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Medicare Widens Drugs It Accepts for Cancer
By REED ABELSON and ANDREW POLLACK

Medicare, with little public debate, has expanded its coverage of drugs for cancer treatments not approved by
the Food and Drug Administration.

Cancer doctors had clamored for the changes, saying that some of these treatments, known as off-label uses,
were essential if patients were to receive the most up-to-date care. But for many such uses there is scant clinical
evidence that the drugs are effective, despite costing as much as $10,000 a month. Because the drugs may
represent a patient’s last hope, though, doctors are often willing to try them.

The new Medicare rules are the latest twist in a protracted debate over federal spending on off-label drugs —
drugs prescribed for uses other than those for which they have been specifically approved.

Proponents of the changes say such spending not only helps patients, but can also enhance medical
understanding of which treatments work against various forms of cancer.

But opponents argue that the new approach may waste money and needlessly expose patients to the side effects

%ﬁg of drugs that may not help them. They also raise the possibility of conflicts of interest, because the rules rely on
© reference guides that in some cases are linked to drug makers.

The new policy, which took effect in November, makes it much easier to get even questionable treatments paid
for, critics of the changes say. Medicare is providing “carte blanche in treatment for cancers,” said Steven
Findlay, a health policy analyst for Consumers Union. He said overly expansive coverage encourages doctors to
use patients as guinea pigs for unproved therapies.

Because Medicare officials canceled a cost analysis of the changes, it is hard to predict how much spending will
increase beyond the $2.4 billion Medicare paid in 2007 for cancer drugs. But cancer doctors and other experts
say the new policies, adopted in the final months of the Bush administration, seem almost certain to raise the
federal drug bill, while making it more difficult for the new administration to rein in spending on unproven

medical treatments.

Although President Obama has made a goal of controlling health care costs, a spokesman for the Obama
administration declined to comment on the Medicare changes,

One of the many drugs whose use is likely to expand is the Eli Lilly product Gemzar, which costs $2,500 to
$5,000 a month. The F.D.A. has approved it to treat only four types of cancer. But the new rules will virtually
guarantee that Medicare will pay for its use for about a dozen other cancers, including advanced cervical cancer
— even though the evidence supporting Gemzar for that use is “inconelusive,” aceording to one of the reference
guides Medicare will now be consulting.

D

In the case of Genentech’s Avastin, one of the world’s most expensive and widely used cancer drugs, Medicare
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rejected in 2007 nearly all of the estimated $16 million in requests from doctors’ offices to cover its off-label use
for ovarian cancer, according to claims specialists who work with Medicare data but declined to be identified
because of the controversy over the topic. Under the new rules, Avastin will be routinely covered for ovarian
cancer — as will at least some other off-label uses, including for brain and kidney cancer.
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It is unclear how much precedent Medicare’s new rules might have on private insurers, which often follow the
agency’s lead on paying for drugs.

Medicare officials defend the new policies, saying they respond to cancer doctors’ concerns that the agency has
been too slow to recognize promising new off-label treatments. Dr. Steve Phurrough, who has overseen coverage
for the agency since 2003, noted that a 1993 federal law gave Medicare specific authorization to cover some
unapproved uses of cancer drugs.

“Congress wanted a lesser level of evidence,” Dr. Phurrough said. The question of what is adequate evidence is
“not a line in the sand,” he said. “It’s a broad stripe in the sand.”

The American Society of Clinical Oncology, which represents cancer doctors, has hailed the new rules, saying
they will ensure that the appropriate off-label uses are covered.

But some specialists say that being able to offer off-label drugs can also let physicians avoid hard discussions
with patients about a grim prognosis.

“It makes it easier to give drug after drug,” said Dr. Andrew Berchuck, director of gynecologic oncology at Duke
University, “and keep the fantasy alive.”

The new rules expand the number of reference guides — or compendiums — that Medicare relies on for
determining which off-label uses of cancer drugs to cover. The writers and editors of these compendiums, who
work completely outside the federal government, scan the medical literature and evaluate the evidence in
making their recommendations.

In 1993, Congress had authorized three compendiums for Medicare, all published by not-for-profit
organizations. But by 2007 two had stopped publishing, leaving Medicare with a single compendium. Having
selected three additional guides last year, the agency plans to review its choice of guides every year.

Under the old rules, Medicare representatives were supposed to consult the compendiums but also use their
own discretion in interpreting the guides’ recommendations. The new rules essentially delegate the decision to
guides Medicare has selected, even when there is little clinical evidence behind a particular recommendatian. As
long as at least one of them recommends a cancer freatment, Medicare is essentially obliged to pay for it —
unless one of the other guides specifically advises against it

And some of these new compendinms have close financial ties to the drug industry, according to the draft of a
report Medicare commissioned last year after Congress y&;@eé guestions about possible conflicts of interest. The
draft was completed in October, with a final version to be released soon.

The draft criticizes the new rules for essentially taking most decisions about off-label cancer drugs cut of
Medicare's hands, even when the agency is aware of 33{3%&11?333 conflicts, The guide’s recommendation, the report

savs, “hecomes the final word.”
w H
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For some experts, the bigger concern about using some cancer drugs off-label without adequate evidence is that
they may not only be useless — they may cause dangerous side effects.

“We have very little faith that those indications that make it into the compendia are safe, let alone effective,”
said Dr. Allan M. Korn, the chief medical officer for the Blue Cross and Blue Shield Association, who added that
Medicare should cover off-label drugs only if the results of their use are carefully tracked afterward. There is no
such requirement in the new Medicare guidelines.

There have been three different top Medicare administrators since the off-label rule changes were set in motion
a few years ago. The second of them, Leslie V. Norwalk, chose to select the compendiums through a streamlined
and internal administrative process, instead of the more elaborate and public process that Medicare often uses

for broad coverage decisions.
“I did not see it as a significant step in coverage,” said Ms, Norwalk, who left Medicare in 2007,

Drug makers say they welcome the Medicare changes. A spokesman for the Pharmaceutical Research and
Manufacturers of America, the industry’s main trade group, said the new rules ensured “that cancer patients
have access to the treatments they need.”

Many oncologists say they needed greater flexibility in using cancer drugs because it can take months or years
for a new use to be approved by the F.D.A. They cite the example of Celgene’s drug thalidomide, now a mainstay
treatment for multiple myeloma, which was preseribed only off-label for years before the F.D.A. formally
approved it for that use.

And in the case of rare types of cancer, there may be so few potential patients that companies have little
financial incentive to undergo the formal F.D.A. process for approving a drug for expanded use. Only two drugs
have been approved by the F.D.A. for brain cancer, for example, and cancer doctors say they need the ability to
try other drugs or other combinations of treatments.

“To arbitrarily stop after two drugs to me is ludicrous,” especially for younger patients, said Dr. Virginia Stark-
Vance, a solo practitioner in Dallas and Fort Worth. She said one of her brain cancer patients had been kept
alive for 10 years by off-label use of irinotecan, a colon cancer drug that was the ninth drug the patient tried.

Medicare seems to have ignored some concerns raised by a group of outside researchers whom the agency had
asked to survey a half-dozen compendiums, including the four that Medicare has now adopted. That report,
completed in 2007, found that the six guides “cited very little of the available evidence,” said Dr. Amy P.
Abernethy, a Duke oncologist who led the study.

The study also found great variability among the guides, in terms of what uses were recommended — or
discussed at all.
Despite her study’s findings, Dr. Abernethy says she does not oppose Medicare’s new rules

think the addition of the new compendia this vear is an important increase in the bandwidth,” she said,

Critics say the agency also seems to have plaved down the potential financial conflicts of interests between the
drug industry and the g’zr@ézzfs@fg of the compendiums. The draft study that was completed in October notes that

one of the new guidss is published by the National Comprehensive Cancer Network, a group of 21 leading
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cancer centers that routinely employs experts who have financial ties to the drug industry.

~ William T. McGivney, the network’s chief executive, said each committee of reviewers had 20 to 30 members,

* which “diminishes the opportunity for dominance of one person’s opinion,” regardless of any ties to drug
makers.

Then there is the American Hospital Formulary compendium, the one that Medicare was using before the
November changes and will continue to consult. It has long been published by the nonprofit American Society
of Health-System Pharmacists. But last year the society forged a financial relationship with a foundation linked
to drug companies and some cancer doctors’ private practices.

A drug company can apply to that foundation, the Foundation for Evidence-Based Medicine, and pay a $50,000
fee to have new uses of its drug reviewed by the compendium within 9o days. The foundation was started in
2007 by the Association of Community Cancer Centers, which represents oncology practices, and says it
received about $200,000 in initial funding from drug makers.

Gerald K. McEvoy, the guide’s editor in chief, said the application fee was meant to raise money to pay for
additional researchers, to address previous criticism that the publication was too slow to vet new evidence. The
foundation insulates the guide’s staff from industry pressure, he said, and fewer than one-third of the reviews
under the new arrangement have resulted in a positive recommendation in the compendium.

Medicare officials acknowledge that some of the potential conflicts need to be addressed. But they say they have
confidence in the guides they have chosen. “We had significant conversations with all the companies,” Dr.
Phurrough said.
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Coverage of Routine Patient Care Costs in Clinical Trials

Position Statement
Approved by the ASCO Board of Directors, March 2005

For people with serious or life-threatening illness, like cancer, completely satisfactory or curative
treatment often is not available. Those patients are nevertheless able to receive state-of-the-art
therapy through high-quality clinical trials, offering not only an important treatment option but an
opportunity to advance medical knowledge.

Cancer patients face a number of obstacles to clinical trials enrollment. One of the barriers is the
potential denial of third party payment for the routine patient care costs for those enrolled in clinical
trials. Historically, payers have denied coverage for care provided in a clinical trial, arguing that
such care is “experimental” and therefore not a covered benefit.

Current Clinical Trials Coverage

The American Society of Clinical Oncology (ASCO) and its partners in the patient advocacy
community have sought, over the course of more than a decade, to reform clinical trials payment
policy in public and private health plans. These efforts have resulted in reforms in Medicare
payment policy and in enactment of legislation to ensure clinical trials coverage in more than 20
states.

In 2000, in response to Congressional pressure and cancer community advocacy, the Clinton
Administration issued an Executive Memorandum setting a policy for coverage of the routine patient
care costs for Medicare beneficiaries enrolled in clinical trials for all diseases.

In addition to action by Medicare, a number of states have enacted legislation that would ensure
coverage of routine patient care costs in clinical trials (coverage ranges from cancer clinical trials
only to trials for all diseases) by those health plans that are regulated by the state. Some of those
states have adopted, either in statute or in implementing regulations, the coverage standards of the
Medicare program. In several states without clinical trials coverage mandates, third party payers
have entered into voluntary agreements to cover routine costs in clinical trials, States continue to
engage in efforts to improve coverage in state plans.

ASCO Position

These federal, state, and private sector initiatives reflect widespread recognition of clinical trials
coverage as a critical element of quality cancer care. However, not all of the initiatives meet the
standards for coverage endorsed by ASCO, and a significant number of cancer patients remain
beyond the reach of these reimbursement reforms. ASCO recommends that every cancer patient
should have access to clinical trials under the criteria defined below.
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Standards for Clinical Trials Coverage

The following ASCO standards should remain the standard for Medicare coverage and should serve
as the model for state legislative initiatives, including provisions governing coverage under state-
Junded programs like Medicaid, as well as mandates for private insurance and managed care plans.

The cost of medical care provided when a patient with serious or life-threatening disease is entered
on a Phase I, II, ITL, or IV (post-marketing) clinical trial — including hospital, physician, and other
health care items and services as well as the cost of approved drugs for labeled or unlabeled uses
which might be part of the regimen’ — should not be denied coverage when all of the following are
demonstrated:
. Treatment is provided with a therapeutic intent’;
. Treatment is being provided pursuant to a clinical trial approved by one of the
National Institutes of Health (NIH), an NIH cooperative group or an NIH center; the
Food and Drug Administration (FDA) in the form of an investigational new drug
(IND) or new device (IDE) exemption; the Department of Defense; the Department
of Veterans Affairs; or a qualified non-governmental research entity as identified in
National Cancer Institute guidelines or center support grants;
. The trial is conducted according to a written protocol, which includes the following
elements: trial design and scientific justification, criteria for inclusion and exclusion,
outcome measures, statistical analysis plan, conflicts and other ethical controls, and

publication policy;

. The protocol has undergone scientific review by a group of independent and
qualified experts;

. The clinical trial has been reviewed and approved by a qualified institutional review
board (IRB);

. The facility and personnel providing the treatment are capable of doing so by virtue
of their experience or training;

. There is no non-investigational therapy that is clearly superior to the protocol
treatment; and

. The available clinical or preclinical data provide a reasonable expectation that the

protocol treatment will be at least as efficacious as non-investigational therapy.’

Originally adopted February 1993
As amended June 1994 and March 2005

" Items and services required by the design of the trial should be covered, except those items or services normally paid
for by other funding sources such as the cost of certain investigational drugs, the costs of any non-health services that
might be required for a person to receive the treatment, and the costs of managing the research,

? Treatment with therapeutic intent may be aimed at improving patient outcome relative to either survival or quality of
life.

* While these standards refer to clinical trials involving “treatment” or *“therapy”™, the same principles would apply equally
to frials of interventions to prevent, rather than treat, diseases.

Coverage of Routine Patient Care Costs in Clinical Trials
ASCO Position Statement, March 2005 Page 2 of 2
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Clinical Trials: What are States Doing?
February 2009 Update

WA clinical trial is a research study on human patients to test the safety and effectiveness of new treatments. These
trials offer patients access to new and potentially life saving drugs and cures.

The dramatic progress made in treating childhood cancers in recent years, is attributable, in part, to clinical trials,
because 60 percent of all children with cancer are enrolied in some kind of trial. A ten percent drop in breast cancer mortality for
women under the age of 50 is said to be the result of clinical trials research conducted in the 1970°s.

Who Enrolls in Clinical Trials?

Only two to three percent of eligible adult patients enroll in clinical trials. For cancer patients, clinical trials are often the last resort after

exhausting all other approved means of treatment.
Only a small percentage (approximately 20%) of cancer patients are eligible to participate in a clinical trial and very few (approximately
3% of cancer patients and less than 0.5% of Medicare patients) currently enroll. Even if enroliment was increased to the full 20 percent,

it is unlikely that these numbers will significantly impact overall costs to health plans;!

Insurance Coverage for Clinical Trials

Typically, when a patient enrolls in a clinical trial, the cost of tests, procedures, drugs and any research activity directly associated with
the investigation, are covered by the group sponsoring the trial, such as a pharmaceutical company or the National Cancer Institute.
However, because some health plans define clinical trials as "experimental” or "investigational,” health insurance coverage may or may
not include some or all of the costs of "routine patient care,” such as the doctor visits, hospital stays, tests and x-rays, that a patient
would normally receive whether or not they were enrolled in a trial.

A growing number of states have passed legislation or instituted special agreements requiring heaith plans to pay the cost of the routine
medical care a patient receives as a participant in a clinical trial.

Advantages:

For cancer patients, properly designed and conducted clinical trials represent an important therapeutic option, as well as a critical means
of advancing medical knowledge. Lack of insurance coverage is a barrier to patients who might otherwise participate. Sixty percent of
patients in one survey cited fear of insurance denial as a major reason for not participating in clinical trials. And finally, a recent study
found only a slight increase in treatment costs for adult clinical trial patients compared to nonparticipants--$35,418 versus $33,248.2

Some large HMOs have computed costs associated with patients in clinical trials. Kaiser Permanente discovered the cost of medical care
for enrollees in clinical trials that haven't had bone marrow transplant were no higher than for patients who were not enrolled in a trial,
The Kaiser report further states, "Kaiser has been participating in cancer clinical trials without substantial increases in the direct costs of

medical care.”?

Researchers at the Maye Clinic ‘auﬁd that patient care costs for those enrolied in clinical trials is only slightly more than for patients who
recelved standard therapy protocols,

The Institutes of Medicine has also found the following:
-The reimbursement costs are limited to the cost of "standard care” which would be covered if the patient were not enrolied in the trial

il

-Only 5 small percentage (approximately 20%) of cancer patients are eligible to participate in a clinical trial and very few
3% of cancer patients and less than 0.5% of Medicare patients) curre é,f enrol. Sw 1 if enrcliment was increased to the full 20 percent,
it is unlikely that these numbers will significantly impact overall costs to health plans;
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~Through clinical trials, we will be able to identify ineffective treatments, which could save heaith plans money and will benefit the nation

85 a whole,t

Disadvantages:

Even though the same recen
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nonparticipants in clinical trials translated into an additional $16 million in 1999 spent on treatment costs for the 19,000 adult patients

enrolied in National Cancer Institute-sponsored clinical trials.? These additional insurance costs, like other mandated benefits and
services, may result in higher insurance premium rates, which are often cost-shifted onto workers in the form of higher deductibtes and

.« copayments.

For states without insurance mandates, it is possible that some physicians may enroll patients in clinical trials but not inform the
patients’ insurance companies, bypassing the reimbursement issue for the patient and potentially the physician,s

It may also be possible to encourage participation in clinical trials by working within networks of health care providers and industry,
research facilities, patient groups, as well as major media outlets, without enacting a state wide insurance mandate.

Sources:
1. Aaron HJ, Gelband H, editors. Extending Medicare reimbursement in clinical trials. Washington, DC: National Academy Press; 2000. p

13.

2. Goldman DP, Berry SH, McCabe M, et al. Incremental Treatment Costs in National Cancer Institute-Sponsored Clinical Trials. JAMA.
2003;289(22):2970-2977 (doi:10.1001/jama.289.22.2970) http://jama.ama-assn.ora/cai/reprint/289/22/2970.pdf

3. Fireman BH, Fehrenbacher L, Gruskin EP, Ray GT. Cost of care for patients in cancer clinical trials. J Nat! Cancer Inst 2000;92:136-42.

4. Wagner JL, Alberts SR, Sloan JA, et al. Incremental costs of enrolling cancer patients in clinical trials: a population-based study. J Nat/
Cancer Inst 1999;91:847-53.

5. McBride G, More States Mandate Coverage of Clinical Trial Costs, But Does It Make a Difference?, INCI Journal of the National Cancer
Institute 2003 95(17):1268-1269; doi:10.1093/jnci/95.17.1268

Definitions of Phases:
A clinical trial study is conducted in four phases.

Phase I: Research is conducted on a small group of volunteers (20 to 80 people) for the first time to evaluate its safety, determine a
safe dosage range and identify side effects.

Phase II: The experimental drug or treatment is given to or a procedure is performed on a larger group of people (100 to 300
individuals) to further measure its effectiveness and safety.

Phase III: Further research is conducted to confirm the effectiveness of the drug, treatment or procedure, monitor the side effects,
compare commonly used treatments and collect information on safe use. Phase III trials are typically conducted on 1,000 to 3,000

individuals.

Phase IV: After the drug, treatment or medical procedure is marketed, investigators continue testing to determine the effects on various
populations and whether there are side effects associated with long-term use,

Summary of State Laws as of December 2008

Table One provides a summary of the 23 states and District of Columbia that have enacted laws regarding mandated coverage of

clinical trials.
Table One
Clinical Trials Laws
State Who is Required to What Services or Benefits are Other Key Criteria:
Year of Pay? Covered?
Enactment
BHl Number
and/or
Citation
rizona Hospital or medical Patient costs assodiated with particinstion in rail must be reviewed by an Institutions
(20003 arvice corporations, Phase [ through IV cancer clind Review Board in AZ.
Senate Bl 1213 benefit insurers, health Health professions! must agree to accept
20-2378 care service reimbursement from insurer as payment in
rganizations, disability HFult,
insurers, group disshility inty covers trial when no clearly superior
% insurers and nonivestigational treatment exists,
4 suntable health plans i must be in AZ.

hnicalirials him 2/18/2009
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California
(2000)
Senate Bill 37

All California Insurers,
including Medicaid and
other medical assistance
programs

Routine patient care costs associated with Phase
I through IV cancer clinical trials.

Page 3 of 7

May restrict coverage to services in CA.

Connecticut

(2001)
Senate Bill 325

Private insurers,
individual and group
health plans

Routine patient care costs associated with cancer
clinical trials.

Prevention trials are covered only in Phase
111 and only if involve therapeutic
intervention.

Insurer may require documentation of the
likelihood of therapeutic benefit, informed
consent, protocol information and/or
summary of costs.

Delaware
(2001) Senate
Bill 181

Every group of blanket
policy, including policies
or contracts issued by
health service
corporations

Routine patient care costs for covered persons
engaging in clinical trials for the treatment of life
threatening diseases under specified conditions.

Trial must have therapeutic intent and
enroll individuals diagnosed with the
disease,

Trial must not be designed exclusively to
test toxicity or disease pathophysiology.

District of
IColumbia

(2008)

Bill 17-469 (D.C.

Law 17-166)

All insurers in the
District

Routine patient care costs for people in clinical
trials undertaken for prevention, early detection,
treatment, or monitoring of cancer and approved
or funded in full or in part by one of the
following:

National Institutes of Health or one of its
cooperative groups or centers, Centers for
Disease Control and Prevention, Agency for
Health Care Research and Quality, Centers for
Medicare and Medicaid Services, U.S. Food and
Drug Administration (FDA), U.S. Department of
Defense, U.S. Department of Veterans Affairs,
U.S. Department of Energy, nongovernmental

Cancer Institute support grant.

research entity that has been awarded a National

Routine patient care costs shall not include
tests or measurements conducted
primarily for the purpose of the clinical
trial involved.

services or products provided solely for
data collection and analysis purposes.

services or products customarily provided
free of charge to trial participants by the
research sponsors.,

Georgia™*
(1998)
33-24-59.1

Insurers and the state
health plan

Routine patient costs incurred in Phase 11 and 111
of prescription drug clinical trial programs for the
treatment of children's cancer.

For the treatment of cancer that generally
first manifests itself in children under the
age of 19,

Ilinois

(1999)

House Bill 1622
(amended 2004)
Senate Bill 2339
Public Act No.,
93-1000

20 1LCS
1405/56.3**

HMOs and
individual/group
insurance policies to
offer coverage to the
applicant or policyholder
(2004 amendment:
Plans may not be
canceled or non
renewed based on an
individual's participation
in a qualified clinical
trial}

Routine patient care if the individual participates
in an approved Phase II through IV cancer
research trial.

Coverage benefit can have annual limit of
$10,000.

Trial must be conducted at multiple sites in
state.

Primary care MD must be involved in
coordination of care,

Researchers must submit results of trial
for publication in nationally recognized
scientific literature.

Louisiana
(1599)

HMOs, PPOs, State
Employee Benefits
Program and other
specified insurers

Patient costs incurred in Phase II through IV
ancer clinical trials.

Ornily covers costs when no clearly
muperior, noninvestigational approach
exists,

Avsilable dats must support reasonable
expectation that the treatment will be as
ffective as the noninvestigational
fternative.

iPatient must sign an Institutional Review
%gaaar&ag};}mveﬁ consent form,

Maine
(20600}

Managed care

organizations and
nrivate nsurers

Routine patient care costs associated with clinical

drial.

Participation must offer meaningful
sotential for significant clinlcal benefit,
Referring physiclan must conclude that

trial participetion s apbropriate.
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Maryland*** Private insurers and Patient costs for Phase I through IV cancer There is no clearly superior,
(1598) other specified managed [treatment, supportive care, early detection, and |nonivestigational alternative.
Chap 146-15-  Jcare organizations. prevention trials. Phase II through 1V for other [The data provide a reasonable expectation

827 life-threatening conditions, with Phase I that the treatment will be as least as
considered on a case-by-case basis. effective as the alternative.

Massachusetts Al health plans issued  |Patient care services associated with all phases  [Insurers must provide payment for

(2002) or renewed after Jan. 1, jof qualified cancer clinical trials. services that are consistent with the usual
Chap 176A Sec 12003 and customary standard of care provided
8X under the trial’s protocol and that would

be covered if the patient did not
participate in the trial.

Missouri All health benefit plans  jRoutine patient care costs as the result of Phase [There must be identical or superior

(2002) operating in the state 11, LI or IV clinical trials for the prevention, earlyinonivestigational treatment alternatives

376.429 detection, or treatment of cancer. available before providing clinical trial
treatment, and there must be a reasonablel

(2006)- Phase 11 expectation that the trial will be superior

SB567 & 792 to the alternatives.

Requires coverage of FDA-approved drugs
and devices even if they have not be
approved for use in treatment of patient's
particular condition.

New Hampshire |Private insurers and Medically necessary routine patient care costs Coverage for Phases I or 11 decided on -
(2000) specified managed care lincurred as a result of a treatment for Phase 1 case-by-case basis.
415:18 plans through IV cancer clinical trial or trial for a life-  |[Coverage is required for services needed
threatening disease. to administer drug or device under
levaluation.

Coverage is required for routine patient
care associated with drugs or devices
which are not subject of trial, as long as
they have been approved by FDA.

,W . INevada All health insurance Patient costs associated with Phase I through IV |Healthcare facility and personnel must
- (2003) insurers, medical servicejicancer or chronic fatigue clinical trial have experience and training to provide
(amended 2005){corporations, HMOs and the treatment in a capable manner.
SB 29 managed care There must be no medical treatment
NRS 695G.173  Jorganizations available which is considered a more

appropriate alternative medical treatment

than the medical treatment provided in the

clinical trial.

There must be a reasonable expectation

based on clinical data that the medical

treatment provided in the clinical trial or

study will be at least as effective as any
ther medical treatment,

Amendment revises type of medical

treatment covered,

New Mexico health insurer; a Routine patient care costs incurred as a result of Must be undertaken for the purposes of
(2002) nonprofit health service the patient's participation in a phase 11, 111 or IV [the prevention of resccurrence of cancer,
{amended 2004 iprovider; a HMO: a cancer clinical trial, dearly detection or treatment of cancer for
o delay repeal ymanaged care which no equaily or more effective

bl July 1, rganization; a provider istandard cancer treatment exists,
20093 sservice organization; or [Must not be designed exclusively to test
594-22-43 he state’s medical toxicity or disease pathophysiology and it

assistance program, has a therapeufic intent,

fMust be provided as part of a scientific
mstudy of & new therapy or intervention and
is for the prevention of reocourrence, early
detection, treatment or palliation of cancer
in humans and in which includes specific

provisions of scientific study.

walth/clinicaltrials him 2/1R/2009
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(2001) specified managed care |Phase I through 1V cancer clinical trial. Trial must have therapeutic intent,
594 -43 plans, and Medicaid and Reasonable expectation that
other state medical investigational treatment will be at least as
assistance programs effective as standard treatment.
North Carolina  |All health insurance Medically necessary costs of health care services |Patients suffering from a life-threatening
(2001) plans and teachers' and Jassociated with Phase II through IV of covered  ||disease or chronic condition may designate
? 58-3-255 istate employees’ clinical trials. a specialist who is capable of coordinating
comprehensive major their health care needs,
medical plan.
Ohio All health benefit plans ||Medically necessary costs of health care services |[Trial must be approved by NIH or another
(2008) including those for associated with any stage of clinical trial. group under HHS, FDA, DOD or VA.
ORC Ann. public employees. May exclude coverage for service or
1751.01 (2008) product that is part of the investigative
trial, item or procedure used only for data
collection for the trial, item not approved
by FDA, and transportation, lodging and
food related to travel for participation in
the trial.
Rhode Istand Private insurers and Coverage for new cancer therapies if treatment is
(1994, 1997) specified managed care |provided under Phase II through 1V cancer
04-3 26238 plans clinical trial.
Tennessee All health benefit plans [Routine patient care costs related to Phase 1 Treatment must involve drug that is
(2005) through IV cancer clinical trial. exempt under federal regulations from a
HB 837 new drug application, or approved by:
NIH, FDA in form of new drug application,
DOD, or VA,
Vermont All health insurance Routine patient care costs incurred during the Providers and insurers required to
(2001) policies and health participation in a cancer clinical trial. participate in a cost analysis to determine
e (amended 2005 |benefit plans, including impact of the program on health insurance
/:;? to remove Medicaid premiums.
= IMarch 1, 2005 Amended law allows for participation in
sunset trial outside of Vermont if patient notifies
provision) health benefit plan prior to participation,
Chap 197 and no clinical trial is available at Vermont
?.4088b or New Hampshire cancer care providers.
HB &
Virginia Private insurers, Patient costs incurred during the participation in |[There must be no clearly superior,
(1999} specified managed care Phase II through IV cancer clinical trials. nonivestigational alternative.
7 38.2-3418.8 |plans, and public Coverage provided on a case-by-case basis for  |Data must provide a reasonable
employee health plans  |Phase 1. expectation that the treatment will be at
least as effective as the alternative.
West Virginia  [Individual and group Patient costs associated with the participation in [Facility and personnel providing the
[2003) insurers, health service IPhase II through 1V clinical trial for treatment of [treatment are capable of doing so by
79-2:12 orporations, health carefife-threatening condition or the prevention, early|virtue of their experience, training and
corperations, HMOs, detection and treatment of cancer, volume of patients treated o maintain
public empioyees expertise,
insurance agency, There must be no clearly superior,
Medicaid and the nioninvestigational treatment alternative.
hildren's heglth Data provide a reasonable expectation that
insurance program he treatment will be more effective than
the noninvestigational treatment
fternative,
Visconsin Any health insurance Routine patient care costs incurred during the Trial must meet all criteria:
AB 617 tan offered by the participation in all phases of a cancer clinical 1. The purpose is to test whether the
(2008} state, any self-insured rial. intervention potentially improves the trial
% slans Mo policy, plan, or contract may exclude participant’s heaith outcomes, ‘
. overage for the cost of any routine patlent care (2. The treatment provided as part of the
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clinical trial satisfying the criteria under par. (¢)
and that would be covered under the policy,
plan, or contract if the insured were not enrolled
in a cancer clinical trial,
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improving the trial participant’s health
outcomes.

3. The trial has therapeutic intent and is
not designed exclusively to test toxicity or
disease pathophysiology.

4. The trial does one of the following:

a. Tests how to administer a health care
service, {tem, or drug for the treatment of
cancer.

b. Tests responses to a health care
service, item, or drug for the treatment of
cancer.

c. Compares the effectiveness of health
care services, items, or drugs for the
treatment of cancer with that of other
health care services, items, or drugs for
the treatment of cancer.

d. Studies new uses of health care
services, items, or drugs for the treatment
of cancer.

5. The trial is approved by one of the
following:

a. A National Institute of Health, or one of
its cooperative groups or centers, under
the federal department of health and
human services; federal food and drug
administration; federal department of
defense; federal department of veterans
affairs.

Wyoming All health insurance

SE 024 policies, contracts, and
(2008 budget certificates providing
session) coverage to any resident

of this state.

Routine patient care for a person enrolled in a
Phases II- IV clinical trial. Includes a medical
service or treatment that is a benefit under a
health plan that would be covered if the patient
were receiving standard cancer treatment; or

a drug provided to a patient during a cancer
clinical trial, other than the drug that is the

!

subject of the clinical trial, if the drug has been
approved by the federal food and drug
administration for use in treating the patient's
particular condition.

Trial must also be approved by NIH, FDA,
Dept. of Defense, or Dept. of Veterans
Affairs. The medical treatment must be
provided by a licensed health care provider
operating within the scope of his/her
license in a facility whose personnel has
the experience and training necessary to
provide the treatment in a competent
manner.

The clinical trial participant must have

signed an informed consent document
prior to starting the trial.

*In 2002, all major insurers in Georgia agreed to cover routine patient care costs associated

with Phase I, 1I, 111, or IV cancer clinical

trials. Trials include those that involve a drug that is currently exempt under federal regulations from a new drug application or those
that are approved by specified federal agencies or a local institutional review board. The agreement also provides for the coverage of
cancer screens and examinations in accordance with the most recently published guidelines and recommendations established by any

nationally recognized health care organizati

on (see below).

=5]ilinois Executive Branch Administrative Code {20 ILCS 1405/1405-20) required the Department of Insurance to conduct an analysis
and study of costs and benefits derived from the implementation of the coverage requirements for investigational cancer treatments.

The study covered the years 2000 through

2002 and included an analysis of the effect

of the coverage requirements on the cost of

insurance and health care, the results of the treatments to patients, the mortality rate among cancer patients, any improvements in care

of patients, and any improvements in the g

uality of life of patients.

*x¥4 2003 Marviand law (S 128) repealed a reporting requirement for insurers, nonprofit health service plans, and HMOs to submit &
report that described the trials covered during the previous year.

Sources: National Cancer Institute, Health Policy Tracking Service.

Summary of Other Actions

2/18/2009
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clinical trials.
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Table Two
Special Agreements
State Who is Required | What Services or Benefits Other Key Criteria:
(Year to Pay? are Covered?
Agreement
Became
Effective)
Georgia All major insurers [Routine patient care costs Trials include those that involve a drug that is currently exempt
(2002) associated with Phase 1 under federal regulations from a new drug application or those
Georgia Cancer through IV cancer clinical that are approved by specified federal agencies or a local
Coalition trials. institutional review board.
Provides for the coverage of cancer screens and examinations in
accordance with the most recently published guidelines and
recommendations established by any nationally recognized
health care organization.
Michigan Private insurance ||Routine patient care costs Coverage for Phase 1 trials is under consideration.
(2002) plans, HMOs and Jlassociated with Phase II and
Michigan Medicaid IIT cancer clinical trials.
Consensus
Agreement
New Jersey All insurers Routine patient care costs
(1999) associated with all phases of
New Jersey cancer clinical trials.
Consensus
Agreement
Ohio State employees  Routine patient care costs Preauthorization is required for clinical trial participation.
(1999) on Ohio Med Plan [associated with Phase II and
Ohio Med Plan III cancer treatment clinical
trials.

Federal Activity

In 2000, Medicare began covering beneficiaries patient care costs in clinical trials. While many state Medicaid programs have no legal
requirements to cover clinical trials costs, many do cover all or some of the costs.

Additional Resources

American Cancer Society, National Government Relations memo on Clinical Trials,

http:

www.indianacancer.org/documents/factshest ACS_ clinical®%20trials, pdf

National Cancer Institue, States That Require Health Plans to Cover Patient Care Costs in Clinical Trials. Information and
Overview: hitp://www.cancer.cov/clinicaltrials/ctiaws-home

To legislators and legislative staff: For more information please contact Karmen Hanson at |

This web page is supported in part by an award from the American Cancer Society’s Cancer Action Network, 2009,

3 2009 National
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POSITION PAPER ON HEALTH PLAN COVERAGE FOR PATIENT CARE COSTS IN
‘ CANCER CLINICAL TRIALS

Sponsored by the Denali Oncology Group, the Alaska State Affiliate of the American Society of
Clinical Oncology

February 24, 2008

BACKGROUND:

1. Clinical trials for cancer patients provide state-of-the-art treatment for patients with life-
threatening diseases. Cancer patients and their physicians typically look to clinical trials
as an option when the investigational treatment offers as much or more benefit than
standard treatment.

2. Currently, in Alaska, health plans can exclude coverage for routine patient care costs
while a patient with cancer is enrolled on a clinical trial.

3. Since 2000, Medicare has provided coverage for beneficiaries for routine costs associated
with cancer clinical trial enrollment.

4. Twenty-three states in the United States have passed legislation or instituted special
agreements requiring health plans to pay the cost of routine medical care a patient
receives while participating in a clinical trial.

5. Health plans mistakenly think that money is saved by excluding care while patients
participate in clinical trials. However, if not enrolled on a clinical trial, these patients will
continue to receive conventional therapy. Studies have shown that there are not
differences in cost of care for patients enrolled on clinical trials compared with patients
on conventional therapy.

6. Results of clinical trials lead to more rational use of cancer treatment and more successful
outcomes, resulting in short-term and long-term cost savings.

PROPOSED LEGISLATION:

We propose that the Senate and House of the State of Alaska pass a bill requiring that all health
care plans, including Medicaid, cover routine patient care costs for patients enrolled in all phases
of clinical trials, including prevention, detection, treatment and palliation (supportive care) of

cancer.

- BENEFITS:

1. Passage of this bill will remove an important barrier to the participation of patients in
cancer clinical trials. It will result in physicians more often recommending patient
participation and in patients having greater desire fo enroll in clinical trials.

2. Greater participation by Alaskans in cancer clinical trials will result in improved care of
our patients in the short- and long-term, improved doctor-patient relationship, increased
patient satisfaction with treatment, and increased refention of patients in Alaska for their
cancer care.

3. Alaska will be in the forefront in making meaningful progress in providing care for
cancer and other life threatening conditions.

Page 1 of 2
3/3/2008
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CANCER CLINICAL TRIALS FAST FACTS
DENALI ONCOLOGY GROUP, October 28, 2007

Frequently Asked Questions (FAQ)

1. What is a clinical trial? A clinical trial is a scientific way of studying a new treatment
for a specific disease that may be better and/or safer than existing treatments.

2. Why are clinical trials necessary? Without these studies, we can not determine whether
a new treatment is safe, effective, and better than existing options.

3. What types of cancer clinical trials exist? Trials may be for prevention, early
detection, diagnosis, or treatment of cancer. There are also trials for reducing symptoms
and improving quality-of-life.

4. Why would a cancer patient consider participating in a clinical trial?

a. Treatment given on the clinical trial offers the potential for better outcome (e.g.
longer life or higher cure rate) than the standard treatment.
b. Results of the trial will help improve treatment for future patients.

5. Isitrisky to be on a clinical trial? There are risks with any type of cancer treatment.
Side effects that occur in patients on a clinical trial are monitored very closely and
described in paperwork that patients receive (i.e., consent form).

6. Are clinical trials available in Alaska? Yes, more than 50 cancer clinical trials are open
in Alaska for patients to receive treatment in-state.

7. Do doctors or patients gain financially from participating in clinical trials? We only
supportt the conduct of studies where there is no financial gain for patients or physicians.
Support is provided by the sponsor of the study to help pay for costs associated with the
trial, such as research personnel and regulatory requirements.

Myths

1. “I may receive placebo.” Placebo is rarely used in cancer clinical trials because there is
usually an acceptable standard treatment. However, if the standard is to offer no
treatment, then the new treatment under investigation will be compared to no treatment
(i.e., placebo). Patients will always be informed of the potential to receive placebo.

2. “I will be a guinea pig.” Patients on clinical trials are treated with respect, receive
informed consent, and have all questions answered. They have the right to withdraw
from the study at any time without compromising their future care.

3. “I’m not sick enough for a clinical trial.” Many trials are studying ways to prevent
cancer in healthy people at risk for cancer. Other trials are studying ways to improve
upon the most common types of treatment used when patients are first diagnosed with

cancer.
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Bob Boerner

From: "Dick Cauchi” <dick.cauchi@ncsl.org>

To: "Bob Boerner" <bob.boermner@ncsl.org>

Sent: Thursday, April 03, 2008 2:58 PM

Subject: Clinical Trials What are States Doing 2008

Although it is not possible to provide this live by phone today, the NCSL report provided below is our best
information on this topic. Next week Karmen Hanson, our author and expert, may be able to provide additional
information or insights.

The online version is located at: htip://www. nesl.org/programs/health/clinicaitrials.htm

NCSL Health Program

[\
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Clinical Trials: What are States Doing?
April 2008 Update

What is a Clinical Trial?

A clinical trial Is a research study on human patients to test the safely and effectiveness of new
treatments. These trials offer patients access to new and potentially life saving drugs and
cures,

The dramatic progress made In treating childhood cancers in recent years, is attributable, In part, to clinical trials,
because 60 percent of all chiidren with cancer are enrolled In some kind of trial. A ten percent drop In breast cancer
mortality for women under the age of 50 Is sald to be the result of clinical trials research conducted In the 1970's.

Who Enrolls in Clinical Trials?

Only two to three percent of eligible adult patients enroll in clinical trials. For cancer patients, clinical trials are often
the last resort after exhausting all other approved means of treatment,

Insurance Coverage for Clinical Trials

Typlcally, when a patient eprolls In a clinical trial, the cost of tests, procedures, drugs and any research activity directly
associated with the investigation, are covered by the group sponsoring the trial, such as a pharmaceutical company or
the Natlonal Cancer Institute. However, because some health plans define clinical trials as "experimental” or
"Investigational,” health Insurance coverage may or may not Include some or all of the costs of "routine patient care,”
such as the doctor visits, hospital stays, tests and x-rays, that a patient would normally receive whether or not they
were enrolled in a trial.

Nevertheless, a growing number of states have passed legislation or instituted special agreements requiring health
plans to pay the cost of the routine madical care 3 patient recelves as 2 particlpant In 2 clinical rial.

Advantages:

For gancer patients, properly designed and conducted clinical trials represent an important therapeutic option, as well
as a critical means of advancing medical knowledge. Lack of Insurance coverage is a barrler to patients who might
otharwise participate. Sixty percent of patients In one survey cited fear of insurance denlal as 2 major reason for not
participating in clinical trials. And finally, 3 recent study found only a slight increase In treatment costs for adulr
clinical tria! patients compared to nenparticipante--$35,418 versus $33,244,
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Disadvantages:

Even though the same recent study found only a stight Increase In treatment costs, the 6.5 percent Increase between
participants and nonparticipants in clinical trials translated into an additional $16 million In 1999 spent on treatment
costs for the 19,000 adult patients enrolled In National Cancer Institute-sponsored clinlcal trials, These additional
insurance costs, like other mandated benefits and services, may result in higher insurance premium rates, which are
often cost-shifted onto workers in the form of higher deductibles and copayments.

Definitions of Phases:
A clinical trial study Is conducted in four phases.

Phase I: Research is conducted on a small group of volunteers (20 to 80 people) for the first Yme to evaluate its
safety, determine a safe dosage range and Identify side effects,

Phase II: The experimental drug or treatment s glven to or a procedure is performed on a larger group of people (100
to 300 individuals) to further measure its effectiveness and safety.

Phase 1II: Further research is conducted to confirm the effectiveness of the drug, treatment or procedure, monitor the
side effects, compare commonly used treatments and collect information on safe use. Phase I11 trials are typically
conducted on 1,000 to 3,000 individuals.

Phase IV: After the drug, treatment or medical procedure is marketed, investigators continue testing to determine the
effects on various populations and whether there are side effects assodiated with long-term use,

Summary of State Laws

Table One provides a summary of the 20 states that have enacted laws regarding mandated coverage of clinical
trials,

Table One
Clinical Trials Laws
April 2006
State ho is Required to] What Services or Benefits Other Key Criteria:
Year of Pay? are Covered?
Enactment
BIll Number
and/or
Hoa;;itaf or medical Patlent costs assoclated with Trail must be reviewed by an
EZ'GOO) ervice corporations, E:amaipatfon in Phase I through IV nstitutlons Review Board in AZ.
enate Bill 1213 [benefit insurers, health fcancer clinlcal trials. Health professional must agree to
20-2328 care service ccept reimbursement from Insurer
organizations, disability as payment In full,
finsurers, group disability Only covers trial when no dearly
linsurers and uperior nonivestigational treatment
laccountable health plans Xists,
; rail must be in AZ,
éﬁaiif&mia lall California insurers, {}uﬁnégatfem care costs assoclated y restrict coverage to services In
(2000) lincluding Medicaid and [jwith Phase I through IV cancer clinical|Ca.
Senate 8ill 37  other medical assistanceltrials.
L lprograms t ‘
onnecticut Private Insurers, cutine patient care costs associated [Prevention trials are covered only in

2001} individuat 2nd group
enate Bl 325 ihealth plans

ith cancer clinical trials,

Phase I and only if involve
therapeutic Intervention.
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) ﬁﬁubllc-&t:t&;.: nsurer may require documentation
4 171 f the likelthood of therapeutic
benefit, informed consent, protocol
’ nformation and/or summary of
‘ osts, .
elaware Every group of blanket |[Routine patient care costs for covered|Trlal must have therapeutic intent
(2001)Senate  [ipolicy, including palicles [ipersens engaging in clinical trials for [and enroll individuals diagnosed
Bill 181 or contracts issued by [the treatment of life threatening ith the disease.
ealth service diseases under specified conditions. rial must not be designed
orporations excluslvely to test toxicity or disease
pathophyslology.
Georgla* nsurers and the state  |Routine patient costs incurred in For the treatment of cancer that
H(1998) health plan Phase IT and III of prescription drug |generally first manifests itself In
33-24-59,1 clinical trial programs for the fldren under the age of 19.
reatment of chiidren's cancer.
L
Hinols HMOs and Routine patient care If the individual [Coverage benefit can have annual
(1999) indlvidual/group participates In an approved Phase IT [llimit of $10,000.

hrough 1V cancer research trial.

oy

House Bill 1622 linsurance policies to

rlal must be conducted at muijtiple

amended 2004) coverage to the ites in state,
Senate Bill 2339 fapplicant or policyholder Primary care MD must be involved
Public Act No. (2004 amendment: n coordination of care.
HQ,?_:L,O,QQ Plans may not be Researchers must submit results of
20 ILCS canceled or non rial for publication in nationally
1405/56,3%* renewed based on an recognized sclentific literature.
individual's participation
In a qualified clinlcal
rial)
Loulsiana HMOs, PPQOs, State gpatlent costs Incurred In Phase 11 Only covers costs when no clearly
(1999) Employee Benefits hrough IV cancer clinical trials. upetior, noninvestigational
RS, 22:230.4 Program and other approach exists.
pecifled insurers vallable data must support
asonable expectation that the
reatment will be as effective as the
noninvestigational alternative.
Patient must sign an Institutional
Review Board-approved consent
; orm.
Maine Managed care outine patient care costs assoclated [Participation must offer meaningful
ﬂ(zem}} rganizations and Ith clinlcal trial, otential for significant clinical
24-A-4310 private Insurers enefit.
Referring physician must conclude
hat trial participation Is
) ppropriate,
arviand™®* |Private Insurers and ?3&%&:}% costs for Phase | through IV ere is ne clearly superior,
1998) other specified managed|cancer treatment, supportive care, nonivestigational alternative,
hap 146-15- jcare organizations. i arly detection, and prevention trials, [The data provide a reasonable
27 |Phase Il through IV for other life- xpectation that the treatment will
lthreatening conditions, with Phase I [be as Jeast as effective as the
iconsidered on a case-by-case basls. [alternative.
assachusgelts health plans issued [Patient care services associated with Insurers must provide payment for

[

renawed after Jan, &, a%% shases of gualified cancer dinical

services that are consistent with the
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Jals. sual and customary standard of
are provided under the trial's

protocol and that would be covered

if the patient did not participate in
he trial.

ere must be identical or superior
Inonivestigational treatment
lalternatives avallable before
rovlding clinical trial treatment,
and there must be a reasonable

Routing patlent care costs as the
result of Phase II, I or 1V dlinical
rials for the prevention, early
etection, or treatment of cancer.

New Hampshire [Private insurers and
(2000) pecified managed care

415:18 lans

evada Il heaith insurance
(2003) insurers, medical servic

amended 2005)icorporations, HMOs and
s 29 managed care

W rganizations

L e o
edically necessary routing patient

are costs Incurred as 2 result of a3 Jon case-by-case basls.

eatment for Phase I through IV Coverage Is required for services
ancer clinical trial or trial for a life-  [needed to administer drug or device
hreatening disease, junder evaluation.

10

ppmveg by FDA.

Patlent costs assoclated with Phase I [Healthcare facility and personnel
rough 1V cancer or chronic fatigue must have experience and training
Inical trial ito provide the treatment in a

lcapable manner,

ere must be no medical treatment

lavailable which Is consldered a2 more

appropriate alternative medical
treatment than the medical
reatment provided in the clinical
rial.

IThere must be a reasonable
xpectation based on cdinical data

hat the medical treatment provided
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est toxicity or disease
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revention of reoccurrence, early
etectlon, treatment or palliation of
ancer in humans and In which
ncludes specific provisions
f scientific study

(2001)

RNew Mexico
R9A-22-43

lans, and Medicald and

ther state medical

rivate insurers,
pecified managed care
assistance programs

result of Phase I through 1V cancer

ﬁiautme patient care costs incurred as
lintcal trial,

Reasonable expectation that
Investigational treatment will be at
least as effective as standard

Effective through July 1, 2004.
rlal must have therapeutic intent.
reatment.

HNorth Carolina
(2001)
?_58-3-255

{| heaith Mnce

plans and teachers' and

tate employees'

ompreheansive major
medical plan.

care services assoclated with Phase II

a:*\ed!cally necessary costs of health
hrough IV of covered clinical trials,

hreatening disease or chronic
conditlon may designate a specialist
who is cepable of coordinating thelr

iatienta suffering from a life-
health care needs.

Rhode Island
1994, 1997)

Private insurers and
ispecified managed care

reatment Is provided under Phase 11

Eoverage for new cancer therapies If
hrough 1V cancer clinical trial.

policies and health

amended 2005 [benefit plans, including

Medicaid

i health tnsurance T

iRoutine patlent care costs related to
Phase I through 1V cancer clinical

Treatment must involve drug that Isy
xempt under federal regulations
rom a new drug application, or
approved by: NIH, FDA in form of
new drug application, DOD, or VA,

Routine patient care costs Incurred
(during the participation In a cancer
Iclinical trial.

Providers and insurers required to
articipate In a cost analysis to

etermine Impact of the program on
ealth Insurance premiums.
mended law allows for participation)
in tr al outside of Vermont if patient
ifies health benefit plan prior to
artfcipat on, and no clinical trial is
vallable at Vermant or New
Hampshire cancer care providers,
e

7 38.2-3418.8

vate insurers,

tient costs incurred during the

pecified managed care Iparticipation In Phase 11 through IV
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employee health plans
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gsis for Phase 1,

ere must be no clearly superior,
onlvestigational alternative.
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gfreventlon, early detection and eated to maintain expertise.

reatment of cancer, ere must be no clearly superior,
oninvestigational treatment
Iternative,

Data provide a reasonable
xpectation that the treatment will

he more effective than the
oninvestigational treatment
lternative.

isconsin
B 617
2006}

ny health insurance
plan offered by the

tate, any self-insured
plans

Routine patient care costs incurred
uring the participation In all phases
f a cancer clinical trial,
© policy, plan, or contract may
xclude coverage for the cost of any

routine patlent care thatls
dministered to an insured In a

cancer clinical trial satisfylng the
criterla under par. (¢} and that would
be covered under the policy, plan, or
contract if the insured were not
nrolied in a cancer clinical trial,

Trial must meet all criteria:

1. The purpose Is to test whether
he Intervention potentially
improves the trial participant’s
[health outcomes.

. The treatment provided as part of
Ithe trial Is given with the Intention
lof Improving the trial participant’s
ealth outcomes.

. The trial has therapeutic intent
d is not designed exclusively to
test toxicity or disease
Ipathophysiclogy.

l4. The trial does one of the
ollowing:

a. Tests how to administer a health
icare service, lkem, or drug for the
ftreatment of cancer.

b

Iservice, Item, or drug for the

;n eatment of cancer.

f . Compares the effectiveness of
lhealth care services, items, or drugs
ifor the treatment of cancer with that
of other health care services, items,

drugs for the treatment of

l. A National Institute of Health, or
one of its cooperative groups or
icanters, under the federal

yoming
4
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Al health Insurance

g@{géf;%gg, contracts, and
certificates providing

i
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reatment must be provided by a
icensed health care provider
perating within the scope of his/her
icense In a facility whose personnel

ksession) gzoverage to any residentiftreatment that Is a benefit under a
f this state. ealith plan that would be covered if
e patient were recelving standard
ancer treatment; or a drug provided
0 a patlent during a cancer clinical as the experience and training
tal, other than the drug that Is the |lnecessary to provide the treatment
ubjact of the clinical trial, If the drug {in 2 competent manner.
has been approved by the federal e clinical trial participant must
od and drug administration for use jhave signed an informed consent
in treating the patient's particular ocument prior to starting the trial,
condition,

I i

*In 2002, all major Insurers in Georgla agreed to cover routine patient care costs associated with Phase I, II, III, or IV
cancer clinlcal trials, Trials include those that Involve a drug that Is currently exempt under federal regulations from a
new drug application or those that are approved by specified federal agencies or a local Institutional review beard, The
agreement also provides for the coverage of cancer screens and examinations In accordance with the most recently
published guidelines and recommendations established by any nationally recognized health care organization (see
below).

**Iincls Executive Branch Administrative Code (20 ILCS 1405/1405-20) required the Department of Insurance to
conduct an analysis and study of costs and benefits derlved from the implementation of the coverage requirements for
investigational cancer treatments. The study covered the years 2000 through 2002 and incuded an analysis of the
effect of the coverage requirements on the cost of Insurance and health care, the results of the treatments to patients,
the mortality rate among cancer patlents, any improvements In care of patients, and any improvements in the quality
of life of patients.

“¥*¥A 2003 Maryland law (S 128) repealed a reporting requirement for Insurers, nonprofit health service plans, and
HMOs to submit a report that described the trials covered during the previous year,

Sources: National Cancer Institute, Health Policy Tracking Service,

Summary of Other Actions

Table Two summarizes the special agreements some states have arranged with Insurance companies to voluntarlly
provide coverage for clinical trials.

L L e
Table Two
- Special Agreements
State Who is What Services or Other Key Criteria:
(Year Required to | Benefits are Covered?
Agreement Pay?
Became
Effective)
Web Address of
Agreement
Ay L
Georgia All miajor Routine patient care Trials include those that involve a drug that s
{2002) insurers costs associated with currently exempt under federal regulations from a new
Georgla Canger Phase | through 1V drug application or those that are approved by
Coalition cancer clinical trials. specified federal agencies or a local institutional
review board.
Provides for the coverage of cancer screens and
examinations In accordance with the most recently
g;‘;&%iés?&aﬁ guidelines and recommaendations established
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ﬁ B ﬁby any nat!ogg[ly recognized health care arganization,
Michigan Private Routine patient care HCeverage for Phase I trials is under consideration.
{2002) insurance plans, {lcosts associated with
Michigan HMOs and Phase II and III cancer
Consensus Medicald clinical trials,

Agreement
New Jersey All Insurers Routine patient care
(1999) costs associated with all
New Jersey phases of cancer clinical
Consensus Etrlals.

Agreement

g

Ohig State employees |Routine patient care Preautharization is required for clinical trial

ﬂ(lQQS) on Ohio Med cOSts associated with participation.

IOhio Med Plan  [Plan Phase II and III cancer

treatment clinical trials,
SRR it Lo s e e e s

Federal Activity

In 2000, Medicare began covering beneficlaries patient care costs in clinical trials. While many state Medlcaid
programs have no legal requirements to cover clinical trlals costs, many do cover all or some of the costs.

To legistators and legislative staff: For more information please contact Karmen Hanson at health-info@ngs!.org

® 2008 National Conference of State Legislatures, All Rights Reserved

Denver Office: Tel: 303-364-7700 | Fax: 303-364-7800 | 7700 East First Place | Denver, CO 80230 | Map
Washington Office: Tel: 202-624-5400 | Fax: 202-737-106% | 444 North Capitol Street, N.W., Suite 515 | Washington, 0.C.
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The greater the number of people who participate in clinical trials, the faster emerging anticancer = Cancer Centers
therapies can be brought to market. US Oncology accrued more than 32,000 cancer patients to - Infegrated Care
clinical trials, and is bringing the search for new therapies directly into local communities across i Behefits of Expartise
Armerica. s I.Em'"rclnq Stionti

> Public Palicy

Our research team members conduct more than 50 clinical trials each year. While we have ,(:-__{.‘.a;ncgr’._;l:erj_tjéﬁ sebu,
complete Phase I-IV capabilities, the majority of our research is in Phase !l and 1l development ieal
stages.

Our extensive clinical trial program, plus our provision of care for approximately 200,000 new cancer
patients each year, provides us with a unique research platform. In sharing what we learn with one
another, we can more readily advance the latest developments as they relate to investigational
drugs, the reduction of side effects, and new methods of care.

If you are interested in contacting a US Oncology-affiliated physician to learn more about our clinical == :
trial program, please click here. 0

e EFﬁcmk l'-“rograms e i .
. .. . | Bractice Suppork -
Frequently Asked Questions About Clinical Trials sxs = =
. . ) : . Specisiiy Pherdiscy;
If you are a cancer patient or someone you know is a cancer patient, you may be interested in -
learning more about clinical trials. The information below offers a brief overview of the clinical trial

process, with a look at key questions and terms.

What are Clinical Trials?

Clinical trials, or research studies, utilize patient volunteers to help investigate different ways to treat
diseases - such as cancer. Clinical trials involve the use of investigational drugs (also known as
study drugs) and drug delivery methods. Each study tries to answer specific scientific questions
about different ways to prevent, diagnose, and treat whatever disease it is addressing.

Why are Clinical Trials Important?

Clinical trials contribute to the overall knowledge and progress made in developing therapies for
diseases, such as cancer. These research studies are conducted to determine if a study drug or
delivery method is safe and effective. Patients who agree to participate may possibly benefit from the
research study, while receiving the best current standard treatment as well.

How are Clinical Trials Structured?

Clinical trials are structured into four phases:
In Phase | clinical trials, researchers test a study drug in a smali group of people (20 to 80)
for the first time to evaluate its safety, determine a safe dosage range, and identify side
effects.
In Phase If clinical trials, the study drug is tested in a larger group of people (100 to 300) to
measure its sffectivenass and further evaluate its safety.
In Phase Iil clinical trials, the study drug is tested in large groups of people (1,000 to 3,000)
to confirm its effectiveness, monitor side effects, compare it to approved standard
treatments, and collect information that will allow the study drug to be used safely.
in Phase IV clinical trials, the drug is tested after it has been marketed to collect information
about its effect in various populations and about any side effects associated with long-term
use.

What Happens During a Clinical Tral?

In many trials, if the patient is eligible and agrees o participate through Informed Consent, the
patient is randomized {by chance, like a coin toss} to either receive the current standard treatment, or
the current standard reatment and the study drug regimen. i no standard treatment is available, &
trial may compare the study drug © a placebo, which is similar 10 the study drug, but contains no
active ingredient. During a trial, patients are trested and monitored by 3 team of health care
professionals. This team will give the patient specific instructions about the trial, about more tests,
and additional doctor's visils that might be requirad,

improvement or you experience intolerable

Throughout the clinical t
# rial participation and resume other

al trisl, you come first. fthere s no
side effects, vou and your ph

ysician can decide o discon

ttp://www.usoncology .com/OurServices/Clinical Trials.asp 12/10/2008
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treatment options. Should you do so, your decision will be respected without any effect on future
treatment plans.

Why Do Some Cancer Patients Choose to Participate in Clinical Trials?

Some cancer patients may participate because they are hoping for a possible cure and longer life or
a way to feel better. Others find that the current standard therapies are not optimal for their cancer
and wish to be among the first to participate in a research study and receive an investigational drug.
Whatever the reason, participation could make a difference in a patient's future, as well as in the
lives of future cancer patients.

How Do | Know If | Should Participate in a Clinical Trial?

The decision to participate in a clinical trial is one that only you can make, with the help of your
physician and the people close to you. If you are interested in participating in a clinical trial, you will
be informed of the clinical trial's potential benefits and drawbacks before making your decision. If the
investigational drug is proven to be effective, you may be among the first to benefit. In addition,
through your participation in a research study, you will also be helping future cancer patients.

Are There Risks Involved in Participating?

Because clinical trials are research studies, study drugs may not be better than current standard
drugs or treatments. In addition, you may experience side effects that are worse than those of
current standard drugs and treatments. Also, your health insurance company or managed care
provider may not cover all of the patient care associated with a clinical trial. All of these factors
should be discussed thoroughly with your physician and those close to you before deciding whether
or not to participate in a clinical trial.

Where are the Trials Held?

Many clinical trials may be available right in your own community. Ask your physician for specific
information or search the US Oncology clinical trial list fo find a current US Oncology trial in your
region.

How Do | Learn More About a Specific Clinical Trial?

Through a process called “Informed Consent,” you will learn the key facts about a particular clinical
trial before making a decision about participating. Your doctor will explain the purpose and
requirements of the study, including any potential drawbacks and benefits. If you agree to take part in
the trial, you will be asked to review and sign a form that outlines the study's details prior to
participating.

How Do | Get More Information?
Consult your physician to find out whether or not there is a clinical trial that would be appropriate for
your care. If you are a US Oncology patient, your physician has information on clinical trials that are
being held throughout the company's national research network. Or you can search a list of all
current US Oncology clinical trials for more specific information.
For more details on clinical trial research conducted by the US Oncology network, please click USON
Research.
For definitions of the clinical trial terms used on this site, please click Trial Terms.
Home | Contact Us
Company | Network | Our Services | Career Center | Cancer Resources

Qur Motice of Privacy Practices

US Onclogy Holdings'
distribution facitity in
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Clinical Trials: Questions and Answers

Key Points

Clinical trials are research studies that test how well new medical approaches work in people (see

Question 1).

Every clinical trial has a protocol, which describes what will be done in the study, how it will be
conducted, and why each part of the study is necessary (see Question 4).

Informed consent Is a process by which people learn the important facts about a dlinical frial to

help them decide whether to participate (see Question 86).
Payment of patient care costs in clinical trials varies by health insurance plan and by study (see
Question 11).

What are clinical trials, and why are they important?

Clinjcal trials are research studies that test how well new medical approaches work in people. Each
study answers scientific questions and tries to find better ways to prevent, screen for, diagnose, or
treat a disease. People who take part in cancer clinical trials have an opportunity to contribute to
knowledge of, and progress against, cancer. They also receive up-to-date care from experts.

What are the types of clinical trials?
There are several types of clinical trials:

* Prevention trials test new approaches, such as medications, vitamins, or other supplements
that doctors believe may lower the risk of developing a certain type of cancer. Most prevention
trials are conducted with healthy people who have not had cancer. Some trials are conducted
with people who have had cancer and want to prevent recurrence (return of cancer), or reduce
the chance of developing a new type of cancer.

* Screening trials study ways to detect cancer earlier. They are often conducted to determine
whether finding cancer before it causes symptoms decreases the chance of dying from the
disease. These {rials Involve people who do not have any symptoms of cancer.

*  Diagnostic trials study tests or procedures that could be used to identify cancer more
accurately. Diagnostic trials usually include people who have signs or sym;}toms of cancer.

= Treatment trials are conducted with people who have cancer. They are designed fo answer
specific questions about, and gvaiuate the effectiveness of, a new treatment or a new way of
using 2 standard treatment. These trials test many types of treatments, such as new drugs,
vaceines, new approaches {o surgery or radiation therapy, or new combinations of reatments.,

*  Quality-cf-iife {also called supportive care) trials explore ways to improve the comfort and
quality of ife of cancer patients and cancer survivors. ?ézasa 2&%5 ray gza;é} w&‘;f:} o help
peopls who are %;}g@ ciry it i i
from cancer of fis treatment.

= Genetics studies are sometimes part of another cancer clinics! trial, The f;@ welics component
of the trial may focus on how genetic makeup can sffsct detaction, diaonosis, o m%@ nsg o
cancer freatment

Pagms%mr: and family-based genstic research studies differ from tradiionsl cancer o ?;La%
trigls. In these studies, resea archers look at Yssue or blogd samples, generally ’%wa« farmnifies
%;z‘ga groups of people, to find genelic changes that are associaled with cancer. People w h
participats In genetics studies may or may not have cancer, depending on the study, The feiat

ozl
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of these studies is fo help understand the role of genes in the development of cancer.
3. Who sponsors clinical frials?

Government agendcles, such as the National Cancer Institute (NCY) and other parts of the National

\,;%@/A‘% Institutes of Health (NIH), the Department of Defense, and the Department of Veterans Affairs,
< sponsor and conduct clinical trials. in addition, organizations or individuals, such as physicians,

medical institutions, foundations, volunteer groups, and pharmaceutical companies, also sponsor
clinicat trials,

NCI sponsors a large number of clinical trials and has a number of programs designed to make
clinical trials widely avaitable in the United States. These programs include the following:

* The Cancer Centers Program provides support to research-oriented institutions, including
those that have been designated as NCI Comprehensive or Clinical Cancer Cenders for their
scientific excellence. More information is available in the NCI fact shest The National Cancer
Institute Cancer Cenfers Program, which Is available at

mgu:/!www.cancengov/ggncer‘{opics/factshgeﬂNlecanger«ggntarg on the Internet.

* The Specialized Programs of Research Excellence (SPORES) bring fogether scientists and
researchers to design and implement research programs that can improve prevention,
detection, diagnosis, and treatment of specific types of cancer. More information about
SPORESs is available at http://spores.nci.nth.govlindex. himl on the Internet.

* The Clinical Trials Cooperative Group Program brings researchers, cancer centers, and
doctors together into cooperative groups. These groups work with the NCI to identify important
questions in cancer research, and design and conduct multisite clinical trials to answer these
questions. Cooperative groups are located throughout the United States and in Canada and
Europe. For more information, refer fo the fact sheet NC/'s Clinical Trials Cooperative Group

Program at mtp://ww.cancer‘gcv/cancer{opfcs/fact_s_ngeﬂNC!/clinicaI~tria!s—coogerative—gf_ggg
on the Internet,

* The Cancer Trials Support Unit {CTSU) makes NCl-sponsored phase [li treatment trials
available to doctors and patients in the United States and Canada . Doctors who are not
affiliated with an NCl-sponsored Clinical Trials Cooperative Group (see above) must complete
an application process, which includes credential verification and site preparedness
assessment, to become members of the CTSU's National Network of Investigators, CTSU
members can enroll patients in clinical trials through the program’s Web site, which is located
at hitp/lwww.ctsu.org on the Internet. General information about the CTSU is also available on
the program’s Web site, or by calling 1-888-823-5923.

* The Community Clinical Oncology.Program (CCOP) makes clinical trials available in a large
number of communities across the United States. Local hospitals throughout the country
affifiate with a cancer center or a cooperative group. This affiliation allows doctors to offer
people participation in clinical trials more easily, so they do not have to travel long distances or
leave their usual caregivers. The Minority-Based Community Clinical Oncology Program
focuses on encouraging minority populations to participate in clinical trials. More information
about the CCOP can be found in the NCI fact sheet Community Clinical Oncology Program:
Questions and Answers, which is available at

http:ihwww cancer.govicancertopics/factshest/NCHCCOP on the Internet,

* The National Institutes of Health Clinical Center, a research hospital located in Bethesda,
Marytand, is part of the NIM. Trials at the Clinical Center are conducted by the components of
the NIH, including the NCL The NCI fact shest Cancer Clinical Trials at the Nations! Institutes
of Health Clinical Center: Questions and Answers has more information about the Clinical
Center. This fact sheet Is available at
hito:flwww . cancer.coy canceropics/factshestNClclinical-center on the internet.

4. How are participants protected?

Research with peopls is conducied according o sirict sclentific and ethics! principlss. Every clinical
trial has 3 protocol, or action plan, which acis like & ‘recipe” for conducting the tial. The plan

describes what will be done In the study, how & will be conducted, and why each part of the study is
necessary. The same protocol is used by every docior or research center taking partin

Al clirdcel trials that are federally funded or that evaluate s new drug or medicat devics subject to
Food and Drug Administration regulation must be reviewad and approved by an Instiutional Review
Board {IRB}. Many institutions require that afl clinical trials, regardiess of funding, be reviewed and
approved by a local IRB, The Board, which includes dociors, researchers, community leaders, and
other members of the commurity, reviews the protocol o make surs the siudy is conducted falrly
and participants are not likely 1 be harmed. The IRB ales decides how oftan (o review the trial ance
it has begun. Based on this Information, the IRB dacides whether the dinical tial sh

i ty planned and, i not, whet changes should be mads. An 1B can stop &
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researcher is not following the protocol or if the trial appears to be causing unexpected harm to the
participants. An IRB can also stop a clinical trial if there is clear evidence that the new infervention is
effective, in order to make it widely avallable.

NiH-supported clinical trials require data and safety monitoring. Some clinical trials, especially
phase Il ¢linical trials, use a Data and Safety Monitoring Board (DSMB). A DSMB is an independent
committee made up of statisticians, physicians, and patient advocates. The DSMB ensures that the
risks of participation are as small as possible, makes sure the data are complete, and stops a trial if
safety concemns arise or when the trial's objectives have been met.

5. What are eliglbility criteria, and why are they important?

Each study’s protocol has guidelines for who can or cannot participate in the study. These
guidelines, called eligibility criteria, describe characteristios that must be shared by all participants.
The criteria differ from study to study. They may include age, gender, medical history, and current
health status. Eligibility criteria for treatment studies often reguire that patients have a particular type
and stage of cancer.

Enrolling participants with similar characteristics helps to ensure that the results of the tial will be
due to what is under study and not other factors. In this way, eligibility criteria help researchers
achieve accurate and meaningful results. These criteria also minimize the risk of a person’s
condition becoming worse by participating in the study.

6. What is informed consent?

Informed consent is a process by which people learn the important facts about a clinical trial to help
them decide whether to participate. This information includes details about what is involved, such as
the purpose of the study, the tests and other procedures used in the study, and the possible risks
and benefits. In addition to talking with the doctor or nurse, people recelve a written consent form
explaining the study. People who agree fo take part in the study are asked to sign the informed
consent form. However, signing the form does not mean people must stay in the study. People can
leave the study at any time—sither before the study starts or at any fime during the study or the
follow-up period.

The informed consent process continues throughout the study. If new benefits, risks, or side effects
are discovered during the study, the researchers must inform the participants. They may be asked
to sign new consent forms if they want to stay in the study.

7. Where do clinical trials take place?

Clinical trials take place in doctors’ offices, cancer centers, other medical centers, community
hospitals and clinics, and veterans' and military hospitals in cities and towns across the United
States and in other countries. Clinical trials may include participants at one or two highly specialized
centers, or they may involve hundreds of locations at the same time.

8. How are clinical irials conducted?

Clinical trials are usually conducted in a series of steps, calied phases. Treatment clinical trials

fisted in PDG®, the NCI's comprehensive cancer information database, are always assigned a
phase. However, screening, prevention, diagnostic, and quality-of-life studies do not always have a
phase. Genetics clinical rials generally do not have a phase.

* Phase | trials are the first step in testing a new approach in people. In these studies,
researchers evaluate what dose Is safe, how a new agent should be given (by mouth, injected
into a vein, or injected into the musdls), and how often. Researchers walch closely for any
armful side effects. Phase | tials usually enrell a small number of patients and take placs at
only a few locations. The dose of the new therapy or technique is increased a itls at a fime.,
The highest doss with an accepiable level of side sffects is defermined o be appropriate for
further testing.

*  Phase #l trals study the safely and effecivensss of an agent or intervention, and evaluate how
it affects the human body, Phase 1 siudiss usually focus on a particular type of cancer, and
. indlude fewer than 100 patients,

* Phase Hi tials compare a new agent of infervention (or new uss of 2 standard one) with the
currsnt standard therapy. Paricipants ars randomly assigned fo e standard group or the new
group, usually by computer. This mathod, callsd randomizetion, helps o avoid bias and
ensures that human choicss or other Tactors do not affect the study’s resulis. In most cases,
studles move into phass il testing only afler they have shown promiss in phases L and 11,
Phase U Yals often Indude largs numbers of people soross the countn

* Phase IV vials ars condudied 1o further svaluals the long-term safely and effeciivensss of a
g ¥
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treatment. They usually take place after the treatment has been approved for standard use.
Several hundred to several thousand people may take part in a phase IV study. These studies
are less common than phase |, i, or I trials.

People who participate in a clinical trial work with a research feam. Team members may include
doctors, nurses, social workers, dietitians, and other health professionals. The health care team
pravides care, monitors participants’ health, and offers specific instructions about the study. So that
the trial results are as reliable as possible, it is important for participants to foltow the research
team’s instructions. The instructions may inciude keeping logs or answering questionnaires, The
research team may continue to contact participants after the trial ends.

9. What are some of the benefits of taking partin a clinical triat?
The benefits of participating in a clinical trial include the following:

= Participants have access fo promising new approaches that are often not available outside the
clinical triaf setting.

* The approach being studied may be more effective than the standard approach.

* Participants recelve regular and careful medical attention from a research team that includes
doctors and other health professionals.

* Participants may be the first to benefit from the new method under study.

* Results from the study may help others in the future.

10, What are some of the possible risks assodiated with taking part in a clinical trial?
The possible risks of participating in a cfinical trial include the following:

* New drugs or procedures under study are not always better than the standard care to which
they are being compared.

* New treatments may have side effects or risks that doctors do not expect or that are worse
than those resulting from standard care.

* Participants in randomized trials will not be able o choose the approach they receive,

* Health insurance and managed care providers may not cover all patient care costs in a study.

*  Participants may be required to make more visits to the doctor than they would if they were not
in the cfinical trial,

11, Who pays for the patient care costs associated with a clinical trial?

Health insurance and managed care providers often do not cover the patient care costs associated
with a clinical trial. What they cover varies by health plan and by study. Some health plans do not
cover clinical trials if they consider the approach being studied “experimental” or “investigational.”
However, if enough data show that the approach is safe and effective, a health plan may consider
the approach “established” and cover some or all of the costs. Participants may have difficulty
obtaining coverage for costs associated with prevention and screening dlinical trials: health plans
are currently less fikely to have review processes in place for these studies. It may, therefore, be
more difficult to get coverage for the costs associated with them, In many cases, it helps to have
someone from the research team talk about coverage with representatives of the health plan.

P
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Health plans may specify other criteria a trial must meef o be covered. The trial might have to be
sponsored by a specified organization, be judged “medically necessary” by the health plan, not be
significantly more expensive than treatments the health plan considers standard, or focus on types
of cancer for which no standard treatments are available. In addition, the facility and medical staff
might have to meet the plan’s qualifications for conducting certain procedures, such as bone
marrow transplants. More information about insurance coverage can be found on the NCI's Clinical
Trials and Insurance Coverage: A Resource Guide Web page at

htt;;‘5:’www.cam:eraev!c;iin%ca%tﬁa%s/?eam§ng§nsurance~covefag§ on the Internet.

Many states have passed legislation or developed policies requiting health plans fo cover the coste
of certain clinical trials. For more information, visit the NCVs Web site at
%‘sﬁs:fﬁwﬁfa»ces;s&r.G&%g!eﬁmca%ﬁi&%s;ée%febi}mez’z@s’%aws»abwi linical-frial-costs on the Infernst,

Federal programs that help bay the costs of care in a dlinfcal Hal includs those Hstad beiow:

*  Medicare reimburses patient care costs for iis beneficlaries who participate i clinical triak
desigried to diagnose or eat cancer. Information about Medicare coverage of clinical rials is
avaiiable at htip/hvwe.medicars ooy on the Inte t, or by calling Medicare's iol-frae number

for beneficiaries st 1-800-633-4227 {1-800-MEDICARE). The foli-free number for fhe heating
impalred is 1-877-488-2048, Also, the NCI fact shest More Choices in Cancer Care:
Information for Beneficiaries on Medicare Coverage of Cancer Clinfoal Trials s available at
htodiveww cancer.govicanceriopios/facisheetsunnort/im vicare on the Intemnet.
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{including screening and early detection) and treatment frials. Additional information is
available in the NCI fact sheet TRICARE Beneficiaries Can Enter Clinical Trials for Cancer
Preventior and Treatment Through a Department of Defense and National Cancer nstitute
) Agreement. This fact sheet can be found at
- hitp/www.cancer.gov/cancertopicsifactshest/NCI/TRICARE on the Internet,

* The Department of Veterans Affairs (VA) allows eligible veterans fo participate in NCI-
sponsored prevention, diagnosis, and treatment studies nationwide. All phases and types of
NCl-sponsored trials are included. The NCI fact sheet The NCI/VA Agreement on Clinical
Trials: Questions and Answers has more information. It is available at
hitp:/iwww.cancer.govicancertopics/factsheeUNCI/VA-dlinical-trials on the Internet.

12, What are some questions people might ask their health care provider before entering a clinical trial?

Itis important for people to ask questions before deciding to enter a clinical trial. Questions people
might want to ask their doctor or nurse include the following:

The Study

*  Whatis the purpose of the study?

* Why do the researchers think the approach being tested may be sffective? Has it been tested
before?

*  Who is sponsoring the study?

*  Who has reviewed and approved the study?

*  What are the medical credentials and experience of the researchers and other study
personnel?

* How are the study results and safety of participants being monitored?

*  How long will the study last?

*  How will the results be shared?

Possible Risks and Benefits

What are the possible short-term benefits?

What are the possible long-term benefits?

What are the short-term risks, such as side effects?

What are the possible long-term risks?

What other treatment options are available?

How do the possible risks and benefits of the trial compare with those of other options?

= % x % = =

Participation and Care

= What kinds of treatment, medical tests, or procedures will the participants have during the

study? How often will they receive the treatments, tests, or procedures?

Will treatments, tests, or procedures be painful? If so, how can the pain be controlled?

How do the tests in the study compare with what people might receive outside the study?

Will participants be able to take their regular medications while in the clinical trial?

Where will the participants receive their medical care? Will they be in a hospital? If so, for how

fong?

Who will be in charge of the participants’ care? Will they be able to see their own doctors?

*  How long will participants need to stay in the study? Will there be follow-up visits after the
study?

s % w o=
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Personal lssues

How could being in the study affect the participants’ daily ves?
What support is avallable for participants and their families?
* Can potential participants talk with people already snrolied in the study?

Cost lssuss

= Will participanis haves fo pay for any treatment, tests, or oiher charges? If so, what will the
approximate charges be?

* Whatis heatth insurance likefy to

* Who can help answer qusstions fom the insurance company or health plan?

=
o

What happens when & clinica! trial is over?

After g clinical tial is complsted, the researchers look carefully at the dats collected durn
before making dedisions ebout the meaning of the firctings and further testing. Aflera p
irial, the researchers decids 1 15 move on io the next phase, or stop tesfing the ag
intervention bacause it was nof safs or effective. When 2 phase 1 g ompletad the
researchers ook af the data and decids whether the resufis have medical importance,
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The results of clinical trials are often published in peer-reviswed, scientific journals. Peer review is a
process by which experts review the report before it is published to make sure the analysis and
conclusions are sound. If the results are particularly important, they may be featured by the media
and discussed at scientific meetings and by patient advocacy groups before they are published.
Once a new approach has been proven safe and effective in a clinical tial, it may become standard
practice. (Standard practice is a currently accepted and widely used approach J

The National Library of Medicine's Web site offers links to resources for finding the results of dlinical
trials. It indudes information about published and unpublished results. This resource can be found
Jih.goviservices/ctresulis. hinl on the Internet,

14, Where can people find more information about clinical trials?

In addition to the resources described in Question 3, people interested in taking part in a clinical trial
should talk with their health care provider. Information about cancer clinical trials is also available
from the NCI's Cancer Information Service (CIS}. Information specialists at the CIS use PDQ to
identify and provide detailed information about specific ongoing clinical tials. PDQ includes all NCI-
funded clinical trials and some studies conducted by independent investigators at hospitals and
medical centers in the United States and Europe,

People also have the option of searching for clinical trials on their own. The clinical trials page of the
NCI's Web site, located at hitp:/iwww.cancer.govidinicaltrials/ on the Internet, provides Information
about dinical trials and links to PDQ. Another resourcs is the NIiH's ClinicalTrials.gov Web site.
ClinicalTrials.gov lists clinical trials sponsored by the NiH, other Federal agencies, and the
pharmacsutical industry for a wide range of diseases, including cancer and other conditions. This
site can be found at httpy/clinicaltrials.qov on the Intemet.

#H##

Related Resources

Publications (available at m:llwww.ganceLgovlggblications}

* National Cancer Institute Fact Sheet 1.2, The National Cancer institute Cancer Centers Program

* National Cancer Institute Fact Sheet 1.3, Community Clinical Oncology Program: Questions and
Answers

* National Cancer Institute Fact Sheet 1.4, NCI's Clinical Trials Cooperative Group Program

* National Cancer Institute Fact Sheet 1.13, TRICARE Beneficiaries Can Enter Clinical Trials for Cancer
Prevention and Treatment Through a Department of Defense and National Cancer Institute Agreement

* National Cancer Institute Fact Sheet 1.17, The NCI/VA Agreement on Clinical Trials: Questions and
Answers

* National Cancer institute Fact Sheet 1.22, Cancer Clinical Trials at the National Institutes of Health
Clinical Center: Questions and Answers

*  National Cancer Institute Fact Sheet 8.14, More Choices in Cancer Care: Information for Beneficiaries
on Medjcare Coverage of Cancer Clinical Trials

*  Taking Partin Clinical Trials: What Cancer Patients Need To Know

*  Taking Partin Clinical Trials; Cancer Frevention Studies

National Cancer Instifute (NCI) Resources

Cancer Information Service (toll-free)
Telephone: 1-800-4-CANCER { 1-800-422-5237%
TTY: 1-800~332-8615

Online
NCI's Web site: hifp/fwww.canoer.oov
LiveHelp, NCi's live onfine assistance:
bipsi/icissecure nolnih goviiivehelolyelcome.as
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The Access To Cancer Clinical Trials Act of 2009 (Rep. Sue Myrick)

January 30th, 2009

Clinical trials are so critical for patients and or medical research, yet many patients find that their health insurance won'’t cover the rest of their
routine cancer treatment if they decide to enroll in clinical trials. We’re not asking insurance companies to pay for clinical trials. This bill
simply state that insurers must continue to pay for routine treatments — that they would be paying for regardless — if patients enroll in a
clinical trial.

No patient should ever have to fear exploring all treatment options at the cost of losing coverage. We should be encouraging participation in

clinical trials, not discouraging it by removing coverage for routine care. Were it not for patients who have enrolled in past trials, the medial
advancements we’ve experienced toward finding a cure for cancer would not be possible.
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