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General Exelumons From Coveruge
ClOVANAEL

2300. GENERAL EXCLUSIONS. “.

No paymenl can be made under either the hospital insu.....v v wapprcivouiary
medlenl Insurance programs for certain ttems and services.

A. Not reusonable and necessary (§ 2303);

B. No legal obligation to pay {¢r oe provide vervices (§ 2306;

C. Furnished or paid far hy govarnment instrumentalities (§ 2508);

D, Not provided within United States (§ 2312);

E. Resulting {rom war (5 2315);

F. Personal comfort (§2318);

a. Ro;tine services and appliances (§ 2320);

1. Supportive devices for leet {§ 2323)

. Custodial care (§ 2325);

J. Cosmetic surgery{§ 2323)%

K. Charges by Immedista relatives or members of household (§ 2332);
L. Dental services (3 2136);

M. Pald or expected to be pald under worker's compensaticn (§ 2370).

N. Nonphysician services provided to a hospital inpatient which were not provided
directly or arranged {or by the hospital {(§ 2384).

2300.1 Services Related to and Required as_a Result_of Serviees -Which Are Not
Covered Under Medicare.-~

A. Megical and hospital services are yometimes required to treat & condition that
nrices as a resylt of servioes which are not covered because they are determined o be
nsY ressonadle and necessery or beciuse they are excliuded from coverage for other
reasons. Services "celated to” noncovered services (e.g., cosmelc surgery, noncovered
organ transplants, noncovered artificial organ Implants, ote.), including services telaced (o
followup care and complications of noncovered services whieh requlre treatment during a

hospital gtay in which the noneovered service was perfarmed, are not covered services

under Medicere. Services "not related to” noncovered services are covered under
Medicare,

Rev. ;214 . 2-108
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B.  ldentlfy whieh 9ervices are "slatsd 1c noncovered serviceg snet which ure noc,
Following are somme examples of gervices “rolated 1o” and “not related o' neacoverait
aervigex while the teneflelary i3 an inpatient:

1. A beneliciary was hugpitalized for s auncovered service and brewe a ieg
whila 10 ths nospital. Services relaled =0 care of the broken Jeg during thiy stay is 9 clear
cul axample of "nat ralgted to” services ang are cnvorad Jndar Madicare.

2. A henelkijary wes adinitied lo the hospital for aovered services, DUt dusing
tha Soufe Of hospitalization became a candidate for & 110ncoveced tronsolant or implant
and nctually received the transplant or {mpiant durlng that hospital ~tay.  When the
original admivmon wan entirely unrelated to the diagmosis thar 12 to 8 recc naendulion

for a nonnovered transplani or implanl, the geevicen related to the admitling ronfition
noaid DE covered.

3. A benefleiaey was adm:itted to the hoapital for cnvered services related o w
~ondition whnich ultvinutely lod to identilickrian of & necd for transplant #nd seeript of
wrengplant during Lthae sumne haspltal Stax. i, on the dDasis of the nature cf the very.eas and
a ccmpatiaon of the date thev are recaived with the Jate on which the denefleiary is
staneiflod ag & trensplant candidste, the zerviess equld >casonably he artritutea o
preparation for the noncovered (rAnsplant, the servicss would d¢ “related 1a” roneovare?
sersitms and would 8lso he noncovered.

€. Alter a censliciary nas been discharged from the hospiiul stay in which M»
reYeived noacovered sarvievs, madieal and hospitel servicas raquirad ta rraet K canditau
or cumplication that arises as ¢ result of the prior noncovered sarvicus nay he covered
when thoy are reasonadle and neeesaary In all other respects.  1lws, coverege cauld be
provioed fer subsequant inpatient atays of ouloaticnt teegtinent adiitsrly cusnrad by
Medicare, even il the nged for treatment arose Levauge of 8 previoss 1HOICOVHICY
procezhurg.  Sume examples of vervices that mev be fourd to de vovarad uncer this pal.ey
dret Ly ceversal of intedtinal Lypass surgery for oceiily, repair of camplicaticns frumy
Unnssexusl sicgery or from  codmelic surgery, femoval of 4 nonesvervd bladdwr
*timulalor, or treatment of any infeeton nt the surglcul otr nf 2 vonesveArad Lignublant
thet vecurred following discharge from the nospital.

ruowever, any subsequert services titst could be expecied to have Zcen incorperaled nta

{8 globai fer srould be denied. ‘Thus, where A patient undergons sasmetis Sugery (in! '
lreatment regimen cails for o« Series of poitoperstive visits 10 the surgesn fnt
svaluating tha pstient's progress, thexe vit(ts shaald D2 deniand.

‘See Internisdiary Menual, 5 2617.15 and Hoapilai Muwnua), § 4.5.18 far tilling
' rocedures, )

1301, SERVICPS NOT REASONANLE AND NECESSARY.

iteran gnd services whieh are not reasonable and necessary for tle diagnosis or Treatinet
:r- ll-:l:sff ;-"! Jjury. or to imptove the functianing of v :aglfurmed Sody member;
-;:%.z.e"ly” nt cannot be mudg Tor the rentyl of o specin! hospital »od to e Red Sv Lic
'r-en'll n l::.k Jome unless it woS 4 reEIOnAbDle gl neeessary sart of rhe o '~
Tenimenl. Ser alro § 2113, T r i o smaliants

$-109.]
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[SSUES CONCERNING MEDICARE COVERAGE OF CANCER CLINICAL TRIALS

-

I. Current policy - As described in the Coverage Issues Manual, services related to the provision
of a service that is not reasonable and necessary are not covered. An exception is the treatment
of complications from a non covered service when that treatment is not provided during the same
hospital stay. This policy has been extended to preclude coverage of services in clinical trials,
although that policy is not formalized in any official document.

iL. Services in clinical trials can be categorized as:

1) the drug, device or procedure under study;

2) services required for the administration, monitoring or follow-up of the service
under study;
3) services required by the protocol for purposes of data collection and evaluation;

4) routine patient care services that the patient would receive in absence of the
protocol.

III. The CIM policy would clearly exclude 1) - 3), but the reimbursement of 4) is problematic for
Medicare, particularly in light of the IOM recommendation. The IOM report recommends that
HCFA reimburse 4) in all clinical trials. By singling out these routine services, the report creates
several potential difficulties for HCFA. It will be difficult to explain why we wouldn’t reimburse
services otherwisc reasonable and necessary for patient care. On the other hand, the operational
and program integrity aspects of changing our policy will be significant. In particular,
distinguishing 1) - 3) from 4) is difficult, and deciding on how to reimburse the same services
provided to the patient outside of the trial during the same time period would be very
challenging.

IV. While we need to put forward our best options and recommendations, OA should be aware
that the IOM report may have shifted the nature of the debate on this issue. That is, they are not
blind sided by the question, “Are you saying you don’t cover medically necessary services just
because the patient is participating in a trial?”

OPTION 1 (NCI Preferred)
Allow billing of routine patient care costs in all NCI trials for a limited time period. NCI would

work with their Cooperative Groups to distinguish routine costs from others, and to bill
cautiously. '




r.gdosui
MAY-04-2008 13125

Pros
Would look good for Medicare

Provide good data for a possible Option 3
Cons

More difficult to administer

May be difficult to take back

OPTION 2

Do OPTION 1 for a limited set of NCI trials

Pros
Easier to administer and analyze

Limited enough not to commit Medicare to a policy

Cons

May be viewed as too little

Would not provide sufficient data for OPTION 3

OPTION 3

Organize a demonstration that would provide a capitated amount for each beneficiary in a clinical
trial. The amount would reflect the routine patient care costs for a similar patient not treated in a
clinical trial.

Pros
Avoids some but not all of the billing issues
Cons

Needs to be a formal pricing demonstration and would require substantial resources and at least 2
years to develop
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OPTION 4

-~

Wait for legislation such as the Demonstration project proposed in the President’s budget.
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- A PATIENT-CENTERED roRiist OF NATIONAL ADVOCACY ORGANIZATIONS ADDRESSING PUBLIC FPOLICY ISSUES IN CANCER

July 24, 2000

Nancy-Ann Min DeParle
Administrator

- Health Care Financing Administration
Department Health & Human Services
200 Independence Ave., S.W.
Room 314-G - HHH Bldg.

Washington, D.C, 20201
Dear Ms. DeParle:

We write to you as representative leadership of the cancer treatment, research, support, and
advocacy community to ask that you once again become personally involved in the
implementation of the President’s Executive Memorandum announced on June 7, 2000. The
Executive Memorandum was intended to resolve an issuc that had been of longstanding concern
to us - i.e., the question of Medicare reimbursement for routie patient care costs for
beneficiaries enrolled in clinical trials. The announcement was made after the White Housc
expressly promised representatives of the community that the Administration’s initiative would
cover gll phases of clinical trials and would include not just government-sponsored trials but also
thosc sponsored by the private sector. The White House also represented that this agreement was
reached only afier consultation with both the Health Care Financing Administration (HCFA) and
the National Institutes of Health (NIH).

The community has now met three times with HCFA staff and seen some progress, but no firm
resolution of implementation efforts. Recently, additional scheduled meetings have been
postponed and not rescheduled. In the absence of these meetings, we arc hearing from a variety
of concemned parties that efforts to dilute and diminish the scope of coverage promised in the
President’s announcement are underway. These reports raise questions about the resolve of the
Administration, and specifically HCFA, to honor the promises made to the cancer community. It

- was on the basis of those promises that we stood with a bipartisan group of Senators and
Representatives to issue press releases and praise publicly the Administration for its action. And
it was those promises that led to favorable coverage for President Clinton and Vice President
Gore in national television and print media. If those promises are not fulfilled, some will believe
that the public record should be comrected. '

Contact: 1900 K Street N.W. « Suite 750 = Washington, D.C. 20006
Phone: 202-833-4500 » Fax: 202-833-2859 * Email; dc@btclaw.com ¢ wwawv cancerieadership.org
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To clarify our position, we will not be satisfied with coverage of clinical trials that does not
cover, as represented, all phases of clinical trials and privately-sponsored trials as well as those
that are government-sponsored. These issues have been reviewed time and again over the years,
have resulted in state-by-state coverage of all phases of cancer clinical trials, and, in our view,
were thankfully resolved for Medicare by Executive decision of the President. The cancer
community wants to know, does HCFA now stand in opposition to that decision?

At the last meeting with HCFA staff, the community was promised a final decision consistent
with our understanding of the Executive Memorandum no later than mid-September. We expect
HCFA to honor that commitment, but, based on recent events, the cancer community questions
the agency’s willingness to meet that deadline or to abide by the President’s promises.

The Cancer Leadership Council (CLC) is next meeting September 7. We are inviting you and
your staff, as well as key officials of NIH and the Food and Drug Administration (FDA), to
explain the position of the Administration on this issue of utmost importance to people with

cancer,

With respect and in appreciation for your leadership on these matters, we thank you in advance
for your personal intervention so that bureaucratic resistance to implementing the good intentions
of the Administration does not thwart the reasonable expectation of hundreds of thousands of
Medicare beneficiaries living under a dxagnoms of cancer.

Cancer Leadership Council
Alliance for Lung Cancer Advocacy, The Leukemia & Lymphoma Society
Support, and Education Muitiple Myeloma Research Foundation
American Cancer Society National Alliance of Breast Cancer

American Society of Clinical Oncology

American Society for Therapeutic Radmlogy
& Oncology, Inc.

Association of American Cancer Institutes

Cancer Care, Inc. .

Cancer Research Foundation of America

The Children's Cause, Inc,

Coalition of National Cancer Cooperative
Groups

Colorectal Cancer Network

Cure For Lymphoma Foundation

International Myeloma Foundation

Kidney Cancer Association

Organizations
National Coalition for Cancer Survivorship
National Patient Advocate Foundation
National Prostate Cancer Coalition
North American Brain Tumor Coalition
Oncology Nursing Society
Ovarian Cancer National Alliance
Pancreatic Cancer Action Network
The Susan G. Komen Breast Cancer
Foundation
US-TOO International, Inc.

Y-ME National Breast Cancer Organization
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cc:  The Honorable William Jefferson Clinton, President of the U.S.
The Honorable Albert Gore, Vice President of the U.S.
The Honorable Donna Shalala, Secretary, HHS
Ruth Kirschstein, M.D., Acting Director, NIH
Jane E. Henney, M.D,, Commissioner, FDA
The Honorable Connie Mack

" The Honorable John D. Rockefeller
The Honorable Nancy L. Johnson
The Hoporable Benjamin L. Cardin
The Honorable Ken Bentsen
The Honorable Henry A. Waxman
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HCFA FACT SHEET

August 4, 2000 Contact: HCFA Press Office
(202) 690-6145

MEDICARE COVERAGE OF BENEFICIARIES IN CLINICAL TRIALS

Qverview. The Health Care Financing Administration has issued a

. proposed national coverage decision to implement President Clinton's order for
Medicare to cover the routine health care costs of beneficiaries in clinical trials.
The proposed decision not only implements the President’s order to cover the
"routine costs” of Medicare beneficiaries in clinical trials, but would also expand
the definition of such costs to include payment of most other beneficiary costs.
HCFA expects to issue a final decision, effective in mid-September, after receiving
and studying public comments.

Reassuring Beneficiaries, Encouraging Research. In announcing the decision
to assure Medicare coverage to those in clinical trials, President Clinton noted that
many seniors and people with disabilities were reluctant to participate in trials for
fear they would lose their Medicare coverage. Assuring Medicare beneficiaries
that their costs will be covered is expected to encourage them to participate in
clinical trials, Medical researchers believe that higher participation by older
Americans and those with disabilities in clinical trials could lead to faster
development of therapies. The knowledge gained from clinical trials will lead to
better health care for Medicare's more than 39 million beneficiaries.

Covered Costs. Medicare will pay most of the costs of beneficiaries in clinical
trials. This includes costs associated with providing items and services that would
otherwise be covered by Medicare if they were not provided in the context of a
clinical trial. Also covered are items and services required "solely for the
provision of the investigational item or service." For example, Medicare will pay
for the administration of a chemotherapy drug that is being tested in a trial,
including the provision of anti-nausea drugs to prevent complications from the
chemotherapy drug. Medicare also will pay for monitoring and evaluation, device
implantation, and other costs, such as room and board as part of a hospital stay
required as part of a clinical trial, for trials of importance to Medicare
beneficiaries.

All Beneficiaries Would Be Covered. All Medicare beneficiaries will be
eligible for the coverage while in approved clinical trials. The new policy is
binding on all the private contractors that process and pay Medicare claims as well
as Medicare+Choice managed care plans. The Balanced Budget Act permits
Medicare to pay additional funds to Mediare+Choice plans to compensate them
for significant costs associated with national coverage decisions. Coverage
becomes effective when a final decision is announced, expected to be by mid-
September. Coverage decisions are not retroactive.

- more -



Things Not Covered. Medicare will not pay for the medical device or drug being
tested in a trial. And it will not pay for items and services provided solely to
satisfy the data collection needs of the trial. It also will not pay for anything being
provided free by the sponsor of the trial.

Registry of Trials. HCFA is developing a registry of ongoing clinical trials in
which beneficiary costs are being reimbursed by Medicare. This registry will
track Medicare expenditures in clinical trials. HCFA also is working to use the
information contained in the current National Institutes of Health and Food and
Drug Administration clinical trial registries to develop a national registry of all
clinical trials receiving Medicare reimbursement. '

Eligible Trials. To ensure the safety of Medicare beneficiaries, the proposal
establishes a process to determine which clinical trials are eligible for its
participants to receive payments for routine medical costs. The HCFA decision
proposes that clinical trials must meet specified requirements in order to be
approved for Medicare coverage, including scientific support, credible and
capable sponsorship and protection of participating patients.

Some clinical trials are "deemed" to be qualified and do not have to go through
this process. These include trials that are federally funded by the National
Institutes of Health (including those conducted at National Cancer Institute cancer
centers), the Centers for Disease Control and Prevention, HCFA, the Agency for
Healthcare Research and Quality, the Department of Defense, the Department of
Veterans Affairs, and trials conducted under an Investigational New Drug
application approved by the Food and Drug Administration, or those that are
exempt from having an Investigational New Drug application.

The proposal is posted on HCFA's web site at

http://www.hcfa. gov/quality/8b.htm.
HH##
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Medicare National Coverage Decision to Cover
Routine Costs in Approved Clinical Trials
Questions and Answers
For Internal Use Only
08/04/00

Q. The President announced this on June 7. Why has it taken you so
long to carry out his order?

A.  The President’s announcement required significant effort for
implementation. We had to draft language that would carry out the
intent of the President's directive without jeopardizing its true intent of
providing coverage for all Medicare beneficiaties in clinical trials. This
meant we had to produce a detailed policy that would cover all
beneficiaries — including both those in fee-for-service Medicare and
those in Medicare+Choice managed care plans.

The President also directed the Secretary to report back to him within 90
days on the feasibility and advisability of additional actions to promote
clinical research on issues of importance to the Medicare population.
The coverage decision's expanded definition of "routine costs” actually
implements these additional actions by covering things that "are required
solely for the provision of the item or service involved in the trial." An
example of things required solely for the provision of the item or service
is the administration of a chemotherapy drug that is being tested in the
clinical trial, including the provision of an anti-nausea drug to prevent
complications from the chemo-therapy drug.

Q. Will the new policy be retroactive to June 7 when the President made
his announcement?

A. No. This is a coverage decision, and coverage decisions are not
retroactive. The President’s announcement required significant effort for
implementation. It was not possible to make this immediately effective
for all Medicare beneficiaries (fee-for-service and managed care
enrollees) without jeopardizing the true intent of the President’s policy.
We also wanted to allow the public an opportunity to comment on our
implementation plans, But some of the additional actions the President
asked for to support clinical trials among the Medicare population are
included in this coverage decision.
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Q. Why did you have to go to all this trouble just to cover routine
medical expenses?

A. Most experimental services are not covered by Medicare because they are
not considered to be "reasonable and necessary,"” the standard set by law
for Medicare coverage. In the past, services furnished as part of any
noncovered service such as a clinical trial also have been considered
non-~covered. The proposed national coverage decision will change this
policy to allow Medicare coverage of the routine patient care costs
incurred in an approved clinical trial, The old policy on routine medical
costs caused confusion and may have influenced some Medicare
beneficiaries not to join clinical trials. This new policy will clear up that
confusion and assure older Americans that they can take part in clinical
trials without losing their Medicare. Treatment of complications arising
from a noncovered item or service continues to be covered for all
noncovered items and services.

Q. Weren't some clinical trial expenses already covered?

A. Yes. Diagnosis and treatrnent of complications arising from clinical trials
have always been covered. This will not change.

Will every clinical trial be covered?

A. Most clinical trials will be covered. All trials that are funded by NIH,
(including those conducted at the National Cancer Institutes cancer
centers) AHRQ, HCFA, CDC, VA, DOD, and FDA are automatically
deemed to meet certain quality requirements, These quality standards are
important for the welfare of the beneficiary and the Medicare program.
The national coverage decision spells out seven quality requirements that
trials must meet to receive Medicare coverage. The requirements
include scientific support for the trial, credible and capable sponsorship,
and protection of participating patients.

Trials that are not funded by federal agencies can also be eligible for
Medicare coverage. The principal investigators of a clinical trial must
self-certify that their trial meets the seven quality requirements. This self-
certification will be achieved by the principal investigator who will
complete a certification form. The form will be developed by a panel of
federal agencies (AHRQ, NI, CDC, VA, DOD),

Finally, to receive Medicare payment, all trials must be evaluating an item
or service that falls within a Medicare benefit category (physician service,
durable medical equipment) and are not statutorily excluded from
coverage (cosmetic surgery, hearing aids). In addition, all trials must only
enroll patients with diagnosed disease, rather than healthy volunteers.
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Q. Docs this mean you are paying for the trials?

A.

For trials that are deemed or certified to meet the criteria, Medicare will
pay for the beneficiary's costs. These are costs associated with the
provision of items and services that would otherwise be covered by
Medicare if they were not provided in the context of a clinical trial.
They do not include the actual investigational drugs or devices or any
services or charges supplied without charge by the sponsor of the trial.
In addition, they do not include protocol-induced costs or items or
services provided solely for the trial's data collection needs.

When the President made his original announcement, you said that the costs
were minimal. Has that changed? This seems like a broad expansion of
coverage,

The proposed national coverage decision authorizes payment for routine patient
care costs, and takes additional steps that the President asked the Secretary to
review. In refining our initial policy and discussing the additional, broader
coverage issues as the President directed, two things became clear. First, our
initial policy proposal would have been difficult to implement as an
administrative and coverage matter. Second it was fully possible and appropriate
to broaden our coverage policy which would subsume the initial policy.
Therefore, we're announcing a policy to cover a broad range of costs for those
clinical trials approved for Medicare coverage. This change, when implemented
later this year, would likely increase Medicare spending. Like all changes that
result from coverage decisions, this change will be reflected in the next re-
estimate of the Medicare baseline.

Since the goal of this coverage decision is to increase participation in
clinical trials, what is HCFA doing to let beneficiaries know that
these things are now covered?

HCFA is developing an informational brochure on Medicare coverage of
the routine and other associated health care costs of beneficiaries who
participate in qualified clinical trials. In addition, information on
Medicare coverage of clinical trials will be added to next year's
beneficiary handbook. Finally, individuals who answer Medicare's
information hotlines will also be prepared to respond to questions about
clinical trials coverage.

How is this national coverage decision different from the Rockefeller-

Mack bill (S.784, Medicare Cancer Clinical Trial Coverage Act of
1999)?

P.B4-a7
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A, The NCD is broader than the Rockefeller-Mack bill. This NCD applies
to all clinical trials, not only cancer clinical trials. Also the definition of
approved clinical trials is different. The Rockefeller-Mack bill defines
an approved clinical trial program as a clinical trial program that has
been approved by

e The National Institutes of Health (NIH);

e A NIH cooperative group or 8 NIH center;

e The Food and Drug Administration (in the form of an investigational new
drug or device exemption);

o The Department of Veterans Affairs;

¢ The Department of Defense; or .

¢ A qualified nongovernmental research entity identified in the guidelines
issued by the NIH for center support grants.

The Medicare NCD gives deemed approval status to trials funded by
NIH, the Centers for Disease Control and Prevention, the Agency for
Healthcare Research and Quality, HCFA, the Department of Defense,
and the Department of Veterans Affairs, trials conducted at National
Cancer Institute cancer centers, and all trials of patients that are either
conducted under an investigational new drug application (IND) or are
exempt from having an IND under 21 CFR 312.2(b)(1). Trials that are
not deemed have a mechanism to self-certify that they meet required
qualifying criteria.

The definition of routine costs in this NCD is similar to the definition
included in the Rockefeller-Mack bill.

Q. How does this NCD differ from the recommendations put forward
by the Institute of Medicine (IOM) in its recent report?

A, The IOM's first recommendation was that Medicare should reimburse
routine care for patients in clinical trials but not the costs of the
experimental interventions or of protocol induced costs. The NCD's
definition of routine costs is consistent with this recommendation. The
IOM also recommended that the same policy be extended to Medicare
beneficiaries in managed care, This NCD is binding on all Medicare
contractors, including Medicare+Choice plans.

The NCD also addresses other recommendations made by the IOM.
Claims for routine costs rendered in approved clinical trials will be
submitted like any other claim. There will also be a Medicare clinical
trials registry established.

P.@5-87
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Do all Medicare beneficiaries get this coverage? What about those in
HMOs?

All beneficiaries are eligible. This policy is binding on all Medicare
Carriers -- the private insurance companies that process and pay
Medicare claims. It also is binding on Medicare+Choice managed care
plans and Peer Review Organizations.

Do all clinical trials have to go through the approval process?

No. We are proposing that trials that are federally funded by the National
Institutes of Health (including clinical trials at the National Cancer
Institutes cancer centers), the Centers for Disease Control and Prevention,
the Agency for Healthcare Research and quality, the Department of
Defense, the Department of Veterans Affairs, the Investigational New Drug
trials approved by the Food and Drug Administration (and those exempted
from Investigational New Drug applications) have deemed status. That is,
these trials are automatically approved as meeting the desirable
characteristics. These requirements include scientific support for the trial,
credible and capable sponsorship, and protection of participating patients.
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Q. Is 2 Medicare + Choice Organization required to provide caverage for services related
to clinical trials, even if those services are provided outside of the organization's
network of providers?

Ordinarily, Medicare + Choice Organizations must furnish, or pay for, services covered
under original Medicare only within the limits of the plan rules governing its network of
providers and out-of-network referrals. For example, Medicare +Choice Organizations
are not required to pay for services covered under original Medicare if an enrollee obtains
covered services outside of network without obtaining a required pre-approval or referral.
However, we expect, in most cases, that physicians and other health care personnel
providing services related to clinical trials will be outside a specific plan's network.

We recognize the essential role that plan networks play in the appropriate management
and coordination of beneficiary health care. However, services that meet the definition of
routine costs in clinical trials that have been approved under the process established in
this NCD may not be denied on the grounds that they will be provided outside the plan's
network or that they will be rendered pursuant to a clinical trial.

Services related to clinical trials are inextricably linked to those trials, and those services
cannot be provided, without serious patient disruption, except by the physicians and
others conducting the trials. Thus, if the providers participating in the eligible clinical
trial are not part of the Medicare + Choice Organization’s network, the plan cannot
provide this required coverage within its network, and must authorize out of network
servicess in order to fulfill its obligation.

Q. What is the Medicare + Choice enrollee’s liability for services related to clinical trials?

A

Medicare + Choice enrollees will be liable for any applicable coinsurance amounts under
the payment rules of original Medicare, but not for the Part A deductible,

Q. How will HCFA pay for Medicare + Choice enrollees in clinical trials? (NOTE: The

following answer should be used for all operational questions related to Medicare
+ Choice.)

We recognize that there are complex operational issues that must be addressed before this
NCD can be fully implemented. We expect that Medicare + Choice Organizations and
others will mise many issues and suggest recommendations for solving these problems
during the comment period, In the meantime, we will be working to ensure that
Medicare beneficiaries in managed care plans will receive the services they are entitled

and that Medicare + Choice Organizations are not unfairly burdened in providing these
services,

TOTAL P.87
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THE SECRETARY OF HEALTH AND HUMAN SERVICES
WASHINGTON, D.C. 20201

JUN 6 2000

MEMORANDUM FOR THE PRESIDENT

Promoting biomedical research and ensuring that Medicare beneficiaries receive the
highest quality care are longstanding priorities of the Department of Health and Human
Services. We recognize that Medicare beneficiaries should not face barriers in accessing
cutting-edge treatments that clinical trials can provide.

However, elderly individuals and their physicians may be deterred from participating in
potentially life-saving clinical trials because of the uncertainty of Medicare
reimbursement for their patient care costs for the many diseases from which they suffer.
Up to now, some clinical trial investigators may have been uncertain about whether
Medicare would pay for routine patient care if a beneficiary participated in their clinical
trials. Some patients considering whether to enter these trials may have assumed that -
they could be responsible for routine costs.

Out of these concerns, the Balanced Budget Act of 1997 authorized the Health Care
Financing Administration (HCFA) to sponsor a study conducted by the Institute of
Medicine (IOM). The purpose of the study was to determine whether there were barriers
to Medicare beneficiary participation in clinical trials. Last December, IOM issued a
report entitled “Extending Medicare Reimbursement in Clinical Trials” which
recommended that Medicare cover the routine patient care costs associated with clinical
trials. This new information prompted a review by the Department. Following this
review, the Department concluded that it could exercise its administrative authority to
provide Medicare reimbursement for the routine patient care costs associated with clinical
trials in which Medicare beneficiaries participate.

I recommend that we take the following actions. First, HCFA should immediately
prepare a revision to the Medicare manual to authorize Medicare’s claims processing
contractors to reimburse for the routine patient care costs that are reasonable and
necessary during a beneficiary’s participation in a clinical trial. Second, HCFA should
authorize its contractors to reimburse providers for costs incurred to treat medical
complications that may occur after a patient receives experimental services in a clinical
trial. This action is consistent with the IOM’s primary recommendation and would not
include Medicare reimbursement of costs specifically related to non-covered services.

In addition, HCFA, the National Institutes of Health (NIH) and the Food and Drug
Administration (FDA) will undertake a series of activities to promote the goal of _
improving older Americans’ access to cutting-edge treatments. The Department will
launch educational activities to increase beneficiary awareness of the new coverage
option; will ensure collaboration between HCFA and NIH so that information gained
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from clinical trials is used to inform Medicare coverage decisions; and will establish a
system that tracks Medicare payments for costs associated with beneficiaries participating
in clinical trials. In addition, HCFA, NIH, and FDA will review the feasibility and
advisability of expanding further Medicare’s coverage of other costs associated with
certain clinical trials. o ' '

I am pleased to be able to inform you about these new developments. I know you and the
Vice President share my commitment to ensuring that Medicare beneficiaries have access

to clinical trials which also serve to promote critical biomedical research. I look forward
to keeping you apprised of our progress in this important area.

O TSl

Donna E. Shalala
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MEMORANDUM FOR THE VICE PRESIDENT OF THE UNITED STATES

FROM: Janice R. Lachance
Director
SUBJECT: Leave for Cancer and Other Preventive Screenings

The many benefits of health education and preventive health screenings are well-known to the
American people and the medical care profession. As the single largest employer in the Nation,
we are proposing a work-site initiative for Federal employees that would provide for a wider
variety of preventive health measures and one that would provide increased excused absence for
those employees who, we believe, would benefit most.

The genesis for this new initiative was your August 10, 1999, directive to the Office of Personnel
Management (OPM) to look into the advisability and feasibility of giving Federal employees time
off from work each year for cancer and other preventive screenings.

We are convinced that any effort to increase the level of employee participation in health
screening activities must be part of a comprehensive preventive health services program that
includes not only screenings, but health education, counseling, and intervention. A growing body
of literature links some of the leading causes of death in America to a handful of personal health
behaviors such as smoking, failing to use seat belts, driving while intoxicated, physical inactivity,
dietary factors, and high risk sexual practices. Changing personal health behaviors before disease
develops also plays a vital role in maintaining good health. By providing comprehensive
preventive health services at the work-site, without charge to leave, agencies can help employees
identify their risk for disease, evaluate their health care needs, and make healthy lifestyle choices.

According to the Bureau of Labor statistics 1997 figures, 34 percent of employees in large
establishments in the non-Federal sector are offered some type of health promotion program.
However, most Federal agencies provide pertinent health care information to their employees
through activities such as smoking cessation clinics, exercise/physical fitness programs, weight
control programs, nutrition education, hypertension tests, and stress management courses. Many
agencies offer health fairs which allow employees to conveniently explore, under one roof,
resources related to the health issues that are of particular concern to them.

We believe the Federal Government's leave system is sufficient to accommodate most Federal

- employees’ needs for participation in screenings and other preventive health activities.
(Attachment 1 provides more detail about time off for cancer and other preventive screenings in
the Federal and non-Federal sectors.) Nevertheless, we are concerned about those Federal
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employees who have not worked long enough to accrue a substantial balance of paid sick leave or
who have been forced to use most or all of their paid sick leave as a result of previous illnesses or
periods of incapacitation. In these cases, we believe it would be appropriate for agency heads to
provide up to 4 hours of excused absence with pay each year to pamc:pate in preventive health
screenings not directly sponsored by the agency.

We have prepared a memorandum from the President (Attachment 2) that directs agencies to
review their leave and work schedule policies and to inform employees of the various flexibilities
available to them for arranging to participate in screening activities. In the case of employees with
less than 3 years of service or fewer than 80 hours (2 weeks) of accrued sick leave, the
memorandum asks agencies to provide up to 4 hours of excused absence each year, without loss
of pay or charge to leave, for participation in preventive health screenings not directly sponsored
by the agency. The memorandum also asks agencies to expand or develop programs offered at
the work-site that help employees understand their risks for disease, obtain preventive health
services, and make healthy lifestyle choices. We will provide departments and agencies with
appropriate guidance on developing preventive health initiatives. In addition, it requests agencies
to share their best practices and preventive health initiatives with OPM within 120 days. OPM
will use this information to identify and share agency best work-site practices.

Your request was based upon a program implemented in Boston that gives city employees 4 hours
off annually for cancer screenings. We have researched the issue and consulted with colleagues
from the Department of Health and Human Services (HHS). This effort has resulted in our
proposed initiatives that are designed to help our employees remain both healthy and productive.

It is important to note that, under the Federal Employees Health Benefits (FEHB) Program,
insurance carriers are required to cover mammography, prostate-specific antigen, and colorectal
screening. Many carriers cover other screenings as well. OPM will continue to monitor the
screening recommendations adopted by authoritative bodies such as the National Cancer Institute
and we will assure that the FEHB Program provides appropriate benefits.

The issue of employee health is one of deep concern to me and to OPM. We appreciate your
support in calling the Nation's attention to this important issue.

Attachments
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Attachment 1
Time Off for Cancer and Other Preventive Screenings in the Federal Government

The Federal personnel] system provides employees with considerable flexibility in scheduling their
hours of work and taking time off for medical needs, including routine examinations and

preventive screenings. Examples of the work and leave flexibilities available to employees for
screenings include the following:

. Alternative Work Schedules. Federal agencies may establish flexible or
compressed work schedules, collectively referred to as “alternative work
schedules.” Alternative work schedules allow for a variety of working
arrangements tailored to fit the needs of individual employees.

. Annual leave, Most employees accrue 13,.20, or 26 days of annual leave each

year, depending on years of service (which accumulates to a maximum of 240
hours each year). '

J Excused Absence. Agencies may grant excused absence to employees to
participate in agency sponsored preventive health activities, such as health fairs;
mobile health van screenings, and smoking cessation and stress reduction classes.
Agencies should also establish a policy that provides employees with less than 3
years of service or fewer than 80 hours (2 weeks) of accrued sick leave with up to
4 hours of excused absence each year, without loss of pay or charge to leave for
participation in preventive health screenings not directly sponsored by the agency.

o Sick leave. Most employees accrue 13 days of sick leave each year without regard
to length of service (which accumulates without limit in succeeding years).
. Advance leave. Supervisors may advance annual and sick leave to employees

who do not have available paid leave and have already used 4 hours of excused
absence for preventive health screenings not directly sponsored by the agency. In
addition, supervisors may advance annual and sick leave to employees for
additional examinations and follow-up treatments.

When an employee needs additional medical attention, e.g., a serious health condition is identified
by a screening process, the following additional leave programs are available:

J The Family and Medical Leave Act of 1993 (FMLA). Under the FMLA, an
employee is entitled to a total of 12 workweeks of unpaid leave during any
12-month period for certain needs, including an employee's serious health
condition and screenings for such conditions. ‘An employee may substitute annual
leave or sick leave, as appropriate, for unpaid leave under the FMLA.
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Attachment 1 continued

. Leave Sharing. Employees who experience a personal or family medical
emergency and who exhaust their available paid leave may receive donated annual

leave from other Federal employees through the voluntary leave transfer or leave
bank programs.

Information on these programs is available on OPM’s web site at www.opm.gov/oca,

Time Off for Cancer and Other Preventive Screenings in the Non-Federal Sector

The Bureau of Labor Statistics (BLS) reported that in 1997 only 56 percent of full-time
employees in establishments with 100 or more employees receive paid sick leave. The average
number of sick leave days available after | year of service was 11 days, with 21 days available
after 25 years. In the large establishments surveyed, 39 percent of employees could not
accumulate sick leave in succeeding years, 19 percent were allowed unlimited accumulation, and
the remainder were limited to a maximum accumulation of sick leave, most often in the 30-39 day
range.

In comparison, Federal employees accrue 13 days of sick leave each year without regard to length
of service and may accumulate sick leave in succeeding years without limitation. The average use
of sick leave by Federal employees in 1998 was 9.47 days. Assuming a Federal employee uses the
average amount of sick leave each year, he or she can accumulate 18 days of sick leave after S
years of service, 35 days after 10 years, and 88 days after 25 years.
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Attachment 2 Last updated 6/1/00

THE WHITE HOUSE
WASHINGTON

MEMORANDUM FOR THE HEADS OF EXECUTIVE DEPARTMENTS AND AGENCIES

SUBJECT: Preventive Health Services at the Federal Workplace

I have been heartened by progress in preventive research into cancer and other serious diseases.
Vice President Gore announced on the second anniversary of the Cancer Genome Anatomy
Project, that over 30,000 human genes predisposing individuals to cancer have been identified,
more than double the original goals, and that 8.4 million Americans have survived cancer. This
is good news indeed.

I am still concerned about another front in the war against disease. We know a great deal about
screening procedures that can detect diseases early, and about behaviors, such as smoking
cessation and sun avoidance, that can greatly reduce a person’s risk of disease. The challenge
that remains is to ensure that all Americans not only take advantage of the screening programs
and other effective preventive measures that are available and appropriate, but that they make
positive changes in their lifestyle before disease develops. For example, Healthy People 2010, a
report on our Nation’s health objectives, released in January by the Department of Health and
Human Services estimates that as much as 50 percent or more of cancer incidence can be
prevented through smoking cessation and improved dietary habits such as reducing fat
consumption and increasing intake of fruits and vegetables.

The workplace is a logical place to provide employees with health information and services to
help employees learn about preventive health. The Federal Government, the Nation's largest
employer, has already developed many effective measures for encouraging preventive health care
for its employees. These measures, available to all Federal employees, cover a broad range of
preventive health services, including screening for prostate, cervical, colorectal, and breast
cancer and screening for sickle cell, blood lead level, and blood cholesterol level, as well as all
recommended childhood immunizations, well child care, and adult preventive care visits. In
addition, the Federal personnel system provides employees with considerable flexibility in
scheduling their hours of work and taking time off for medical needs, including routine
examinations and preventive screenings. Many agencies offer creative, effective employee
health programs that provide opportunities for employees to take advantage of preventive health
screenings at the worksite.



06/01/00 THU 11:39 FAX 202 606 2183 OFFICE OF THE DIRECTOR €007

-

2

There is still room for progress. Therefore, I am today asking Federal departments and agencies
to review their policies and make maximum use of existing work schedule and leave flexibilities
to allow Federal employees to take advantage of screening programs and other effective
preventive health measures. Each department and agency should also inform its employees of
the various work schedule and leave flexibilities available to them to participate in these
preventive screenings and examinations. Such flexibilities include promoting alternative work
schedules (flexible and compressed work schedules), which allow for a variety of working
‘arrangements tailored to fit the needs of individual employees, granting leave under the Federal
Government'’s sick and annual leave programs, and granting excused absence to employees to
participatc in agency sponsored preventive health activities. In the case of employees with less
than 3 years of service or fewer than 80 hours (two weeks) of accrued sick leave, [ am asking
cach department and agency to establish a policy that provides up to four hours of excused
absence each year, without loss of pay or charge to leave, for participation in preventive health
screenings not directly sponsored by the agency.

I am also asking agencies to develop or expand programs offered at the worksite to help
employees understand their risks for disease, obtain preventive health services, and make healthy
lifestyle choices and to share these initiatives with the Office of Personnel Management (OPM)
within 120 days. OPM will use this information to identify and share agency best worksite
practices. Finally, I direct the OPM to prepare guidance to assist agencies in carrying out this
directive.

I want the Federal Government to serve as a model for the rest of the country. While Federal
agencies have led the way in many instances, I want to go even further in demonstrating that

preventive health care for all employees is not only desirable, but also very practical and
sensible.

WILLIAM J. CLINTON
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National Government Relations Office

June 14, 2000

Chris Jennings

Deputy Assistant to the President, Health Policy Development
216 Old Executive Office Building

Washington, DC 20500

Dear Chris:

On behalf of the 2 million volunteers and more than 16 million supporters of the
American Cancer Society, [ would like to applaud the Clinton/Gore Administration for its
announcement last week that it will remove one of the key barriers Medicare
beneficiaries face when deciding whether or not to enroll in a clinical trial. This year,
more than 1.2 million Americans will be newly diagnosed with cancer — of these more
than 60 percent will be over the age of 65. For many of these cancer patients, new
treatments available through high-quality, peer reviewed clinical trials offer their best
hope for survival. An Executive Memorandum directing the Medicare program to begin
reimbursing providers for the cost of routine patient care associated with participation in
chinical trials will go a long way toward improving Medicare patients’ access to these
often life-saving therapies.

As the nation’s largest voluntary health organization, the Society has a longstanding
interest in this issue and has identified increasing access to clinical trials for Medicare
and managed care patients as one of its top priorities for many years. As part of this
advocacy effort, we were actively working for passage of “The Medicare Cancer Clinical
Trials Coverage Act” (S.784/H.R.1388) and to garner broad, bipartisan support for the
legislation. This push led to co-sponsorship by 169 Members of the House and 47
Senators. You may also recall that Hisa Halpern and [ met with you last spring to discuss
the Institute of Medicine’s report on Medicare coverage policy for clinical trials. The
Society 1s also working with Members of Congress for inclusion of a strong clinical trials
provision in the “Patients’ Bill of Rights.™

- Throughout all of our advocacy efforts? the Socigty has not only focused on the need for
improved patient access to clinical trials but als6 on'the need to ensure that these trials are
high quality, scientifically based, and peer-reviewed.  We recognize that the
Administration has also articulated this posﬁtion, as evidenced by your recent proposals
on safety of gene therapy trials.

Rete
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We have noted that “quality” trials were not defined in the President’s announcement.
Over the last week, our National Government Relations staftf has had several
conversations with the Administration about this critical patient safety issue. We
understand and appreciate the statutory challenges you face in taking this initiative, but
we are hopeful that we can work together to make sure that the revised Medicare policy
leads patients to enroll in high quality trials. In particular, the Society advocates that
patients make the decision to enter a clinical trial in consultation with their physician and
that enrollment should occur only if appropriate guidelines and rules are in place to
ensure the safety of the patients participating in the trial. This position was also included
in our March 1999 letter to the JOM committee examining Medicare coverage for clinical
trials. I have enclosed this letter for your review.

Again, we wholeheartedly appreciate and support the Administration’s recent decision to
require that Medicare provide coverage for routine costs if beneficiaries enroll in a
clinical trial.  We look forward to working with you to make sure that Medicare
beneficiaries reap the full rewards of the access to clinical trials benefit and secure the
quality of care they so desperately need. Should you or your staff have any questions,
please feel free to contact myself at 202-661-5701, Megan Gordon, Manager of Federal
Government Relations at 202-661-5716, or Shalini Vallabhan, Director of Policy
Research at 202-661-5728.

Sincerely,

Ch P A

Daniel E. Smith

National Vice President, Federal and State Government Relations

cc: David Beier - Chiet Domestic Policy Advisor to the Vice President
Bonnie Washington — Director, HCFA Office of Legislation

Enclosure: ACS letter to Dr. Henry Aaron, Chair of the Institute of Medicine’s
Committee on Reimbursement of Routine Patient Care Costs for Medicare
Patients Enrolled in Clinical Trials
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Henry J. Aaron, Ph.D.

Chairman
Committee on Reimbursement of Routine Patient Care Costs

for Medicare Patients Enrolled in Clinical Trials
Institute of Medicine

National Academy of Sciences
2 101 Constitution Avenue, NW

‘Woashington, DC 20418

March 19,999

Dear Dr. Aaron:
S On behalf of the. Amenca.n ‘Cancer Society and its 2 million volunteers, I.am wntmg to veice to you and .
the IOM Commxttec our sm)ng support for cnhancmg the Medicare ] progra.m by allowmg it to" cover.the . ..~ ..

" ronitine panent carc costs for. Mcdlam_: bem:ﬁaanes who choose to- r.nmll in ¢linical trials:  We appn:cnate your
ig - this “isSue cnhcal to. unpmvmg a.nd protectmg thc vk:ll—bung of a populatmn.-.. S

. -

- "-commmncnt to " studyir
' dnsproporuonatc]y affected by cancer.
T As you' know, thc risk of chronic dlscase suchas cancer; mcrcases ‘with age and- Medlca.rc bcneﬁcnanes-. A
_ account for miore. than 50% of all cancer dlagnoses and 60% of ¢ cancer: dedths.. A s:gmﬁmnt pomon of those'i i
'_"'the Mcdlcare program suffer from co-rnorbidities and thosé addlhonal heaith’ problcms .can make some cancer .
o therapxes that arc effective in younger people inappropriate for - older patlcmx. Thercfon: it is cnucal to-. . .
L ':":cvaluatc new thcrapcutlc approachcs in thc Mcd)carc populahon..- SR A T Rev e P : SR LR

o Cunmtfy when a Medicare beneﬁc:a.ry is being tredted for cancer, her routine patient care costs (e.g.
blood work, physician visits, hospital stays) provided along with the treatment are covered by the Medicare
program — even if that treatment proves ineffective. When Medicare beneficiaries who want to enroll in
clinical trials have coverage of routine patient care costs refused, these patients then often are denied
participation in the dlinical trial and possibly denied a chance at improved survival or better quality of hfe.
Furthermore, we as a nation lose an opportunity to collect data about the safety and efficacy of a new therapy or
technology that could potcnual}y benefit future generations of patients. We therefore believe that routine
patient care items and services covered when standard therapy is provided should also be covered if a Medicare

beneficiary chooses to receive treatment in the context of a clinical study.

_'--.L’l '_ R

The American Cancer Society recognizes that to ensure continued success of our nation’s clinical
research program we must sustain and augment the existing partnership between researchers, patients,
advocates, investors and payers from the public, private, and non-governmental sectors. We believe that there
are three categories of costs associated with clinical trials which should be borne as follows:

The investigational drug or other agent provided free of charge by the pharmaceutical sponsor.
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The costs associated with coilecting and analyzing the data from the trial covered by the trial sponsor
through a federal research grant or other funding source (i.e. NIH, FDA, American Cancer Society,

pharmaceutical company, etc.).

* The routine patient care costs — such as physician charges, hospital fees and routine diagnostic tests -- for
enrolled patients paid for by third party payers. Specifically, Medicare routine patient care costs are those
that the program would otherwise cover if the patient care items and services were not provided in

connection with a clinical tnal.

In recent years, a number of federal legislative proposals have been introduced to provide patients with
assured access to clinical trials. We believe that the broad-based approach taken in such bills with regards to the

types of trials that should be eligible for Medicare coverage is appropriate and effective policy. We appreciate
that some have concerns regarding how to assure that the types of trials in which Medicare beneficiaries can

enroll and have their routine patient care costs covered are of the highest-quality and peer-reviewed. Therefore,

the Américan Cancer Sociéty advocates that eligible clinical trials should include those approved or sponsored
by any of the following: _

® The National Institutes of Health (NIH)

e A NIH cooperative group or NTH center
®  The Food and Drug Administration
"' ® The Départment of Veterans' Aﬂ'au's e

g ' The Deparlment of Defense e e : :
' A quahﬁcd non—governmental research cnnty meetmg NIH gmdchncs

_- ‘of Health and Human Services.

A pecr—revxcwcd and approved rescarch program as: dcﬁned by thc Sccn:tary of thc US Departmcnt Ganel

Chmcal tnals that mcct the stnngent cntcna of thc abovc entmcs are; consndercd to be hlgh—quahty by R
thc scnennﬁc and patnent .advocacy community. The NIH estimates that cancer clinical trials compnse 30:40% -

of all the clinical trials conducted in the United States. Despite the dxsproporhonatc burdén of caticer arnong

those aged 65 and older, only 1.5% of people with cancer-over.65.enroll in clinical trials as compared ta.3% of . ... .
all cancer patients. It is clear that we must adopt measuires to ensure that more. Medicare beneficiaries-enroll in- -

- such high-quality, pcer-rewewed clinical trials so they can benefit ffom state-of-the-art care while also' making.

an- unportant ‘contribution to the advancement of medical rescarch Medicare coveragc ‘of routine patient care.
costs for beneficiaries who want to participate in such trials is- critical to assuring that patients have access to
critical new therapies and researchers accrue enough participants for valid and reliable study results.

Please know that we stand committed to working with you and your Committee members on this
important issue. Please contact Kerrie Wilson (kwilson@cancer.org) Acting Strategic Business Manager for
Adbvocacy or Ilisa Halpern (ihalpern@cancer.org) Acting Director Federal Government Relations in the ACS
National Government Relations Department (202-661-5700 phone and 202-661-5750 fax) for any information
you need. We appreciate your attention to this critical health and research matter. We are confident that what

is learned from clinical trials will benefit future patients, may reduce health care costs through the development
of more effective therapies, and could help to reduce suffering from cancer for patients.

Sincerely,

A

Charles]. onald, MD
President

.....
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Thus program memorendum is intended to guide eanmactars a8 they pracess
Medicare claims for services assosiated with non-covered sexvices, including non-
vovered seyvices delivered to Medicare beneficiaries in climcal trials.

Program Memorandam

Our policy 10 date regarding services provided related to non-covered service is
articulated in MCM §2300 and MIM §3101. We arc herchy revising this policy to further
clarify eligibility for Medicare coveroge. By this revision, Medicare excludes from
coverage eligibility only those services that are clearly “specific ta” the noncovered
services.” The non-covered services, continue to be excluded from coverage. These
welude those services und itens that are satutonly cxcluded, have a natinnal
noncoverage policy, or those not considered reasonable and necessary ut the lucal level.
All servicss must be medically necsssary for the mdividval patient in order to be coverad
by Medicare. : '

Only services thor are “specific t0” a non-cuvered service ae (o be exeluded from
coverage. [n other words, you may exclude from coverage only those services that are
performex] only becanse the noncovered service was rendered. Jtems or services thar are
“specific 10™ a non-covered scrvice (and thus are tiot covered) include:

1. The non-covered item or service itself (e.g. cosmetic surgery, weight loss trestments),

2. Any item or'service necessary, given the paticnt’s clinica! circurnstaoces, to prepare
for the delivery of the non—overed item or service (e.g., pre<operntive testing);

3. Apy item or service necessary, given the patient’s clinical circumstances, e deliver
the non-cuvered item or service, in particular:

8) If the reason for admission under Medicare’s prospective payment systems is
solely for the purpose of providiog the non-covorad service, then the entire
cpwsode is nan-covered: :

b} All items und services specifically related 1o the delivery of the nonw<covered
sTvic; _

% 'We nute (hat the original asticulation of policy w exclude from coverage, sesvices that
were “related 10" non-covered services pre-dated the hospital inparient prospective
paymemt systemn. Therefory, with respect to sexvices that are not “specific to” a nen-
@vered gervice bul are provided duriog the same inpatient stay as that during which the
non~covered service is provided, the sdmission is pol 1o be covered unless the principal
reason for the edmission i a separste. covered purpose.

. In addition, we note that Dutlpolicy conceming services associated with

- investigational devices is scparately codified at 42 CF.R 405.201 - ¢05.215. This
program memorandum docs qot alter thax policy.
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c) Items or ecrvices needed to manage the omplications during the delivery of
the nun-covered service. During the delivéry is defined a8 temporanly related
o the "paymen episode” of the delivery of the non-covered service,
Howeve, the services necessary to mangge the complications after the
“payment episode” of a non-cavered servics muy be covered, to the extent
they arc not statutorily excluded und found to be reasonable and necessary;,
and .

4. Any post-delivery item or Service neossacy W moxnitor the effects of the non-covered
service but only where there are wo clinical signs or symptoms necessitating the
monitoring. In making the distinclion betwern services necessary 1o monitar the
effects of the non-covered service posi-delivery and services necessary given the
patient’s signs or symiptoms, contractors should consider conventional medical
practice and the patient’s kaown risks (spart fom those inherent (o the non-covered
service) and signs or symptoms. '

Services that are nat “specific o™ a pon-uvered sexvice (and thus are cligible foc
coverage) include: .

{. itcmns or services that are nut associated with the non-covered service, and

2. itcms or scrvices (hat ure necessitated by complications, clinical signs or symptoms
arining after the delivery of the non-covered sexvice, whether or not they aro caused
by thec non-covercd service.

Of emurse, sexvices that are got "specific 10" a non-covered service may bo covered only
" 10 the cxtcnt that they would otherwise be covered (e.g., (o the extent that they are
reasonsble and necessary).

Whilc our policy applics equally with respect to all types of non-~covered services
(.. non-covered organ transplants, cosmetic sucgeey), we arc particulily interested in
its application to non-covered sarvices provided in clinicat trials. Medicare covernge
policy shouid not unduly or inappropristely disadvantage Medicarc beacficisries who
choose to participate in clinical tials, In vther wonds, « Medicare beneficiary must not
“Inse™ his or her Medicare benefits upon cnroliment in 2 clinical mial. Therefore, we
have provided the following illustrations that arc largely “specific to™ the context of und
clinical gials:

1. A mop-covered screening test to detect breast cancer in asymptomalic women iy
perforraed. The non-covered sereening test and the fee to administer the test is not
covared. However, the persan perfurming the test is infcresicd in comparing the non-
coversd result with 2 conventional inemmogram. The conventionsl mammogram

- would be covered as long as it is consistent with the Medicarc starutory benefit.
Howaver, if the person also wanted to get a CT scan 1o compare with the pon-covered

Megs +o Qhirdyy how PPS -ZRUAR
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sercening tost, the CT acan would be non<overed unless there wers ather signs or
symploms pecessitating the CT scan,

. A patient is in an outpatient clinical wial for 2 non.covesed drug for congestive heart

failurc administered woekly for six weeks. The Jrug and its sdministration and the
associated professional [ees are not covered. {tetus or services wmporally outside of
thc payment cpisode of the drug delivery that ete reasonable and fiecessary to tregt the
patent, irrcapeciive of whether they are due w congestive beart fnilure, the
administered drug, or any other clinical condition, are all covered (cxcepting scrvices
used to monitor thi drug in the sbsence of apy signs or symptoms necessitating such

. §ervices).

A non-covered cancer chemotherapeutic drug is administered. ‘the anti-emetie deugs
amd services necded in preparation o delivery and necded during the delivery of the
non-covered thesesestiazzd chemotherapautic drug are ail non-coversd. However.
after the delivery (i.¢., after the “payipent episodc” of the non<overed
chomotherapeutic drug) if the patient’s signs of symploms requirc fisthier anti~emetic
regtment this would be covered. .

> A pon-cnvered procedure for cosmetic surgery is bemg pecformed. The procedwe

and its custs of adminisiration are non-covered. if, during the procadure, the patient
experiences uncontrvlled bieeding, the serviceg necessary W treat the bleeding doring
the paymicnt episode of the proccdure are non-cpvered. If the patient reguines further
attention for the bleeding episade after the payment episode of the procedure, for
examplc the patient 1s discherged and later admired W an emergency room- the ER
vigit ig covered g« long ax it was othcrwise reasonsble and nccessary.

. Same s above but the paticnt does not develop bieeding during the non-covered

cosmetic svrgery. If the physman orders o bematocrit (red bloed cell count) after dic
surgery without au:ompanymg signs and symptorns ¢ hematocrit would be
no-Covered.

. A non-covered surgery is performed on a patient in =» ambulatory surgical center.

The ambulatory surpical center visit, the physician’s service, and the pre-cperative

- work-up labs and the post-operative follow-up (in the ahscuce of signs or symnpwrms)

would not be covegad. Howevey, if following the nonscovered surgery, the patient
developed complications, or signs or symptoms, requiring medical attention, then the
services reasunable and neccssary for the diagnosis and treatment of that paticnt ore
covercd.

. Cosmetic surgery (a non~covered service) is performed in a doctur’s office. The

beneficiary has a heurt condition requiring speciel cardiac movitoring, the cardiac
monitoring would not be coverad during the noa-covered scrvice. Following the
service, cardige monijtoring would be covered if the panzm’s sigas and symploms
\ndicate that it iy reasomable and necessary.
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3. A covorcd chemotherapentic drug is administered. The anit-anetic drugs nceded in
preparation of, during und aftcr the covered chemorherapeulic deug are w coverad.
However, all Medicare coveruge and paymcat rules must be met.
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