Ambelvist® 2

(gadoquatrane) injection BAYER
0.1 mmol/mL

HCPCS Level Il Coding

INDICATIONS

Ambelvist® (gadoquatrane) is a gadolinium-based contrast agent indicated in adult and pediatric patients, including term
neonates, for use with magnetic resonance imaging (MRI) to detect and visualize lesions with abnormal vascularity in:

¢ the central nervous system (brain, spine, and associated tissues)

¢ the body (head and neck, thorax, abdomen, pelvis, and musculoskeletal system)

HCPCS Level Il Codes*

HCPCS Level Il A-codes are used by hospitals, physicians, and other health professionals who
bill Medicare and commercial payers for non-orally administered medications such as injected
contrast agents used in imaging procedures. Prior to the assignment of a permanent product-
specific A-code for AMBELVIST, the following temporary miscellaneous A-codes may be used for
administrative and billing purposes.

Misc. Code Description

Injection, gadolinium-based magnetic resonance

. contrast agent, not otherwise specified (NOS), per ml

* CMS and most payers require providers to record drug wastage or lack thereof. A JW modifier is required to report discarded drug
(ie, AXXX-JW). If there is no discarded drug, the JZ modifier should be appended to the drug reported (ie, AXXX-JZ).
CMS, Centers for Medicare & Medicaid Services; HCPCS, Healthcare Common Procedure Coding System.

IMPORTANT SAFETY INFORMATION

WARNING: RISK ASSOCIATED WITH INTRATHECAL USE and NEPHROGENIC SYSTEMIC FIBROSIS

Risk Associated with Intrathecal Use

Intrathecal administration of gadolinium-based contrast agents (GBCAs) can cause serious adverse reactions
including death, coma, encephalopathy, and seizures. AMBELVIST is not approved for intrathecal use.

Nephrogenic Systemic Fibrosis

GBCAs increase the risk for nephrogenic systemic fibrosis (NSF) among patients with impaired elimination of the
drugs. Avoid use of AMBELVIST in these patients unless the diagnostic information is essential and not available with
non-contrasted MRI or other modalities. NSF may result in fatal or debilitating fibrosis affecting the skin, muscle, and
internal organs.

The risk for NSF appears highest among patients with:
e Chronic, severe kidney disease (GFR <30 mL/min/1.73 m?), or
e Acute kidney injury.

Screen patients for acute kidney injury and other conditions that may reduce renal function. For patients at risk for
chronically reduced renal function (for example, age > 60 years, hypertension, or diabetes), estimate the glomerular
filtration rate (GFR) through laboratory testing.

For patients at highest risk for NSF, do not exceed the recommended AMBELVIST dose and allow a sufficient
period of time for elimination of the drug from the body prior to any re-administration.

Please see additional Important Safety Information on next page.



More Information on Miscellaneous HCPCS Codes

The following additional information should be
provided in Box 19 of the CMS-1500 form or Box
88 of the UB-03 CMS-1450 form:

Miscellaneous HCPCS codes are used when a
provider submits a bill for an item or service for
which there is no existing national code that

adequately describes the item or service being
billed e Drug name (brand/generic)

HCPCS codes and modifiers should be included - DesegR alergi

in Box 24D in the CMS-1500 form and Box 44 in * Route of administration
the UB-04 CMS-1450 form ¢ National Drug Code (NDC) (in 11-digit format
when required)

e Quantity administered

Using miscellaneous HCPCS codes allows e Unit of measure
— i t in billing i iately fi
— prov.lders .o begin billing |rprT1ed|a cytora ¢ Invoice or acquisition cost (often required)

service or item as soon as it is approved by

the US Food and Drug Administration Check with your local payers for payer-specific
guidelines such as the need to submit a copy of

Miscellaneous HCPCS code A9579 should be e

used until a product-specific code is assigned

for AMBELVIST

IMPORTANT SAFETY INFORMATION (cont’d)

Contraindication and Important Information about Hypersensitivity Reactions: Ambelvist® is contraindicated in patients with a
history of severe hypersensitivity reactions to Ambelvist® Serious hypersensitivity reactions have occurred with GBCAs. Before
Ambelvist® administration, assess all patients for any history of a reaction to contrast media, bronchial asthma, and/or allergic
disorders. These patients may have an increased risk for a hypersensitivity reaction to Ambelvist®.

Gadolinium Retention: Gadolinium is retained for months or years in several organs. Linear GBCAs cause more retention than
macrocyclic GBCAs. At equivalent doses, retention varies among the linear agents. Retention is lowest and similar among the
macrocyclic GBCAs. Consequences of gadolinium retention in the brain have not been established, but they have been established
in the skin and other organs in patients with impaired renal function. While clinical consequences of gadolinium retention have

not been established in patients with normal renal function, certain patients might be at higher risk. These include patients
requiring multiple lifetime doses, pregnant and pediatric patients, and patients with inflammatory conditions. Consider the retention
characteristics of the agent and minimize repetitive GBCA studies, when possible.

Acute kidney Injury: In patients with chronic renal impairment, acute kidney injury sometimes requiring dialysis has been observed
with the use of some GBCAs. Do not exceed the recommended dose; the risk of acute kidney injury may increase with higher than
recommended doses.

Interference with Lesion Visualization
As with other GBCAs, Ambelvist® may obscure certain lesions that are visible on non-contrast MRI. When available, non-contrast
MRI images should be reviewed during the interpretation of Ambelvist® MRI scans.

Adverse Reactions: The most frequently observed adverse reactions (incidence = 0.2%) were dizziness, headache, injection site
reactions, nausea, vomiting, feeling hot, paresthesia, and pruritus.

Please see Full Prescribing Information for Ambelvist®

HCPCS, Healthcare Common Procedure Coding System.

Reference: Centers for Medicare & Medicaid Services. Healthcare Common Procedure Coding System (HCPCS) Level Il coding procedures. Accessed April 22,
2026. https://www.cms.gov/medicare/coding/medhcpcsgeninfo/downloads/2018-11-30-hcpcs-level2-coding-procedure.pdf.
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