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TO: Robert F. Kennedy, Jr., Secretary, Department of Health and Human Services
Mehmet Oz, M.D., Administrator, Centers for Medicare and Medicaid Services

ADDRESS: Centers for Medicare and Medicaid Services,
Attention: CMS-1834-P,
P.O. Box 8010,
Baltimore, MD 21244-8010

CC: David Rice, Director
Mitali Dayal, Deputy Director
Division of Outpatient Care, Hospital and Ambulatory Policy Group (HAPG)
Centers for Medicare and Medicaid Services (CMS)
David.Rice1@cms.hhs.gov
Mitali.Dayal2@cms.hhs.gov

Subject: Support for reassignment of CPT Code 76978 and CPT Code 76979 from APC 5571
(Level 1 Imaging with Contrast) to APC 5572 (Level 2 Imaging with Contrast)

Dear Secretary Kennedy and Dr. Oz:

The Board of Directors of the International Contrast Ultrasound Society (ICUS) respectfully submits
this letter in support of the reassignment of CPT Code 76978 and CPT Code 76979 from APC 5571
(Level 1 Imaging with Contrast) to APC 5572 (Level 2 Imaging with Contrast). The procedures
described by these two CPT codes are non-cardiac contrast enhanced ultrasound (CEUS).

CEUS is a safe, cost-effective, noninvasive, radiation-free imaging modality.™ Multiple prospective"
and retrospective’ studies and meta-analyses" demonstrate that the sensitivity and specificity of
CEUS are equivalent to that of computed tomography (CT) and magnetic resonance imaging
(MRI)."" Studies also show that CEUS often reduces the need for downstream testing and
interventional procedures'’, and may speed up the time to diagnosis, lower overall diagnostic
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imaging costs, streamline workflows, and improve patient outcomes and save lives — even in the
sickest patients.*

The purpose of this letter is to describe the important clinical and economic benefits of non-
cardiac CEUS to patients and the broader healthcare system, and to demonstrate why an exception
for low volume services and reassignment to APC 5572 are warranted. We also wish to call your
attention to the clinical coherence, for resource utilization purposes, of these non-cardiac CEUS
procedures with other contrast enhanced imaging procedures that currently are assigned to APC
5572.

International Contrast Ultrasound Society

ICUS is a non-profit medical society focused on the safe and appropriate utilization of CEUS where
medically indicated in order to improve patient care and outcomes. Our members include
radiologists, oncologists, hepatologists, and other physicians, nurses, sonographers and
ultrasound imaging professionals. ICUS webinars provide CEUS education and training for novices
and advanced practitioners, and are offered live and on demand. [ICUS also provides white papers
and expert testimony to the United States Food and Drug Administration from time to time, and
coordinates with other professional organizations in the development of CEUS educational
programming and evidence-based professional consensus statements and guidance documents.

CEUS and its benefits to patients and the healthcare system

CEUS utilizes standard ultrasound equipment which is portable and widely available in many
medical centers. Ultrasound-based imaging may be administered at the bedside, avoiding the
need to transport patients to a CT or MRl imaging suite. In addition, ultrasound-based imaging
often avoids delays associated with CT or MRI and allows for real time diagnoses without exposure
to ionizing radiation.

CEUS also utilizes commercially available ultrasound contrast agents (UCAs) that are administered
intravenously during an ultrasound scan. UCAs traverse the microcirculation unimpeded,
enhancing visualization of perfusion of tumors and other tissue, and vascular structures in various
organs.

UCAs are among the safest of all contrast media. They do not contain iodine or gadolinium, and
have not been shown have an effect on thyroid or renal function.” In addition, UCAs do not cross
the placental barrier, and since CEUS avoids exposure to ionizing radiation and iodinated contrast
media it is considered an ideal imaging option for pregnant patients.”

We also note:

¢ Real-Time Dynamic Imaging: CEUS enables dynamic assessment of perfusion in real time.
Its ability to capture arterial phase hyperenhancement and subsequent washout patterns is
critical for accurate lesion characterization.

e Higher Temporal Resolution: CEUS permits visualization of contrast-enhancement
patterns during all vascular phases (arterial, portal-venous, and late), resulting in higher
temporal resolution than achieved with other imaging modalities. "



¢ Improve Patient Access to Timely Diagnosis: The rapid, real-time and noninvasive nature
of CEUS facilitates early and accurate diagnosis, reducing diagnostic delays and ensuring
that patients receive prompt evaluation and appropriate management.

¢ Enhanced Diagnostic Accuracy: CEUS has demonstrated high sensitivity and specificity
for diagnosis of lesions including hepatocellular carcinoma (HCC), the most common
primary liver cancer.

¢ Enhanced Clinical Workflow: With its ease of use and immediate availability, CEUS can
streamline clinical workflows as it reduces time to treatment initiation.

It is important to acknowledge that significant numbers of patients cannot tolerate contrast MR or
CT, and for them CEUS may be the only advanced imaging option available. For example, patients
with impaired renal function may be contra-indicated for iodinated contrast. In addition,
gadolinium-based contrast media toxicity may be a concern for patients with kidney disease due to
the risk of developing systemic nephrogenic fibrosis and possible renal complications. Still other
patients may be allergic to iodinated contrast. Since UCAs do NOT contain iodine or gadolinium,
CEUS often represents a viable imaging option for these patients - who may have a pressing need
for advanced imaging to evaluate potentially serious diseases, including cancers

Clinical similarity

We note that contrast enhanced CT and MRI procedures are currently assigned to APC 5572. For
resource utilization purposes, non-cardiac CEUS procedures are clinically similar to contrast
enhanced CT and MRI procedures, in that they all use intravenously injected contrast agents to
enhance images of internal body structures. Assigning CPT 76978 for non-cardiac CEUS to APC
5572 will create clinical coherency that does not exist under the current APC assignment for CPT
76978.

Low volumes and underutilization

While CEUS is widely used for abdominal imaging outside the United States, current under-
reimbursement in the United States may contribute to underutilization, even where CEUS is clearly
recommended by multiple national and international guidelines. This may be particularly
problematic for patients who do not have access to alternative advanced imaging options such as
CT and MRI -- including low income, rural and under-insured patients as well as those who cannot
tolerate contrast media containing iodine or gadolinium.

Policy considerations

Medicare payment policy establishes a framework for understanding the financial incentives that
drive behavior in the healthcare system.* Due to the dominance of Medicare as a payor, its
structure and policies also anchor the decisions of private payors and delivery systems.™

Medicare coverage policy should use payment to favor use of cost-effective imaging and to take
advantage of existing clinical guidelines.™ Such an approach would give providers a financial
incentive that is aligned with best-practice medicine.*"



Conclusion

We strongly support reassignment of CPT Code 76978 and CPT Code 76979 from APC 5571 (Level 1
Imaging with Contrast) to APC 5572 (Level 2 Imaging with Contrast). Current low volumes
associated with CPT Code 76978 and CPT Code 76979 do not reflect clinical best practices as
described in multiple national and international guidelines and an extensive body of peer-reviewed
publications. Reassignment of these two CPT codes will help improve patient access to CEUS
consistent with the best interest of patients, while reducing overall diagnostic imaging costs and
streamlining workflows. And, although CEUS offers distinct clinical benefits over contrast
enhanced CT and MRI, for resource utilization purposes they should be assigned to the same APC
5572 in order to establish clinical cohesiveness.

Thank you for your time and consideration of this important matter.
Very truly yours,
The International Contrast Ultrasound Society Board of Directors
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"Ultrasound, targeted dynamic microbubble sonographic contrast characterization (non-cardiac); initial
lesion.

i Ultrasound, targeted dynamic microbubble sonographic contrast characterization (non-cardiac); each
additional lesion.
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