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CMS Announces Revisions to Clinical Trial Policy

SPECIAL

A L E RT On Monday, July 9, 2007, the Centers for Medicare &

Medicaid Services (“CMS”) published a final Decision
Memorandum that amends its Clinical Trials Policy (“CTP”) on
Medicare coverage for items and services provided to Medicare

beneficiaries when they participate in clinical research studies.
Although there are only two modest changes in the Decision

HEALTH CARE AND Memorandum, CMS has signaled that it will revisit this issue in

LIFE SCIENCES the future. The final Decision Memorandum, which concludes
CMS’s first reconsideration of the CTP, is available at

The Epstein Becker & Green, P.C., http://www.cms.hhs.gov/mcd/viewdecisionmemo.asp?id=186.
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ofkanizations of all types of iy to the CTP on April 10, 2007. Although CMS had proposed several
legal developments which may L .
affect the delivery and financing of significant revisions to the scope of the CTP, they are all absent
health care services. from the final Decision Memorandum. CMS noted that due to

numerous comments on key issues, it decided to “preserve the
InforifgeiiPublighed In the status quo” for now and made only two changes to the original
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advice. Readers should consult an

: o e First, the final Decision Memorandum revises the
attorney to discuss specific

situations if fullhE e original CTP tfo clarify that items or services used in a

clinical research study will be covered if they would
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language added by the final Decision Memorandum).
e Second, CMS added a paragraph to the CTP that ties

[THEILIEHT LEADERS IN HEALTH LAW®] together CMS Coverage with Evidence DCVCIOmeHt
Coverage Determination (“NCD”) process, may

(“CED”) policy with the CTP. Specifically, this new
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language provides that CMS, through the National
N T necessary only in the context of a clinical trial.
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Nevertheless, CMS stated that it intends to propose some additional changes
soon in order to address stakeholder comments that suggested that Medicare
contractors have paid for claims CMS considered to be outside of the original
CTP’s terms, and to address Medicare policies and statements that the agency
acknowledges "may have been confusing or ambiguous." CMS indicated that it
intends to open another reconsideration of the CTP and publish a new proposed
NCD with a 30-day comment period. This new proposed decision
memorandum will build on the numerous public comments CMS has already
received. CMS also intends to amend its policies to ensure that they are clear
and consistent, and to propose changes to regulations that pertain to clinical
trials. It has not yet specified which regulations and policies may be affected.

CMS indicated that it intends to make these revisions soon, so interested
parties should watch for additional developments in this area.

If you would like additional information regarding this fopic, please contact

Robert Wanerman at 202/861~1885 or rwancrman(@ehglaw.com, or Leah Kendall at
202/861-4197 or lkendall@ebglaw.com in the firm’s Washington, DC office or the
Epstein Becker & Green atforney who regularly handles your legal matters. For further

Information about Epstein Becker & Green’s Health Care & Life Sciences Practice, or fo see
back issues of Special Alerts, please visit our website at www.ebglaw.com.
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