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The summary of events and newsworthy items for the month of August is provided in the following pages. In most 
instances, the link to the full document of information is provided. Any of the contents may be further discussed by 
reaching out to Revenue Cycle Coding Strategies LLC. 

CMS’ Roadmap for the End of the PHE 

 On August 18, The Centers for Medicare and Medicaid Services (CMS) released their plan and 
corresponding information to assist providers in preparing for the eventual termination of waivers and 
flexibilities that will come with the end of the COVID-19 public health emergency (PHE). 

While HHS Secretary Becerra has committed to providing 60 
days’ notice before ending the PHE, CMS is encouraging 
healthcare providers to prepare for the end of the PHE 
waivers and flexibilities and returning to previous health and 
safety standards and billing practices as soon as possible to 
avoid disruptions and potential coverage losses. In order to 
assist healthcare providers, facilities, insurers and other 
stakeholders to prepare for the end of the PHE waivers and 
flexibilities, CMS has issued a Health Care System Resiliency 
plan along with providing guidance to states for the 
transition process.  

While some waivers and flexibilities are slated to end on day 152 after the conclusion of the PHE, CMS has 
stated  unless otherwise specified within their fact sheets, the list of COVID-19 waivers will end with the 
PHE.  
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https://rccsinc.com/
https://www.cms.gov/blog/creating-roadmap-end-covid-19-public-health-emergency
https://www.cms.gov/blog/creating-roadmap-end-covid-19-public-health-emergency
https://www.cms.gov/files/document/health-care-system-resiliency-fact-sheet.pdf
https://www.medicaid.gov/resources-for-states/downloads/top-10-fundamental-actions-to-prepare-for-unwinding-and-resources-to-support-state-efforts.pdf
https://www.cms.gov/files/document/covid-19-emergency-declaration-waivers.pdf
https://public-inspection.federalregister.gov/2022-18541.pdf
https://www.cms.gov/files/document/covid-19-emergency-declaration-waivers.pdf
https://www.cms.gov/files/document/cms-national-quality-strategy-fact-sheet-april-2022.pdf
https://www.cms.gov/coronavirus-waivers
https://www.cms.gov/coronavirus-waivers
https://www.cms.gov/About-CMS/Agency-Information/Emergency/EPRO/Current-Emergencies/Current-Emergencies-page
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October HCPCS Update Includes New Codes for PET 
Radiopharmaceuticals, Cancer Treatment Drugs 
The Centers for Medicare and Medicaid Services (CMS) has released its quarterly Medicare Physician Fee 
Schedule (MPFS) and Healthcare Common Procedural Coding System (HCPCS) update for changes effective 
October 1, 2022.  

With this update, several new HCPCS codes for PET radiopharmaceuticals, monoclonal antibodies, and other 
cancer treatment drugs were announced, while others were deleted. The below is not all inclusive; it is intended 
to be a highlight of the pertinent changes and updates. To view the full CMS Transmittal outlining MPFS quarterly 
updates effective October 1, 2022, please click here. 

Among the new HCPCS codes effective October 1 are codes for fluorodopa f-18 (A9602), a PET 
radiopharmaceutical used to evaluate adult patients with suspected Parkinsonian syndromes (PS), as well as 
PLUVICTO™ (A9607), a therapeutic radiopharmaceutical agent indicated for the treatment of adult patients with 
certain types of prostate-specific membrane antigen (PSMA)-positive prostate cancer. A new code was also 
created for gallium ga-68 gozetotide (LOCAMETZ®; A9800), a radioactive diagnostic agent indicated for PET of 
prostate-specific membrane antigen (PSMA) positive lesions.  

New HCPCS codes were also created to represent ENJAYMO™ (sutimlimab-jome; J1302), a monoclonal antibody 
treatment, KIMMTRAK (tebentafusp-tebn; J9274), used to treat patients with unresectable or metastatic uveal 
melanoma, and CARVYKTI™ (ciltacabtagene autoleucel; Q2056), an immunotherapy for treatment of adult 
patients with relapsed or refractory multiple myeloma. A new code was also created for Releuko™ (filgrastim-
ayow; Q5125), a biosimilar used to decrease incidents of infection in patients receiving certain chemotherapy 
treatments. Additionally, a code was created for Cipla USA, Inc.’s Lanreotide Injection (J1932) which is used to 
treat adult patients with gastroenteropancreatic neuroendocrine tumors (GEP-NETs). Finally, a new HCPCS code 
was developed to report OPDUALAG™ (nivolumab and relatlimab-rmbw; J9298), an antibody treatment for 
patients 12 years of age or older with unresectable or metastatic melanoma.  

 

 
 
 

Due to the new codes created above, the following HCPCS codes will be deleted effective September 30, 2022: 
C9095 (Injection, tebentafusp-tebn, 1 microgram), C9096 (Injection, filgrastim-ayow, biosimilar, (releuko), 1 
microgram), C9097 (Injection, faricibam-svoa, 0.1 mg), and C9098 (Ciltacabtagene autoleucel, up to 100 million 
autologous b-cell maturation antigen (bcma) directed car-positive t cells, including leukapheresis and dose 
preparation procedures, per therapeutic dose). 

https://www.cms.gov/Medicare/Coding/HCPCSReleaseCodeSets/HCPCS-Quarterly-Update
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Prostate Cancer Staging – PSMA vs. mp-MRI 
A recent study compared 68Ga-PSMA PET/CT (PSMA) and multiparametric prostate MRI (mp-MRI) in 
locating intraprostatic tumor and locoregional staging. 

Physicians utilize a multitude of imaging modalities to diagnose and grade clinically significant prostate 
cancer. The study, totaling 49 patients, compared PSMA and mp-MRI imaging capabilities in locating 
intraprostatic tumor and locoregional staging with histopathological results. The study participants 
underwent both an mp-MRI and PSMA before radical prostatectomy. Additional retrospective parameters 
evaluated included: pre and post operative PSA, transrectal ultrasound-guided prostate biopsy (TRUS-Bx) 
ISUO grade, radical prostatectomy ISUP grade, BMI, TRUS prostate volume, mp-MRI tumor mapping, PSMA 
tumor mapping, pathologic tumor mapping, extraprostatic extension (EPE), seminal vesicle invasion (SVI), 
lymph node invasion (LNI), and bladder neck invasion (BNI).  

The study found the sensitivity and specificity of the PSMA and mp-MRI were comparable and accurate to 
detect the location of the intraprostatic index tumor with the mp-MRI being more accurate compared to 
the PSMA in terms of identifying extraprostatic extension (EPE).  

The study concluded that due to its high accuracy in the diagnosis of EPE, an mp-MRI should be considered 
for high-risk patients before decision-making for nerve-sparing surgery.  

Noridian Updates PET Billing & Coverage Policy 
Noridian Healthcare Solutions has updated their billing and coding coverage policy to include Illuccix® (Ga-
68), a drug utilized for PSMA PET scans.  

Noridian, the Medicare Administrative Contractor (MAC) for Jurisdiction E (California, Hawaii, Nevada, 
American Samoa, Guam, Northern Mariana Islands) and Jurisdiction F (Alaska, Arizona, Idaho, Montana, 
North Dakota, Oregon, South Dakota, Utah, Washington, Wyoming) has updated their billing and coding 
coverage policies for PET scans. The update adds to the MAC’s policies the new HCPCS code (A9596) for 
Illuccix® (gallium Ga-68 gozetotide), a drug used for prostate-specific membrane antigen (PSMA) PET scans. 
Per Noridian’s policy, “PSMA-PET/CT or PSMA-PET/MRI with Gallium 68-ga gozetotide/PSMA-11 may be 
used to screen patients for Pluvicto™ eligibility per NCCN Guidelines and SNMMI AUC." The updates are 
effective as of July 1, 2022.  

Educational Opportunities 
• Noridian LCD & NCD Webinar 
• Palmetto Drugs and Biologicals Webinar 

 

• WPS CAR T-Cell Therapy Billing Instructions 
• CGS Diagnostic Imaging Webinar 
 

 

 

https://onlinelibrary.wiley.com/doi/10.1002/pros.24420
https://med.noridianmedicare.com/web/jfa/article-detail/-/view/10529/billing-and-coding-positron-emission-tomography-scans-coverage-r35-effective-july-1-2022
https://med.noridianmedicare.com/web/jfa/article-detail/-/view/10529/billing-and-coding-positron-emission-tomography-scans-coverage-r35-effective-july-1-2022
https://register.gotowebinar.com/register/1550985820924836364
https://www.palmettogba.com/palmetto/jma.nsf/DID/H5VMDK6FVN#ls
https://www.wpsgha.com/wps/portal/mac/site/claims/guides-and-resources/chimeric-antigen-receptor-car-t-cell-therapy/!ut/p/z1/jVHBTsMwDP0WDj2myVYxVdwKglWoFQhpUHJBWeY1GWkSOekE-3oi7Tq6-mb7Pb-nZ8ppR7kVR92LqJ0VJvWffPX1WterelGy5mXZMla1T-_FY9ncl28L-jEBKNi6oHwOn_1TFZvHnwDw6fPP1wRSAktsH9qeci-iItruHe36Ue8gEGF3BCG4ESUE2kmlB0At0zzqHmzaSfDRIZECSSQSjCFRAQr_m5zzCe1zdjPc98Ztz4-q7LYok02EPSBgPmIaqxh9uMtYxoy23_lJ_0iwEYXJpRsydomnXIi0uwCnfthsulNTs8OtOTbVzR-_AOw6/dz/d5/L2dBISEvZ0FBIS9nQSEh/
https://www.gotostage.com/channel/978af1f6948d46d8a0f9e00f06978dc0/recording/4c23ec2733d244418b21cd4720911257/watch?source=CHANNEL
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Inflation Reduction Act Signed into Law 
On August 16, President Biden signed into law the Inflation Reduction Act, which is aimed at significantly 
reducing health care costs for millions of Americans.  

The bill contains many major health policy changes, including: 

• Giving Medicare the power to negotiate prescription drug prices and extend expiring health care 
subsidies for three years 

• Imposing Medicare penalties on drug companies if they increase prices faster than inflation (to 
begin in 2023) 

• Limiting out-of-pocket Medicare drug costs to $2,000 a year for medications purchased at a 
pharmacy, beginning in 2025 

• Free vaccines for Medicare enrollees (currently limited to only certain vaccines, such as COVID-
19, pneumonia, and flu) 

• Capping insulin prices at $35 a month for Medicare beneficiaries (beginning in 2023) 

• Extending enhanced federal premium subsidies for Affordable Care Act (ACA) coverage through 
2025 

The legislation aims to reduce the deficit and will be paid for through new taxes, including a 15% minimum 
tax on large corporations and a 1% tax on stock buybacks.  

The bill will raise over $700 billion in government revenue over 10 years and spend over $430 billion to 
reduce carbon emissions and extend subsidies for health insurance under the ACA. The rest of the new 
revenue will be used to reduce the deficit. 

First HER2-low Drug Receives Approval 
On August 5, 2022, the Food and Drug Administration (FDA) granted approval to the first drug that treats 
unrespectable and metastatic HER2-low breast cancer. 

HER2-low is a subtype of breast cancer in which the HER2 receptors are expressed differently than 
compared to HER2-negative subtypes.  

The newly approved drug, fam-trastuzumab-deruxtecan-nxki, is the first HER2-low breast cancer treatment, 
providing patients with this subtype breast cancer a new treatment option beyond chemotherapy. In a 
randomized clinical trial, fam-trastuzumab-deruxtecan-nxki improved overall survival of unresectable or 
metastatic HER2-low breast cancer patients.  

 

 

 

 

“Having therapies that are specially tailored to each patient’s cancer 
subtype is a priority to ensure access to safe and innovative treatments.” 

-Richard Pazdur, MD, Director of FDA Oncology Center of Excellence 

https://www.congress.gov/bill/117th-congress/house-bill/5376

