Insert Date

Insert Insurance Company Name
Insert Address
Insert City, State, Zip

MEMBER NAME:  Click to enter
MEMBER ID: Click to enter
DATE OF BIRTH: Insert Date
TREATING/REFERRING PROVIDER: Click to enter
OUT-OF-NETWORK PROVIDER: Click to enter
OUT-OF-NETWORK FACILITY & ADDRESS: Click to enter
OUT-OF-NETWORK SERVICE REQUESTED: Letter of medical necessity – urgent request for prior authorization for out-of-network clinical trial participation

Dear Prior Authorization Review Team,

I am writing to formally request expedited prior authorization so that I may be considered for my participation in an out-of-network clinical trial. 

I was diagnosed with malignant Epithelioid Hemangioendothelioma (EHE) in Insert month & year of diagnosis.  EHE is an ultra-rare and life-threatening vascular sarcoma cancer for which no FDA-approved systemic treatments currently exist. EHE tumors are typically refractory to current anti-tumor drugs used in sarcomas, resulting in poor outcomes. This letter provides the clinical justification for why participation in this clinical trial represents the only medically appropriate option available to me at this time.

DIAGNOSIS AND CLINICAL BACKGROUND:
I have been diagnosed with metastatic malignant Epithelioid Hemangioendothelioma (EHE), Stage IV. My tumors are extensive, involving the insert areas of the body where tumors are located; additionally, I am suffering from significant disease-related symptoms including insert symptoms. 
EHE is classified as an ultra-rare vascular cancer, with an estimated incidence of fewer than 1 per million people per year. This ultra-rare cancer has a highly variable clinical behavior, and a high propensity for metastasis. From experts’ consensus on the disease, it is agreed that presentation of tumor-related symptoms correlates with worse survival. With no FDA-approved systemic therapies for advanced-stage disease, people with EHE are left with critically limited treatment options. 

PRIOR TREATMENTS AND TREATMENT FAILURE: 
I have undergone multiple lines of treatment for my EHE, all of which have been unsuccessful in controlling my disease:
· Surgery: Underwent insert procedure name on insert date to achieve local disease control. Disease has progressed.
· Radiation therapy: Completed insert duration of dates as part of treatment. Disease has continued to progress.
·  Systemic therapy: Administered insert duration of dates as a targeted agent sometimes used off label in EHE. This treatment has also failed, and my disease is now rapidly worsening.
Given the exhaustion of these treatment options and the rapidly progressive nature of my disease, my treating physician has determined that enrollment in an investigational clinical trial is medically necessary and represents my best available option for disease control.

TREATING PHYSICIAN AND SPECIALIST REFERRAL:
I am currently under the care of insert treating physician name a board-certified insert physician specialty specializing in insert specific focus (example: sarcoma) at insert name of institution.  Given the extent of my disease and lack of treatment options, insert treating physician name has referred me to seek enrollment in an investigational clinical trial.

Insert treating physician name contact information for verification:
Insert name of institution
Insert Address
Insert City, State, Zip
Insert phone number
	Insert fax number

CLINICAL TRIAL DETAILS:

I am seeking enrollment in the following clinical trial:

TRIAL TITLE:  Insert clinical trial name
CLINICALTRIALS.GOV IDENTIFIER: Insert identifier Ex: NCT06725758
PHASE: Insert phase Ex: Phase 1/2
INVESTIGATIONAL AGENT: insert name of drug or therapy being tested
PRINICIPAL INVESTIGATOR/REFERRED SPECIALIST: insert the name of the physician leading the clinical trial 
INSTITUTION NAME & ADDRESS: insert institution name and address
PHONE NUMBER: insert phone number of principal investigator

Insert investigational agent name is an investigational agent demonstrating encouraging early results in advanced solid tumors. Given the complete absence of approved therapies for Stage IV EHE and the rapid progression of my disease, this trial represents the only scientifically grounded treatment option currently available to me. Insert clinical trial institution name is one of the premier cancer research institutions in the world, and insert principal investigator name is a leading expert in rare sarcomas.

LEGAL BASIS FOR COVERAGE:
Under Section 2709 of the Affordable Care Act (ACA), health insurance plans are required to cover routine patient care costs incurred in connection with participation in an approved clinical trial for cancer or other life-threatening conditions. This trial qualifies as an approved clinical trial under ACA criteria, as it is registered on ClinicalTrials.gov and is federally approved.
I respectfully request that insert insurance company name authorize coverage of the routine costs of care associated with my participation in insert clinicaltrials.gov identifier, and that an out-of-network exception be granted for care provided at insert clinical trial institution name by insert clinical trial principal investigator’s name.

SUMMARY OF REQUEST:
I am requesting authorization for the following:
· Coverage of routine patient care costs associated with participation in insert clinicaltrials.gov identifier per ACA Section 2709.
· An out-of-network exception for care provided at insert clinical trial institution name by insert clinical trial principal investigator’s name.
· Expedited review given the rapidly progressive and life-threatening nature of my disease.
I am available to provide any additional documentation required to support this request, including medical records, pathology reports, imaging studies, or letters from my treating physicians. Please do not hesitate to contact me or my current physician’s office directly.

Thank you for your prompt attention to this urgent matter.

Sincerely,

Member Signature
Insert Member Printed Name
Insert Member Phone Number
Insert Member Email

Enclosures: Ex: Medical records, imaging reports, physician referral letter, clinical trial registration 
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