Considerations for Composing a 0, Epioxa
(

riboflavin 5'- phosphate

Letter of Medical Necessity aphthaliic solution)

Some payers may require the prescriber to document a patient’s medical necessity for treatment to obtain coverage for a
product or procedure. A letter of medical necessity may support this by outlining the clinical rationale and relevant patient
history, whether for prior authorization, appeals, or general coverage review.

Tips for Drafting a Letter of Medical Necessity

Understand Payer Requirements

@ a - Review the insurer’s specific criterio and documentation guidelines
A\\ - Confirm if the payer requires treatment in a certain setting or a referral

Include Key Patient and Insurance Information

- Full name + Insurance ID . Case ID (if available)
'@' - Date of birth - Insurance group number
A\

Clearly State the Diagnosis

D

- Identify Keratoconus (including applicable ICD-1@ code and diagnostic testing) and summarize current
disease status, including severity, progression, and impact on functional status and quality of life, as clinically
appropriate and required by payer policy.

Summarize Relevant Clinical History and Prior Management

—0. - Outline the patient’s relevant clinical history, including timing of diagnosis, objective evidence of disease and
U e \ progression (as required by payer policy), and prior management with therapies or interventions, duration,

and response; include applicable procedure or medication codes to support review.

Explain the Clinical Justification for Treatment

- Describe how the treatment addresses the underlying disease process and the documented, clinically
meaningful changes that support its use to stabilize or prevent disease progression.

- Summarize the clinical evidence supporting the safety and effectiveness of the requested treatment, including
relevant clinical trials, regulatory approval status, and professional society guidelines, as applicable.

Detail the Proposed Treatment Plan

N » Specify the planned treatment, including medication or procedure name, dosing or administration approach,
0 and medication therapy plan.

Supporting Documentation & Follow-up

_ » Submit relevant clinical notes and diagnostic reports supporting diagnosis and status; include regulatory
5,_57 documentation as required.

» Retain payer correspondence and track follow-up based on review timelines.



Sample Letter of Medical Necessity

The following is provided solely as a sample letter of medical necessity and is intended for informational purposes
only. It is not intended to serve as legal, billing, or coding advice. Consult payer specific policies, as requirements for
coverage and documentation can vary by payer, plan, and patient-specific circumstances.

Print the letter on the
physician’s letterhead

PHYSICIAN LETTERHEAD

[Date]

[Name of Pharmacy Director/Payer Contact]
[Contact Title]

[Name of Health Insurance Company]
[Address]

RE: Coverage for [Product Name]

If this is used in response
to a denial, include the Patient: [Patient First and Last Name]

. . . Date of Birth: [MM/DD/YYYY]
denial rationale in the letter Subscriber ID Number: [Insurance ID Number]

introduction Subscriber Group Number: [Insurance Group Number]
Case ID Number: [Case ID Number]
Dates of Service: [Dates]

Dear [Contact Name/Medical Director]:

B | am writing on behalf of my patient, [Patient Name], to document the medical necessity to treat their [Diagnosis] with
[Product Name].
Refer to the EpiOXGTM Bi"ing This letter serves to document my patient’s medical history and diagnosis and to summarize my treatment rationale.
and Coding Guide for a list Please refer to the [List any Enclosures] enclosed with this letter.

of potenti a ||y approp riate Patient’s Diagnosis, Medical History, and Past Treatments
10— [Patient Name] is a [age] years old [male/female] who has been diagnosed with [Diagnosis] [ICD-10-CM] as of [Date].
ICD-10-CM codes [Patient Name] has been in my care since [Date].

[Provide a discussion of the patient's clinical history, disease status, diagnostic testing results, and past treatment (if any),
highlighting the factors leading you to recommend use of the product].

Treatment Plan

On [Date] the FDA approved [Product Name] for the treatment of [Indication]. [Include treatment plan (dosage, method of
administration) and clinical rationale and reasons for prescribing the product (e.g., halting disease progression)].| have
Download the full p rescribin g prescribed [Product Name] for [Patient Name] to manage [his/her] diagnosis of [Diagnosis], based on [provide treatment
. . . rationale, such as inadequate response to prior therapies or threat to visual function].

information on epioxa.com

Rationale for Treatment

Given [Product Name’s] diagnosis, [Product Name] offers [rationale for treatment]. In my professional judgment, this
option is the most appropriate course of care based on [clinical guidelines, relevant clinical trial data, and patient-specific
considerations such as poor adherence, side effect profile, or surgical risk].

Summary
In summary, [Product Name] is medically necessary and reasonable to treat [Patient Name’s] [Diagnosis], and | ask you
Reach out to your Glaukos v [P mel i v v . 1[Diagnosie] 4
) s to please consider covering this product and procedure. Please refer to the enclosed supporting document for further
Reimbursement Liaison who details, and do not hesitate to call me at, [Phone Number], if you have any questions.

can help you with claims

b . q d | Sincerely,
submission ana a ppeo S [Physician Name and Credentials]
suppo rt
Enclosures
E— [List any enclosures, such as: Prescribing Information, Clinical Notes/Medical Record, Medication Therapy Report,

Diagnostic Test Results, Relevant Peer-Reviewed Articles, FDA Approval Letter, Payer Policy (if applicable)]

Indication and Important Safety Information
INDICATIONS AND USAGE

EPIOXA HD (riboflavin 5-phosphate ophthalmic solution) @.239% and EPIOXA (riboflavin 5'-phosphate ophthalmic solution) .177% are photoenhancers indicated for use in epithelium-on corneal
collagen cross-linking for the treatment of keratoconus in adults and pediatric patients aged 13 years and older, in conjunction with the O2n™ System and the Boost Goggles”.

IMPORTANT SAFETY INFORMATION

Contraindications

EPIOXA HD and EPIOXA are contraindicated in patients with known hypersensitivity to benzalkonium chloride (BAC) or any ingredients in EPIOXA HD and EPIOXA. Epithelium-on corneal collagen
cross-linking is contraindicated in aphakic and pseudophakic patients without a UV-blocking intraocular lens.

Warnings and Precautions

Corneal collagen cross-linking should be used with caution in patients with a history of herpetic keratitis due to the potential for reactivation of herpes keratitis.

Adverse Reactions

The most common adverse reaction was conjunctival hyperaemia (31%). Other adverse reactions, occurring in 5% to 25% of eyes included: corneal opacity (haze), photophobia, punctate keratitis, eye
pain, eye irritation, increased lacrimation, corneal epithelium defect, eyelid oedema, corneal striae, visual acuity reduced, dry eye, and anterior chamber flare.

Dosage and Administration

EPIOXA HD and EPIOXA are for topical ophthalmic use. NOT for injection or intraocular use.

EPIOXA HD and EPIOXA are supplied in single-dose syringes. Discard opened syringes after use.

EPIOXA HD and EPIOXA are for use with the O2n System and Boost Goggles only.

Refer to the O2n System Operator’s Manual and Boost Goggles User Guide for device instructions. E
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