, and setting of care. It is the sole responsibility of the health care provider to include the proper information and ensure the accuracy of all statements used in seeking coverage and reimbursement for an individual patient.


INDICATION
LUTATHERA® (lutetium Lu 177 dotatate) is indicated for the treatment of adult and pediatric patients aged 12 years and older with somatostatin receptor-positive gastroenteropancreatic neuroendocrine tumors (GEP-NETs), including foregut, midgut, and hindgut neuroendocrine tumors.
[bookmark: WARNINGS_AND_PRECAUTIONS]IMPORTANT SAFETY INFORMATION 
WARNINGS AND PRECAUTIONS
· Radiation Exposure: Treatment with LUTATHERA contributes to a patient’s overall long-term cumulative radiation exposure and is associated with an increased risk for cancer. Radiation can be detected in the urine for up to 30 days following LUTATHERA administration. Minimize radiation exposure to patients, medical personnel, and household contacts during and after treatment with LUTATHERA consistent with institutional good radiation safety practices, patient management procedures, Nuclear Regulatory Commission patient release guidance, and instructions to the patient for follow-up radiation protection at home.
· Myelosuppression: In the NETTER-1 clinical trial, myelosuppression occurred more frequently in patients receiving LUTATHERA with long-acting octreotide compared with patients receiving high-dose long-acting octreotide (all grades/grade 3/4): anemia (81%/0 vs 54%/1%), thrombocytopenia (53%/1% vs 17%/0), and neutropenia (26%/3% vs 11%/0). In NETTER-1, platelet nadir occurred at a median of 5.1 months following the first dose. Of the 59 patients who developed thrombocytopenia, 68% had platelet recovery to baseline or normal levels. The median time to platelet recovery was 2 months. Fifteen of the 19 patients in whom platelet recovery was not documented had post-nadir platelet counts. Among these 15 patients, 5 improved to grade 1, 9 to grade 2, and 1 to grade 3. Monitor blood cell counts. Withhold dose, reduce dose, or permanently discontinue LUTATHERA based on the severity of myelosuppression.
· Secondary Myelodysplastic Syndrome and Leukemia: In NETTER-1, with a median follow-up time of 76 months in the main study, myelodysplastic syndrome (MDS) was reported in 2.3% of patients receiving LUTATHERA with long-acting octreotide compared with no patients receiving high-dose long-acting octreotide. In ERASMUS, a phase 2 clinical study, 16 patients (2.0%) developed MDS and 4 (0.5%) developed acute leukemia. The median time to onset was 29 months (range, 9-45 months) for MDS and 55 months (range, 32-125 months) for acute leukemia.
· Renal Toxicity: In ERASMUS, 8 patients (<1%) developed renal failure 3 to 36 months following LUTATHERA. Two of these patients had underlying renal impairment or risk factors for renal failure (eg, diabetes or hypertension) and required dialysis. Administer the recommended amino acid solution before, during, and after LUTATHERA to decrease the reabsorption of lutetium Lu 177 dotatate through the proximal tubules and decrease the radiation dose to the kidneys. Advise patients to hydrate and to urinate frequently before, on the day of, and on the day after administration of LUTATHERA. Monitor serum creatinine and calculated creatinine clearance. Withhold dose, reduce dose, or permanently 

discontinue LUTATHERA based on the severity of renal toxicity. Patients with baseline renal impairment may be at increased risk of toxicity due to increased radiation exposure; perform more frequent assessments of renal function in patients with baseline mild or moderate impairment. LUTATHERA has not been studied in patients with baseline severe renal impairment (creatinine clearance <30 mL/min) or those with end-stage renal disease.
· Hepatotoxicity: In ERASMUS, 2 patients (<1%) were reported to have hepatic tumor hemorrhage, edema, or necrosis, with 1 patient experiencing intrahepatic congestion and cholestasis. Patients with hepatic metastasis may be at increased risk of hepatotoxicity due to radiation exposure. Monitor transaminases, bilirubin, serum albumin, and the international normalized ratio during treatment. Withhold dose, reduce dose, or permanently discontinue LUTATHERA based on the severity of hepatotoxicity.
· [bookmark: _Hlk104978864]Hypersensitivity Reactions: Hypersensitivity reactions, including angioedema, occurred in patients treated with LUTATHERA. Monitor patients closely for signs and symptoms of hypersensitivity reactions, including anaphylaxis, during and following LUTATHERA administration for a minimum of 2 hours in a setting in which cardiopulmonary resuscitation medication and equipment are available. Discontinue the infusion upon the first observation of any signs or symptoms consistent with a severe hypersensitivity reaction and initiate appropriate therapy. Premedicate patients with a history of grade 1/2 hypersensitivity reactions to LUTATHERA before subsequent doses. Permanently discontinue LUTATHERA in patients who experience grade 3/4 hypersensitivity reactions.
· Neuroendocrine Hormonal Crisis: Neuroendocrine hormonal crises, manifesting with flushing, diarrhea, bronchospasm, and hypotension, occurred in <1% of patients in ERASMUS and typically occurred during or within 24 hours following the initial LUTATHERA dose. Two (<1%) patients were reported to have hypercalcemia. Monitor patients for flushing, diarrhea, hypotension, bronchoconstriction, or other signs and symptoms of tumor-related hormonal release. Administer intravenous somatostatin analogues, fluids, corticosteroids, and electrolytes as indicated.
· Embryo-Fetal Toxicity: LUTATHERA can cause fetal harm when administered to a pregnant woman. Verify the pregnancy status of females of reproductive potential prior to initiating LUTATHERA. Advise pregnant women of the potential risk to a fetus. Advise females of reproductive potential to use effective contraception during treatment with LUTATHERA and for 7 months after the last dose. Advise males with female partners of reproductive potential to use effective contraception during treatment with LUTATHERA and for 4 months after the last dose. 
· [bookmark: ADVERSE_REACTIONS][bookmark: DRUG_INTERACTIONS]Risk of Infertility: LUTATHERA may cause infertility in males and females. Radiation absorbed by testes and ovaries from the recommended cumulative LUTATHERA dose falls within the range in which temporary or permanent infertility can be expected following external beam radiotherapy. 
ADVERSE REACTIONS
The most common grade 3/4 adverse reactions (≥4% with a higher incidence in the LUTATHERA arm) observed in NETTER-1 were lymphopenia (44%), increased gamma-glutamyl transferase (20%), vomiting (7%), nausea (5%), increased aspartate aminotransferase (5%), increased alanine aminotransferase (4%), hyperglycemia (4%), and hypokalemia (4%).

In ERASMUS, the following serious adverse reactions have been observed with a median follow-up time of >4 years after treatment with LUTATHERA: myelodysplastic syndrome (2%), acute leukemia (1%), renal failure (2%), hypotension (1%), cardiac failure (2%), myocardial infarction (1%), and neuroendocrine hormonal crisis (1%). Patients should be counseled and monitored in accordance with the LUTATHERA
Prescribing Information.

Adverse reactions observed in pediatric patients were similar to those observed in adults treated with LUTATHERA.

DRUG INTERACTIONS
Discontinue long-acting somatostatin analogues at least 4 weeks and short-acting octreotide at least 24 hours prior to each LUTATHERA dose.
SPECIFIC POPULATIONS
Lactation: Advise patients not to breastfeed during LUTATHERA treatment.

Please see full Prescribing Information.
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