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Senator Bettye Davis

SB 10 - Cancer Clinical Trials

“An Act requiring health care insurers to provide insurance coverage for medical care received by a patient during certain
approved clinical trials designed to test and improve prevention, diagnosis, freatment, or palliation of cancer; directing the
Department of Health and Social Services to provide Medicaid services to persons who participate in clinical trials; relating to
experimental procedures under a state plan offered by the Comprehensive Health Insurance Association; and providing for an
effective date.”

SPONSOR STATEMENT

Clinical trials are research studies that test how well new medical approaches work in patients.
Each study answers scientific questions and tries to find better ways to prevent, screen for, diagnose, or
treat disease. Patients who take part in cancer clinical trials have an opportunity to contribute to the
knowledge of, and progress against cancer. They also receive state-of-the art treatment from experts in
the field. The National Cancer Institute, as part of the U.S. National Institutes of Health, reports 6,000
cancer trials in the United States any one time. They include trials in prevention, screening, diagnosis,
treatment, quality-of-life, and genetic studies.

SB 10 removes important barriers to the participation of patients in cancer clinical trials in Alaska.
It requires that applicable 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. Medicare, the VA and military insurance already cover the benefits that SB
10 provides. Currently Alaska health plans may exclude coverage for routine patient-care costs while a
patient with cancer is enrolled in a clinical trial. Providers of health care plans often conclude that money
is saved by excluding care while patients participate in clinical trials. But these patients, if not enrolled in
clinical trials, will continue to receive conventional therapy at roughly the same or slightly increased
costs.

Over 2600 Alaskans are diagnosed with cancer each year. In FY 2007 an estimated 4,600 patients
received cancer treatments through Alaska’s Medicaid program at a cost of $21.5 million. The average
payment per beneficiary was about $4,675. The federal government reimburses the state at about 50% of
the total costs. Without in-state facilities and support of clinical trials participants in Alaska currently
have to travel out of state, increasing the cost of non-emergency transportation which is about 3% of total
Medicaid costs.
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Studies have shown that only 2% to 3% of adult cancer patients and less than 0.5% Medicare
patients enroll in clinical trials of the approximately 20% who are eligible -largely due to fear of
denial of insurance. A recent study found only slight increase in treatment costs for adult clinical trial
patients compared to nonparticipants, $35,418 versus $33,248 or about 6.5% increase in costs for clinical
trial participants compared to nonparticipants. Even if enrollment was increased to the full 20%, it is
unlikely that these numbers will significantly impact overall costs to health plans. See National
Conference of State Legislatures, “Clinical Trials: What are States Doing? February, 2009 Update,”

www.ncsl.org/programs/health/clinicaltrials.htm.

Twenty-three or more states have passed legislation or instituted special agreements requiring
health plans to pay the cost of routine medical care patients receive while participating in clinical
trials. Passage of SB 10 will result in more successful outcomes in cancer treatments in Alaska, increase
retention of patients in Alaska for their cancer care, and also, after full implementation, result in cost
savings in the short and long term.

A description of “The Access to Cancer Clinical Trials Act of 2009” H.R. 716, 111™ Congress 2009-
2010, (Rep. Sue Myrick) per “The Hill’s Congress Blog” January 30, 2009 sums up to a large extent what
SB 10 is attempting to do:

“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 states
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 medical advancements we’ve
experienced toward finding a cure for cancer would not be possible.”
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LEGAL SERVICES

DIVISION OF LEGAL AND RESEARCH SERVICES
LEGISLATIVE AFFAIRS AGENCY

MEMORANDUM April 17, 2009

SUBJECT: Mandatory health care insurance coverage for clinical tnals for
cancer (CSSB 10(HSS), Work Order No. 26-LS0073\S)

TO: Senator Bettye Davis
Attn: Thomas Obermeyer

FROM: Dennis C. Bailey AXA
Legislative Counsel

You have requested a sectional summary of the above-described bill.

As a preliminary matter, note that a sectional summary of a bill should not be considered
an authoritative interpretation of the bill and the bill itself is the best statement of its
contents. ‘

Section 1. Requires health care insurers to cover approved clinical trials for cancer if
there is no clearly superior noninvestigational treatment alternative, and available clinical
or preclinical data provide a reasonable expectation that the treatment in the clinical trial
will be at least as efficacious as any noninvestigational alternative; identifies the items
that must be included in and excluded from the required coverage; makes coverage for
clinical trials subject to standard policy provisions that are applicable to other benefits;
and defines the meaning of an approved clinical trial.

Section 2. Allows the state health insurance plan provided by the Comprehensive Health
Care Insurance Association to include clinical trials related to cancer in its minimum
standard benefits.

Section 3. Requires the state Medicaid program to cover clinical trials related to cancer.
Section 4. Gives the Act a January 1, 2010, effective date.
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FISCAL NOTE

STATE OF ALASKA . Fiscal Note Number;
2010 LEGISLATIVE SESSION Bill Version: CSSB10 (HSS)
(’ {) Publish Date:
Identifier (file name): SB10CS(HSS)}-CED-INS-3-2-10 Dept. Affected: DCCED
Title Medicaid/Insurance for cancer clinical trials RDU Insurance (116)
Component Insurance
Sponsor Senator Davis
Requester Senate Health and Social Services Component Number 354
Expenditures/Revenues {Thousands of Dollars)
Note: Amounts do not include inflation unless otherwise noted below.
Appropriation
Required information
OPERATING EXPENDITURES FY 2011 FY 2011 FY 2012 | FY 2013 FY 2014 FY 2015 FY 2018
Personal Services
Travel
Contractual
Supplies
Equipment
Land & Structures
Grants & Claims
Miscellaneous
TOTAL OPERATING 0.0 0.0 0.0 0.0 0.0 0.0 0.0
[CAPITAL EXFENDITURES [ [ ! l 1 l I
[CHANGE IN REVENUES ( ) | | l | 1 i l
FUND SOURCE {Thousands of Dollars)
1002 Federal Receipts
- 1003 GF Match
(_ 1004 GF
1005 GF/Program Receipts
1037 GF/Mental Health
Other Interagency Receipts
TOTAL 0.0 0.0 0.0 0.0 0.0 0.0 0.0

Estimate of any current year (FY2009) cost:
POSITIONS

Full-time

Part-time

Temporary

ANALYSIS:  (Attach a separate page if necassary)

This bill requires companies that offer health care insurance in Alaska cover routine patient care costs incumred by a
patient enrolled in an approved clinical trial related to cancer. The coverage provided must include the costs of
prevention, diagnosis, treatment, and palliative care of cancer. The health care insurer is required to provide coverage
under this section only if the patient's treating physician determines that there is no clearly superior non-investigational
treatment alternative; and available clinical or preclinical data provide a reasonable expectation that the treatment
provided in the clinical trial will be at least as efficacious as any non-investigational alternative.

Prepared by:  Linda S. Hall, Director Phone 907-269-7900
Division Insurance Date/Time 3/2/10 10:48 AM
Approved by: Emil R. Notti, Commissioner Date 3/2/2010

( Commerce, Community, and Ecopomic Development
(Revised %10/2008 OME} Page 1 of 1
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STATE OF ALASKA

FISCAL NOTE

2009 LEGISLATIVE SESSION

Identifier (file name):

$8010-DHSS-MS$-02-11-09

Fiscal Note Number:
Bill Version:

() Publish Date:

Dept. Affected:

Title Medicaid/Insurance For Cancer Clinical Trials

RDU

Component

Sponsor

Davis

Requester

Senate HSS

S8 010

Health & Spcial Services

Health Care Services

Medicaid Services

Component Number

Expenditures/iRevenues

{Thousands of Dollars)

2077

Note: Amounts do not include inflation unless otherwise noted below.

Appropriation
Required

Information

OPERATING EXPENDITURES

FY 2010

FY 2010 FY 2011

EY 2012

FY 2013

FY 2014

FY 2015

Personal Services
Travel
Contractual
Supplies
Equipment

Land & Sfructures
Grants & Claimsg
Miscelianeous

TOTAL OPERATING

0.0

0.0 0.0

0.0

0.0

0.0

0.0

[CAPITAL EXPENDITURES

{

ICHANGE IN REVENUES {

I

FUND SOURCE

(Thousands of Dollars)

1002 Federal Receipts

1003 GF Match

1004 GF

1005 GF/Program Receipts
1037 GF/Mental Health
Other Inferagency Receipts

TOTAL

0.0

6.0 0.0

0.0

0.0

0.0

0.0

Estimate of any current year (FY2009) cost:

POSITIONS

0.0

Fulltime
Part-time
Temporary

related to cancer.

ANALYSIS:  (Attach a separate page i necessary}

SB 010 amends the Medicaid statute (AS 47.07.030} to add a new subsection (&) that requires the program to pay
for Medicaid covered services for Medicaid recipients even when provided as part of an approved clinical trial

The biil would be effective on January 1, 2010. it is not expected to result in an increase in Medicaid expenditures
as Medicaid already covers these services.

Prepared by: Willlam J. Streur, Deputy Commissioner

Division Health Care Services

Approved by:  Alison Elgee, Assistant Commissioner

DHSS Finance Management Services

(Revised &10/2008 OMB)
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Phone 907-269-7827

Date/Time 2/10/08 12:00 AM

Dats 2/11/2009
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FISCAL NOTE'

STATE OF ALASKA . " Fiscal Note Number:

2009 LEGISLATIVE SESSION Bill Version: $810
" {) Publish Date:

ldentifier (file name): SB1Q-CED-INS-2-4-09 Dept. Affected: DCCED
Title Medicaid/Insurance for cancer clinical irials RDU Insurance (116)
Component Insurance

Sponsor Senator Davis
Requester Senate Health and Social Services Component Number 354

Expenditures/Revenues {Thousands of Dollars)

Note: Amounts do not include inflation unless otherwise noted below.
Appropriation
Required Information
QPERATING EXPENDITURES FY 2010 FY 2010 FY 2011 FY 2012 FY 2013 FY 2014 FY 2015
Personal Services
Traved
Contractual
Supplies
Equipment
Land & Structures
Grants & Claims
Miscellaneous
TOTAL OPERATING 0.0 0.0 0.0 0.0 0.0 0.0 0.0

[CAPITAL EXPENDITURES [ [ T I I | | B

[CHANGE iN REVENUES ( ) 1 [ | { | | b 3

FUND SOURCE {Thousands of Dollars)
1002 Federa! Receipts
1003 GF Match

1004 GF

1005 GF/Program Receipts
1037 GF/Mental Health

Other Interagency Receipts
TOTAL 0.0 0.0 0.0 0.0 0.0 0.0 0.0

Estimate of any current year (FY2008) cost:

POSITIONS
Full-time
Part-time
Temporary

ANALYSIS: {Aftach a separate page if necessary)
This bill requires companies that offer health care insurance in Alaska cover routine patient care costs incurred by a

patient enrolled in an approved clinical trial related to cancer. The coverage provided must include the costs of
prevention, diagnosis, treatment, and palliative care of cancer. The heaith care insurer is required to provide coverage
under this section only if the patient's treating physician determines that there is no clearly superior non-investigational
treatment alternative; and available clinical or preclinical data provide a reasonable expectation that the treatment
provided in the clinical trial will be at least as efficacious as any non-investigational alternative.

Prepared by: Linda S. Hall, Director Phone 307-269-7900
Division Insurance Date/Time 2/4/09 10:48 AM
Approved by: Emil R. Notti, Commissioner Date 2/4/2008

Commerce, Community, and Ecenomic Development

1Rensed ¥ 02008 SME) Page 1of 1
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LEGAL SERVICES

DIVISION OF LEGAL AND RESEARCH SERVICES

| . LEGISLATIVE AFFAIRS AGENCY
3 (— (907) 465-3867 or 465-2450 STATE OF ALASKA State Capitol
FAX (907) 465-2029 Juneau, Alaska 99801-1182
s Mail Stop 3101 Deliveries to: 129 6th St., Rm. 329
MEMORANDUM March 9, 2010
SUBJECT: Clinical trials; fraternal benefit societies (CSSB 10(HSS))

{(Work Order No. 26-LS0073\S)

TO: Senator Bettye Davis
Chair of the Senate Health and Social Services Committee
Attn; Thomas Obermeyer

FROM: Dennis C. Bailey A%
Legislative Counsel

You asked for an explanation of a fraternal benefit society, which is excluded from the
application of proposed sec. 21.42.410 under sec. 21.42.410(f).

( : A fraternal benefit society is described and regulated under AS 21.84. A fraternal benefit
society is defined in AS 21.84.900, which provides:

(7) "fraternal benefit society” means an incorporated society, order, or
supreme lodge, without capital stock, including one exempted under
AS 21.84.700(a)(2), whether incorporated or not, that is conducted solely
for the benefit of its members and their beneficiaries and not for profit,
that is operated on a lodge system with ritualistic form of work, that has a
representative form of government, and that makes provision for the
payment of benefits under this chapter;

The following highlight the statutory sections relating to fraternal benefit societies. A
| fraternal benefit society:
: e Must have a representative form of government, AS 21.84.005.

o Operates for the benefit of its members and their beneficiaries providing (1) death
benefits, (2) endowment benefits, (3) annuity benefits, (4) temporary or
permanent health care benefits, (5) hospital, medical, or nursing benefits,
{6) monument or tombstone benefits, and (7) certain life insurance benefits.
AS 21.84.015, AS 21.84.201.

e Operates for a social, intellectual, educational, charitable, benevolent, moral,
fraternal, patriotic, or religious purpose for the benefit of its members or others.
The purposes may be carried out directly or through subsidiary or affiliated
corporations. AS 21,84.015.

Must have 500 initial applicants (AS 21.84.080 and 21.84.090) and must maintain
400 members. AS 21.84.530.

S
*
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Senator Bettye Davis
March 9, 2010

Page 2

Applicants pay premiums for the benefits. AS 21.84.090.

May be converted to a mutval life insurance company under certain
circumstances. AS 21.84.195.

Shall issue a benefit contract to the contract owner describing the benefits
provided. AS 21.84.255.

Is subject to many of the laws applicable to insurance companies. AS 21.84.335,
Are included in the definition of a health care insurer. AS 21.54.500.

Fraternal benefit societies are excluded from many of the mandatory health care benefits
set out in AS 21.42. I do not know the reasons for these exclusions, but I presume the
decision is a policy decision to treat fraternal benefit societies differently because they
are non-profit organizations, they are relatively small in number and in size, and they
provide benefits only to their members.

I routinely recommend that sponsors of bills that regulate insurance confer with the
Division of Insurance to take advantage of the division's expertise. The division may
have additional information concerning the workings of fraternal benefit societies.

If I may be of further assistance, please advise.

DCB:ljw
10-141.jw
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Clinical Trials

Page Options

& Pript This Page
3 E-Mail This Document

Quick Links

Diractor's Comer
Dictipn f Cancer Te
NCI Drug Dictionary
Funding Opportunities
NC| Publicationg

Advisory Boards and Groups

Sclence Servin le
Espafiol

) . &
Postod: 12/19/2002 Updated: 12/03/2009

Page 1 of 2

In English | En espafiol

';

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

Links on this page

* Use this map or this alphabetical ligt.

Overview of the issue.
* Other resources.

Map (click on a blus-highlighted stale/location to see the law or agreement and its key provisions)

| Questions about cancer?

= 1-300-4-CANCER

NCI Highlights

Restructuring the NCI
Clinical Trials Fntecprise

Clinical Trials Reporting

Program,

Coordinatin nfer
Clinical Trial

States Requiring Coverage

of Clinical Trial Costs

Information by State (all States)

Alabama Indiana Nebraska Rhode Island
Alaska lowa Nevada South Carolina
Arizona Kansas New Hampshire South Dakota
Arkansas Kentucky New Jersey Tennessee
California Louisiana New Mexico Texas

Colorado Maine New York Utah 4
Connecticut Marviand North Carolina Vermont
Delaware Massachuselts North Dakota Virginia

Florida Michigan Chig Washington
Geomia Minnesota Cklahoma Washingion, D.C.
Hawait Mississippi Qregon West Virginia
Idaho Missouri Pennsylvania Wisconsin

lllinois Montana Puerto Rico Wyoming

Overview of the issue

"Routine palient care costs” are the usual costs of medical care, such as doctor visits, hospital stays,
clinical laboratory tests, x-rays, etc., that you would receive whether or not you were participating in a
clinical trial. Some health plans don't cover these costs once you join a trial, even though studies have
shown that they are not appreciably higher than costs for patients who are not enrolled in trials. (See Cost
of Chinical Trials.)

3/11/2010




States Requiring Coverage of Clinical Trial Costs - National Cancer Institute Page 2 of 2

Lack of such coverage is a significant barier to many patients who might otherwise enroltin a trial. Lack of
coverage also makes it harder for researchers to successfully conduct trials that could improve prevention
and treatment options.

These laws and agreements do not cover the research costs associated with the conduct of the tnial, such
as tests purely perforred for research purposes. [n most cases, such costs would be paid for by the group
sponsoring the trial, such as the National Cancer Institute or a pharmaceutical company.

For more of an overview, see Clinical Trials and Insurance Coverage: A Resource Guide.
Other Resources

* To find specific trials in PDQ - the National Cancer Instilule's database of ongoing cancer clinical trials
- go to the PDQ search page.

* To understand the basics of dlinical trals, please see the variety of articles listed in the Educational
Materials About Clinical Trials section of this Web site. Of particular interest might be What Is a Clinical
Trial?

* Another resource is NCI's State Cancer Legislative Dalabase Program.

~ Back to Top
NCI Home | Text-Only Version | Contact Us | Policies | Accessibility | RSS | \flewing' Files | FOIA | Site Help | Site Map

A Service of the National Cancer Institute

@4 @ Ushoo

4038
http://www.cancer.gov/clinicaltrials/ctlaws-home 3/11/2010



e Clinical Trials

Primer

Clinical trials are essential gateways to developing better tools for cancer prevention, detection, treatment and care. The
research conducted through clinical trials helps move scientific discoveries from the laboratory into new therapies that
can be used at the bedside to improve the quality of patient care. Yet consistently low enroliment of adults in clinical
trials, particularly among racial and ethnic minority groups and low income groups, delays our progress.

} American
] Lancer
Z

Society®

:

This slows the pipeline for bringing new cancer advances to patients.

What is a clinical trial?

A clinical trial is aresearch study that answers specific questions about the safety and effectiveness of new drugs and treatments
developed to address serious illness like cancer. Carefully conducted clinical trials are the fastest and safest way to find new
vaccines, early detection tests, treatments, and therapies that support improved quality of life. There are no placebos in clinical
trials for cancer treatment. Typically, researchers use trials to compare a new approach or agent to the most effective, standard
therapy. Clinical trials may take place at a local hospital, university, cancer center, military or veteran’s hospital, or even a
physician’s office.

Who sponsors clinical trials?

There are many different potential sponsors of clinical trials, including the federal government and drug or medical device
_ companies. Many different agencies within the federal government such as the National Institutes of Health, the National Cancer
Institute, and the Department of Veteran Affairs sponsor clinical trials.

Who is eligible for a clinical trial?

Each clinical trial has established protocols that identify patient eligibility requirements, all.of which depend on the purpose of the
particular study. Patients whose standard therapy is ineffective or patients for whom standard therapy may induce serious health
risks may wish to seek treatment in a clinical trial.

Who pays for aclinical trial?

The trial sponsor (e.g., a drug company) generally pays for the investigational drug/treatment and any research-related costs such
as data collection and analysis. Therefore, the only portion of the clinical trial that is not paid for by the sponsor is patient care
costs—the costs for the care that a patient would receive whether they were receiving standard care or care provided through a
clinical trial. Insurance coverage for patient care costs in clinical trials varies considerably across the country.

Why do so few patients enroll in clinical trials?

While about 20% of cancer patients in any given year meet eligibility requirements for participation in active clinical trials, fewer
than 5% of all adult cancer patients actually enroll in a clinical trial. People with low income, the elderly, racial/ethnic minorities,
women, and those living in rural areas represent the smallest percentage of clinical trials participants.

Many barriers to trials participation have been identified, including:

e  Concerns about health insurance coverage for patient care costs in clinical trials

» Insufficient information, education and outreach directed toward healthcare professionals and their patients regarding
the availability and location of cancer clinical studies

/ e DPatient or family misunderstanding or fear about participating in a clinical trial

® Doctor does not recommend clinical trial participation to patient

February 2010 1
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What is the clinical trials process?

Traditionally, there are four phases of
clinical trials. In phases one through
three, the clinical trial enrolls
progressively more participants—
phase one trials involve only a
handful of participants while phase
three trials may involve thousands of
individuals at multiple trials sites.
New drugs or treatments must
progress through each phase to
establish safety and efficacy before
they can be approved for broad use in
the market. The fourth phase of a
clinical trial takes place after the new drug or treatment has been released to the general public to continue monitoring the
product and its effects in the broader population.

CLINICAL STUDIES

aned New Grug" Application witii Fﬂ___r'ri

ATLEASTSYEARS .

Are there different types of clinical trials?

Yes. There are four main types of cancer clinical trials: prevention, detection, treatment, and those focused on symptom

_ management and other aspects of care supporting quality-of-life. Prevention trials are designed to evaluate cancer-causing

( behavior or anti-cancer development. Detection trials test new methods for detecting cancer in the disease’s earliest stage.

_. Treatment trials, the most common type of cancer clinical trial, test new and emerging therapies for cancer patients. Lastly,
quality-of-life trials look at ways to increase the comfort and well-being of cancer patients.

How can patients find the right clinical trial for them?

They can contact the American Cancer Society at 1-800-ACS-2345 or by visiting www.cancer.org to get assistance in finding trials
for which they may be eligible through its clinical trials matching service. The Society and the Coalition of Cancer Cooperative
Groups joined forces to provide information to patients seeking clinical trials. After providing some demographic, clinical, and
geographic information, the Society can provide information about available trials.

Why are some patients afraid of participating in a clinical trial?

One huge misconception about cancer clinical trials is that trial participants are treated like “guinea pigs.” This is not true. Just
as with standard care, individuals may have side effects or experience complications from treatments in trials, but great care and
consideration goes into the health and safety of clinical trial participants in trial design and implementation. Participants also
may drop out of the study at any time if they chose to do so.

Sponsors of clinical trials are monitored by several federal agencies to ensure participant safety, including the Office of Human
Research Protections (OHRP} and the Food and Drug Administration (FDA}. Trials are monitored closely at ail times. For
example, each Phase I1] trial is required to have a Data Safety Monitoring Board, which has the power to prematurely terminate a
trial should the experimental therapy prove more effective than the standard therapy, or alternatively halt the trial immediately if
significant adverse events arise. Each trial is responsible for meeting the Code of Federal Regulations for the Protection of Human
Subjects and ensuring the safety of clinical trial participants. In order to do this, the trial must receive approval from an
institutional review board (IRB).

How has clinical trial research help us win the cancer fight?

+ Cancer clinical trials have been dramatically successful in delivering progress for childhood cancer survival rates. Since 1960,
| mortality rates for all children with cancer have decreased 62%. Specifically, the survival rate for children with acute lymphocytic
leukemia, the most commeon leukemia in children, has increased from 4% to approximately 80%.

Febmary 2010 2
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The Costs of Patient Care

Numerous studies show that patient care in clinical trials costs approximately the same as care delivered in standard
therapy. In some cases, because the third-party payer is not billed for the drug or treatment under investigation, care ina
clinical trial can actually cost less than the care delivered in standard therapy.

Costs of patient care provided in a clinical trial are comparable to the costs of standard therapy.

Several studies on the costs of cancer clinical trials have been published in respected peer-reviewed
publications.

* A pilot study conducted by the American Association of Cancer Institutes (AACT) showed that the total mean direct
medical charges for patients enrolled in a clinical trial were Jess than the charges for patients receiving standard therapy.

* A December 2001 Journal of Clinical Oncologyarticle similarly found that some clinical trials may actually result in Jower
patient care costs. In addition, in cases where trials resulted in modest increases in patient care costs, the anthors
concluded that these costs were justified by the benefits that clinical trials bring to all patients.?

¢ The Mayo Clinic has found that the cost of care for patients enrolled in clinical trials is often little more than for patients
who received standard therapy.®

* Authors of a study conducted at Kaiser Permanente found that the cost of medical care for enrollees in clinical trials
without bone marrow transplant were no higher than for patients who were not enrolled in a trial. Kaiser further states,

“Kaiser has been participating in cancer clinica} trials without substantial increases in the direct costs of medical care.”™

+ The most comprehensive study yet, published in 2003, also confirmed that there are only slightly higher patient-care

costs associated with treating patients in cancer clinical trials compared to treating similar patients outside of trials.>

Some esteemed hospitals and universities have also conducted cost analysis studies.

C, * A study at Memorial Sloan-Kettering Cancer Center in New York City showed that the overall average cost of treating
clinical trial patients was 17% Jess than treating patients receiving standard care.®
* A study conducted at the Karmanos Cancer Center in Detroit showed that the 6-month costs for treating advanced lung
cancer were an average $1,400 less for patients enrolled in a clinical trial.”

The Institute of Medicine has also concluded that the cost impact of providing coverage for routine patient
care costs is likely to be “quite small.”® According to IOM, this is because:

® Reimbursement costs are limited to the cost of “standard care” which would be covered if the patient were not enrolled
in the trial.

e Approximately 20% of adult cancer patients are eligible to participate in a clinical trial and approximately 3% of cancer
patients actually do. Even if enrollment increased to the full 20% of eligible patients, it is unlikely that this would
significantly impact averall costs to health plans.

* Through clinical trials, we will be able to also identify ineffective treatments, which could save health plans money and
will benefit the nation as a whole.

Mandating coverage of routine care costs in clinical trials causes premiums to increase by less than 1%.

In general, mandates can potentially raise premiums. However, each mandate is different. Mandating that insurers pay for rou-
tine care costs in clinical trails has a minute effect on premiums. For instance, the Council for Affordable Health Insurance found
that mandating coverage of routine care costs in clinical trials increased health insurance premiums by less 1%. There are several
reasons for this.

¢ A small number of people enroll in clinical trials—roughly 3% of adult cancer patients.
+ Routine care costs have been found to be, at most, marginally higher than care costs associated with standard treatment.

Sources:
1. Bennett CL, Stinson T]. Viogel V. ecal Evlhnﬁn‘rhe&:mu‘llimpldo(d.iniﬂ!u‘llli'nOnmln‘y'Mbﬁmlp]nlﬁﬂyhndumﬁmﬂm&lmwﬁmmmwmmmmwhht}'Cﬁ:w
2000:18:2005-10.
mmmmnmm%mﬂmmmp Cinical trials: Are they a poact tary? Oy Glocod 2001:19-4330-5.
s W-WJLMS&SIGBIIA.GHI patients in clinical triafs & popolation-besed sudy. JA Cencer st 1993:51:847-53.
BH. Fehrenbacher 1, Gruskin EP, hymcmdmhmmuhmdmnlmﬂ\hd&nwhdmm
&mmmmwmm&wﬁ.mhm ML, Schonlaw M. Weeks JC, Kuplan R, Escarce Jl. Incremental treatrent costs i National Cancer institute-sponsored clinical brialy. JAA 2003 185 2970-76.
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gWhat is a Clinical Trial?

A 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 enrolfed in some kind of trial. A ten percent drop in breast cancer mortality for
wormen 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, dinical 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 overalf costs to health plans;!

Insurance Coverage for Clinical Trials

Typically, when a patient enrolls In a cfinical trial, the cost of tests, procedures, drugs and any research activity directly associated with
the investigation, are covered by the group sponsoring the trai, 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 soeme or all of the costs of "routine patlent care," such as the doctor visits, hospital stays, tests and x-rays, that a patient
would normaily recelve whether or not they were enrolled In a trial.

A growing number of states have passed legislation or instituted special agreements requiring health plans to pay the cost of the routine
medical care a patlent recelves as a participant In a clinical trial.

Advantages:

For cancer patients, properly designed and conducted clinical trials represent an important therapeutic option, as wel as a critical means
of advancing medical knowledge. Lack of insurance coverage is a barrier to patients who might ctherwise participate. Sixty percent of
patients in ene survey cited fear of insurance denial as a major reason for not participating in ciinical trials. And finaily, a recent study

found only a slight Increase in treatment costs for adult clinical trial patfents‘compared to nonparticipants--$35,418 versus $33,248.2

Some large HMQs have computed costs assocfated with patients in clinical trials. Kaiser Permanente discovered the cost of medical care
far enrollees In clinical trials that haven't had bone marrow transplant were no higher than for patients who were not enrolied in a tral.
The Kaiser report further states, “Kaiser has been participating in cancer clinical trials without substantial increases in the direct costs of
medical care.”3

Researchers at the Mayo Clinic found that patient care costs for those enrolled in clinical trials is only slightty more than for patients who
received standard therapy protocols."

The Institutes of Medicine has also found the foilowing:
-The reimbursement costs are limited to the cost of "standard care” which would be covered if the patient were not enrolled in the trial;1

-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 enroli, Even If enrellment was increased to the full 20 percent,
it is unlikely that these numbers will significantly impact overall costs to health plans;*

~Through dinical trials, we will be able to identify ineffective treatments, which could save health plans money and will benefit the nation
as a whole.!

Disadvantages:

Even though the same recent study found only a slight increase in treatment costs, the 6.5 percent increase between particlpants and
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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

enrolled in National Cancer Institute-sponsored clinical trials.2 These additional insurance costs, like other mandated benefits and
services, may result [n higher insurance premium rates, which are often cost-shifted onto workers in the form of higher deductibles and

| copayments.

i

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

It may afso be possible to encourage participation in clinical tials 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 H], Gelband H, editors, Extending Medicare relmbursement in clinical trals. Washingten, 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.285.22.2970) http://iama,ama-assn.org/cai/reprnt/289/22/2970 . pdf
3. Fireman BH, Fehrenbacher L, Gruskin EP, Ray GT. Cost of care for patlents in cancer clinical trials. 7 Nat! Cancer Inst 2000;52:136-42.

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?, JNCI Journal of the Natonat 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 [: Research is conducted on a smali group of volunteers (20 to B0 pecople) 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 2 procedure is performed ¢n a larger group of peopie (100 to 300
individuais) to further measure its effectiveness and safety.

Phase III: Further research Is conducted to confirm the effectlveness of the drug, treatment or procedure, monitor the side effects,
compare commanly 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
poputations 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 Columbla 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
Bill Number
and/or
Citation
IArizona Haspital or medical IPatient costs associated with participation in rail must be reviewed by an Institutions
2009) lservice corporations, |Phase 1 through IV cancer clinical trials. Review Board in AZ.
enate Bill 1213 jbenefit insurers, health eatth professional must agree to accept
[20-2328 care service Imbursement from insurer as payment in
rganizations, disability (IR
nsurers, group disability nly covers trial when no clearly superior
nsurers and onivestigational treatment exists.
ccountable health plans rail must be in AZ.
B i
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'Callfornia I} California insurers, uf.outine patient care costs associated with Phase [[May restrict coverage to services in CA.
(2000) " Eneluding Medicaid and through IV cancer clinical trials,
te Bill 3 other medical assistance
l ‘ programs’
~. " liConnecticut rivate insurers, Routine patient care costs associated with cancer|Prevention trials are covered only in Phase
(2001) indlvidual and group ]dinlcal trials. IT and only if Involve therapeutic
Senate Biil 325 [health plans ntervention.
[Public Act 01- nsurer may require documentation of the
171 ikellhood of therapeutic benefit, informed
onsent, protocol information and/or
ummary of costs.
Delaware Every group of blanket [Routine patient care costs for covered persons rial must have therapeutic intent and
(2001) Senate ([policy, including policies [lengaging in clinical trials for the treatment of life [lenroil individuals diagnosed with the
Bill 181 r contracts issued by reatening diseases under specified conditions. [disease.
health service rial must not be designed exclusively to
orporations . est toxicity or disease pathophysiology.
lAll insurers in the Routine patient care costs for people in clinlcal TRoutine patient care costs shall not include
District als undertaken for prevention, early detection, {tests or measurements conducted

reatment, or monitoring of cancer and approved fiprimarlly for the purpose of the clinical
r funded in full or in part by one of the al involved.

foliowing:
National Institutes of Health or one of Its iservices or products provided solety for
operative groups or centers, Centers for ddata collection and analysis purposes.
Disease Control and Prevention, Agency for
Health Care Research and Quality, Centers far
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
research entity that has been awarded a National
Cancer Institute support grant.

eorgia* Fnsurers and the state ﬁnutine patient costs incurred in Phase I and Il 'Eor the treatment of cancer that generally
f

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

(1998) health plan prescription drug clinical trial programs for the |ffirst manifests itself in children under the
-24- treatment of children's cancer. ge of 19.

HMOs and Routine patient care If the Individual participates {Coverage benefit can have annual limit of
ndividual/group in an approved Phase II through IV cancer $10,000.

insurance policles to research trial. rial must be conducted at multiple sites in
coverage to the ate,

Senate Bill 2339 lapplicant or policyholder Primary care MD must be involved in
(2004 amendment: oordination of care.

Plans may not be Researchers must submit results of trial
anceled or non for publication in natonally recognized
renewed based on an cientific literature,

ndividual's participation
n a qualified clinicat

20 ILCS
1405/56.3**

al)
Loulsiana MQOs, PPOs, State Patient costs incurred in Phase I through IV Only covers costs when no clearly
(1999) Employee Benefits cancer clinfcal trials. uperior, noninvestigational approach
: rogram and other ists.
pecified insurers - JAvailable data must support reasonable

xpectation that the treatment wili be as

ffective as the naninvestigational

ftemative.

atfent must sign an Institutional Review
ard-approved consent form.

Maine anaged care Routine patient care costs associated with clinical[Participation must offer meaningful
2000) rganizations and ial. tentlal for significant clinical benefit.
24-A-4310 rivate insurers Referring physiclan must conciude that

" al participation is appropriate.

! R
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aryland***
(1998)
ap 146-15-
827

tr‘ivate insurers and
ther specified managed
r:are organizations.
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Patient costs for Phase I through IV cancer ere is no clearly superior,

treatment, supportive care, early detection, and [nonivestigational alternative.

prevention trials. Phase If through IV for other e data provide a reasonable expectation
life-threatening conditions, with Phase I

considered on a case-by-case basis.

at the treatment will be as least as
effectlve as the alternative.

Al health plans Issued
or renewed after Jan. 1,
2003

nsurers must provide payment for

ervices that are consistent with the usual
and customary standard of care provided
under the trial's protocol and that would

e covered if the patient did not
participate In the trial.

Patlent care services associated with all phases
of gualified cancer clinical trials.

Missouri
(2002}
376,429

1§2006)- Phase Ii

lall health benefit plans
loperating in the state

Routine patient care costs as the result of Phase ere must be identical or superior
I1, III or IV clinical trials for the prevention, early

detection, or treatment of cancer,

expectation that the trial will be superior
o the alternatives.
equires coverage of FDA-approved drugs
nd devices even if they have not be
pproved for use in treatment of patient's
articular condition.

nonivestigational treatment altermatives
vailable before providing clinlcal trial
eatment, and there must be a reasonable|

New Hampshire
{2000)
415:18

Private insurers and

lans

pecified managed care [incurred as a result of a treatment for Phase [

verage for Phases I or II decided on .
ase-by-case basis,
overage is required for services needed
administer drug or device under
valuation.
overage is required for routine patient
are associated with drugs or devices
hich are not subject of trial, as long as
ey have been approved by FDA.

edically necessary routine patient care costs

hrough IV cancer clinical trial or trial for a life-
reatening disease.

All health insurance
insurers, medical service
orporations, HMOs and
imanaged care
organizations

ealthcare facility and personnel must
ave experience and training to provide
e treatment in a capable manner.
ere must be no medical treatment
vailable which is considered a more
appropriate altermative medical treatment
an the medical treatment provided in the
inical trial.
ere must be a reasonable expectation
ased on clinical data that the medicat
reatment provided in the clinlcal trial or
udy will be at least as effective as any
ther medical treatment.
mendment revises type of medical
eatment covered.

Patient costs associated with Phase I through IV
lcancer or chronic fatigue clinical trial

New Mexico
(2002)
(amended 2004
o delay repeal
until July 1,
2009)
SOA-22-43

A health insurer; a
nonprofit Health service
provider; a HMO; a
managed care
lorganization; a provider
service organization; or
the state's medical
Rssistance progiam.

outine patient care costs [ncurred as a result of [Must be undertaken for the purposes of
the patlent’'s participation in a phase II, 1II or IV fthe prevention of reoccurrence of cancer,
cancer dinical trial. arly detection or treatment of cancer for
hich no equally or more effectiva

andard cancer treatment exists.

ust not be designed exclusively to test
oxlcity or disease pathophysiology and it
as a therapeutic intent.

ust be provided as part of a scientific

dy of a new therapy or intervention and
s for the prevention of reoccurrence, early
etection, treatment or palllation of cancer
n humans and in which includes specific
rovisions of scientific study.

New Mexico

40 A‘iﬁtp://uw.nc sl.org/programs/health/clinicaltrials.htm

Private insurers,

ffective through luly 1, 2004,

outine patient care costs incurred as result of

l_,f

2/18/2009




L nnical irials: What States are Doing mn Z00Y

Page S ot'7/

(2001) pecified managed care [Phase I through IV cancer clinical trial. rial must have therapeutic intent.
[5OA-22-43 lans, and Medicald and Reasonable expectation that
ther state medical investigational treatment will be at least as|
( . ) ssistance programs ffective as standard treatment,
: North Carolina It health insurance Medically necessary costs of health care services |[Patients suffering from a life-threatening
(2001} lans and teachers’ and Lssuciated with Phase II through IV of covered isease or chronic condition may designate
2 58-3-255 ate employees' clinical trials. @ specialist who is capabte of coordinating

amprehensive major
medical plan.

eir health care needs.

Chig Il heaith benefit plans IMedicaIry necessary costs of health care services
(2008) including those for assoclated with any stage of clinlcal trial.

ORC Ann, ublic employees.
1751.01 {(2008)

rial must be approved by NIH or ancther
group under HHS, FDA, DOD or VA,
May exclude coverage for service or
product that is part of the investigative
rial, item or procedure used only for data
ollection for the trial, item not approved
y FDA, and transportation, lodging and
‘ood related to travel for participation in
e trial.

Private insurers and
hspeciﬂed managed care |provided under Phase II through IV cancer
plans linical trial.

Rhode Island
1994, 1997)

97-5_lAam

overage for new cancer therapies if treatment 1

[Tennessee

I(ZOOS)
H

il health benefit plans |Routine patient care costs related to Phase I
rough IV cancer clinical trial.

xempt under federal regulations from a
ew drug application, or approved by:
NIH, FDA in form of new drug application,

Treatment must invalve drug that is
n
DOD, or VA.

outine patient care costs incurred during the
articipation in a cancer clinicai trial.

Vermont iadl health insurance
(2001) policies and health
(amended 2005 |benefit plans, Including
remove Medicaid

March 1, 2005

roviders and insurers required to
articlpate In 2 cost anatlysis to determine
mpact of the program on health insurance

remiums.

mended law allows for participation in

al outside of Vermont if patlent notifies

health benefit plan prior to participation,

nd no clinical trial is available at Vermont
r New Hampshire cancer care providers,

Private insurers, Patient costs incurred during the participaton in

pecified managed care lPhase II through IV cancer clinical trials,
238.2-3418.8 [plans, and public verage provided on a case-by-case basls for
employee health plans [Phase I.

ere must be no clearly superior,
onivestigational alternative.
ata must provide a reasonable
xpectation that the treatment will be at
east as effective as the alternative,

est Virginia Tndividual and group Patlent costs associated with the participation in [[Facility and personnel providing the
*:;003) linsurers, health service [Phase II through IV clinical trial for treatment of |treatment are capable of doing so by
?9-2-12 corporations, health careflife-threatening condition or the prevention, earlyjivirtue of their experience, training and
orporations, HMOs, detection and treatment of cancer. olume of patients treated to maintain
publtic employees expertise.
nsurance agency, ere must be no clearly superior,
Medicald and the oninvestigational treatment alternative.
children's health Data provide a reasonabie expectatfon thal
insurance program e treatment will be more effective than
noninvestigational treatment
Iternative,
Wisconsin lAny heaith insurance Routina patient care costs incurred during the rfal must meet all criteria:
AB 617 Infan offered by the articipation in all phases of a cancer clinical 1. The purpose is to test whether the
(2006) te, any self-insured ial. ntervention potentially improves the trial
@ lag_;s;{ plans o policy, plan, or contract may exclude articipant’s health outcomes.
overage for the cost of any routine patient care [2. The treatment provided as part of the
... at is administered to an insured in a cancer al Is given with the intention of

LY pr——
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clinical trial satisfying the criteria under par. (c)
and that would be covered under the paolicy,

n a cancer clinical trial.

plan, or contract if the insured were not enrolied §3. The trial has therapeutic intent and Is

Page 6 ot 7

mproving the trial participant’s health
utcomes,

ot designed excluslvely to test toxicity or
isease pathophysiology.

. The trial does one of the following:

. Tests how to administer a health care
ervice, itern, or drug for the treatment of
ancer.

. Tests responses to a health care
ervice, item, or drug for the treatment of
ancer.

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

e treatment of cancer.

d. Studies new uses of heaith care
ervices, items, or drugs for the treatment
f cancer,

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

. A National Institute of Health, or one of
its cooperative groups or centers, under

e federal department of health and
human services; federal food and drug
dministration; federal department of
efense; federal department of veterans
ffairs.

Wyoming All health insurance
ISF 024 lpolicies, contracts, and
( (2008 budget certificates providing
e session) coverage to any resident
lof this state.

Routine patient care for a person enrolled in a
hases II- IV clinical trial. Includes a medical
ervice or treatment that is a benefit under a
ealth plan that would be covered if the patient
ere recelving standard cancer treatment; or
drug provided to a patient during a cancer
linical trial, other than the drug that is the
ubject of the dlinical trial, if the drug has been

approved by the federal food and drug
dministration for use in treating the patient's
articular condition.

rial must also be approved by NIH, FDA,
ept. of Defense, or Dept. of Veterans
ffairs. The medical treatment must be
provided by a licensed health care provider
perating within the scope of his/her
icense in a facility whose personnel has
e experience and training necessary to
rovide the treatment in a competent
manner.
e clinical trial participant must have
igned an informed consent document
rior to starting the trial.

*In 2002, all major insurers in Georgia agreed to cover routine patlent care costs associated with Phase I, II, III, or IV cancer dinical
trials. Trals include these that involve a drug that is currently exempt under federai 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 guldelines and recommendations established by any
nationally recognized health care organization (see below).

*x[||inois 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 implamentation 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 impravements In the quality of life of patients.

=*¥%p 2003 Maryland law (S 128) repealed a reporting requirement for insurers, nanprofit heaith service plans, and HMOs to submit a
report that described the trials covered during the previous year.

Sources: National Cancer Institufe, Health Policy Tracking Service.

Summary of Other Actions

Tabie Two summarizes the special agreements some states have arranged with insurance companies to voluntarily provide coverage for
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clinical trials.
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 patlent care costs Trials include those that involve a drug that is currently exempt
(2002) associated with Phase I under federal regulations from a new drug application or those
Georaia Cancer through IV cancer clinlcal that are approved by specified federal agencies or a local
Coalltion 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 I trials is under consideration.
(2002) plans, HMOs and  [associated with Phase II and
Michigan Medicaid III cancer clinical trials.
Consensus
|Agreement
New Jersey All Insurers Routine patient care costs
(1999) associated with all phases of
New Jersey cancer clintcal trials.
Lonsensus
Agreement :
Ohlo State employees [[Routine patient care costs Preauthorization is required for clinical trial participation.
(1999) on Chio Med Plan [lassociated with Phase II and
Ohio Med Plan III cancer treatment clinlcal
trials,

Federal Activity

In 2000, Medicare began covering beneficiaries patient care costs in clinical trials. While many state Medicald 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.
: w.indl n i

National Cancer Institue, States That Require Health Plans to Cover Patient Care Costs in Clinical Trials. Information and

Overview: http.//www,.cancer.gov/clinicaltrials/ctlaws-home

To legistators and legislative staff. For more information please contact Karmen Hanson at health-info@ncsl.orq

This web page is supported In part by an award from the Americap Cancer Soclety's Cancer Action Network, 2009,

@ 2009 National Conference of State Legislatures, All Rights Reserved

Denver Office: Tel: 303-364-7700 | Fax: 303-364-7800 | 7700 East First Place | Denver, CO B0230 | Map
Washington Office: Tel: 202-624-5400 | Fax: 202-737-1069 | 444 North Capitol Street, N.W., Suite 515 | Washington, 0.C. 20001
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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

g
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Clinical Oncology

February 14, 2009

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.

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

Since 2000, Medicare has provided coverage for beneficiaries for routine costs associated
with cancer clinical trial enrollment. Results have shown increased enrollment, while no
increase in cost has been identified.

Twenty-four states in the United States plus the District of Columbia 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.

Some health plans mistakenly think that money is saved by excluding care when 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
significant differences in cost of care for patients enrolled on clinical trials compared
with patients on conventional therapy.

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 to enroll in clinical trials.

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 retention of patients in Alaska for their
cancer care.

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

Page I of 2
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ASC)

American Society of Clinical Oncology

February 17, 2009

The Honorable Bettye Davis
Alaska State Senator
District K

Capitol Building Room 30
Juneau, AK 99801-1182

Dear Senator Davis;

The Denali Oncology Group and American Society of Clinical Oncology are pleased to offer
support for your legislation to require insurance coverage for people who participate in clinical
trials. Our organizations represent physicians specializing in cancer treatment and clinical
research, and clinical research is a vital mission of our membership.

Clinical trials are critically important because they offer the promise of new cancer treatments.
As you know from personal experience, they also provide an essential, state-of-the-art treatment
option for current cancer patients. Therefore, insurance coverage of the routine patient care costs
associated with clinical trials is vital for cancer patients.

For many people with cancer, participation in a clinical trial is often their best treatment option.
Yet, as you know, many third-party payers take the position that routine patient care costs should
be denied to anyone who enrolls in such trials. We believe such policy deprives beneficiaries of
the value of their health insurance, wrongly restricts their treatment options, and inhibits medical
progress against serious and life-threatening diseases. DOG and ASCO believe that insurers
should cover all routine care costs for patients who are enrolled in cancer clinical trials, Your

legislation is the key to making this happen.

DOG and ASCO applaud your leadership in pursuing legislation that provides this essential
element of quality cancer care. We are eager to work with you to ensure passage. Please do not
hesitate to contact Suanna Bruinooge, ASCO’s Director of Research Policy, at 571-483-1613 or
suanna.bruinooge(@asco.org, or Dr. Mary Stewart at mstewartonc{@yahoo.com or 907-279-3155.

Sincerely,
Mary Stewart, MD oseph S. Bailes, MD
President, Denali Oncology Group Chair, ASCO Government Relations Council -
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American Society of Clinical Oncology
Statement In Support of Insurance Coverage for Clinical Trials

With more than 26,000 members worldwide, ASCO is the leading medical
society for physicians involved in cancer treatment and research. Engagement
in clinical research is a vital mission of ASCO members. Unfortunately, many
cancer patients have limited curative treatment options and enrollment in a
clinical trial may offer hope for a response to a new drug or other intervention.
Oncologists want their patients to consider enrolling in clinical trials, not only
because of potential treatment benefits for the individual patient but also
because it is through these trials that general progress against cancer is
achieved. Patients are usually eager to participate if given the opportunity.
ASCO considers the opportunity to participate in cancer clinical trials as an
essential element of quality cancer care.

Unfortunately, participation in clinical trials is significantly deterred by the
prospect that insurance coverage may be withheld on the ground that
treatment provided in trials is “experimental” or “investigational.” This
position has been effectively discarded by the federal Medicare program, as
well as by the Department of Defense health care system, and by many states.
ASCO strongly supports state and federal efforts to ensure that patients
enrolled in clinical trials receive coverage for the routine health care costs that
would be covered if they did not participate on a trial. It is a basic issue of
faimess, and it will help ensure that we continue to improve treatment options
for cancer patients and learn about this devastating group of diseases.

Whgt is a Clinical Trial?

Clinical trials are research studies involving people. Clinical trials are
designed to evaluate whether a new treatment is safe, effective, and better than
the current standard of care. These interventions can include new drugs, new
combinations of existing therapies, new approaches to radiation therapy or
surgery, new methods of treatment, complementary or alternative therapies,
and new prevention methods. Cancer clinical trials are designed to compare an
investigational therapy with the standard treatment regimen being used at the
time. Placebo-controlled clinical trials in cancer research are rare, but are used
when there is no effective, standard treatment available,

Cancer clinical trials have led to scientific advances that have increased
doctors' understanding of how and why tumors develop and grow. The
knowledge gained has helped scientists and doctors develop new ideas on how

:Making a world of difference in cancer care
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to slow, halt, and even prevent the development of the disease. Clinical trials
are the most reliable route to definitive answers and are the only accepted
scientific method to determine if a new treatment works better than the current
standard of care.

Clinical trials undergo rigorous review prior to opening and involve regular
oversight during and after a trial to protect the safety and rights of the
participants involved. Each clinical trial follows a set of rules called a
protocol. A protocol describes inclusion and exclusion criteria; the schedule of
tests, procedures, medications, and doses; and the length of the study. While
in a clinical trial, participants are seen regularly by the research staff to
monitor their health and determine the safety and effectiveness of the
treatment.

Precedents for Clinical Trials Coverage

For more than two decades, the cancer community has expressed its concerns
about the negative impact of restrictions on coverage of clinical trials by third-
party payers, both public and private. Such restrictions are harmful not only
to individual patients but also to overall progress against cancer. In 1999,
public authorities began to respond favorably to these arguments and to
reform their coverage policies with respect to clinical trials.

Pursuant to a negotiated agreement between the National Cancer Institute
(NCI) and the Department of Defense (DoD), the DoD’s TRICARE health
care plan commenced coverage of NCI-sponsored clinical trials in 1999. The
original agreement, began'as a pilot project, was made a permanent benefit in
March 2008, accompanied by a DoD) press release describing it as “a long
successful project between the NCI and DoD.”

In 2000, the Medicare program took a more expansive approach to clinical
trial coverage. In an Executive Memorandum, President Clinton instructed
Medicare officials to adopt a clinical trials policy covering not just cancer
trials but all diseases and all phases. To implement the policy, the Centers for
Medicare & Medicaid Services (then the Health Care Financing
Administration) published a National Coverage Determination in September
2000.

State governments have also been active in ensuring coverage of clinical trials
by private insurance plans under their control. Almost half of the states
throughout the U.S. enjoy coverage of clinical trials, either through legislation

Making a world of difference in cancer care

2 of 4




o ASCE®)

American Society of Clinical Oncology

PRESIDENY
Richard L. Schilsky, MD

IMMEDIATE PAST PRESIDENT
Nancy E. Davidson, MD

PRESIDENT-ELECT
Douglas W. Blayney, MD

TREASURER
Bruce J. Roth, MO

CHIEF EXECUTIVE OFFICER
Allen 5. Lichter, MD

DIRECTORS

Dean F. Bajorin, MD
Monica M. Bertagnolli, MD
Howard A. Burrls, Ill, MD
Waun Ki Hong, MO

Bruce £, Johnson, MD
Robert M. Langdon, Jr, MD
Thomas A, Marsiand, MD
Robert S, Milier, MD

J. Plecart-Gebhart, MD, PhD
Kathieen I, Pritchard. MD
Gregary H. Reaman, MD
Deborah Schrag, MD, MPH
Sandra M. Swain, MD

Joe! E. Tepper, MD

18 Miil Road, Suite 800
Alexandria, VA 22314
1. 57-483-1300

F: 571-366-9530
WWW.ASCC.0M

4054

or through voluntary consensus agreements with insurers, and more are
considering such requirements.

Impact of Policy Changes on Clinical Trial Participation

One of the nation’s leading cooperative research groups, the Southwest
Oncology Group (SWOG), has conducted studies that underscore the impact
of the Medicare coverage policy on clinical trial participation among the
elderly. In 1999, SWOG published a study finding significant under-
representation of the elderly in cancer clinical trials.' The study found that,
whereas 63% of cancer patients were Medicare eligible, seniors were only
25% of those patients participating in SWOG clinical trials during the period
1993-1996. Following the Medicare coverage policy in 2000, a second
SWOG study found there was a signiﬁcant increase in participation among
Medicare beneficiaries, with seniors representmg 38% of SWOG trial
participants in the period 2001-2003.2

C_ost of Clinical Trials Coverage

While there have been no definitive studies of the cost consequences of
clinical trial coverage, there have been a series of articles finding that
participation in clinical trials “dld not result in substantial increases in the
direct costs of mcdlcal care,”” that “[c]linical protocols may add relatively
little to that cost,” and that “additional costs of an open rclmburscment policy
for government-sponsored cancer clinical trials appear minimal. "5 And with
almost eight years of experience with the 2000 Medicare coverage policy,
there is no evidence of increased cost to the program.

Conclusion

In light of the experience described above, we heartily support efforts to
ensure that health plans and all insurers provide coverage for the routine costs

" Hutchins et al, “Underrepresentation of Patients 65 Years of Age or Older in Cancer-
Treatment Tnals " N Engl J Med 341: 2061-2067 (1999).
? Unger et at., “Impact of the Year 2000 Medicare Policy Change on Older Patient Enroliment
to Cancer Cllmcai Trials,” J Clin Oncol 24:141-144 (2006).
? Fireman et al., “Cost of Care for Patients in Cancer Clinical Trials,” J Natl Cancer Inst
92:136-142 (2000).
“ Wager et al., “Incremental Costs of Enrolling Cancer Patients in Clinical Trials: a
Popu[atlon Bascd Study,” J. Natl. Cancer [nst 91:847-853 (1999),

* Goldman et al., “Incremental Treatment Costs in National Cancer Institute- Sponsored
Clinical Trials,” 289:2970-2977 (2003).
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associated with clinical trials participation. ASCO members strive to ensure
access to the best treatment options for their cancer patients, and this requires
that health insurers offer clinical trials coverage. We think it is clear that best
cancer care and best health care coverage require access to htgh quality cancer

clinical trials.

Making a world of difference in cancer care
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December 1,'2008

Kevin J. Cullen, MD

Director, University of Maryland

Marlene and Stewart Greehebaum Cancer Center
22 South Greene Street

Baktimore, MD 21201

Dear Dr. Culen:

This letter is written in follow-up to our recent discussions about Medicare coverage of routine patient
care costs for beneficiaries participating in phase | cancer clinical trials. As the world’s leading
professional and scientific organizations representing oncology cancer care professionals, we write to
affirm our position that phase 1 cancer clinical trials are the essential gateway for advancement of new
cancer treatments—and a vital component of our cancer treatment armamentarium.

it is the view of the undersigned organizations that the current Medicare National Coverage
Determination (NCD) (310.1) for Routine Costs in Clinical Trials explicitly includes coverage of phase |
cancer clinical trials and that these trials should be covered.

Requirements for Medicare Coverage
The NCD lays out three basic requirements for Medicare coverage:

e The subject or purpose of the trial must be the evaluation of an item or service
that falls within a Medicare benefit category (e.g., physicians’ service, durable
medical equipment, diagnostic test} and is not statutorily excluded from
coverage {e.g., cosmetic surgery, hearing aids).

e The trial must not be designed exclusively to test toxicity or disease
pathophysiology. It must have therapeutic intent.

» Trials of therapeutic interventions must enroll patients with diagnosed disease
rather than healthy volunteers. Trials of diagnostic interventions may enroll
healthy patients in order to have a proper control group.

The NCD also requires that clinical trials covered underthe policy have seven “desirable characteristics.”

1. The principal purpose of the trial is to test whether the intervention potentially
improves the participants' health outcomes;

2. The trial is well-supported by available scientific and medical information or it is
intended to clarify or establish the health outcomes of interventions already in
commen clinical use;




4. The trial design is appropriate to answer the research question being asked in
the trial;

5. The trial is sponsored by a credible organization or individual capable of
executing the proposed trial successfully;

6. The trial is in compliance with Federal regulations relating to the protection of
human subjects; and

7. All aspects of the trial are conducted according to the appropriate standards of
scientific integrity.

ﬁ 3. The trial does not unjustifiably duplicate existing studies;

The policy also states that certain trials “are presumed to meet these characteristics and are
automatically qualified to receive Medicare coverage.” Trials that are automatically deemed include:

L. Trials funded by NIH, CDC, AHRQ, CMS, DOD, and VA;

2. Trials supported by centers or cooperative groups that are funded by the NiH, CDC,
AHRQ, CMS, DOD and VA;

3. Trials conducted under an investigational new drug application {IND) reviewed by
the FDA; and

4, Drug trials that are exempt from having an IND under 21 CFR 312.2{(b){1)} will be
deemed automatically qualified until the qualifying criteria are developed and the
certification process is in place, At that time the principal investigators of these trials
must certify that the trials meet the qualifying criteria in order to maintain Medicare
coverage of routine costs. This certification process will only affect the future status
of the trial and will not be used to retroactively change the earlier deemed status.”

f Phase 1 Cancer Clinical Trials Have Therapeutic Intent

The National Cancer Institute’s (NCI) Investigator Handbook is instructive as to the therapeutic intent of
a Phase | trial. That handbook includes the following information about phase 1 cancer clinical trials
(emphasis added): ' '

Phase 1 trials determine a safe dose for Phase 2 trials and define acute effects on
normal tissues. In addition, these trials examine the agent's pharmacology and may
reveal evidence of antitumor activity. Therapeutic intent is always present in Phase 1
trials; indeed, anticancer agents are not tested in patients unless preclinical activity
studies have already demonstrated evidence of significant activity in laboratory
models.!

The Food and Drug Administration (FDA) has aiso adopted a definition of phase 1 trials that is consistent
with the NCl's definition. FDA states that phase 1 studies “are designed to determine the metabolic and
pharmacologic actions of the drug in humans, the side effects associated with increasing doses, and, if
possible, to gain early evidence of effectiveness.” This early evidence of effectiveness is the grounding
for therapeutic intent — both in-the choice of oncologists and patients to enroli in the trial, and as one of
the aims of the trial.

Although the scientific goals of a phase 1 trial are to determine the toxic effects, pharmacologic
behavior, and recommended doses for future study of a new agent, there is always a strong preclinical

! Available on the NCI website at hitp://ctep.cancer.gov/handbogk/index.html
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rationale for bringing the drug into the clinic with the expectation of positive clinical outcomes for some
patients.? In fact, Institutional Review Boards would not permit the administration of potentially toxic
treatments to patients unless there was some reasonable prospect of antitumor effect.” It is also
important to note that phase 1 oncology treatment trials are never done in healthy volunteers because
of the potential toxicities associated with the treatments under investigation.

Additionally, many of the NCi phase 1 trials involve agents that are already approved for the treatment
of one type of cancer and are being studied in a different type of cancer, or in combination with other
treatments. As a result, we have some evidence of therapeutic effectiveness that provides solid
grounding on which to base therapeutic intent. Indeed, an analysis of 12,000 individuals who
participated in 460 NCI-funded phase 1 trials done in 2005 found that 10.6% of patients experienced an
objective response. This number increased to 17.8% of patients when one drug included in the trial
regimen was already FDA-approved.*

Furthermere, our growing knowledge of the molecular basis of cancer is allowing us to increasingly
develop treatments that are targeted to particular molecular pathways and personalized to specific
patient populations. These types of agents will provide a "high pretreatment probability of achieving
both an objective response and more subjective clinical benefit” for the trial participants.®

To bring about these exciting new developments in cancer treatment, clinical trials participation is
required. It is particularly important in the Medicare-aged poputation not anly because of the increased
incidence of cancer in the elderly and but also to develop our understanding of how treatments work in
this population. Both the NCI and FDA definitions demonstrate that phase 1 oncology trials meet the
requirements for Medicare coverage, including therapeutic intent, and should be covered.

Sincerely,

£ 4Bk oA Tn T QMw.LLD/M
Raymond N. DuBois, MD, PhD Edward J. Beng, Jr.,, MD Richard L. Schilsky, MD
President President President

American Association for Association of American American Society of
Cancer Research Cancer Institutes Clinical Oncology

% ASCO: Critical role of phase 1 clinical trials in cancer treatment. J Clin Oncol 15:853-859, 1997.

¥ Kodish E, Stocking C, Ratain MJ, et al: Ethical issues in phase ! oncology research: A comparison of investigators
and IRB chairpersons. J Clin Oncol 10:1810-1816, 1992,

* Horstmann E, McCabe MS, Grochow |, at al: Risks and benefits of phase 1 oncology trials, 1991 through 2002
New Engi ! Med 352:895-905, 2005.

® Markman M: further evidence of diinical benefits associated with participation in phase 1 oncology trials. B )
Cancer 98:1021-1022, 2008.
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January 27, 2009
Medicare Widens Drugs It Accepts for Cancer
By REED ABE]SON and ANDREW POLLACK

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

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
of drugs that may not help them. They also raise the possibility of conflicts of interest, because the rulés 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, crities 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 cervjcal cancer
— even though the evidence supporting Gemzar for that use is “inconclusive,” according to one of the reference
guides Medicare will now be consulting.

In the case of Genentech’s Avastin, one of the world's most expensive and widely used cancer drugs, Medicare

4 0 5http://www.nytimes.com/2009/01/27/health/27cancer html? r=1&th=&emc=th&pagewant... 1/27/2009




rejected in 2007 nearly all of the estimated $16 million in requests from doctors’ offices to cover its off-label use
for gvarian 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.

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 eancer 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 gnides — 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 congult 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 recommendation. As
long as at least one of them recommends a cancer treatment, Medicare is essentially obliged to pay for it —
unless one of the other guides specifically advises against it.

And some of these new compendiums have close financial ties to the drug industry, according to the draft of a
report Medicare commissioned last year after Congress raised questions 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 out of
Medicare’s hands, even when the agency is aware of potential conflicts. The guide’s recommendation, the report
says, “becomes the final word.”

40 6]@ttp://www.nytimes.com/2009/01/27fhea.ith/2’lca.ncer.html?_r=1&th=&emc=th&pagewant... 1/27/2009
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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 gnidelines. :

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 compendinms 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 4 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 prescribed 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 litile
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 yc;unger 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.
“I think the addition of the new compendia this year is an important increase in the bandwidth,” she said.

Critics say the agency also seems to have played down the potential finaneial conflicts of interests between the
drug industry and the producers of the compendinms. The draft study that was completed in October notes that
one of the new guides 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 Hes 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 go 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 inital 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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AMERICAN SOCIETY of CLIMICALONCOUOGY

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 pariners 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-
Jfunded 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 L, II, III, 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 uniabeled 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 NTH cooperative group or an NIH center; the
Food and Drug Administration (FDA) in the form of an investigational new drug
(IND) or new device (JDE) 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 exchision,
outcormne measures, statistical analysis plan, conflicts and other ethical controls, and

publication policy;

. The protocol has undergone stientific 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 Jupe 1994 and March 2005

! Ttems 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 trials 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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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, healith 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 i3 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 paliiation (supportive care) of
cancef.

. BENEFITS:

1. Passage of this bill will remove an important barrier to the participation of patients in
cancer clinical trials. [t will result in physicians more often recommending patient
participation and in patients having greater desire to 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 retention 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
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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 tria] 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
anew ftreatment 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 clinfcal trfal?

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
support 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’mnot 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 cormmon types of treatment used when patients are first diagnosed with
cancer.
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ARIZ. REV. STAT. ANN. §§ 20-1342.03, 20-826.01, 20- X! X X X x X v
Arizona 1057.07, 20-1402.01, 20-1404.01, and 20-2328
CAL. HEALTH & SAFETY CODE § 1370.6; CAL. INS. CODE § NG X X X X X X x
California 10145.4; and CAL. WELF. & INST. CODE § 14132.98
CONN. GEN. STAT. ANN §§ 38a-504a to 38a-504g and 38a- X3 X X
Cannecticut 542a to 38a-542g
Delaware* DEL. CODE ANN. tit. 18, § 3567 x* X
Georgia GA. CODE ANN. § 33-24-59.1 X® X X X Xt | xt
Louisiana LA. REV. STAT. ANN. § 22:230.4 X X X X X X X
Maine* ME. REV. STAT. ANN. {it. 24-A, §§ 4301-A and 4310 X X X
Marytand MD. CODE ANN., INS. § 15-827 X X X X X X X
Massachusetts |MASS. GEN. LAWS ANN. ch. 175, § 110L x* X X X X X X
Missouri MOQ. REV. STAT. § 376.429 X X X X X X
Nevada NEV. REV. STAT. §§ 689A.04033, 6898.0306, 6958.1903, X x | x x | x | x
695C.1693, and 695G.173
New Hampshire [N.H. REV. STAT. ANN. § 415:18-| X7 X X X X X
New Mexico N.M. STAT. ANN. § 59A-22-43 - x! X X X X X X
North Carolina® [N.C. GEN. STAT. ANN. § 58-3-255 X X X X X X
Rhode Island R.l. GEN. LAWS §§ 27-18-36, 27-18-36.2, 27-19-32 to 27-19- X X X X X
32.3, 27-20-27 to 27-20-27.3, and 27-41-41 to 27-41-41.3
Tennessee TENN. CODE ANN. § 56-7-2365 ' - x4 X X X X X X
Vermont VT. STAT. ANN. tit. 8, § 4088b ® X X X X
Virginia VA. CODE ANN. §§ 2.2-2818 and 38.2-3418.8 X X X X | x| X X X

5/30/2007 Source: National Cancer Institute, State Cancer Legisiative Database Program, Bethesda, MD: SCLD 10f2
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W. VA. CODE §§ 5-16-7d, 5-16-7e, 5-16B-6a, 5-16B-6b, 9-2- x4 X X X. X X
West Virginia 12, 9-2-12a, 33-25F-1, and 33-25F-2
Wisconsin WIS, STAT. ANN. §§ 632.87 and 40.51 x* X X X X

Note: Because arrangements for the reimbursement of clinicai trials for several states fall outside the scope of the State Cancer Legisiative Databasse protocols, those states are
not inctuded harein. Michigan and New Jersey, for example, instituted special non-legislative agreements whereby insurers voluntarily cover routine medical care thatis part of a
clinical trial. According to the state employee benefits handbook, Ohio provides caverage for cancer treatment clinical trials to state employees who are enrolled in the state

employee heafth bensfit plan. In Georgia, a non-legislative agreement among a number of private health plans and state-based plans provides coverage for adults and children.

* Laws in Delaware, Maine, and North Carolina provide coverage of clinical trials for life threatening medical conditions and not specifically for the treatment of
cancer.

! Indicated insurers are only obligated to provide coverage for covered patient costs that are directly associated with the clinical trial.

% Coverage requirement applies anly to routine patient care costs related to cancer clinical trials having a therapeutic purpose, upon recommendation by a treating
physician.

* In order to be eligible for coverage, clinical trials for the prevention of cancer must be a Phase Hi trial that involves a therapeutic intervention and is conducted at
multipie institutions under the auspices of an independent peer-reviewed protocol approved by a specified Federal authorlty

* Coverage requirement applies only to clinical trials that have a therapeutic intent.

5 Coverage requirement applies only to routine patient care costs incurred in connection with clinical trials for the treatment of children's cancer.

¢ Applies only to Phase Il or Il prescription drug clinical frial programs.
" Coverage for Phase | and Phase | clinicai trials is decided on a case-by-case basis.

® Requires the state Department of Banking, Insurance, Securities, and Health Care Administration to issue regulations that specify the requirements for coverage
of routine costs for patients who participate in approved cancer clinical trials conducted by specified providers. Coverage requirements are included in Regulation

H-2001-04.
¥ Treatment in a Phase | clinical trial may be covered on a case-by-case basis.

9/30/2007 . Source; National Cancer Institute, Siate Cancer Legislative Database Program, Bethesda, MD: SCLD 20f2
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Clinical Trial Information

The greater the number of peoplte who participate in clinical trials, the faster emerging anticancer
therapies can be brought to market. US Oncology accrued more than 32,000 cancer patients to
clintcal triats, and is bringing the search for new therapies dlrectly into focal communities across
Arnerica.

Our research team members conduct more than 50 clinical trials each year. While we have
complete Phase I-IV capabilities, the majority of our research is in Phase Il and ill development
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 ;ﬂ_
trial program, please click hers,

Frequently Asked Questions About Clinical Trials

If you are a cancer patient or someone you know is a cancer patient, you may be interested in
leamning more about clinical trials. The information below offers a brief overview of the clinical trial
process, with a iook at key questions and terms.

What ara 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 (aiso 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 Clinicat Trials Important? '

Clinical trials contribute to the overall knowledge and progress rnade in developing therapies for
diseases, such as cancer. These research studies are conducted to detarmine 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 small group of people (20 to 50)
for the first time to evaluate its safety, determine a safe dosage range, and identify side
effects,
In Phase II clinical trials, the study drug is tested in a larger group of people {100 to 300) to
measure its effectiveness and further evaluate its safety.
in Phase Il clinical irials, 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
treatrnents, and collect information that will allow the study drug to be used safely.
in Phase IV clinical trials, the drug is tested after if has been marketed to coliect information
about its effect in various populations and about any side affects associated with long-term
use,

What Happens During a Clinical Tral?

in many trials, if the patient is eligible and agrees to participate through infermed Consent, the
patient is randormized (by chance, like a coin toss) to either receive the current standard treatment, or
the current standard treatment and the study drug regimen. If no standard treatment is available, a
trial may compare the study drug to a placebo, which is similar t¢ the study drug, but contains no
active ingredient. During a trial, patients are treated and monitorad by a team of health care
profassionals. This team will give the patient specific instructions about the trial, about more tests,
and additional doctor's visits that might be required.

Throughout the clinical trial, you come first. iIf there is no improvement or you experience intolerable
side effects, you and your physician can decide to discontinus trial participation and resume other

107 61ttp /fiwww.usoncology.com/OurServices/Clinical Trials.asp 12/10/2008




treatment options. Should you do so, your decision will be respected without any effect on future
treatment plans.

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,

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

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 peopie 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. H 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 treatrents. 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 2 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 clinica] trial list to find a current US Oncology trial in your

region.

How Do | Learn More Ahout 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 fo 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 Mcre 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 inforration on clinical trials that are

being held throughout the company’s national research network. Or you can search a list of all
current US Ongology 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 | Canicer Resources

Capynght @ 2007 US Oncology, Inc. All rights reserved
16825 Narthchase Drive Suite 1300 Houston, TX 77060

The US Oncology Web site is intended for informational purposes only.
US Oncology provides administrative and management sarvices to the medicat pracfices discussed on this Web site,
US Oncology does not ewn medical practices nor does it employ physicians of nurses of participate in decisions regarding patient
cars.

4 0 7http//www.usoncolo gy.com/OurServices/ClinicalTrials.asp 12/10/2608
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Page Options Clinical Trials: Questions and Answers
<€) Print This Page
TR E-Mail This Docyment Key Points
R View/Print PDF
: Clinicai trials are research studies that test how well new medical approaches work in pecple (see
Search Fact Sheets by Question 1),
Keyword Every clinical trial has a projoco], 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).
' i Informed consent is a process by which people leam the important facts about a clinical trial to
|
i help them decide whether to participats (ses
Payment of patient care costs in clinical trials vanes by health Insuranca plan and by study (see
Question 11). .
View Fact Sheets by Topic
Mm 1. What areg clinical trials, and why are they Important?
Bisk Factors and Possibla
Causes : :
Pravention Clinfcal trials are research studies that test how well new medical approaches work in people. Each
. . study answers scientific questions and tries {o find betfier ways o prevent, screen for, dlagnose, or
ted L treat a disease. Pecple who take part in capcer dlinical trials have an apportunity io contibute to
knowiedge of, and progress against, cancer. They also receive up-to-date care from experts.
Tobacco/Smoking Cessation 2. What are the types of clinical trials?
There are several types of clinical trials:
i .
* Prevention trials test new approaches, such as medications, vitaming. or other supplements, - '
that doctors believe may lower the risk of developing a certaln type of cancer. Most prevention
En espafigl triats are conducted with healthy people who have not had cancer. Some trials are conducted
with people who have had cancer and want to prevent recugence (retum of cancer), or reduce
i o A ! the chance of developing a new type of cancer,
| Questions about cancer?
= » 1-800-4-CANCER E * Screening trials study ways to detect cancer eadier. They are often conducted to determine
umﬂsl@_anne_cbm i whether finding cancer before it causes symploms decreases the chance of dying from the
- — P disease. These trlals involve people who do not have any symptoms of cancer.
Qu:ck Links
Dicactor's Gorner v Diagnostic trials study tests or procedures that could be used to identlfy cancer mora
- - Te accurately, Diagnostic frials usually include people who have signs or symptoms of cancer.
NGi Drug Oictionary . '

. il * Treatment trials are conducted with people who have cancer. They are designed fo answer
Egggmg__gggmnﬂ_e_a specific questions about, and evaluate the effectiveness of, a new treatment or a new way of
NC} Publications using a standard {reatmeni These trials test many types of treatments, such as new drugs,
Advisory Boards and Gioups vaceines, new approaches to surgery or radiation therapy, or new combinations of treatments.

n o ISV
Espafiot *  Qualify-ofife (also called supportive care) trials explore ways to improve the comfort and
quality of life of cancer patients and cancer survivors. Thesa {riale may study ways fo help
people who are experiencing nausea, vomiting, sleep disorders, depression, or other effects
from cancer or its treatment.

* Genetics studles are sometimes part of another cancer clinical trial. The genetics component
of the tiial may focus on how genetic rmakeup can affect detection, diagnosis, or response to
cancer treatrent,

B Population- and famity-hased genetic research studies differ from traditional cancer dlinical
( : tials. [n thess studies, researchers look at tissue or blood samples, generalty from families or
’ large groups of people, to find genetic changes that are assodated with cancer. People who
? participate in genetics studles may or may not have cancer, depending on the study. The goal
http://www.cancer.gov/cancertopics/factsheet/Information/clinical-trials 3/8/2008
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of these studies is fo help understand the role of genes in the developmant of cancer.

3. Who sponsors cfinical trials?

Government agencies, such as the National Cancer Instifute (NCI) and other parts of the National
Instifutes 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 physiclans,
medical institutions, foundations, volunteer groups, and pharmaceutical companies, also sponsor
clinical trals.

NC! sponsors a large number of clinical trials and has a number of programs designed to make
clinicat trials widely available in the United States. These programs include the following:

* The Cancer Centers Program provides support to research-oriented institufions, induding
those that have been designated as NCI Cornprehensiva or Clinical Cancer Centers for their
sclentific excellence. More information Is avaflable in the NCt fact sheet The National Cancer
institute Cancer Centers Program, which is available at
hitp:/iwww cancer.govicancenopics/factsheet/NCl/cander-centers on the Internet.

* The Specialized Programs of Rasearch Excellence (SPORES) bring together scientists and
researchers to design and implement reseatch programs that can improve prevention,
detection, diagnosis, and treatment of specific types of cancer. More information about
SPORESs is avallable at http://spores .ncl.nih.goviindex. il on the Intemet.

* The Clinical Trials Cooperative Group Program brings researchers, cancer centers, and -
doctors together inte cooperative groups. These groups work with the NC! to identify important
questions in cancer research, and design and conduct muitisite clinical trials to answer these
questions. Cooperafive groups are located throughout the United States and in Canada and
Europe. For more information, refer to the fact sheet NCI's Clinical Trials Cooperative Group
Program at hitp:/Awww.cancer.govicancerton inical-tria
on the Internet,

* The Cancer Trials Support Unit {CTSU) makes NCI-sponsored phase (Il freatment 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 ($ee above) must complete
an appiication process, which includes credential verffication and site preparedness
assessment, to become members of the CTSU's Nafional Network of Investigators. CTSU
members can enroli patients in clinical trials through the prograrm’s Web site, which is located
at http:/fwww.ctsu.org on the Intemet. General information about the CTSU s also available on
the program’s Web site, or by calling 1-888-523-5923.

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

: ni & C on the Intemet.

* The National Institutes of Heatlth Clinical Center, a research hospital located in Bethesda,
Maryland, is part of the NIH. Trials at the Clinical Center are conducted by the components of
the NIH, including the NCL. The NCI fact sheet Cancer Clinical Trials at the Nationa instifutes
of Health Clinical Center: Questions and Answers has more information about the Clinical
Centar, This fact sheet is available at

hitp/ivew cancer govicancertnplcsffactsheat/NCl/clinical-center on the Intemet.

4. How are parficipants protected?

Research with people is conducted according to strict scientific and ethical principles. Every cfinical
trial has 2 protocol, or action plan, which acis ke a "recipe” for conducting the trizl. The plan
describes what will be done In the study, how it will be conducted, and why each part of the study is
necessary. The sama protocol is used by every doctor or research canter taking part in the trial.

All clinical trials that are federally funded or that evaluate a new drug or medical device subject to
Food and Drug Administration regulation must be reviewed and approved by an ingtitutional Review
Board (IRB}. Many institutions require that all clinical triats, regardless of funding, be reviewed and
approved by a local IRB. The Board, which includes doctors, researchers, community leaders, and
other members of the community, reviews the protocol to maks sure the study is conducted fairly
and participants are not fikely fo be hammed. The IRB also decides how often o review the triai once
it has begun. Based on this information, the [RB decides whether the dinical trial should continue as
inifally ptanned and, if not, what changes should be made. An IRB can stop a clinical trial if the
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researcher I8 not following the pratocol or if the trial appears to be causing unexpected harm to the
participants. An IRBE can also stop a clinical trial if there is clear evidence that the new intervenfion Is
effective, in order o make it widely avafiable.

i NfH-supported dlinical trials require data and safety monitoring. Some clinical trials, espedially

. phase il clinical trials, use a Data and Safety Monitoring Board (DSMB). A DSMB is an independent
committes made up of statisticians, physicians, and patient advocates. The DSMB ensures that the
risks of partictpation are as small as possible, makes sure the data are complete, and stops a trial i
safety concems arise or when the triafs objectives have been met.

5. What are eligibility critera, and why are they important?

Each study’s protocol has guidefines for who can or cannot participate in the study. These
guidelines, called efigibility criterta, describe characteristics 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 require that patients have a particular typs
and stage of cancer.

Enroliing participants with similar characteristics helps to epsura 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 detalls aboul 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 purse, people receive a written consent form
explaining the study. People who agree to take part in the study are asked to sign the informed
consent form. However, signing the form does not mean peopla must stay in the study, People can
leave the study at any time—either 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, aor side effacts
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 dlinical trials take placa?

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

8. How are clinical trials conducted?

Clinical frials are usuaily conducted in a series of steps, called phases. Treatment clinical trials
listed in PRQ®, the NCI's comprehensive cancer information database, are atways assigned a

phase. Howaver, screening, prevention, diagnostic, and quality-of-life studies do not always have a
phase. Genstics clinical trials generally do not have a phase.

* Phase] tials 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, injecied
info @ vein, or injected into the muscie), and how often. Researchers watch closely for any
harmful side effects, Phase | trials usually enrolt a small number of patients and take place at
only a few locations. The dose of the new therapy or technique is increased a little at a time.
The highest dose with an acceptable level of side effects is determined fo be appropriate for
further testing.

* Phase H tials study the safety and effectiveness of an agent or intervention, and evaluate how

it affects the human body. Phase |i studies usually focus on a particular type of cancer, and
include fewer than 100 patients,

* Phass il trials compare a new agent or intervention {or new use of a standard one) with the
current standard therapy. Participants are randomly assigned to the standard group or the new
group, usually by computer. This methed, called randomization, helps to avoid biag and
ansures thet human choices or other factors do not affect the study's results. In most cases,
studies move into phase 1] testing only after they have shown promise in phases | and L.

( : Phase |l tials often include large numbers of people across the country.
% * Phase [V frials are conducted to further evaluate the long-term safaty and effectiveness of a
http://www .cancer.gov/cancertopics/factsheet/Information/clinical-trials 3/8/2008
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treatment. They usually take piace after the treatment has been approved for standard use.
Several hundred to several thousand peopie may take part in a phase [V study. These studies
are less common than phase i, Il, or I} trials. .

People who parficipate in a clinical trial work with a research team. Team members may include
doctors, nurses, social workers, diefitians, and cother health professionals. The health care team
provides 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 paricipants to follow the research
team's instructions. The instructions may include keeping logs or answering questionnaires. The
research team may continue to contact participants after the trial ends.

What are some of the benefits of taking part in a dinical trial?
The benefits of paricipating in a clinical tial include the following:

* Participants have access to promising new approaches that ara often not avaitable outside the
clinical trial setting. -

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

* Particlpants recelve regular and careful medica! attention from a research team that includes
doctors and other health professionals.

= Participants may ba the first to benefit frot the new method under study.

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

What are somse of the possible risks assoclated with taking part in 2 diinical trial?
The possible risks of particlpating in a clinical rfal includs the following:

* New drugs or procedures under study are not always betier 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 to choose the approach they receive.

* Health insurance and managed care providers may not cover all patfent care costs In a study.

* Parlicipants may be required to make more visits to the doctor than they would if they were not
in the clinical trial.

Who pays for the patient care costs associated with a clinical triaf?

Health insurance and managed cara providers often do not cover the patient care costs associated
with a clinical trlal. What they cover varies by health plan and by study. Some health plans do not
cover clinical frials if they consfder the approach being studied "experimental” or “investigational.”
However, if enough data show that the approach is safe and effective, a health plan may conside
the approach “established” and cover some or all of the costs. Paricipants may have difficulty
obtaining coverage for costs associated with prevention and screening dlinical trials; health pians
are cumrently less likely to have review processes in place for these studles. It may, therefore, be
mere difficult to get coverage for the costs associated with them. In many cases, it helps to have
someane from the research team talk about coverage with representatives of the heaith pian,

Health plans may specify other criterda a trlal must meet to be covered. The trial might have to be
sponsored by a specified organization, be judged “medically necessaty” 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 treatrments are avaitable. In addition, the facility and medical staff
might have to meet the plan's qualifications for conducting certain procedures, such as

marrow fransplants. More Information about insurance coverage ¢an be found on tha NCI's Clinical
Trials and Insurance Coverage: A Resource Guide Web page at

hitp:/Awww.cancer.goviclinicalirlalsfeamingfinsurance-coverage on the Internet.

Many states have passed legislation or developed policies requiring health plans to cover the costs
of certain dlinical trials. For more information, visit the NCI's Web site at
. o i abo a|-tria

e/ fwww, cancer.go nicaltrials/developmentsiaw

on the Internat.

!

Federal programs that help pay the costs of care in a clinical triaf include those listed below:

* Medicare reimburses patient care costs for its beneficiaries who participate in clinical trials
designed to dlagnose or treat cancer. Information about Medicare coverage of clinical trals is
available at http:/’www.medicare.gov on the Internet, or by calling Medicare's toll-frea number
for beneficiaries at 1-800-633-4297 (1—800-MEDICARE). The toll-free number for the hearing
impalred is 1-877-486-2048. Also, the NCI fact sheet More Choites in Cancer Care:
information for Beneficlaries on Medicare Coverage of Cancer Clinical Trials is avaitable at
hitp/iwww. cancer.govicancertopics/factsheet/suppert/medicare on the Internet.

* Beneficiades of TRICARE, the Department of Defense’s health program, can be refmbursed for
the medical costs of participation in NCl-sponsored phase It and phase It cancer prevention
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(including screening and early detection) and treatment tfrials. Addifional informationls |
avallable in the NCI fact sheet TRICARE Beneficiaries Can Enter Clinical Trials for Cancer
Preventlon and Treafment Through a Department of Defense and National Cam:er Instituts
Agreemsnt. This fact sheet can be found at
- mwwmmwmgm the Internet.

sponsored prevention, diagnosis, and treatment studiss nationwide, All phases and types of
NCl-sponsored trials aré included. The NCI fact sheet The NCI/VA Agreement on Clinfcal
Trials: Questions and Answers has more information. it is available at
hitpJiwww,cancer.govicancertopics/factshesttNCI/VA-clinical-irfals on the Intefnet.

(ﬁh * The Department of Veterans Affairs (VA) allows efigible veterans to parficipate in NCI-

12. What are some questions people might ask thelr heafth care provider before entering a clinical trial?

It is important for people to ask questions before deciding to enter a clinical trial. Questions people
might want to ask thelr docior or nurse Include the following:

The Study

*  What is the purpose of the study?

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

*  Who Is sponsoring tha study?

*  Who has reviewed and approved the study?

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

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

=  How long will the study last?™”

* How will the resuits be shared?

Possible Risks and Benefits

What are the possible shori-tenmn benefits?

What ara the possible long-term benafits?

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 tral compare with those of other options?

Participation and Cara

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?

Wil treatments, tests, or procedures be painfli? if so, how can the pain be controfled?

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

will participants be able to take thelr regular medications while in the clinical triaf?

Where will the participants recelve thelr medical care? Will they be in a hospitai? If so, for how
long?

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 afler the
study?

Personal Issues

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

Cost Issues

* Wil participants have to pay for any treatment, tests, or other charges? If so, what will the
approximate charges be?

*  Whatis heatth insurance likely to cover?

*  Who can help answer questions from the insurance company or health plan?

13, What happens when a clirical rial is aver?

After a clinical tral Is compieted, the researchers look carefully at the data collected during the trial
before making decisions about the meaning of the findIngs and further testing. After a phase  or I}
( trial, the researchers decide whether to move on to the next phase, or stop testing the agentor
intervention because it was not safe or effective. When a phase Ii! trial Is completed, the
researchers look at the data and decide whether the resuits have medical importance.

http://www.cancer.gov/cancertopics/factsheet/Information/clinical-trials 3/8/2008
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14,

The results of dinfcal trials are often published in peer-reviewed, sdentific journals. Peer review is a
process by which experts review the report before it is published fo make sure the analysis and
conclusions are sound. If the results are particufarly Important, they may be featured by the media
and discussed at scientific meetings and by patient advocacy groups before they are published.
Onca a new approach has been proven safe and effective in a clinical tial, it may become standard
practice. (Standard practice is a currenily accepted and widely used approach.)

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 unpubfished rasults. This resource can be found
at Mmmmmmmm on the Internet.

Where can people find more information about dinical trials?

In addition fo the resources described In Question 3, people interestad in taking part in a diinteal trial
shouid talk with their health care provider. Irformation about cancer clinical trials is also available
from the NCI's Cancet information Seqvice (CIS). information specizlisis at the CIS uss PDQ to
Identify and provide detafled infarmation about specific engoing clinical tials. PDQ includes all NCI-
funded clinical trfals and some studies conducted by independent investigators at hospitals and
medical centers in the United States and Europe.

People also have the option of ssarching for clinical trials on their own, The cfinical frials page of the
NCI's Web site, located at Mtp:/Awww.cancer govidinicaltdals/ on the Internst, provides information
about ciinical trials and finks to PDQ. Another resources is the NiH's ClinicalTrials.gov Web site,
ClinicalTrials.gov lists clinical trlals sponsored by the NIH, other Federal agendies, and the
pharmaceutical industry for a wide range of diseases, including cancer and other conditions. This

" site can be found at http://dinicaitrials.gov on the Intemet.
#a#
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INTRODUCTION

Disparities in Clinica! Trials

@ The National Cancer Institute (NCI) is the largest sponsor of
cancer clinjcal trials in the U.S., with approximately 800
ongoing trials at 3,000 sites. Over 30,000 patients are enrolled
in cancer clinical trials annuatly. From 1998-2001, total
enrcllment in NCI-sponsored treatment trials increased
229%. However, the number of minority participants during
that period remained stable, causing a decrease in the overall
percentage of minorities in trials.*"

e Areview of Food and Drug Administration (FDA} approved
drugs from 1995-1999 revealed that African Americans,
Asian/Pacific Islanders, Hispanics/Latinos and Native
Americans collectively represented less than 10% of partici-
pants in trials that were testing cancer drugs.”

@ The rate of participation in U.S. clinical trials is correlated
with the demographics of income, educational attainment,
employment status, and insurance coverage. Regardless of
race or ethnicity, low socioeconomic status has a negative
impact on clinical research participation.'*%

@ The Coalition of Cancer Cooperative Groups evaluated accru-
al to NCI publicly funded treatment trials from January 2003
through June 2005. The data presented in the figures at right
show accrual rates by racial and ethnic status:

Cancer Clinical Trials:

Participation by Underrepresented Populations

While. 83.6%

XL £ 5

R R T

Source: Baseling Study of Patiant Accrual Onto Publicly Sponsored Trials,” Coalition of Cancer
Cooperative Groups for the Global Access Profecl, National Patlent Advocate Feundation, April 2005,

Project Director
Genentech Nicholas K. aminaring, PHD, CHES
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& In 2004, the SELECT prostate cancer prevention trial

completed recruiting over 35,000 men of whom 21% were
minorities. However, previous NCI-sponsored prevention
trials have not recruited significant numbers of minorities
or ather subpopulations. ** For example, NCI's Prostate
Cancer Prevention Trial, which was conducted in 1993-2003,
recruited only 8% minority participants of over 18,000 men
enrolled.™

Underrepresented Populations

]

w

£

Adolescents: Only 10% of 15-to-19 year old adolescent can-
cer patients are entered into trials, compared to 60% of
those under the age of 15.""'

Elderly: According to Lewis and colleagues, 61% of new
cancer cases occurred among the elderly in 2003, but only
25% of participants in national cancer clinical trials were
over 65 years of age. Moreover, in Phase II and III clinical
trials, the elderly carried 60% of the disease burden but
represented only 32% of enrolled patients."

Racial/Ethnic Groups: Enrollment in clinical trials is dis-
proportionately low among African Americans/blacks and
Hispanics/Latinos in NCI-sponsored surgical trials.®"

Rural: Among 24,332 patients enrolled in NCI sponsored
clinical trials over a one-year period, investigators found
marked regional and state variations in patient accrual, and
suburban geographic areas had the highest overall accrual.®

Women: An investigation of nonsurgical NCI cancer trials
demonstrated that women were less likely than men to be
enrolled in colorectal and lung cancer trials.®

Patient Barriers to Gancer Clinical
Trial Participation

A

o

L

Costi/Lack of insurance: Costs associated with clinical trials
are often a concern. A study of NCI-sponsored cancer
treatment trials found that uninsured patients represented
only 5.4% of all clinical trial participants.® Even when par-
ticipants have insurance, some private third-party payers
do not cover the full costs assoclated with participating in
the clinical trial." Numerous studies have shown that the
cost for a patient to take part in a clinical trial is not neces-
sarily any more expensive than it is for the patient to
receive standard cancer care."**

Cultural barriers: Many people from various ethnic and
cultural backgrounds may have views that differ from
Western medicine. As a result, some beliefs regarding
health and disease (e.g., family involvement in decisions
about treatment, views regarding traditional healers, reli-
gion, prayer, and alternative medicine) may make clinical
trials a less desirable option.'

Lack of awareness: A national survey of cancer patients
found that 85% of respondents were unaware that
participating in a clinical trial was a treatment option
for them #*




o Lack of invitation: According to a review of enrollment
decisions for health research studies, racial and ethnic
minorities were less likely to be invited to participate
in research studies compared with non-Hispanic/Latino
whites.®

o Language/Linguistic differences: Many U.S. clinical trials
require English proficiency for potential participants,
automatically excluding those who do not speak the lan-
guage.” Language factors also pose a serious barrier to
provider-patient communications and attempts to
recruit patients into clinical trials.®

e Low literacy: The complexity of consent forms and other
clinical trials materials may also be a barrier to those
patients with low literacy. For example, the initial con-
sent form for the STAR trial, a national breast cancer pre-
vention trial, was over eight pages long and required a
10th grade reading level. ®

¢ Mistrust: According to a review conducted by the Agency
for Healthcare Research and Quality® and others 22%
mistrust of research and the medical system is a fre-
quently reported barrier to participating in clinical trials.

® Practical obstacles: Transportation to and from a trial,
particularly if it is located in a distant location, can be a
barrier for many patients. Individuals with low incomes
may find it difficult to take time off from work, find
childcare or manage other family responsibilities while
participating in a trial.***

e Study design eligibility criteria: Strict inclusion and
exclusion eligibility criteria are a commonly reported
barrier to trial participation.®** For example, in a study
of African American/black cancer patients, only 8.3%
were eligible for clinical trial participation due to strict
eligibility criteria. Nearly 20% of them were excluded due
to the presence of additional health problems

Physician/investigator Barriers to Referring Patients
to Cancer Trials

& Lack of minority investigators: Increasing the diversity
of the investigator pool has been cited as an important
strategy to increase recruitment of racial and ethnic pop-
ulations to clinical trials. Yet, 2005 data show that African
Americans/blacks, Hispanics/Latinos, American
Indians/Alaska Natives, and Native Hawaiians/Pacific
Islanders collectively represent less than 10% of all U.S.
medical school faculty who have an M.D. or Ph.D.#

Compared to non-Hispanic/Latino white physicians,
Hispanic/Latino physicians were significantly less
involved in clinical trials and found less value in them,
This in turn, may influence their decision to refer
patients to be enrolled in clinical trials.®

o Lack of physician referral: Although physician referral is
one of the most effective means of recruiting patients to
cancer clinical trials,” some physicians are reluctant to
engage in referral. This may be because they believe that
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standard therapy is best, or they fear losing control of
the patient’s care, or that referring or participating in a
trial is an excessive administrative or financial burden
to their practice. Some community physicians also
indicate a mistrust of the academic or research centers
conducting the trials, <+

© Physician lack of awareness: Being unaware that clin-
ical trials are available is one of the most common rea-
sons physicians fail to refer patients to trials, “<
Primary care physicians do not have sufficient infor-
mation on available clinical trials, and often leave the
discussion of clinical research to the patient’s oncolo-
gist. Yet, many oncologists outside of the academic
setting may also not be aware of trials or otherwise
choose not to participate in or refer their eligible
patients to clinical trials.”

Public Attitudes toward Ciinical Trials

o Research has shown that the general public is unaware
of clinical trials as a treatment/prevention option or is
misinformed about the clinical trials process, >+

o Among surveyed U.S. adults who reported having ever
participated in a clinical trial, 84% stated they would
do so again if given a chance

o Most U.S. adults agree that clinical research partici-
pants are making a significant contribution to science.
However, 49% also feel that clinical trial participants
are gambling with their health and are treated like
“guinea pigs.” *

® Results from a recent study demonstrated that, in gen-
eral, the more knowledgeable the respondent, the
more likely the respondent was to participate in a clin-
ical trial. However, regardless of their degree of knowl-
edge, racial/ethnic minorities and those aged 18-24
years reported being reluctant to participate.®

Clinical Trial Policies and Mandates

e Center for Medicars and Medicaid Services: In 2000,
Medicare authorized the payment of routine care costs
for beneficiaries who are patients in clinical trials.®

® FDA: The FDA Modernization Act of 1997 provides
guidelines on standardization of data collection of
racial/ethnic groups in clinical trials, but does not
address appropriate racial and ethnic inclusion.®

o NIH: The NIH Revitalization Act of 1993 mandated
that women and minorities be included in clinical tri-
als.® However, over a decade later, minorities continue
to be underrepresented at varying levels in both can-
cer prevention and treatment trials.®

o States: As of 2007, only 20 states in the U.S. ensured
the reimbursement of routine medical costs for clini-
cal trial participants by legislative mandates or agree-
ments with large health insurers. ®
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Jeanne E. Anderson, MD

Katmai Oncology Group, LLC

3851 Piper Street, Suite U340

Anchorage, AK 99508-4627

I am Jeanne Anderson, a Medical Oncologist in practice in Anchorage. On behalf of Alaska
cancer physicians and patients, I thank the members of the Labor and Commerce Committee
members for considering this bill. Tt is predicted that 2,650 Alaskans will be diagnosed with
cancer in 2008. In the 1970’s, only 50% of cancer patients lived 5 years after diagnosis. In
2008, 66% are predicted to survive 5 years. We all know that many Alaskans die of cancer every
day and that improvements are desperately needed. The cancer physicians in Alaska are
committed to providing the best care possible to our patients, to relieve suffering and reduce
death from cancer. In caring for our patients, we often turn to clinical trial as providing the best
treatment for our patients. A clinical trial is a formal, scientific way to test whether a new
treatment is safe, effective, and superior to existing treatments. The physicians and hospitals in -
Alaska support clinical trials and there are over 50 trials open in this state for our cancer patients.
However, onlyla small number of our patients enroll on these.clinical trials, approximately 40
per year. There are many reasons why enrollment is low. These reasons include lack of
knowledge or interest on the part of the patient or physician, lack of availability of an appropriate
trial for the patient, and (relevant to this bill) lack of insurance coverage or fear by the patient
they will lose coverage if enrolled on a study. Passage of this bill will clearly remove an
important barrier to access of a clinical trial. It will result in Alaska physicians providing
improved care for our paﬁents, reducing the burden of cancer in our population, and facilitating

patients to stay in Alaska for state-of-the-art care.




April 2, 2008

' ﬁ Testimony to Support SB280

To

Senate Labor & Commerce Committee,

[ am a medical oncologist-hematologist practicing in Anchorage.

Hence I am involved in caring for many, many patients with cancer, which are oftentimes
deadly.

As yet, many cancers do not have curative treatments. One of the options I offer to all my
patients is to consider treatment under clinical trials- scientifically conducted studies by
approved medical organizations to try & improve cancer care.

Unfortunately, due to Insurers denying coverage for routine medical care ﬂh@.-p.&tlﬁﬂi&
enm‘?matmm muslga&»ﬂamrally, déTine to pa part1c1pate in chmcal
tnals. r——"
ff?fﬁy opinion, this state of affairs is a major handicap for patients/ individuals in Alaska
to receive State of Art Care for Cancer & related problems in ATas "Icm“““““““‘“““ sy
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Just to give you an example, Herceptin is now used in early breast cancer treatment as the
women with breast cancer who participated proved its efficacy in a clinical trial. This
trial included at least 2 women in Alaska.

3
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I wholeheartedly support SB280 & sincerely hope your committee members will too for
all of our sakes.

Sincerely,

Latha Subramanian MD, FACP
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Krista Rangitsch, RN, BSN, OCN, CCRC
'("523 East 17th Avenue

~Anchorage, AK 99504

My name is Krista Rangitsch and I am a Cancer Research Nurse at Providence
Alaska Medical Center, however, I am not representing Providence. I am
testifying on my own behalf.

First, I’d like to take this opportunity to thank the members of this committee for
considering Senate Bill 10 and for allowing me to testify today.

From my perspective, when a clinical trial is recommended to a patient by their
physician as the best treatment option, they are referred to our office. Part of my
discussion about the study with the patient includes informing them that their
insurance company may not cover some or all of the routine costs associated
with treating their cancer while on the study. We strongly encourage all patients
find out what their policy says about clinical trial coverage. This is the stage
where, in my experience, we encounter the majority of barriers to patient
enrollment to clinical trials.

Patients go through a lot emotionally and financially when being diagnosed with
cancer — the last thing they should have to worry about is finding out if their
insurance will cover a clinical trial that their physician thinks is in their best
interest.

I’ve noticed that one of our ever-increasing reasons for patients not enrolling on
a clinical trial is because of lack of or fear of lack of insurance coverage.

There are many instances, where due to the severity of the cancer and the
necessity to start treatment right away, there just isn’t reasonable sufficient time
to investigate if insurance will cover clinical trial expenses or the insurance
company just takes too long to determine coverage.

In closing, if insurance companies were mandated to cover routine care costs
associated with a clinical trial, [ am confident that many more people would be
able to participate in clinical trials, which in turn, would increase the likelihood
of improved cancer treatments and maybe someday lead to a cure.

Thank you again for the opportunity and for supporting Senate Bill 10.
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ﬁ March 9, 2009 | PREMERA | & @
Senator Bcttyc Davis V

State Capitol
Jack C. McRae

Rm. 30 Seniar Vice President

Juncau, AK 99801-1182

Dear Senator Davis:

On behalf of Premera Blue Cross Blue Shicld of Alaska, | am writing to you to express our concerns with
SB 10 regarding coverage of routine patient carc costs during a cancer clinical trial. We would like to work
with you and members of the committee to suggest amendments to this bill.

We recognize the importance of cancer clinical trials in identifying effective and safe treatments that are
based on evidence and research. To that effect, Premera currently covers the routine costs for our members
who are participating in phase 2 or 3 cancer clinical trials.

As drafted, SB 10 is a mandate requiring insurance companies to cover all phases of cancer clinical trials.
Mandates have the net effect of increasing the cost of insurance, and we expect that SB 10 will increase the
cost of insurance to Alaska consumers. However, if passed and implemented, this requirement would not
apply to ERISA or self-funded groups. Since self-funded groups are not regulated under state law, mandates
such as this one, will primarily apply to insurance coverage offered to individual policyholders and small
groups. As you are well aware, small groups are currently struggling to provide insurance for themselves
and their employees, especially during these tough economic times. SB 10 will impact the most vulnerable
segment of the insurance market by increasing the cost of their health insurance.

Our concemns with the bill are expanding this coverage to phase 1 and 4 trials for patient safety and treatment
effectiveness reasons.

In a phase ] trial, the drug or treatment is still being evaluated and there is no reasonable expectation of a
therapeutic benefit to the patient. Phase 1 trials may be considered close to basic rcscarch since they involve
testing agents that are not known to have an effect on cancers in the human body, Basi¢ dose mechanisms,
drug toxicities, and safety aspects have yet to be validated. We are concerned with requiring coverage for
phase 1 clinical trials when the safety and efficacy of the proposed treatment have not been established,

At a phase 4 trial, we would cover the treatment if it i3 medically necessary. However, there may be other
known medical treatments that are available for the patient that are more effective. And, we would like the
flexibility to review and pay for these other medical treatments that may be more beneficial to our members.

Thank you for considering our concerns. If health insurance is mandated to cover routine care for members
in phase 1 and 4 trials, healthcare costs will increase and add to the rising premiums borne mostly by small
groups and individual policyholders. We offer our amendments to encourage participation by Alaska
residents in cancer clinical trials to expand research and evidence based medicine, while at the same time
balancing patient safety and the rising costs of healthcare insurance.

Sincerely,
)
C. M¢é
enior Vice President
O, Box 137 rel 4253185767 W, Bremers.com An Independeat Liensee of the
Seatte, WA 38111 fax 4253185888 Bhoa Crom fius Shisd Lssoclattan

jedomoae®pramenn.com
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The Voice of Small Business®

Alaska

January 20, 2009

The Honorable Bettye Davis
Alaska State Senate

State Capitol Building
Juneau, Alaska 99801-1182

RE: Senate Bill 10

Dear Senator Davis,

On behalf of the National Federation of Independent Business/Alaska, I
wish to express our opposition to Senate Bill 10. The National Federation of
Independent Business is the largest small-business advocacy group in the Alaska.

Health-care costs have been the No. 1 issue facing small-business owners since
1986, and those concerns are growing, according to NFIB’s members. As health-
care costs go through the roof, small-business owners have very few choices when
selecting insurance coverage for their employees. The tipping point is here, and
small businesses are begging for solutions to rising health-care costs, lack of
access and other issues.

For many small employers in Alaska insurance premimums for small groups or
single coverage have increased by more than 82 percent since 2000, a jaw-
dropping statistic. This is completely unsustainable over the long-term. Much of
the increase is driven by the additions to coverage by state mandates

Unfortunately, SB10 mandates specified coverage of medical care coverage during
specified clinical trials that may not fit employee’s needs but for which smail
employers providing health insurance bear the cost. Increased mandates force
employers to consider whether they can afford to continue coverage or are forced

National Federation of Independent Business — ALASKA
P.O. Box 34761 « Juneau, AK 98803 » 907-723-6667 * denny.dewitt@nfib.org
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The Honorable Betty Davis
January 20, 2009
Page 2

by increased prices to eliminate health insurance for their employees. Mandates
prevent small employers from providing affordable insurance programs tailored to
its specific work force.

SB 10 is discriminatory against small employers as the mandate applies to those
who provide coverage regulated by state insurance statutes, but not programs
offered by the state and other governmental entities or large employers who
typically offer ERISA programs. Thus it creates a less fair business environment
for small employers.

Sincerely yours,

euyy

Denpnis L. DeWitt
Alaska State Director
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Operations Center

Medical Affairs
412/330-4600 412/330-4660 Fax
C- 412/330-466] Fax

National Surgical Adjuvant Breast and Bowel Praject

PARTNERS IN CANCER RESEARCH Administrative and Fiscal Affairs

412/330-4600 412/330-4662 Fax -

. L‘CJE;:_'nan Wolmark, MD : Clinical Coordinating Division
rman 1-800/477-7227

TESTIMONY OF D. LAWRENCE WICKERHAM, MD,
ASSOCIATE CHAIRMAN OF THE NSABP, CONCERNING SB280

¥ am Dr. Lawrence Wickerhain, the Associate Chairman of the National Surgical Adjuvant Breast and Bowel

Project (NSABP), which is one of the National Cancer Institute’s Cooperative Trials Groups.

The NSABP conducts large phase III studies that compare standard freatments with newer innovative therapies

J—

in patients with early stage breast or colorectal cancer. The group’s mission is to improve the survival and

e L L

i 1. e

quality of life of these patients. 2008 is the 50™ anniversary of the NSABP and over those years we have

_entered over 130,000 individuals into our trials. Today we have 200 participating centers and 300 satellite

gc:nters located throughout the U.S., Canada, Puerto Rico, and Ireland, and we do have centers in Alaska.

Results of previous NSABP studies have had a major impact in improving the care of both bréast and bowel
cancer The results of our breast cancer studies have eliminated the use of true radical mastectomies,
demonstrated that lumpectomy is an effective alternative, and we have shown that adjuvant treatment (treatment
after surgery) can improve survival. Adjuvant therapy for breast cancer includes chemotherapy, hormonal

therapy, and newer targeted treatments.

Figures from the American Cancer Society demonstrate that the mortality rate from breast cancer in the U.S.
has declined for over a decade. This improvement is thought to be the result of screening mammograms to

detect the disease and improvements in treatment. These improvements in care come primarily from clinical
(,_

East Commons Professional Building Four Allegheny Center - Sth Floor Pittsburgh, PA 15212-5234
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D. Lawrence Wickerham, MD

trials like those conducted by the NSABP. The more patients that enter these studies, the more quickly we get
;_ _ results and the faster we can improve care. Unfortunately, for a variety of reasons, less than 5% of cancer

i ~ dents choose to enter clinical trials. Cost is 2 major barrier.

Requiring health care insurers to cover the standard of care costs for individuals participating in cancer clinical
trials would remove one significant barrier to increasing participation. Any research trial includes two general
categories of costs: 1) research costs — expenses that the patient would not routinely incur if he or she was not a

part of the trial (extra lab tests, x-rays, etc.), and 2) standard of care costs — expenses that would occur whether

or not the patient entered the trial.

NSABP studies routinely identify the non-standard of care components. We prowde the drug(s) bemg studled

and typically provide addltlonal non-federa.l ﬁmdmg to help defray the costs trial participation, 1nclud1ng the

‘ost of non-standard of care items. The goal is to minimize e any additional costs to the patient, 1mgrove trial
- AR RSO ey LETRIGBE I A R N AT s e 1 i TR R

rticipation and improve cancer care in general.

AT i e s Eods Tl s Wi 1o i s e i e AT P . il i ™

I and the NSABP strongly urge you to enact this bill S0 that cancer patients in Alaska can have improved access

to state-of-the-art research studies like those avaﬂable to patients in other states.

1 Hene

L ey ey S

RO B ST A A B TSl 1 0 P R S S

Thank you for listening to my testimony and [ would be pleased to try to answer your questions.

(

T

East Commons Professional Building Four Allegheny Center - 5th Floor Pittsburgh, PA 15212-5234
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@ February 17, 2009 i
- The Honorable Bettye Davis, Chair R P
Senate Health and Social Services Committee TR AT e o e
Alaska State Capitol, Room 30 IR Tt PR Ko
Juneau, AK 99801-1182
RE: SB 10 (Davis)--Support
Dear Chair Davis, .
On behalf of the members of AARP in Alaska, we encourage you and your colleagues on
the Senate Health and Social Services Committee to support SB 10, suthored by you.
SB 10 would require insurance programs, inchiding Medicaid, to provide coverage for
cancer victims undergoing clinical trialg just as they would if the individual was not in
the trial.
Most of our significant advances in cancer treatment that have become standard
procedures began as clinica] trials.
I makes no sense not to offer health insurance coverage for procedures that may be still
considered experimental but offer some hope for the cancer victim. We purchase
, insurance (or the State provides it through Medicaid) so that we can have help with the
- { costs that accompavy a threatening dicease. SB 10 ig one of those bills that AARP
( _ | believes makes sense, especially to & cancer victim and his/her family.
| i AARP recommends an “AYE” vote on SB 10.
Should you have any questions sbout our position, please feel free to contact me (586- :
| 3637) or Patrick Luby, AARP Advocaoy Director (907-762-3314).
| - Thank you for your consideration. .
- | Sincerely,
) ¢ Darlin, Coordinator
i AARP Capital City Task Force -
' 415 Willoughby Avenue, Apt. 506
. Juneau, AK 99801
. 586-3637 (voice)
! 463-3580 (fax)
CC:  Vice-Chair Jos Paskven Senator Fred Dyson
Senator Joe Thomas Senator Johnny Ellis
? ) Jennde Chin Hansen, President
- MEALTH / FINANCSS / CONNECTING / QIVING / ENJOVING Wittam D. Novelli, Chief Executive Officer
4091
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Cancer Action
Network=

Cancer Clinical Trials

American
[ Cancer
% Societye

CS for SB 10 (HSS)

A

CS for Senate Bill 10 (HSS) requires state-regulated insurance plans to
cover routine care costs associated with cancer clinical trials. SB10
does not require plans to cover the actual costs of the clinical trial.

Why clinical trials:

Clinical trials are essential gateways to developing better tools for cancer prevention,
detection, treatment and care. The research conducted through clinical trials helps move
scientific discoveries from the laboratory into new therapies that can be used at the
bedside to improve the quality of patient care. Yet consistently low enroliment of adults in
clinical trials delays our progress.

Routine care defined:

Routine patient care is considered to be thase services not specific to the clinical trial,
such as infusion, labs, x-rays, and general medical care. Basically, it means any care
that would be provided anyway outside the context of a clinical trial. SB10 adds the
requirement that these routine care costs be covered while participating in a cancer
clinical trial.

Costs are comparable:

Numerous studies show that patient care in clinical trials costs approximately the same as
care delivered in standard therapy. In most cases, the third-party payer is not billed for
the drug or treatment under investigation, therefore, care in a clinical trial can actually cost
less than the care delivered in standard therapy.

Other market segments:
State regulated plans are one of the last segments of Alaska's insurance market to
provide this coverage. Coverage for routine care costs are currently provided for under
Medicare, Medicaid, Military, and a number of self-insured plans such as Providence
Health System Alaska.
Why we need the law changed:
» SB10 removes a significant barrier to participation in cancer clinical trials, and
» Opens up treatment options for Alaskans.

Ultimately, increased participation in cancer clinical trials leads to advances that
benefit everyone.

American Cancer Society Cancer Action Network / 3851 Piper Street, Suite U240, Anchorage, AK 99508
Alaska Director of Government Relations, Emily Nenon / Emily.Nenon@cancer.org

1.888.NOW.I.CAN / www.acscan.org/alaska
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April 5, 2010

The Honorable Wes Keller, Co-Chair

House Health and Social Services Committee
Alaska Capitol, Room 13

Juneau, AK 99801-1182

The Honorable Bob Herron, Ca-Chair

House Health and Social Services Committee
Alaska Capitol, Room 411

Juneau, AK 998031-1182

RE: 3B 10 (Davis)}—Support
Dear Co-Chairs Keller and Herron:

On behalf of the members of AARP in Alaska, we encourage you and the members of the House

Health and Social Services Committee to support SB 10, authored by Senator Bettye Davis and co-

sponsored by Senator Joe Paskvan, your Committee colleague Representative Bob Lynn as well as
Representatives Carl Gatto, Cathy Munoz, Pete Peterson, Charisse Millet and Les Gara.

SB 10 would require insurance programs, including Medicaid, to provide coverage for routine costs
of cancer victims undergoing clinical trials just as they would if the individual was not in the trial.
Research indicates that the costs for patient care in clinical trials are comparable to costs for care
delivered in standard practice.

Most of our significant advances in cancer treatment that have become standard procedures began
as clinical trials.

It makes no sense not to offer health insurance coverage for procedures that may be still considered
experimental but offer some hope for the cancer victim. We purchase insurance (or the State
provides it through Medicaid) so that we can have help with the costs that accompany a threatening
disease. SB 10 is one of those bills that AARP believes makes sense, especially to a cancer victim
and his/her family. :

' AARP recommmends an “AYE"” vote on SB 10.

Jennis Chin Hansen, President
HEALTH / FINANCES / CONNECTING / GIVING / ENIOYING William D. Novelli, Chief Executive Officer
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Should you have any questions about our position, please feel free to contact me (586-3637) or
Patrick Luby, AARP Advocacy Director (907-762-3314).

Thank you for your consideration.

Sincerely,

Maric Darlin, Coordinator

AARP Capital City Task Force
415 Willoughby Avenue, Apt. 506
Juneau, AK 99801

586-3637 (voice)

463-3580 (fax)

CC:  Vice-Chair Representative Tammic Wilson Representative Sharon Cissna
Representative Bob Lynn Representative Lindsey Holmes
Representative Paul Seaton Senator Bettye Davis
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