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Peer-to-Peer Review Guidance

The following is for informational purposes only and is not a recommendation regarding clinical practice nor intended to provide medical
advice. This information may not be all-inclusive and changes may have occurred subsequent to availability of this document. Before filing
claims, healthcare providers should always check applicable laws and regulations, and consult individual payers regarding reimbursement

matters, including for specific coverage, coding and payment information.

Healthcare providers are solely responsible for determining appropriate charging and billing practices, and for ensuring compliance with

Medicare, Medicaid and all other third-party payer requirements, as well as accurate coding, documentation and medical necessity for the
services provided. Vericel Corporation specifically disclaims liability or responsibility for the results or consequences of any actions taken in
reliance on information in this general reference document.

Pre call considerations

Request an orthopedic specialist for the Peer-to-Peer review
Prepare MACI evidence specific to the denial

Schedule the call promptly after the denial notification
(Timeframe for the P2P may be limited following the denial)

The payor may consider a missed call fo be a failed first level
of appeal and uphold the denial

On the call

1.

Conduct the Peer-to-Peer call personally (Example: | have been
Mr. Smith’s treating physician for 3 years)

. Provide a brief description of your background (Consider

asking for the credentials of the Medical Director o best frame
the conversation around their level of expertise in orthopedics)

. Ask if they have the authority fo overrule a denial (If the person

on the call does not have such authority, request a call with
an orthopedic surgeon experienced in carfilage surgery or the
Medical Director)

. Highlight the individual patient situation and medical

necessity rationale (Example: Mr. Smith has been symptomatic
for over a year and has significantly altered his activities of
daily living to compensate for the pain and due to lesion size
and location, | do not feel microfracture is a good choice

for this patient and | am concerned it could disrupt the
subchondral cortical bone and decrease the efficacy of the
autologous chondrocyte implantation)

5. (If applicable) detail previous failed therapies (Example:To

date patient has not responded well fo non-surgical treatments
or conservative surgical treatments including: Anti-inflammatory
and other oral medications, activity modification, physical
therapy, and bracing)

. Clarify the risks of delaying surgery (if any)

* Physical concerns (Example: With continued delay, Mr. Smith
faces the risk of increased deterioration and may no longer
be a candidate for the proposed surgical repair)

* Impact on activities of daily living (Example: Without this
tfreatment, Mr. Smith may not be able to continue the active
lifestyle he enjoys)

Ending the call

1. Make clear the insurer’s approval to overturn the denial is
the patient’s only point of access to obtain the medically
necessary treatment

2. Repeat the condition’s impact on the patient’s daily living
activities (Example: Mr. Smith’s ability to complete activities of
daily living will continue to decline. | believe it is important to
support the patient’s ability to return fo an active lifestyle)

Politely request confirmation of
the decision
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Indication

MACI® (autologous cultured chondrocytes on porcine collagen membrane) is an autologous cellularized scaffold product indicated for the repair of single or
mulfiple symptomatic, full-thickness cartilage defects of the knee with or without bone involvement in adults.

Limitations of Use
Effectiveness of MACI in joints other than the knee has not been established.
Safety and effectiveness of MACI in patients over the age of 55 years have not been established.

Important Safety Information

Contraindications: MACI is contraindicated in patients with a known history of hypersensitivity to gentamicin, other aminoglycosides, products of porcine or
bovine origin; in patients with severe osteoarthritis of the knee, inflammatory arthritis, inflammatory joint disease, or uncorrected congenital blood coagulo-
tion disorders; in patients who have undergone prior knee surgery in the past 6 months, excluding surgery to procure a biopsy or a concomitant procedure
to prepare the knee for a MACI implant; or in patients unable to cooperate with a physician-prescribed post-surgical rehabilitation program.

Warnings and Precautions:

* Malignancy:The risk of MACI in patients with malignancy in the area of cartilage biopsy or implant is unknown. Expansion of malignant or dysplastic cells
present in biopsy tissue during manufacture and subsequent implantation may be possible.

« Transmissible infectious diseases: Because patients undergoing procedures associated with MACI are not routinely tested for fransmissible infectious
diseases, cartilage biopsy and MACI implant may carry risk of fransmitting infectious diseases.

« Presurgical Comorbidities: Local inflammation or active infection in the bone, joint, and surrounding soft tissue, meniscal pathology, cruciate ligament
instability, and misalignment should be assessed and treated prior to or concurrent with MACI implantation.

* Product Sterility: Final sterility test results are not available at the time of shipping.

Adverse Reactions: The most frequently occurring adverse reactions reported for MACI (=5%) were arthralgia, tendonitis, back pain, joint swelling, and joint
effusion. Serious adverse reactions reported for MACI were arthralgia, cartilage injury, meniscus injury, freatment failure, and osteoarthritis.

Specific Populations:
« Use of MACI in pediatric patients (younger than 18 years of age) or in patients over 65 years of age has not been established.
+ The MACI implant is not recommended during pregnancy. For implantations post-pregnancy, the safety of breastfeeding fo an infant has not been determined.

To report negative side effects, contact Vericel Corporation at 1-800-453-6948 or FDA at 1-800-FDA-1088 (1-800-332-1088) or www.fda.gov/medwatch.

Please see Full Prescribing Information.

MACI®, MyCartilageCare®, Vericel®, and the Vericel logo are registered trademarks of Vericel Corporation.
©2025 Vericel Corporation. All rights reserved. PP.US.MAC.0480 v2.0
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