Terms and Conditions for the Iveric Bio Breakage
and Spoilage Program

Terms and Conditions

IZERVAY My Way** will review all submitted materials and documentation and
determine the cause of breakage or spoilage before routing to the proper pharmacy
for replacement. The Breakage and Spoilage Replacement Program Form must
contain sufficient information to assess qualification for this replacement and the
prescriber’s signature attesting to the information provided

Replacements will not be provided if it is determined that breakage or spoilage was a
result of intentional misuse or wrongdoing

Each spoilage incident must be reported separately. Large batch replacements will
only be issued in the event of natural disaster

Iveric Bio does not guarantee the replacement of any product if any portion of the
product has been administered or is intended to be administered to the prescribed
patient or to another patient

Iveric Bio retains the right to make the final decision regarding any breakage or
spoilage replacement request. Returned product is subject to analysis. All breakage or
spoilage replacement requests are subject to review at Iveric Bio’s sole discretion, and
all decisions by Iveric Bio are final

Iveric Bio may modify or terminate this program at any time without notice

Nothing in this program is intended to induce or reward prescriptions or referrals of
Iveric Bio products. This program is solely for the purpose of ensuring proper patient
care using lveric Bio products
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and Spoilage Program



Terms and Conditions

· IZERVAY My Way℠ will review all submitted materials and documentation and determine the cause of breakage or spoilage before routing to the proper pharmacy for replacement. The Breakage and Spoilage Replacement Program Form must contain sufficient information to assess qualification for this replacement and the prescriber’s signature attesting to the information provided 

· Replacements will not be provided if it is determined that breakage or spoilage was a result of intentional misuse or wrongdoing

· Each spoilage incident must be reported separately. Large batch replacements will only be issued in the event of natural disaster

· Iveric Bio does not guarantee the replacement of any product if any portion of the product has been administered or is intended to be administered to the prescribed patient or to another patient

· [bookmark: _Hlk129948543]Iveric Bio retains the right to make the final decision regarding any breakage or spoilage replacement request. Returned product is subject to analysis. All breakage or spoilage replacement requests are subject to review at Iveric Bio’s sole discretion, and all decisions by Iveric Bio are final

· Iveric Bio may modify or terminate this program at any time without notice 

· [bookmark: _Hlk129947446]Nothing in this program is intended to induce or reward prescriptions or referrals of Iveric Bio products. This program is solely for the purpose of ensuring proper patient care using Iveric Bio products
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Terms and Conditions for the Iveric Bio Denial
Replacement Program



Program Eligibility

For a patient to be eligible for replacement product without charge due to an insurance denial:

· IZERVAYTM (avacincaptad pegol) must have been prescribed consistent with the product’s on-label indications for use

· The patient must be actively insured 

· No payment has been issued to any party by the patient’s health plan for the product

· The health plan has provided an explanation of benefits indicating a denial of coverage

· The eye care professional (ECP) or the patient must have appealed the denial of coverage, and such denial must have been affirmed on appeal

· [bookmark: _Hlk138240596]Replacement requests must be accompanied by the request form, in addition to either payer documentation of denial, or documentation that the IZERVAY My WaySM team established first-level appeal denial by phone

· [bookmark: _Hlk129946965]Denials due to human error (eg, incorrect number of units billed) are not eligible for replacement 

· The request must be filed within 180 days of the initial denial 



Terms and Conditions

· If an ECP chooses, they are permitted to conduct a benefits verification independently, but must submit the verification findings to IZERVAY My Way. Alternatively, the prescribing ECP may enroll the patient with IZERVAY My Way and request an insurance benefits verification for the patient, which returned an affirmative response of coverage. The benefits verification by either party must pre-date the administration of IZERVAY

· If an ECP conducts a benefits verification on their own, they must keep an auditable record of the investigation’s results in the patient’s record. This should include: the dates of these interactions, the name of the insurance representative by whom coverage was verified, and written information from the payer. Whether the patient’s primary insurer is Medicare, Medicaid, or a private commercial payer, the patient’s claim must meet the specific payer’s guidelines for use of the therapy 

· In spite of the affirmative benefits verification, the claim for the specific patient must have been denied by insurance, appealed through at least a first-level appeal, and denied on appeal, with documentation being provided for each denial

· A Denial Replacement Request Form and all required documentation must be attached and submitted to IZERVAY My WaySM

· IZERVAY My Way will review all submitted materials documenting the claim denials and reconduct a benefits verification to confirm a patient as having eligible coverage with the insurer

· IZERVAY My Way will not issue replacement product for claims denied due to human error (eg, incorrect number of units billed) with the claims submission

· Requests for replacement product must be submitted within 180 days of the claim denial.  Requests submitted thereafter will be denied 

· The number of vials replaced, if any, are based on established dates of service and are determined by IZERVAY My Way in its sole discretion based on documentation provided by the ECP and payer

· Only IZERVAY My Way is authorized to issue and ship replacement product. Replacement vials will be dispensed and shipped by IZERVAY My Way with labeling in the denied patient’s name for use by the denied patient

· [bookmark: _Hlk129948394]ECPs must not bill the patient for any product that was replaced under this program. If ECPs receive any payments for products replaced under this program, they agree to return such payments, or to pay Iveric Bio for the cost of the product

· [bookmark: _Hlk129948645]Iveric Bio retains the right to make the final decision regarding any replacement product request. All replacement requests are subject to review at Iveric Bio’s sole discretion, and all decisions by Iveric Bio are final

· Iveric Bio may modify or terminate this program at any time without notice 

· [bookmark: _Hlk129948477]Nothing in this program is intended to induce or reward prescriptions or referrals of Iveric Bio products. This program is solely for the purpose of ensuring proper patient care using Iveric Bio products
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Terms and Conditions for the Iveric Bio Patient
Assistance Program



Eligibility Criteria

· IZERVAY™ (avacincaptad pegol) must be prescribed on-label by an appropriately licensed eye care professional (ECP) 

· Patient must be either uninsured or underinsured

· Underinsured can mean that a patient lacks secondary insurance to Medicare Part B and demonstrates an inability to afford the treatment due to the cost of the co-payment or deductible, or that the patient’s insurance does not cover the treatment at all

· Patient must be a US resident and aged 18 or older

· Patient must have $150,000 or less gross annual household income

· Prescriber must be a US resident



Terms and Conditions

· IZERVAY My WaySM will review all submitted documentation, including the Iveric Bio Patient Assistance Program eligibility form and all substantiating information, prior to approving a patient for eligibility under the Iveric Bio Patient Assistance Program 

· Both the patient and prescriber must sign and date all submitted documentation to attest to the accuracy of the information

· Patient must be a US resident, aged 18 and older, and have an on-label prescription for IZERVAY from an appropriately licensed ECP in the United States

· Patient must not have any insurance or other coverage for their prescription medicine, or demonstrate that they are still unable to afford the product in spite of available coverage. Some examples of other insurance coverage include private insurance, HMOs, Medicaid, Medicare, state pharmacy assistance programs, veterans assistance, or any other social service agency support

· Patient must have a gross annual household income of $150,000 or less

· The Iveric Bio Patient Assistance Program is not insurance

· No purchase is necessary to participate in the Iveric Bio Patient Assistance Program

· Patient, pharmacist, and prescriber agree not to seek reimbursement for all or any part of the benefit received by the patient through the Iveric Bio Patient Assistance Program. If the ECP or pharmacy receives any payments for products provided under this program, they agree to return such payments to the applicable payer

· Patient, pharmacist, and prescriber agree to not sell, purchase, trade, or offer to sell, purchase, or trade any benefit received by the patient through the Iveric Bio Patient Assistance Program

· Iveric Bio retains the right to make the final decision regarding any patient assistance program product request. All product requests are subject to review at Iveric Bio’s sole discretion, and all decisions by Iveric Bio are final

· Iveric Bio may modify or terminate this program at any time without notice

· Nothing in this program is intended to induce or reward prescriptions or referrals of Iveric Bio products. This program is solely for the purpose of ensuring proper patient care using Iveric Bio products
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Terms and Conditions for the IZERVAY Commercial
Copay Program



· Only commercially insured patients aged 18 years and older whose insurance policy provides coverage for IZERVAY™ (avacincaptad pegol) and who are not reimbursed for the entirety of their cost share for IZERVAY and/or the in-office administration cost share for IZERVAY are eligible for the copay assistance (the “Offer”). Patients are not eligible for the Offer if they are self-paying or if the patient is enrolled in a federal healthcare program, including but not limited to Medicare or Medicaid, Medigap, VA, DOD, or TRICARE. In addition, patients may not use the Offer if they are Medicare-eligible and enrolled in an employer-sponsored health plan or prescription drug benefit program for retirees

· The Offer is valid only for use to reimburse the patient for their cost share identified in a valid explanation of benefits (EOB) in connection with administration of IZERVAY by the patient’s eye care professional (ECP). The Offer applies only to IZERVAY administered by the patient’s ECP before the program expires or terminates. Claims related to the administration of IZERVAY must not be submitted for reimbursement to any public third-party payer, including Medicaid or Medicare, or any other similar federal or state healthcare program. Patients are responsible for complying with any obligations or requirements imposed by their insurance plans

· The Offer is not transferable. The selling, purchasing, trading, or counterfeiting of the Offer is prohibited by law. The Offer has no cash value and may not be used in combination with any other discount, coupon, rebate, free trial, or similar offer for the specified prescription. Iveric Bio reserves the right to rescind, revoke, terminate, or amend the Offer without notice. The Offer is intended to comply with all applicable laws and regulations, including, without limitation, the federal Anti-Kickback Statute, its implementing regulations, and related guidance interpreting the federal Anti-Kickback Statute. The Offer is not health insurance. The Offer is valid only in the US where allowed by law. There is no future purchase requirement associated with the Offer. Patient questions and requests to discontinue participation in the program can be directed to 1-888-C5MYWAY (1-888-256-9929) 8 AM to 8 PM Monday - Friday

· Patients acknowledge and agree that reimbursement for eligible out-of-pocket expenses will be paid by Iveric Bio to, and administered by, its third-party program administrator on behalf of the patient. The patient will not receive funds directly, and the third-party program administrator shall arrange for payment to the patient’s ECP on behalf of the patient. Nonetheless, nothing in this program creates any obligation by Iveric Bio to any ECP, and all ECP payments remain the responsibility of the patient. There is a maximum benefit limit of $20,000 for product cost share per calendar year and $1,500 for the administration cost share reimbursement to the patient. If the patient’s total out-of-pocket bill exceeds the cap established by Iveric Bio, the patient will be responsible for the additional balance. Patients should confirm their out-of-pocket cost with insurance prior to administration of IZERVAY by the patient’s ECP. By participating in the IZERVAY Commercial Copay Program, the patient acknowledges and agrees that he/she is eligible to participate and that he/she understands and agrees to comply with the General and Copay Assistance Terms and Conditions

· For questions regarding patient eligibility or other issues, call IZERVAY My WaySM at 1-888-C5MYWAY (1-888-256-9929) 8 AM to 8 PM Monday - Friday
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