Prior Authorization Checklist

When new medications are approved by the FDA for the treatment
of rare diseases, the coverage-approval process often requires
healthcare providers to submit a prior authorization (PA) request
to the patient's insurer before initiating treatment.

Healthcare providers may consider the following steps when seeking coverage approval:

DRUG PRIOR Al REQUEST FORM

Review each insurer’s policies and processes
regarding prior authorization

Many insurers maintain specific PA policies for newly approved drugs.
In general, PA requirements vary by insurer and can be required for

any complex treatment or prescription.

Complete and submit a PA request form

Prior authorization requests can often be submitted directly through

aninsurer's website or initiated via downloadable forms, although in

some instances it may be necessary to contact the insurer directly

and request a form.

SAMPLE PA REQUEST FORM

Provide a letter of intent (LOI) to treat

Since a newly launched medication might not yet be on
formulary, it may be helpful to provide an LOIl that reports:

- The medication’s indication, contraindications, and
safety information

« The planned dosing regimen

» The intended start date of therapy

The letter should also request immediate action.

The recommendations offered in this document do not guarantee
approval of prior authorization requests or reimbursement, nor
should they be construed as medical advice. Always consult with
patients’insurers/PBMs regarding specific requirements for

SAMPLE LETTER OF
PA submission. INTENT TO TREAT




Prior Authorization Checklist
(cont'd)

Include a statement of medical necessity (SMN)

An SMN can help to demonstrate that a treatment plan is medically
necessary. The statement should include:

« Patient information such as name, date of birth, policy number, and
group number

« The appropriate ICD-10-CM diagnostic code

« Relevant clinical data supporting the diagnosis

» The medication’s brand name, dosing requirements, and NDC number o e
« The healthcare provider's name, office address, and contact information - o _—
(even if already provided on the completed PA request form) - p—

« Any other relevant information, such as a HCPCS procedure code

SAMPLE STATEMENT OF
MEDICAL NECESSITY

If prior authorization is denied

In the event a PA request is denied, healthcare providers have the option to appeal.
To prepare for an appeal:

« Revisit the insurer’s submission requirements and confirm the initial claim was submitted correctly
« Review the insurer’s appeal process and deadlines

« Download (or call to request) an appeal form and submit promptly

For further assistance, contact your Sanofi representative, or call

CareConnectPSS, Sanofi’'s patient support service, at 1-800-745-4447
(option 3) to speak to a Case Manager.

The recommendations offered in this document do not guarantee approval of prior authorization requests or
reimbursement, nor should they be construed as medical advice. Always consult with patients’insurers/PBMs
regarding specific requirements for PA submission.
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