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ri>.-fl7 COVERAGE AND LIMITATIOSS ^7>; : A/rK'^ 

General Exclmiioiw from Covernge , \ , , 
: ^c/^"') r > ' L " 

2300. GELNEKAL EXCLUSIONS. 

No paymenx can be mado under gittier th« hosplwl inav v~ — ,.*»*«:...onL«.r> 

mwdlcnl Irwura/ice programs for certain items and flerviees. 

A. Not reasonable and n«cpjuary (S 2303); 

B. No letfal obligation to pay fcr or provld« services (S 2306;; 

C. Furnished or paid far by government instrumerulitles (S 2^08); 

0. Not provide*: within United Stales (S 23)2); 

£- Resulting from war (S 2315); 

F. Personal comfort (S 2318); 

G. Rovitine services and appliances (3 2320); 

H. Supportive devices for feet {S 2323); 

(. Custodial care (S 2325); 

J . Coametic surgery \S 2329); 

K. Charges Oy Immedlaro relatives or members of household (5 2332); 

L. Dental services C5 ^ 3̂6); 

M. Paid or expected to be paid urder worlcer*a oompematJon (S 2370). 
N. Nonphysieian services provided to a hoapltal infjatlent which were not provided 

directly or arranged for by the hospital \% 2380). 

2300.1 Services Related to and Required as a Roult of 3ervlee« Which Are Not 
Covered Under yedlcare.--

i \ ... • . ... 
A. Medical and hospital services are wometime? required to treat a condition that 

nrtses as a result of servloes which arc not covered becavste they are determined to oe 
nrr reasonaola and necessary or because they are excluded from coveraye for other 
r-esonfl. Services ''related to" noncovered servicea (e.g., cosmetic surgery, noncovered 
organ transplants, noncovered Artificial orgaji Implant*, etc.), including ftervicw T«l«:ed to 
fellow up care and complications of noncovered servlcee whlon require treatment during a 
hogpital stay in whieh the noncovered service was perforrned, are not covered servicei 
under Medicare. Services "not related to" noncovered servieaa are covered under 
Medicare. 

Rev. m L , 2-10S 
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CQVf.BAGli MU) L I W L ^ . ^ - ^ . • \ 

U. Ide/xJ/y whiali Mrv i ce* We relot»a ic nonk-ovw^d servic-'s srx* v f j i f h JUT: no ' . 
Following M« some examples of nerr iew "polated TO" nnd "not re la t td '.o1 ncncoveptvl 
.lervicex wnlifi me tvrhef leJary (3 *n mpatmnt: 

l> A Ixnef ip iary wa* hoapiialised tot N imm-ovwed "wrvlce and brc^e a J»S 
«»r.il^ in ttifl nospital. Services related ".o care of thw broken i*g during1 this *t4y 'a ;> clear 
cu : example of "not rclaier) to " servlcw and eovarad Judcr Medicaria. 

2. A !)*iie/"K;iary WKJ» odiri l l lm) lo 111* IIUC+IILHI for covered sorvu-es. Dn: dJ-Snflf 
tne aourte of nospUglization bee.aire a candidate for a noncovered Trwnsplaru or impla.-it 
and actually received the tranaplnnt or (inpiani during that hospital nlay. W e n t^r 
^Mg^nal admissjon wan ent irely unrelated to tha dtajpiosis tnut led to a r«<?c Yi.iiendm'.un 
ft.- 4 ]\ojw»overrd tmnsplani or i.-nplani, the gervtc*.* related to the odnnl t l : : ^ coii'iitlO'V 
KOdid be covered. 

3. A benariciarv was adnvi'.ied to The hospital for rovrrert Hi'rvices r ^ l n r v l *n n. 
-rondition which u lnmate ly led to id^nt i f jcf i t ion of a oec-c for tmnspianT ant ;t*cpipt of -i 
iranaplant during the smrm hospital su»c. on the Odsif cf the naiure c f t V " r r v f ' 1 ' 
a c<;,Tip*?iaori of the datr. thev are received with the -.iat* on ^>'(,'h the ^ . w J U ^ i ^ y ^ 
.dornlf lod a« a transptanr candidate, tfie s e r v i c s coulrl reasonnblvj h* nMrinicct: 
p-epirat ion tor tfte noncovered irMisplani, U>e servicss Mould ^ ' re la icd to" •>o-tPOV'>i,'.»* 

Res ard wpul<J also r><» nortoovered-

0- Af ter a aAnefietary nta been discharged fru.n t.'i* hiMpnol F-UIV ic which ^« 
received noftnovered service*, medical and hgspital ?ervic<w rHcj«ir*jd to ' roat M. oondi^on 
or cvjnjplicatlon tha i arisen as a rewjlt of ihe p.-,or noncovered a r rv i ^v i Tiay hp r o v f T f 1 

when choy are reaaonaole and neeesaary In all uU-er respects. Vhu*. c o w r i e c^i1<' i»> 
^roviccd fc r subaequent iitpatient atays or ouUai icnt t r ta t rnen l ordi i i^r ' ly c o . n r w hy 
Mffdicare, even i f the naed Tor treatment aro««> tmuose a p r t v i ^ j j noneov^rc*! 
l>ro<'«.-.hjrfl. Si-.rne examples of l e r v i r e j that .-ney fie :our;d to ^ •̂ ^ovored under UiispoJ.-'-y 
OA' ii»u reversal of iniuatrnaJ typs^n mr j l t r y tor oot-jity, ret'Jiir of rompl lcal ic i i? rri;-:>j 
VJHr\s ;^ . r U a j surgery or from eosmetic i t i rgary, removal of n noncHWrf i blAd<.i>;r 
' t imale ' .or , or t r cs tmer t a ! any infect ion nt the .«iirflc'il •>'.;' or a pone^vrroi l tKinublan: 
i l ia: opcurred ro l towi r^ dlsch&rKe frcin the hospital. 

' " l i owever , any subsequtr.t services that could Oc c>;\><H".tt<3 to hav- *:cc- i-i.v/rpr.'-«*i.:ft into 
L_a j j lchai fee snould hm deniao. Thus, where a patient u/:der^or« eosmct:? .turgtry iiin.' "I'C 

lreal. f i«nt rpf irnen for u series of po ' t ope - j ^m ' visits io thv sijrg<!o:i f^r 
^ v a i u t t i n j t h ^ pa t i t r t ' s progress, these vLilts should b* denUid. 

'See Interni«.*t!Ary Mftr.ual, 5 361?.la and Hospital Mwnua). S 4 i 3 . i a for Mllinir 
(ToccduresJ 

j i l 3 . SER/1CRS MOT KKASONAULfi AND NeCltSSARy. 

ite'na and services which are not rcawnnble and necessary for the dlagna^Ii or i r e . M t ^ - t 

* C v L 0 n r ; 1 , U r y ; ^ l o ' " n P t o ' J * funcmn.-ng of i> .afllforrncd 5oJy me.-nber, 

itVeS*;;" ^ss? ̂ / f , , , d e /<>r n e r , i n i a i o f n ,f><i<:;"; h o ?p i t 4 i ^ j ( 3 ^ ^ ^ 
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ISSUES 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. 

II. 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 otherwise 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. 
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£125 

Would look good fl5r Medicare 

Provide good data for a possible Option 3 
QQM 

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 

cans 

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. 

ElQS 

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. 

TOTAL P.07 
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L E A D E R S H I P 

C O U N C I L 

A PATI INT-CINTIRBD FOBUM OF NATIONAL ADVOCACY ORGANIZATIONS ADDBIJSlNG PUBLIC POLICY 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 - HUH 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 Ihe President's Executive Memorandum announced on June 7,2000. The 
Executive Memorandum was intended to resolve an issue that had been of longstanding concern 
to us - the question of Medicare reimbursement for routine patient care costs for 
beneficiaries enrolled in clinical trials. The announcement was made after the White House 
expressly promised representatives of the community that the Administration's initiative would 
cover all phases of clinical trials and would include not iust govemtfl̂ t-gponsored trials but also 
those sponsored by the private sector. Ihe White House also represented that this agreement was 
reached only after 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 are hearing from a variety 
of concerned 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 corrected. 

Contact; 1900 K Street N.W. • Suite 750 • Washington, D.C 20006 

Phone: 202-033-4500 » Fait 202-333-2859 • Email; doS'Dtclawxom • www.cancerteaOersnip.org 
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Nancy-Ann Min DeParle 
July 24,2000 
Page 2 

To clarify our position, we will not be satisfied with coverage of clinical trials that does not 
cover, as represented, allphâ ps 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 diagnosis of cancer. 

Cancer Leadership Council 

Alliance for Lung Cancer Advocacy, 
Support, and Education 

American Cancer Society 
American Society of Clinical Oncology 
American Society for Therapeutic Radiology 

& 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 

The Leukoma & Lymphoma Society 
Multiple Myeloma Research Foundation 
National Alliance of Breast Cancer 

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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Nancy-Ann Min DeParle 
July 24,2000 
Page 3 

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 Honorable Benjamin L. Cardin 
The Honorable Ken Benlsen 
The Honorable Hemy A. Waxman 

TOTAL P.04 
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HCFA FACT SHEET 
August 4, 2000 Contact: HCFA Press Office 

(202) 690-6145 

MEDICARE COVERAGE OF BENEFICIARIES IN CLINICAL TRIALS 

Overview: 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/qualitv/8b.htm. 

# # # 

TOTAL P.03 
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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 beneficiaries 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 
Ms 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 Ihe 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 fUmished 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 treatment of complications arising from clinical trials 
have always been covered. This will not change. 

Q. 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, NIH, 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. Does 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 i f 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. 

Q: 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. 

A: 
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. 

Q. 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? 

A. 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. 

Q. How is this national coverage decision different from the Rockefeller-
Mack bill (S.784, Medicare Cancer Clinical Trial Coverage Act of 
1999)? 
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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 

• The National Institutes of Health (NIH); 
• A NIH cooperative group or a NIH center; 
• The Food and Drug Administration (in the form of an investigational new 

drug or device exemption); 
• 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 lOM'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. 
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Q. Do all Medicare beneficiaries get this coverage? What about those in 
HMOs? 

A. 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. 

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

A. 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. 

44444* 
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Q. Is a Medicare + Choice Organization required to provide coverage for services related 
to clinical trials, even if those services are provided outside of the organization's 
network of providers? 

A. 
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, i f 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 4- 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 raise 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. 

TOTPL P.07 



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 lOM'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 



Page 2 - The President 

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. 

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. 

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 participate 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, mcluding 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). 

• 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. 

• 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: 

• 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,£py/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 1 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 5 
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 20] 0, 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 leam 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. 
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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 
participate 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, I am asking 
each 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 und more than 16 million supporters of the 
American Cancer Society, I 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 
clinical 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 Ilisa Halpern and I met with you last spring to discuss 
the Institute of Medicine's report on Medicare coverage policy for clinical trials. The 
Society is 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 Society has not only focused on the need for 
improved patient access to clinical trials but also 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 position, as evidenced by your recent proposals 
on safety of gene therapy trials. 
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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 staff 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 IOM 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, 

Daniel E. Smith 

National Vice President, Federal and State Government Relations 

cc: David Beier - Chief 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 
Washington, DC 20418 

March 19, 999 

Dear Dr. Aaron: 

On behalf of the American Cancer Society and its 2 million volunteei's, I am writing to voioeto you and 
the IOM Committee our strong support for enhancing the Medicare program by allowing it .to cover: the 
routine patient c«une costs for Medicare beneficiaries who choose to enroll in clinical trialŝ  We appreciate your 
commitiTrent to" studyibg this : issue critical to improving and protecting the well-being of a population , 
disproportionately affected by cancer. • -.-Li j >.' 

' As you'know, the risk of phronic disease, such as cancer, increasds .with age and Medicare beneficiaries 
account for more than 50% of all. cancer diagnoses and 60% of cancer deaths.. A significant portion of those-in 
the Medicare program Suffer from co-morbidities and those additional health problems can make some cancer 
therapies that .are effective in younger people inappropriate for older patients. . Therefore, it is critical to 
evaluate new therapeutic approaches in the Medicare population. . :. ••• .v.-;-

' Ctirrently, when a Medicare benefidary is being frfeated for cancer, her routine patient care costs (t.g. 
blood work, physician visits, hospital stays) provided along with the treatment are covered by the Medicare 
program — even if that treatment proves inefTecdve. 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 clinical trial and possibly denied a chance at improved survival or better quality of life. 
Furthermore, we as a nation lose an opportunity to collect data about the safety and efficacy of a new therapy or 
technology that could potentially benefit future generations of patients. We therefore believe that routiae 
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. 

The American Cancer Society recognizes that to ensure continued success of our nation's rJim'ral 
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 bome as follows: 

• Tbe investigational drug or other agent provided free of charge by the pharmaceutical sponsor. 
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* Ihe 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 trial. 

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 American Cancer Society advocates that eligible clinical trials should include those approved or sponsored 
by any of the following: 

• The National Institutes of Health (NIH) 

• A NIH cooperative group or N I H center 
• The Food and Drug Administration 1 . 
• The Department of Veterans Affairs ' ' v; • • •• 
• The Department df Defense ' ;' :' ,y. 
• A qualified non-governmental research entity meeting NIH guidelines .: • • 
• A peer-reviewed and approved research program as defined by the Secretary, of the US. Department 

of Health and Human Services. .' .. 

j Clinical trials that meet the stringent criteria of the above entities are considered to be high-quality by 
the scientific and pitient advocacy community. The NIH estimates that cancer clinical trials comprise 30b-4O% 
of all the clinical trials conducted in the United States. Despite the disproportionate burden of cancer among 
those aged 65 and older, only 1.5% of people with cancer over . 65 earoll in clinical trials as compared to 3% of 
all cancer patients. It is dear that we must adopt measures to ensure that more Medicare beneficiaries enroll in 
such high-quality, peer-reviewed clinical trials so they can benefit from state-of-the-art care while also making. =' 
an important contribution to the advancement of medical research. Medicare coverage 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 (kwiIson@cancer.org) Acting Strategic Business Manager for 
Advocacy or Ilisa Halpem (ihalpem@cancer.org) Acting Director Federal Government Relations in the A C S 
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, 

Charles J . M&onald, MD 
President 
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Program Memoraadam 

This pifogram memorandum i* intended to guide eontractnra as they process 
Meditare claims for services associated with non-covered services, including non-
uovered services UvUvcrvd to Medicare benefiwanes in climcal trials. 

Our policy to date regarding scrvicas provided reJared to non-covered service is 
anieulafcd in MCM §2300 and MIM §3101. Wc arc herxihy revijing this policy to further 
clarify eligibility for Medicare covero .̂ By this revision. Medicare excludes flrom 
coverage eligibility only those services that are dearly "specific to" die non-covered 
services.' The non-covered serviced, continue to be excluded from coverage. These 
iaclude those services md jieau that are slalulorily excluded, have a national 
nencovemge policy, or those not considered reasonable aod necewary uc the local level. 
AH services must be medically necessaiy for the individual puticnt in order to b« covered 
by Medicare. 

Only services that are •'specific to" a non-cuvercd service are to be excluded from 
coverage. In Other words, you may exclude from coverage only those services that are 
perfonncU only became the noncovered service was rccdwed. Jteaw or services thai are 
"jperific lo" i non-covcrcd service (and thus are not covered) include: 

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

2. Any item or service necessary, given the patient's clinical drcunwtaoces, to prepare 
for the delivery of the non-cohered item or service (e.g., pre-operative testing); 

3. Asy hem or service necessaiy, given tbje patient'K clinical circunutancea, to deliver 
ttie noo-covered item or service, in particular 

a) If the reason for admiaaion under Medicare's prospective payment systems is 
*oJely for the purpose of providiog the non-covered service, then the entire 
episode is non-covered; 

b) All items und services specifically related to the delivery of the noncovered 
service; 

'We uwte ihai the original articulation of policy to exclude from coverage; services that 
were "related to" nofl-covered services pw-dated the boapiial inporient prospective 
payment system. Therefore, with respect to services (hat are not "specific to" a non-
cvvered service but are provided during tlie same, inpanent Stay as that during whici the 
non-covered service is provided, die edmissioo i* pot m be coveted unless the principal 
reason for the admission is a separate, covered purpose. 

In addition, wo note that our policy ooncemmg services associated with 
invcstigationnl devices is separoiely codified at 42 C.F.R. 405.201 - 405.215. This 
ptottrani memorandum docs not sltec that policy. 
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c) Items or services needed to manage the gomplicgaons during the tlelivery of 
the mm-covered service. During the delivery• w dtfinwl as temporarily related 
to the l*paymerrtl episode" of the delivery of the non-covered service. 
However, the acrviees necessary to manage the complications after the 
"payment episode" of a non-covered service may be covered, to the extent 
they arc not statutorily excluded aad found to be reasonable and necessary; 
and 

4. Any poat-delivery Kent or Advice necessary to monitor the effects of the non-covered 
service but only where there are nc clinical signs or symptoms necessitating ihe 
moftitoring. In making the distiuctiun between services necessary to monitor the 
efifects of the non-covered service post-ddivery and services oecesaary given the 
patient's signs Or symptoms, contmctOIS should consider conventional medical 
practice and the patient's known risks (jipart fiom tho<e inherent to the non-covered 
service) and signs or symptoms-

Services that are not "upecific to" a nou-coveied service (and thus arc eligible for 
coverage) include: 

1. item* or services ihat are not astiociatod with the non-covered service, and 

2. items or services lhal are necessitated by complications, clinical signs nr symptoms 
arising after the delivery of the non-coveted swrvice, whether or not they are caused 
by the non-covered service. 

Of course, services thai are not "specific to" a non-covered service may be covered only 
to the extent that they would otfccr-̂ se be covered (eg., to the extent that they are 
reasonable and necessary). 

While our policy applies equally with respect to all types of non-covered services 
(c.^. non-covered organ transplanw, cosmetic surgery), we arc particularly interested in 
its appliewior? to non-covered sexvicus provided in clinical trials. Medicare coveiuge 
policy should not unduly or inappropriately disadvanuige Medicare beneficiaries who 
choose to participate in clinical trials. In oiher woids, a Medicare beneficiary must not 
"lose** his or her Medicare benefits upon enrollment in a clinical trial. IWefbre, wc 
have provided the following illustiations thnt arc largely "specific to" Die umtext of and 
climcal trials: 

h A non-covered screening test to detect breaM cfittccr in asymptotDttUc women is 
performed. The non-covenal screening teat and the fee to administer tfie test is not 
covered. However, ihe person performing the test is imcrcsred in comparing the non-
covered result with a conventional msmmogram. The convennwurf mammogram 
would be covered as long as it is consistent with the Medicare statutory benefit 
However, if the person also warned to get a O scan to compare with the non-covered 
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{screening test, the irr scan would be non-covered unless there ware other signs or 
sympioms nei-essitating the CT scan. 

A patient is in an outpatieni clwical trial tor anon-covBtcd drug for congestive bean 
failurt administered weekly for six week*. Tin; drug and its adniinbtrodon and the 
associated professional Tecs ore not covered. Items or services temporally outside of 
the payment episode of (he drug delivery that arc reasonable and oecesaaiy to treat the 
patient, nrcapeciive of whether they are due to congestive heart fiuluas, the 
adrninifltered drug, or any nther clinical condition, are all covered (excepting services 
used to mtmitor the drug in the absence of v>y signs or symptoms necessitating such 
services). 

A non-covered canco- cb.emotherapeutie drug i« administered, 'fhe ami-emetie drugs 
and wavjees needed in preparation to delivery mi waded during the delivery of tbe 
non-covered thc«r» sairnird chemotherapeutic drug axe all non-covered. However, 
aft or the delivery (i.e., after the "payment episode" of the non-covered 
ctuanothen̂ cutic drug) if the patient's sign« or symptoms require further anti-emetic 
vestment this would be covered. 

A non-cnveral procedure tor cosmetic surgery is being performed. Tbe procedure 
and its costs of admuiisu ntion are non-covered, if, during tbe procedure, the patient 
experiences uncontrolled bleeding, the servieee necessaiy to treat the bleeding dorms 
the paynfcflt episode of tbe procedure are non-epvered. If the padê l rcquins further 
attention for the bleeding episode after the payment episode of tbe procedure, for 
example the patient is disch&tged and later sdmtned lo an emergency room- the EH 
visit in coverdl as long v it was otherwise fcosanable and necessary. 

Same as above but tbe patient doe* not develop bleeding during the non-covered 
cosmetic surfiery. If tbe physician order? a hematocrit (redbiood cejl count) after die 
surgery without accompanying signs and symptoms thatfme hematocrit would be 
non-covered. 

A non-covered surgery is performed on a patient in an ambulatory surgical center. 
The ambulatory surgical center visit, the phywdan's service, and the prc-cperatjve 
work-up labs and the post-operative follow-up (in ihc ahsonce of signs or syinptoms) 
would not be covered. However, if fcllowins xbe nori<covered surgery, the poriimt 
developed complications, or signs or symptoms, requmnt; medical cttemioD, then the 
services reasonable and necessary for the diagnosis and trcaimeni of thft patient ore 
covered. 

Cosmetic surgery (a non-covered service) is perfozmed in a doctor's office. The 
beneficiary has a heart condition requiring special cardiac mooitoring, the cardiac 
monitoring would not be covered during the non-covered service. Following the 
service cardiac monitoring would be covered if the patient's signs and symptoms 
indicate thai it iv reasonable and necessaiy. 
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g. A covered chemothciapeutic drug is adioinistered. The anir-crtxelic drugs needed in 
ptrparation during and after ihe covered chcmorhenapeulic drug are oil covered. 
However, ail Medicare coverage and payment rules must be met. 


