EEHALL

B RENDER HEALTH LAW NEWS

KILLIAN HEATH & LYMAN

NOVEMBER 20, 2020

THE FINISH LINE IS HERE: CMS AND OIG FINALIZE TRANSFORMATIVE STARK AND
ANTI-KICKBACK REGULATIONS

Late this afternoon, the Centers for Medicare & Medicaid Services (“CMS”) and Office of Inspector General (“OIG”") released long-awaited and
highly anticipated Stark and Anti-Kickback Statute final rules (“Final Rules”) aimed at modernizing and streamlining key fraud and abuse
regulations under the federal Stark, Anti-Kickback and Civil Monetary Penalties Laws. As anticipated, the Final Rules include some major
changes to the fraud and abuse regulations and will impact many financial arrangements in health care. The Final Rules both have effective
dates of January 19, 2021.

The Final Rules are a key part of the Department of Health and Human Services’ (“HHS") recently launched “Regulatory Sprint to
Coordinated Care” and are intended to accelerate the transition from volume to value. The Final Rules provide a much-needed framework for
protecting certain value-based arrangements that incentivize care coordination, quality of care and cost containment. The Final Rules also
clarify CMS and OIG interpretations of current existing regulations and propose helpful new exceptions and safe harbors. These changes
should ultimately reduce the compliance burden for providers once the Final Rules go into effect. This added flexibility is more important
now than it has ever been as the industry continues to navigate the ongoing COVID-19 pandemic.

It has taken a heavy lift by HHS, CMS and OIG over the last few years to get here. On June 20, 2018, CMS published a Request for
Information that sought input on how to address regulatory barriers posed by the fraud and abuse laws. CMS and OIG then issued proposed
rules (“Proposed Rules”) on October 9, 2019 and allowed industry stakeholders to provide comments until December 31, 2019. Many key
components of the Final Rules are similar to what was included in the Proposed Rules, so we encourage you to review our prior alerts on our
Fraud and Abuse Reform landing page. As your efforts are focused on the pandemic, we are committed to developing new and practical
content that will address relevant aspects of the Proposed Rules and potential opportunities for your health care organization.

UPCOMING HALL RENDER FRAUD AND ABUSE SERVICE LINE WEBINAR

The Final Rules show that HHS, CMS and OIG have delivered on their promise to work on modernizing and streamlining the fraud and abuse
regulations. It is important to note that the changes in the Final Rules are effective on January 19, 2021, provided that an addition to the
Stark group practice compensation distribution provisions is not effective until January 1, 2022. Health care organizations will need to move
quickly to react and adapt to the interpretations and positions taken by CMS and OIG.

As a next step, please register here for a Hall Render webinar roundtable discussion on the Proposed Rules scheduled for December 1, 2020
at 1:00 PM EST and watch for our future content on the Final Rules.

If you have any questions or would like additional information, please contact:
= Gregg Wallander at (317) 977-1431 or gwally@hallrender.com;
= Joseph Wolfe at (414) 721-0482 or jwolfe@hallrender.com;
= Keith Dugger at (214) 615-2051 or kdugger@hallrender.com;
= Alyssa James at (317) 429-3640 or ajames@hallrender.com;
= Ritu Kaur Cooper at (202) 370-9584 or rcooper@hallrender.com;
= John Williams at (202) 370-9585 or jwilliams@hallrender.com;
= Abby Kaericher at (202) 780-2989 or akaericher@hallrender.com; or
= Your regular Hall Render attorney.

Hall Render blog posts and articles are intended for informational purposes only. For ethical reasons, Hall Render attorneys cannot—outside
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of an attorney-client relationship—answer specific questions that would be legal advice.
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