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"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, treatment, 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 anyone 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. 

SB 10 Sponsor Statement 
Rev. 3-11-2010 
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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/programslhealthlclinicaltrials.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, I11tb Congress 2009-
2010, (Rep. Sue Myrick) per "The Hill's Congress Blog" January 30, 2009 sums up to a large extent what 
SB lOis 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/or 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/or 
routine care. Were it notfor patients who have enrolled in past trials, the medical advancements we've 
experienced toward finding a cure for cancer would not be possible. " 

SB 10 Sponsor Statement 
Rev. 3-11-2010 
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(907) 465-3867 or 465-2450 
FAX (907) 465-2029 

STATE OF ALASKA State Capitol 
Juneau, Alaska 99801-1182 

Deliveries to: 129 6th St., Rm. 329 Mail Stop 3101 

4031 

MEMORANDUM April 17, 2009 

SUBJECT: 

TO: 

FROM: 

Mandatory health care insurance coverage for clinical trials for 
cancer (CSSB !o(HSS), Work Order No. 26-LS0073\S) 

Senator Bettye Davis 
Attn: Thomas Obenneyer 

Dennis C. Bailey b.h 
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. 

DCB:ljw 
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FISCAL NOTE 

STATE OF ALASKA 
2010 LEGISLATIVE SESSION 

Fiscal Note Number. 

Bill Version: 
() Publish Date: 

CSSB10 (HSS) 

.;;ld~e;:n",tifi::.:e::.r.>:(fi::.:le::.:n::.:a::.:m::.:e:L):,-,S::.:B::..lc::O;;::C;:;S~(H:i's"'s'f,)-Cii::E;::D"'-::;IN:::s:.,:-3::,-2:=:-c=:1=0=====:-___ Dept. Affected::.:: ___ -.:::D::,:C'::C:::;E=.:D::-,.=:--__ _ 
Title Medicaid/Insurance for cancer clinical trials RDU Insurance (116) 

~=;:-;:::------------;<:==n:=---------Component Insurance 
Sponsor Senator Davis 
Requester _____ --=S.:;e"na::;t.:;e..:.H"'e.:;a"'lth=an"'d=-S.:;o::.c"'ia::;I~S:.:e""rv"'ice=s'_ ____ Component Number 354 

Expenditures/Revenues (Thousands of Dollars) 
Note· Amounts do not include inflation unless otherwise noted below 

Appropriation 
Required Infomnation 

OPERATING EXPENDITURES FY 2011 FY 2011 FY 2012 FY 2013 FY 2014 FY 2015 FY 2016 
Personal Services 
Travel 
Contractual 
Supplies 
Equipment 
Land & Structures 
Grants & Claims 
Miscellaneous 

TOTAL OPERATING 

iCAPITAL EXPENDITURES 

ICHANGE IN REVENUES ( 

FUND SOURCE 
1002 Federal Receipts 
1003 GF Match 
1004 GF 
1005 GF/Program Receipts 
1037 GF/Mental Health 
Other Interagency Receipts 

TOTAL 

Estimate of any current year (FY2009) cost: 

POSITIONS 

I
Full-time 
Part-time 
Temporary 

ANALYSIS: (Attach a separate page if necessary) 

0.0 0.0 0.0 0.0 0.0 0.0 

(Thousands of Dollars) 

0.0 0.0 0.0 0.0 0.0 0.0 

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 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 
Division .!In"'s"u"'ra"'n.::ce:::... ______________________ _ 

Approved by: Emil R. Notti, Commissioner 
Commerce, Community, and Economic Development 

(Revised 911012008 OMS) 

Phone 907-269-7900 
Datemme 3/2110 10:48 AM 

Date 31212010 
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FISCAL NOTE 

STATE OF ALASKA Fiscal Note Number: 

2009 LEGISLATIVE SESSION Bill Version: SB 010 

o Publish Date: 

Identifier (file name): SB010-DHSS-MS-02-11-o9 Dept. Affected: Health & Social Services 
Tide Medlcaid/lnsurance For Cancer Clinical Trials RDU Health Care Services 

Medicaid Services 

2077 

ExpendituneslRevenues (Thousands of Dollars) 
Note' Amounts do not include inflation unless otherwise noted below 

Appropriation 
Required Infonnatlon 

OPERATING EXPENDITURES FY 2010 FY 2010 FY 2011 FY 2012 FY 2013 FY 2014 FY 2015 
Personal Services 
Travel 
Contractual 
Supplies 
Equipment 
Land & Structures 
Grants & Claims 
Miscellaneous 

TOTAl OPERATING 

ICAPITAL EXPENDITURES 

ICHANGE IN REVENUES ( 

FUND SOURCE 
1002 Federal Receipts 
1003 GF Match 
1004 GF 
1005 GFlProgram Receipts 
1037 GFlMental Health 
Other Interagency Receipts 

TOTAL 

estimate of any current year (FY2009) case 

POSITIONS 

I
Fun-tlme 
Part-time 
Temporary 

0.0 

0.0 

ANALYSIS: (Attach a separate page H necessary) 

0.0 0.0 0.0 0.0 0.0 0.0 

(Thousands of Dollars) 

0.0 0.0 0.0 0.0 0.0 0.0 

0.0 

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

The bill 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: Vv'IlIlam J. Streur. Deputy Commissioner 
DMsion Health Care Services 

Approved by: Alison Eisee. Assistant Commissioner 
DHSS Finance Management Services 

(Reo.Mea iJ1012008 OMB) 
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FISCAL NOTE· 

STATE OF ALASKA - Fiscal Note Number: 
2009 LEGISLATIVE SESSION Bill Version: S810 

() Publish Date: 

~ld~e~n~ti~fie~r~(~fil~e~n~am~e~):~S~8~1~0~~E=~~I~N~S~-2~-~4-~0~9~~~~~"-"-~~r--_______ Dept.Affected~: ______ -=D~C=C~E~D~«<~ ____ __ 
Title Medicaid/Insurance for cancer clinical trials RDU Insurance (116) 
-;;:=~ ____________________ ---,====:-_______________ Component Insurance 
Sponsor Senator Davis 
Requester _________ -'S"'e"'n"'a"'te:.:H-::e"'a"'lth=a:..:nd"-"'S:;::oc::ia"'I.;:S:::e:..:rv"'ice=" ______ Component Number 354 

Expenditures/Revenues (Thousands of Dollars) 

Nots" Amounts do not include inflation unless otherwise noted below 

Appropriation 
Required Infannatto" 

OPERATING EXPENDITURES FY 2010 FY 2010 FY 2011 FY 2012 FY 2013 FY 2014 FY 2015 
Personal Services 
Travel 
Contractual 
Supplies 
Equipment 
Land & Structures 
Grents & Claims 
Miscellaneous 

TOTAL OPERATING 

iCAPITAL EXPENDITURES 

ICHANGE IN REVENUES ( 

FUND SOURCE 
1002 Federal Receipts 
1003 GF Match 
1004 GF 
1005 GF/Progiam Receipts 
1037 GFlMental Health 
Other Interagency Receipts 

TOTAL 

Estimate of any current year (FY2009) cost: 

POSITIONS 

/

FUIl-tlme 
Part-time 
Temporary 

ANALYSIS: (Attach a separate page if necesS8fY) 

0.0 0.0 0.0 0.0 0.0 0.0 

(Thousands of Dollars) 

0.0 0.0 0.0 0.0 0.0 0.0 

This bill requires companies Ihat 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 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 
Division .:;In",s:.:u:..:ra::.n~ce=-_______________________ _ 

Approved by: Emil R. NoW, Commissioner 
Commerce, Community. and Economic Development 

Phone 907-269-7900 
Datemme 214/09 10:48 AM 

Date 214/2009 
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LEGAL SERVICES 
DIVISION OF LEGAL AND RESEARCH SERVICES 

LEGISLATIVE AFFAIRS AGENCY 
(907) 465-3867 or 465-2450 
FAX (907) 465-2029 

STATE OF ALASKA State Capitol 
Juneau, Alaska 99801-1182 

Deliveries to: 129 6th SI., Rm. 329 Mail Stop 3101 

MEMORANDUM March 9, 2010 

SUBJECT: Clinical trials; fratemal benefit societies (CSSB 10(HSS)) 
(Work Order No. 26-LS0073\S) 

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

("', 

FROM: Dennis C. Bailey)}t/) 
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. 2 I .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: 

• Must have a representative form of government. AS 2 1.84.005. 
• Operates for the benefit of its members and their beneficiaries providing (I) 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. 

• 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. 
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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 mutual 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 ofa 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 
10-141.1jw 
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States That Require Health Plans to Cover Patient Care Costs in 
Clinical Trials 

Page Options 

a Print This Page 
;1Sl EMMall This Document 

Quick Links 

Director's Comer 

Dictionary of Cancer Teans 

NCI Drug Dictionary 

Funding Opportunities 

NCI Publications 

Advisory Boards and Groups 

Science Serving People 

Espanal 

I Questions aooutcancer? 
I • 1-800-4·CANCER 
~ -------

NCI Highlights 

Restructuring the NCI 
Clinical Trials Enterprise 

Clinical Trials Reporting 
Program 

Coordinating Center for 
Clinical Trials 

States Requiring Coverage 
of Clinical Trial Costs 

Posted: '7f'Of'!J!)' 

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 ~ or this alphabetical Jist. 
Overview of the issue. 
Other resources. 

Map (click on a blue-highlighted statellocation to see: the law Of agreement and its key provisions) 

• 

Infonnation by State (All States) 

Alabama 
Alaska 
Arizona 
Arkansas 
Califomia 
Colorado 
Connecticut 
Delaware 
Florida 
Georgia 
Hawaii 
Idaho 
Illinois 

Overview of the issue 

Indiana 
Iowa 
Kansas 
Kentucky 
Louisiana 
Maine 
Maryland 
Massachusetts 
Michioan 
Minnesota 
Mississippi 
Missouri 
Montana 

Nebraska 
Nevada 
New Hampshire 
New Jersev 
New Mexico 
New York 
North Carolina 
North Dakota 
Ohio 
Oklahoma 
Oregon 
Pennsylvania 
Puerto Rico 

Rhode Island 
South Carolina 
South Dakota 
Tennessee 
Texas 
Utah 
Vermont 
Virginia 
Washington 
Washington D.C. 
West Virginia 
Wisconsin 
lNyoming 

"Routine patient 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 Clinical Trials.) 

4037 
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Lack of such coverage is a significant barrier to many patients who might othefWise enroll in 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 trial, such 
as tests purely perfonned for research purposes. In 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 Resou rces 

To find specific trials in PDQ - the National Cancer Institute's database of ongoing cancer clinical trials 
- go to the PDQ search page. 
To understand the basics of clinical trials, 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 NCl's State Cancer Legislative Database Program. 

A Back to Top 

NCI Home I Text-Only Version I Contact Us I Policies I Accessibility I RSS I Viewing Files I FOIA I Site Help I Site Map 

A Service of the National Cancer Institute 
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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 enrollment of adults in clinical 
trials, particularly among racial and ethnic minority groups and low income groups, delays our progress. 

r ........ · .......... ·· .... ·· .... o~~~3~;~~~~f~~d~ii~·~~·~~~j~~it:~~f~~~~J~~~~~~~·~i~~~~~!~i·i~·;:~~~~~·~:· ...... · .... ·· .... ·· .... ·· .. · .... 1 

I. ........................................................................................................................................................................................................................................................................... 01 

What is a clinical trial? 

A clinical trial is a research 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 fmd new 
vaccines, early detection tests, treatments, and therapies that support improved quality oflife. 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.ofwhich 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 a clinical 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 pald 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: 

• 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 

• Patient or family misunderstanding or fear about participating in a clinical trial 

• Doctor does not recommend clinical trial participation to patient 

February 2010 
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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 

Clinical Trials 
Primer 

CUNICAl, sruDlES 

AT lEAST 5 YEARS 7.YEARS establish safety and efficacy before 
they can be approved for broad use in 
the market. The fourth phase of a L.... ________ _ 

POSTMARlCEllNG 
SURVEtLlANCE 
'_10< 
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'-'- - _._-
ONGOING 

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. 

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 
l:>ehavior 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.orgto 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 all times. For 
example. each Phase III 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 (IRE). 

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. 
,nortality rates for all children with cancer have decreased 62%. Specifically. the survival rate for children with acute lymphocytic 
leukemia. the most common leukemia in children. has increased from 4% to approximately 80%. 

February 2010 
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Clinical Trials 
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 in a 
clinical trial can actually cost less than the care delivered in standard therapy. 

L:::~~:~~::~~:i.~~!:i.~~:i.~~~::~:~~~:i~~~::~:~::~::i.~:~~:ii.~i::~:~i~L~:~~::~i.~~:~:~~~:~~:.~i.:~~~::~:i.~~::i.~::~~:~~:i.~~::~~:~~~:~~~:::] 
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 (AACI) showed that the total mean direct 
medical charges for patients enrolled in a clinical trial were less than the charges for patients receiving standard therapy.' 

• A December 2001 Journal ofCfinicaI Oncologyarticle similarly found that some clinical trials may actually result in lower 
patient care costs. In addition. in cases where trials resulted in modest increases in patient care costs. the authors 
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 clinical trials without substantial increases in the direct costs of medical care:>4-

• 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 oftrials.5 

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

• 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% less than treating patients receiving standard care.6 

• 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 smaiL"· According to 10M, 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. 

• 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 overall 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. 
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Clinical Trials: What are states Doing? 
February 2009 Update 

is a Clinical Trial? 

rag~ 1 U1 I 

clinical trial is a research study on human patients to test the safety and effectiveness of new treatments. These 

I 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 enrolled in some kind of trial. A ten percent drop in breast cancer mortality for 

women under the age of 50 Is said to be the result of clinical trials research conducted In the 1970's. 

Who Enrolls in Clinical Trials? 

Only two to three percent of eligible adult patients enroll in clinical trials. For cancer patients, clfnlcal 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 O.S% of Medicare patients) currently enroll. Even if enrollment was Increased to the full 20 percent, 

it is unlikely that these numbers will significantly Impact overall costs to health plans;l 

Insurance Coverage for Clinical Trials 

Typically, when a patient enrolls In a clinical trial, the cast of tests, procedures, drugs and any research activity directly associated with 
the investigation, are covered by the group sponsoring the trial, such as a pharmaceutical company or the National Cancer Institute. 
However, because some health plans define clinical trials as "experimental" or "investigational, n health insurance coverage mayor may 

not include some or all of the costs of "routine patient care, n such as the doctor visits, hospital stays, tests and x-rays, that a patient 

would normally receive whether or not they were enrolled In a trial. 

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

Advantages: 

For cancer patients, properfy designed and conducted clinical trials represent an important therapeutic option, as well as a critical meanS 
of advancing medical knowledge. lack of insurance coverage is a barrfer to patients who might otherwise participate. Sixty percent of 

patients in one survey cited fear of Insurance denial as a major reason for not partiCipating in clinical trials. And finally, a recent study 

found only a slight Increase in treatment costs for adult clinical trial patients ·compared to nonpartldpants--$35,418 vers~s $33,248. 2 

Some large HMOs have computed costs aSSOCiated with patients in clinical trials. Kaiser Permanente discovered the cost of medical care 

for enrollees In clinical trials that haven't had bone marrow transplant were no higher than for patients who were not enrolled in a trta!. 

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 slightly more than for patients who 

received standard therapy protocols. 4 

The InstItutes of Medicine has also found the following: 

-The reimbursement costs are limited to the cost of "standard care" which would be covered If the patient were not 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 enroll. Even if enrollment was increased to the full 20 percent, 

it is unlikely that these numbers will significantly Impact overall costs to health plans; 1 

-Through clinical trials, we will be able to identify ineffective treatments, which CQuid save health plans money and will benefit the natlon 

as a whole. 1 

Disadvantages: 

Even though the same recent study found only a slight increase in treatment costs, the 6.S percent increase between participants 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 

r seNlcest may result In higher Insurance premium rates, which are often cost-shifted onto workers in the form of higher deductlbles and 
, copayments. 
, 

For states without insurance mandates, It is possible that some physicians may enroll patients In clinical trials but not inform the 

patients' insurance companiesl bypassing the reimbursement issue for the patient and potentially the physiclan. 5 

It may also be possible to encourage participation In clinical trials by working within networks of health care providers and Industry, 

research facilities, patient groups, as well as major media outlets, without enacting a state wide insurance mandate. 

Sources: 

1. Aaron HJ, Gelband H, editors. Extending Medicare reimbursement in clinical trials. Washington, DC: National Academy Press; 2000. p 
13. 

2. Goldman OP, Berry SH, McCabe M, et al. Incremental Treatment Costs in National Cancer Institute-Sponsored Clinical Trials. JAMA. 
2003;289(22):2970-2977 (dol: 10.1001/jama.289.22.2970) http://jama ama-assn.oro/cgj/repdntl289/22/29Z0 pdf 

3. Fireman BH, Fehrenbacher L, Gruskin EP, Ray GT, Cost of care for patients In cancer clinical trials. ) Natl Cancer lnst 2000;92: 136-42, 

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

S. McBride G, More States Mandate Coverage of Clinical Trial Costs, But Does It Make a Difference?, JNCI Journal of the Natlonal Cancer 
Institute 2003 95(17):1268-1269; dol:l0.l093/jnci/95.17.1268 . 

Definitions of Phases: 

A clinical trial study is conducted In four phases. 

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

~ Phase II: The experimental drug or treatment is given to or a procedure is performed on a larger group of people (100 to 300 

~"- individuals) to further measure Its effectiveness and safety. 

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

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

Summary of State Laws as of December 2008 

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

cUnlcai 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 

IAnzon. fHOSPital or medical fatlent costs associated with participation In Itrrail must be reviewed by an Institutions 

2000) ervlce corporations, :lPhase I through IV cancer clinical trials. Review Board in AZ. 

lSenate 6111 1213 eneftt insurers, health ~ealth professional must agree to accept I>n_,.,,. are service [lrelmbursement from insurer as payment in 
rganlzationst disability Wull. 

nsurers, group disability Ipnly covers trial when no clearly superior 
nsurers and !~onivestigational treatment exists. 
ccountable health plans rail must be in AZ. 
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f:allfomia l/AII California Insurers, Routine patient care costs associated with Phase May restrict coverag"e to services in CA. 
(2000) . Including Medicaid and through IV cancer clinical trials. 
~pn'te RiI' 37 other medical assistance 

programs". , 
connecticut rl vate insurers, Routine patient care costs associated with cancer reventlon trials are covered only in Phase 
(2001) Individual and group linlcal trials, II and only If Involve therapeutic 
Senate Bill 325 ~ealth plans nterventlon. 
p"h'l" Ar> "'_ nsurer may require documentation of the 

IUt ikellhood of therapeutic benefit, informed 

!consent, protocol information and/or 
~ummary of costs. 

Delaware Every group of blanket Routine patle!1t care costs for covered persons rial must have therapeutIc intent and 
(2001) Senate policy. IncludIng policIes ~ngaglng in clinical trials for the treatment of life ~nroll individuals diagnosed with the 
Bill 181 lor contracts Issued by jrt,reatenlng diseases under specified conditions. ~Isease. 

health service frrial must .not be desIgned exclusively to 
!corporations est toxicity or disease pathophysiology. 

District of [Ail Insurers in the Routine patient care costs for people in clInIcal Routine patient care costs shall not include 
!columbia District lutals undertaken for prevention, early detection, ests or measurements conducted 
(2008) reatment, or monitoring of cancer and approved !primarily for the purpose of the clinical 
1";'1 "-4<0 (D.C. lor funded In full or in part by one of the jtnal involved. 
Law 17-166) following: 

National Institutes of Health or one of Its ervlces or products provided solely for 

Icooperatlve groups or centers, Centers for ~ata collection and analysis purposes. 

Disease Control and Prevention, Agency for 
ervlces or products customarily provIded 

Health Care Research and Quality, Centers for 
Medicare and Medicaid Services, U.S. Food and 

ree of charge to trial particIpants by the 

Drug Administration (FDA). U.S. Department of 
esearch sponsors. 

Defense, U.S. Department of Veterans Affairs, 

[u.S. Department of Energy, nongovernmental 
!research entity that has been awarded a National 
Irancer Institute support grant. 

~eorgia* nsurers and the state !Routine patient costs incurred in Phase II and III or the treatment of cancer that generally 
(1998) IIhealth plan Io'f prescription drug clinical trial programs for the rst manifests Itself In children under the 
1;',_" :<0 , !treatment of children's cancer. ge of 19. 

IIInols HMOs and Routine patient care If the individual participates (::overage benefit can have annual limit of 

(1999) ndivldual/group n an approved Phase II through IV cancer $10,000. 
House Bill 1622 Insurance policies to esearch trial. Ih-rial must be conducted at multiple sites In 

(amended 2004) ~ coverage to the !lstate. 
Senate SUI 2339 /applicant or policyholder Primary care MO must be Involved In 
Io"hllo'..r Nn. (2004 amendment: Qordlnatlon of care. 
1';,_, noo Plans may not be Researchers must submit results of trial 

20 tLCS anceled or non for publication in nationally recognIzed 
1405/56.3** renewed based on an ~cientiftc literature. 

ndlviduaJ's participation 

n a qualified clinical 

itrral) 

Louisiana IHMOS, PPOs, State Patient costs incurred in Phase IT through IV !pnly covers costs when no cleariy 

;I~~::)'" . Employee Benefits ~ancer cHnlcal trials. uperior, non Investigational approach 
!Program and other !exIsts. 

pecified insurers V'vallable data must support reasonable 

]expectation that the treatment will be as 

)effective as the nonlnvestigatlonal 
Itematlve. 

!Patient must sign an Institutional Review 

!soard-approved consent form. 

Maine jM'anaged care Routine patient care costs associated with clinical /Participation must offer meaningful 
2000) Iorganizatlons and itnal. /Potential for significant clinical benefit. 
21-A-4J1C r1vate insurers Referring physlctan must conclude that 

, ~al partiCipation is appropriate. 

r 
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Maryland*** Private Insurers and Patient costs for Phase I through IV cancer ~ere is no clearly superior, 
(1998) !other specified managed treatment, supportive care, early detection, and nonlvestlgational alternative. 

Chap 146-15- are organizations. prevention trials. Phase II through IV for other !fhe data provIde a reasonable expectation 

827 ife-threatening conditions, with Phase I that the treatment will be as least as 
onsldered on a case-by-case basis. effective as the altematlve. 

lMassachusetts II health plans Issued atrent care services associated with all phases nsurers must provide payment for 

(2002) or renewed after Jan. 1, of qualified cancer clinical trials. ervlces that are consistent with the usual 

!chao 176A Sec 2003 and customary standard of care provided 

~ under the trial's protocol and that would 

be covered If the patient did not 
partiCipate In the trial. 

Missouri II health benefit plans Routine patient care costs as the result of Phase There must be Identical or superior 

(2002) operating in the state I, III or IV clinical trials for the prevention, early nonlvestigatlonal treatment altematives 
117~ <OQ etectlon, or treatment of cancer. vailable before providing clinical trial 

treatment, and there must be a reasonabl 
2006)- Phase II expectation that the trial will be superior 

SB 567 & 792 a the alternatives. 
Requires coverage of FDA·approved drugs 

nd devices even if they have not be 

pproved for use In treatment of patient's 
articular condItion. 

New Hampshire Private Insurers and !Medically necessary routine patient care costs !Coverage for Phases I or II decided on . 

(2000) peclfled managed care ncurred as a result of a treatment for Phase I fase-by.case basis. 
§15: 18 plans hrough IV cancer clinical bial or trial for a IIfe- !coverage Is required for services needed 

~reatening disease. Ita administer drug or device under 

!evaluation. 
!coverage is required for routine patient 

!care associated with drugs or devices 
which are not subject of trial, as long as 
they have been approved by FDA. 

Nevada All health Insurance Patient costs associated with Phase I through nJ Healthcare facUlty and personnel must 

(2003) ,nsu rers, medical service ancer or chronic fatigue clinical trial /have experience and training to provide 

(amended 2005) orporations, HMOs and Ithe treatment in a capable manner, 

~95G.173 
managed care ~ere must be no medical treatment 

prganlzations !available which is considered a more 

appropriate alternative medical treatment 

Ithan the medical treatment provided in the 

~Inical trial. 
~ere must be a reasonable expectation 
~ased on clinical data that the medical 

reatment provided in the clinical trial or 

[stUdy will be at least as effective as any 
~ther medical treatment. 

iAmendment revises type of medical 

~eatment covered, 

New Mexico A health insurer; a ~outine patient care costs Incurred as a result of Must be undertaken for the purposes of 

(2002) nonprofit health service the patient's participation in a phase II, III or IV ithe preventIon of reoccurrence of cancer, 
(amended 2004 provid eri a HMO i a ancer dlnical trial. ~ar1y detection or treatment of cancer for 
o delay repeal managed care twhlch no equally or more effectIve 

until July 1, rganizatlon; a provider ~andard cancer treatment exists. 

~009) ervlce organization ~ or f'1ust not be designed exclusively to test 

59A-22-43 the state's medical oxlclty or disease pathophysiology and it 
ssistance program. has a therapeutic intent. 

Must be provided as part of a SCientific 

Study of a new therapy or intervention and 

s for the prevention of reoccurrence, early 

etection, treatment or palllatfon of cancer 
n humans and in which includes specifiC 

proviSions of SCientific study, 

New Mexico private insurers, outlne patient care costs incurred as result of ffective through July 1, 2004. 
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(2001) ~pecified managed care Phase I through IV cancer clinIcal trial. Trial must have therapeutIc intent. 
159A-22-43 plans, and Medicaid and Reasonable expectation that 

!other state medical Investigational treatment will be at least as 
iasslstance programs ffectlve as standard treatment. 

North Carolina All health Insurance Medically necessary costs of health care services atfents suffering from a life-threatening 
(2001) plans and teachers' and ~SSociated with Phase n through IV of covered Isease or chronic condition may designate 
? 5B-3-255 state employees' Ifnlcal trials. specialist who is capable of coordinating 

~omprehenslve major their health care needs. 
medical plan. 

Ohio All health benefit plans fMedlcally necessary costs of health care services rial must be approved by NIH or another 
(2008) Including those for associated with any stage of clinical trial. group under HHS, FDA, DOD or VA. 
ORe Ann. publIC employees. May exclude coverage for service or 
1751.01 (2008) product that Is part of the investigative 

rial, item or procedure used only for data 
Follection for the trlal, item not approved 
~y FDA, and transportation, lodging and 
ood related to travel for participation in 
~e trial. 

Rhode Island Private Insurers and L.overage for new cancer therapies if treatment (5 

1994,1997) specified managed care provided under Phase II through IV cancer 
94-~ 26BR plans IInlcal trial. 
97-5 lA am 

ennessee Poll health benefit plans Rputine patIent care costs related to Phase I Treatment must Involve drug that is 
(2005) through IV cancer clinical trial. exempt under federal regulations from a 
HB R37 new drug application, or approved by: 

NIH, FDA in form of new drug application, 
DOD, or VA. 

~ermont IAII health insurance outlne patient care costs incurred during the Providers and insurers required to 
(2001) policies and health artlclpatlon in a cancer clinical trial. participate in a cost analysis to determine 
(amended 2005 benefit plans, Including mpact of the program on health insurance 

ito remove Medicaid premiums. 
March 1, 2005 Amended law allows for participation In 

~unset trial outside of Vermont if patient notifies 
provision) health benefit plan prlor to participation, 

~JUll1 nd no clinical trial is available at Vermont 
? .nBRb or New Hampshire cancer care providers. 
!::!I!..§. 

Virginia Private insurers, Patient costs incurred during the participation In There must be no clearly superior, 

1999) pecified managed care Phase II through IV cancer clinical trials. onivestlgatlonal alternative. 
• 'R.2-341BB plans, and public fcoverage provided on a case-by-case basis for Data must provide a reasonable 

employee health plans Phase I. xpectation that the treatment will be at 
least as effective as the alternative. 

West Virginia ndlv/dual and group Patient costs associated with the partiCipation in aciJIty and personnel providing the 
(2003) nsurers, health service Phase II through IV clinical trial for treatment of Itreatment are capable of doIng so by 
?0-2-12 orporatfons, health care ife-threatening condition or the prevention, early irtue of their experience, training and 

orporatlons, HMOs, detection and treatment of cancer. Ivolume of patients treated to maintain 
public employees expertise. 
nsurance agency, mere must be no clearly superior, 

Medicaid and the jnoninvestIgatlonal treatment alternative. 
hildren's health Data provide a reasonable expectation tha 
nsurance program [the treatment will be more effective than 

Itne noninvestfgatlonal treatment 
Itematlve. 

!wisconsin Any health Insurance Routine patient care costs incurred during the rial must meet all criteria: 

~B 617 Ian offered by the partldpation in all phases of a cancer clinical 1. The purpose is to test whether the 
(2006) state, any self-Insured trial. nterventlon potentially Improves the trial 
lo.ct 194 lans No policy, plan, or contract may exclude J:,:larticipant's health outcomes. 

overage for the cost of any routine patient care 2. The treatment provided as part of the 
that is administered to an insured in a cancer !tnal Is given with the intention of 
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Jc"nical trial satisfying the criteria under par. (c) mprovlng the trial participant's health 

~nd that would be covered under the policy, putcomes. 
plan, or contract jf the insured were not enrolled 3. The trial has therapeutic intent and Is 
n a cancer clinical mal. loot designed exclusively to test toxiCity or 

~isease pathophysiology. 

~. The trial does one of the following: 

~. Tests how to administer a health care 

~ervice, item, or drug for the treatment of 
ancer. 

~. Tests responses to a health care 

ervlee, item, or drug for the treatment of 

ancer. 
c. Compares the effectiveness of health 

care services, items, or drugs for the 

itreatment of cancer with that of other 
~ealth care services, items, or drugs for 
~e treatment of cancer. 
d. Studies new uses of health care 
ervices, items, or drugs for the treatment 

tof cancer. 
5. The trial is approved by one of the 
ollowlng: 

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

the federal department of health and 
human services; federal food and drug 

dmlnistration; federal department of 
defense; federal department of veterans 

ffalrs. 

Wyoming All health insurance RoutIne patient care for a person enrolled in a rial must also be approved by NIH, FDA, 

SF 024 jPolicies, contracts, and Phases II- rv clinical trial. Inc/udes a medical Dept. of Defense, or Dept. of Vetera~s 
2008 budget certificates providing ervlce or treatment that is a benefit under a Affairs. The medical treatment must be 

ession) overage to any resident health plan that would be covered If the patient provided by a licensed health care provide 

pf this state. were receiving standard cancer treatment; or peratlng within the scope of his/her 
drug provided to a patient during a cancer Icense in a facility whose personnel has 

Unical trIal, other than the drug that Is the the experience and training necessary to 
ubject of the· clinical trial, if the drug has been provide the treatment in a competent 

approved by the federal food and drug manner. 
dmlnistration for use in treating the patient's The clinical trial partidpant must have 

particular condition. igned an informed consent document 

rior to starting the trial. 

*In 2002, all major Insurers In Georgia agreed to cover routine patient care costs assOCiated with Phase I, II, III, or IV cancer clinical 

trials. Trials include those that involve a drug that is currently exempt under federal regulations from a new drug application or those 

that are approved by specified federal agencies or a iocallnstltutlonai review board. The agreement also provides for the coverage of 

cancer screens and examinations in accordance with the most recently published guidelines and recommendations established by any 
nationally recognized health care organization (see below). 

**lIIlnols Executive Branch Administrative Code (20 IlCS 140S/140S-20) required the Department of Insurance to conduct an analYSis 

and study of costs and benefits derived from the Implementation of the coverage reqUirements for Investigational cancer treatments. 
The study covered the years 2000 through 2002 and included an analysis of the effect of the coverage requirements on the cost of 

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

of patients, and any improvements In the quality of life of patients. 

***A 2003 Maryland law (5 128) repealed a reporting requirement for insurers, nonprofit health service plans, and HMOs to submit a 

report that described the trials covered during the previous year. 

Sources: National Cancer Institute, Health Policy Tracking Service. 

Summary of Other Actions 

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

Table Two 
Special Agreements 

State Who is Required What Services or Benefits Other Kev Criteria: 
(Year to Pay? are Covered? 
Agreement 
Became 

Effective) 

Georgia All major Insurers Routine patient care costs Trials include those that Involve a drug that Is currently exempt 
(2002) associated with Phase r under federal regulations from a new drug application or those 
Georgia Ciim!:e:r through IV cancer clinical that are approved by specified federal agencies or a local 
Coalition trials. institutional review board. 

ProvIdes for the coverage of cancer screens and examinations In 

accordance with the most recently published guidelines and 

recommendations established by any nationally recognized 

health care organization. 

Michigan Prlvate 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 trtals. 
Consensus 

IAgreement 

New Jersey All Insurers Routine patient care costs 
(1999) associated with all phases of 
New Jersg)! cancer clinical trials. 

CQ[)S;!il:OSIIS 

Ag[~g:rne[!t 

Ohio State employees Routine patient care costs Preauthorlzation is required for clinical trial participation. 
(1999) on Ohio Med Plan associated with Phase II and 

QblQ Med eli:! D III cancer treatment clinical 
trtals. 

Federal Activity 

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

Additional Resources 

American Cancer Society, National Government Relations memo on Clinical Trials. 
http·/Iwww.lndlanacancerora/doqJmentj/factsheet ACS cllnlcal%2Qtdals.pdf 

National Cancer lnstltue, States That Require Health Plans to Cover Patient care Costs In Clinical Trials. lnfonnatlon and 
Overview: http'lIwww cancer,govlc!!nlcaltrjals/ctJaws·home 

To legislators and legislative staff: For more informatlon please contact Karmen Hanson at health·info@ncsl.org 

TMs web page is supported In pari by an award from the American cancer Society's Cancer Action Network, 2009. 

© 2009 National Conference of State Legislatures, All Rights Reserved 

Denver Office: Tel: 303-364·7700 I Fax: 303·364·7800 I 7700 East First Place I Denver, CO 80230 I Map 
Washington Office: Tel: 202·624-5400 I Fax: 202-737·1069 I 444 North Capitol Street, N.W., Suite 515 I Washington, D.C. 20001 

404 ~ttp:llwww"ncsLorglprogramslhealthJclinicaltrials.htm "7 2118/2009 
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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 14, 2009 

BACKGROUND: 

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

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

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

4. 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. 

S. Some health plans mistakenly think that money is saved by excluding care when patients 
participate in clinical trials. However, ifnot 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. 

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

PROPOSED LEGISLATION: 

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

BENEFITS: 

I. Passage of this bill wiJI 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. 

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 I of2 
2/1612009 
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The Honorable Bettye Davis 
Alaska State Senator 
District K 
Capitol Building Room 30 
Juneau, AK 99801-1182 

Dear Senator Davis: 

ASC~)" 
American Society of Clinical Oncology 

February 17, 2009 

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 
President, Denali Oncology Group 

~S', 1.?~~~ 
~ph {~les, MD 
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 
fairness, and it will help ensure that we continue to improve treatment options 
for cancer patients and learn about this devastating group of diseases. 

What 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 (000), the DoD's TRICARE health 
care plan commenced coverage ofNCI-sponsored clinical trials in 1999. The 
original agreement, began' as a pilot project, was made a permanent benefit in 
March 2008, accompanied by a 000 press release describing it as "a long 
successful project between the NCI and 000." 

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 
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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 (SWaG), 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. 1 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 representing 38% of SWOG trial 
participants in the period 2001-2003. 2 

Cost 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 "did not result in substantial increases in the 
direct costs of medical care,") that "[c)linical protocols may add relatively 
little to that cost,,,4 and that "additional costs of an open reimbursement policy 
for government-sponsored cancer clinical trials appear minimaL"s 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 

1 Hutchins et aI., "Underrepresentation of Patients 65 Years of Age or Older in Cancer­
Treatment Trials," N Engl J Med 341: 2061-2067 (1999). 
2 Unger et aI., "Impact of the Year 2000 Medicare Policy Change on Older Patient Enrollment 
to Cancer Clinical Trials," 1 Clin Oneal 24: 141-144 (2006). 
, Fireman el aI., "Cosl of Care for Patients in Cancer Clinical Trials," J Natl Cancer Inst 
92: 136-142 (2000). 
4 Wager et aI., "Incremental Costs of Enrolling Cancer Patients in Clinical Trials: a 
Population-Based Study," I. Natl. Cancer Insl 91 :847-853 (1999). 
, Goldman ot aI., "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 high quality cancer 
clinical trials. 

Making a world of difference in cancer care 
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Decem ber 1, 2008 

Kevin J. Cullen, MD 
Director, University of Maryland 

.~. 
Association of 

American Cancer Institutes 

Marlene and Stewart Greenebaum Cancer Center 
22 South Greene Street 
Baltimore, MD 21201 

Dear Dr. Cullen: 

ASC'l))' 
American Society of Clinical Oncology 

This letter is written in follow-up to our recent discussions about Medicare coverage of routine patient 
care costs for beneficiaries participating in phase I 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 (NCO) (310.1) for Routine Costs in Clinical Trials explicitly includes coverage of phase I 
cancer clinical trials and that these trials should be covered. 

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

• 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). 

• 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 NCO also requires that clinical trials covered under the 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 
common clinical use; 



r 

4057 

3. 
4. 

5. 

6; 

7. 

The trial does not unjustifiably duplicate existing studies; 
The trial design is appropriate to answer the research question being asked in 
the trial; 
The trial is sponsored by a credible organization or individual capable of 
executing the proposed trial successfully; 
The trial is in compliance with Federal regulations relating to the protection of 
human subjects; and 
All aspects of the trial are conducted according to the appropriate standards of 
scientific integrity. 

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: 

1. 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." 

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 I 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 also adopted a definition of phase 1 trials that is consistent 
with the NCI'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 enroll 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 

1 Available on the NCI website at http:Uctep.cancer.gov/handbook/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. 3 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.' 

Furthermore, our growing knOl.yledge 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 population not only 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, 

Raymond N. DuBois, MD, phD 
President 
American Association for 
Cancer Research 

Edward J. Benz, Jr., MD 
President 
Association of American 
Cancer Institutes 

Q~tJk,Oo """ 
Richard l. Schilsky, MD 
President 
American Society of 
Clinical Oncology 

, ASCO: Critical role of phase 1 clinical trials in cancer treatment. J Clin OncoI15:853-859, 1997. 
3 Kodish E, Stocking C, Ratain MJ, et al: Ethical issues in phase I oncology research: A comparison of investigators 
and IRB chairpersons. JOin OncoI10:1810-1816, 1992. 
4 Horstmann E, McCabe MS, Grochow L, et al: Risks and benefits of phase 1 oncology trials, 1991 through 2002. 
New Engl J Med 352:895-905, 2005. 
S Markman M: Further evidence of clinical benefits associated with participation in phase 1 oncology trials. B J 
Cancer 98:1021-1022, 2008. 
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Medicare Widens Drugs It Accepts for Cancer 
By REED ABEl SON and ANPREW POI! ACK 

PIttNT"ER.FRlEHDt;r FtlJIJoUIt 
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Medicare, with little public debate, has expanded its coverage of drugs for cancer treatments not approved by 
the Food and Drug Administration, 

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

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

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

But opponents argue that the new approach may waste money and needlessly expose patients to the side effects 
of drugs that may not help them. They also raise the possibility of conflicts of interest, because the rules rely on 
reference guides that in some cases are linked to drug makers. 

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

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

Although President Obama has made a goal of controlling health care costs, a spokesman for the Obama 

administration declined to comment on the Medicare changes. 

One of the many drugs whose use is likely to expand is the Eli Lilly product Gemzar, which costs $2,500 to 
$5,000 a month. The F.D.A. has approved it to treat only four types of cancer. But the new rules will virtually 
gnarantee that Medicare will pay for its use for about a dozen other cancers, including advanced cervical cancer 
- even though the evidence supporting Gemzar for that use is "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 59ttp://W\V'W.nytimes.coml2009/01/27Ihealthl27cancer.html?_r=I&th=&emc=th&pagewant... 1127/2009 



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

for ovarian cancer, according to claims specialists who work with Medicare data but declined to be identified 
because of the controversy over the topic. Under the new rules, Avastin will be routinely covered for ovarian 

cancer - as will at least some other off-label uses, including for brain and kidney cancer. 

It is unclear how mum precedent Medicare's new rules might have on private insurers, whim often follow the 
agency's lead on paying for drugs. 

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

"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 Bermuck, director of gynecologic oncology at ~ 
University, "and keep the fantasy alive.' 

The new rules expand the number of reference guides - or compendiums - that Medicare relies on for 
determining whim 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 moice of guides every year. 

Under the old rules, Medicare representatives were supposed to consult the compendiums but also use their 
own discretion in interpreting the guides' recommendatious. 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." 

4 0 6 ~ttp:llwww.nytimes.coml2009/01/27Ihealthl27cancer.html?_r=I&th=&emc=th&pagewant...I 127/2009 



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 compendiums through a streamlined 
and internal administrative process, instead of the more elaborate and public process that Medicare often uses 

for broad coverage decisions. 

"I did not see it as 11 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 little 
financial incentive to undergo the formal F.D.A. process for approving a drug for expanded use. Only two drugs 
have been approved by the F.DA. for brain cancer, for example, and cancer doctors say they need the ability to 
try other drugs or other combinations of treatments. 

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

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

Abernethy, a Duke oncologist who led the study. 

The study also found great variability among the guides, in terms of what uses were recommended - or 

discussed at all. 

Despite her study's findings, Dr. Abernethy says she does not oppose Medicare's new rules. 

"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 financial conflicts of interests between the 
drug industry and the producers of the compendiums. 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 ties to drug 
makers. 

Then there is the American Hospital Formulary compendium, the one that Medicare was using before the 

November changes and will continue to consult. It has long been published by the nonprofit American Society 
of Health-System Pharmacists. But last year the society forged a financial relationship with a foundation linked 
to drug companies and some cancer doctors' private practices. 

A drug company can apply to that foundation, the Foundation for E,idence-Based Medicine, and pay a $50,000 

fee to have new uses of its drug reviewed by the compendium within 90 days. The foundation was started in 
2007 by the Association of Community Cancer Centers, which represents oncology practices, and says it 
received about $200,000 in initial funding from drug makers. 

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

Medicare officials acknowledge that some of the potential conflicts need to be addressed. But they say they have 
confidence in the guides they have chosen. 'We had significant conversations with all the companies," Dr. 
Phurrough said. 

Qru:!y.!igjlt20E~]lr Ne~ ff~~m.s Comoany 
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Coverage of Routine Patient Care Costs in Clinical Trials 
Position Statement 

Approved by the ASCO Board of Directors, March 2005 

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

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

Current Clinical Trials Coverage 

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

In 2000, in response to Congressional pressure and cancer community advocacy, the Clinton 
Administration issued an Executive Memorandumsetting 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. ID. 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 standardfor Medicare coverage and should serve 
as the model for state legislative initiatives, including provisions governing coverage under state­
fimded programs like Medicaid, as well as mandates for private insurance and managed care plans. 

The cost of medical care provided when a patient with serious or life-threatening disease is entered 
on a Phase I, II, ill, or N (post-marketing) clinical trial- including hospital, physician, and other 
health care items and services as well as the cost of approved drugs for labeled or unlabeled uses 
which might be part of the regimen1

- should not be denied coverage when all of the following are 
demonstrated: 

• Treatment is provided with a therapeutic inteni; 
• Treatment is being provided pursuant to a clinical trial approved by one of the 

National Institutes of Health (NIH), an NIH cooperative group or an NIH center; the 
Food and Drug Administration (FDA) in the form of an investigational new drug 
(IND) or new device (IDE) exemption; the Department of Defense; the Department 
of Veterans Affairs; or a qualified non-governmental research entity as identified in 
National Cancer Institute guidelines or center support grants; 

• The trial is conducted according to a written protocol, which includes the following 
elements: trial design and scientific justification, criteria for inclusion and exclusion, 
outcome measures, statistical analysis plan, conflicts and other ethical controls, and 
publication policy; 

• The protocol has undergone SCientific review by a group of independent and 
qualified experts; 

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

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

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

• The available clinical or preclinical data provide a reasonable expectation that the 
protocol treatment will be at least as efficacious as non-investigational therapy.) 

Originally adopted February 1993 
As amended June 1994 and March 2005 

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

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

l 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 of2 
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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: 

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

2. Currently, in Alaska, health plans can e.xclude 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 niedical care a patient 
receives while participating in a clinical trial. 

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

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

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 I of2 
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CANCER CLINICAL TRIALS FAST FACTS 
DENALI ONCOLOGY GROUP, October 28, 2007 

Frequently Asked Questions (FAQ) 

1. What is a clinical trial? A clinical trial is a scientific way ofstudying a new treatment 
for a specific disease that may be better andlor safer than existing treatments. 

2. Why are clinical trials necessary? Without these studies, we can not determine whether 
a new trea1ment is safe, effective, and better than existing options. 

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

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

5. 

6. 

7. 

Myths 

1. 

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. 
Is it risky 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). 
Are clinical trials available in Alaska? Yes, more than 50 cancer clinical trials are open 
in Alaska for patients to receive treatment in-state. 
Do docton or patients gain financially from participating in cliDieal 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. 

"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 
infonned consent, and have all questions answered. They have the right to withdraw 
from the study at any time without compromising their future care. 

3. ''I'm DOt sick enough for a clinical trial." Many trials are studying ways to prevent 
cancer in healthy people at risk for cancer. Other trials are studying ways to improve 
upon the most common types of treatment used when patients are fust diagnosed with 
cancer. 



"" o 
0'1 
CD 

. ~-

9/30/2007 

.-0 . 
State Laws Addressing Third-Party Reinr} .Jment for Clinical Trials for the Treatment of ca~J 

(as of September 30, 2007) 

c " 
., .. 0 l!! III .. 0 III 

~ OJ ., Cl OJ C ., 
III '" .s:!! >Ow 

0 .2 til .. c 
e~ 

o c u .. " - .. = 
~ x .. III .. III 0.- III III :5: .. ell. w g! c 

~< UI :a ~ - " .. w.s: .. 
III 0 III .,CJ 0-

.. .s: .s: ~(J iU u- n. " ;;::: .- .. .- .. Q. r:: .a ... > 'u " II - III :<: 0 CD '- .oJ: .. 'c CD :::al " :5: 0 0. 0- Il. .. 
Ul :5: Q. 

REV. STAT. ANN. §§ 20-1342.03, 20-826.01, 20-
·1057.07,20-1402.01,20-1404.01, and 20-2328 

I Xl I X X I X X 

CAL HEALTH & SAFETY CODE § 1370.6; CAL INS. CODE § I X2 
10145.4; and CAL WELF. & INST. CODE ~ 14132.98 

X X X X X 

CONN. GEN. STAT. ANN §§ 38a-504a 10 38a-5049 and 38a-
X3 X 

542a to -- - .-

4310 

X 

X4 x x x x 

x x x X x 

X X X X 

Source: National Cancer Institute, State Cancer Legislative Database Program. Bethesda, MD: SCLD 

III 
UI 

'" .s: 
Q. 

X X 

X X 

X 

x 
x x 

x x 

X X 

1012 



"" o 
G'I 
\D 

I~' 
~ '\ 

State Laws Addressing Third-Party Reiml lPment for Clinical Trials for the Treatment of cane::,} . 
(as of September 30, 2007) 

C "tI CI) 

~I 0 l!! CI) ~ 0 CI) 

8 1& OJ ., C .. ., C\I .c C\I :-'Ul 
~ C -- o c o C\I " C\I o .!!! - C\I -all lii Ul 0.- ., 

== e - Ul ell. ., 
c 

~< ~ Ul > - "tI C\I .!!l 0 
w.c C\I ., .,0 - .c 

-0 10 0- o- Il. .c 
.a ... <;::: .- C\I ._ C\I 

Il. > "0 "tI 0 - CD :c 0 CD .- .az ·c ., :!:] " 2 0.. 0. 0.. 
"- II) 

-., 
:(l 
.c 
Il. 

X4 X X X x I x x 

~ ., 
:(l 
.c 
Il. 

x 

Note: Because arrangements for the reimbursement of clinical trials for several states fall outside the scope of the State Cancer Legislative Database protocols. those states are 
not Included herein. Michigan and New Jersey. for example, instituted special non-legislative agreements whereby insurers voluntarily cover routine medical care that is part of a 
clinical trial. According to the state employee benefits handbook, Ohio provides coverage for cancer treatment clinical trials to state employees who are enrolled In the state 
employee health benefit 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. 

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

2 Coverage requirement applies only to routine patient care costs related to cancer clinical trials having a therapeutic purpose, upon recommendation by a treating 
physiCian. 

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

4 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. 

6 Applies only to Phase II or III prescription drug clinical trial programs. 

7 Coverage for Phase I and Phase II clinical 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. 

9 Treatment in a Phase I clinical trial may be covered on a case-by-case basis. 

913012007 Source: National Cancer Institute. State Cancer Legislative Database Program. Bethesda. MD: SCLD 20f2 



Clinical Trial Information 
The greater the number of people 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 
clinical trials, and is bringing the search for new therapies directly into local communities across 
America. 

Our research team members conduct more than 50 clinical trials each year. Vv'hile we have 
complete Phase I-IV capabilities, the majority of our research is in Phase II and III 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 
trial program, please click here 

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 
learning more about clinical trials. The information below offers a brief overview of the clinical trial 
process, with a look at key questions and terms. 

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

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

How are Clinical Trials Structured? 
Clinical trials are structured into four phases: 

In Phase I clinical trials, researchers test a study drug In a small group of people (20 to 80) 
for the first time to evaluate its safety, determine a safe dosage range, and identify side 
effects. 
In Phase /I clinical trials, the study drug is tested in a larger group of people (1 00 to 300) to 
measure its effectiveness and further evaluate its safety. 
In Phase II/ clinical trials, the study drug is tested in large groups of people (1,000 to 3,000) 
to confirm its effectiveness, monitor side effects, compare it to approved standard 
treatments, and collect information that will allow the study drug to be used safely. 
In Phase IV clinical trials, the drug is tested after it has been marketed to collect information 
about its effect in various populations and about any side effects associated with long-term 
use. 

What Happens During a Clinical Trial? 
In many trials, if the patient is eligible and agrees to participate through Informed Consent, the 
patient is randomized (by chance, like a coin toss) to either receive the current standard treatment. or 
the current standard 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 to the study drug, but contains no 
active ingredient. During a trial, patients are treated and monitored by a team of health care 
professionals. 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. If there is no improvement or you experience intolerable 
side effects, you and your physiCian can decide to discontinue trial participation and resume other 

http://www.llsoncology.comJOurServices/ClinicaITrials.asp 
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treatment options. Should you do so, your decision will be respected without any effect on future 
treatment plans. 

Why Do Some Cancer Patients Choose to Participate In Clinical Trials? 
Some cancer patients may participate because they are hoping for: a possible cure and longer life or 
a way to feel better. Others find that the current standard therapies are not optimal for their cancer 
and wish to be among the first to participate in a research study and receive an investigational drug. 
Whatever the reason, participation could make a difference in a patienfs future, as well as in the 
lives of future cancer patients. 

How Do I Know If I Should Participate in a Clinical Trial? 
The decision to participate in a clinical tnal is one that on~ you can make, with the help of your 
physiCian and the people close to you. If you are interested in participating in a clinical tnal, you will 
be informed of the dinical trial's potential benefits and drawbacks before making your decision. If the 
inVestigational drug is proven to be effective, you may be among the first to benefit. In addition, 
through your participation in a research study, you will also be helping future cancer patients. 

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

Where are the Trials Held? 
Many clinical trials may be available right in your own community, Ask your physician for specific 
information or search the US Oncology clinical tdal !ist to find a current US Oncology trial in your 
region. 

How Do I Learn More About a SpecifiC Clinical Trial? 
Through a process called "Informed Consent," you willieam the key facts about a particular clinical 
trial before making a decision about participating. Your doctor will explain the purpose and 
requirements of the study, including any potential drawbacks and benefits. If you agree to take part in 
the trial, you will be asked to review and sign a form that outlines the study's details prior to 
partiCipating. 

How Do I Get More Information? 
Consult your physician to find out whether or not there is a clinical trial that would be appropriate for 
your care. If you are a US Oncology patient, your physician has information on clinical trials that are 
being held throughout the company's national research network. Or you can search a list of aI/ 
current US Oncology clinical trials for more specific information. 
For more details on clinical trial research conducted by the US Oncology network, please click USQ!i 
Research. 
For definitions of the clinical trial terms used on this site, please click Trial Terms. 
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Clinical Trials: Questions and Answers 

Key Points 

Clinical trials are research studies that test how well new medical approaches work in people (see 
Question 1 \. 
Every clinical bial has a (l[QJ!lgl/. which describes what will be dona in the study, how It will be 
conducted, and why each part of the study is necessary (see Question 4t 
Informed consent is a process by INhlch people learn the important facts about a clinical trial to 
help them decide whether to participate (see Question 6t 
Payment of patient care costs in clinical trials varies by health Insurance plan and by study (see 
QuesHnn 11), 

1. What are cOnical trials. and why are they Important? 

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

2. What are the types of clinical trials? 

There are several types of dlnical trials: 

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

Screening trials study ways to detect cancer earlier. They are often conducted to determine 
whether flndlng cancer before it causes §YID.1212Irui decreases the chance of dying from the 
disease. These trials invotve people who do not have any symptoms of cancer. 

Diagnostic trials sbJdy tests or procedures that could be used to Identify cancer more 
accurately. Diagnostic trials usually Include people who have signs or symptoms of cancer. 

Treatment trials are conducted with people who have cancer. They are designed to answer 
specifiC questions about, and evaluate the effectiveness of, a new treatment or a new way of 
using a standard treatment.. These bials test many types of treatments, such as new drugs, 
vaccines new approaches to ~ or radiation therapy or new combinations of treatments. 

Quality:Qf-jlfe (also called .rumportiye care) trials explore ways to improve the comfort and 
quality of life of cancer patients and cancer survivors. These trials may study ways to help 
people who are experiencng ~ vomiting sleep disorders, depression or other effects 
from cancer or its treatment. 

Genetics stUdies are sometimes part of another cancer dinical trial. The genetics component 
of the trial may focus on how ~ makeup can affect detection. djagnosis or response to 
cancer treatment 

Population- and family-based genetic research studies differ from traditional cancer clinical 
trials. In these studies, researchers look at ~ or Q.IQQQ samples, generally from families or 
large groups of people, to find genetic changes that are associated with cancer. People who 
participate in genetics studies mayor may not have cancer, depending on the srudy. The goal 

http://www.cancer.gov/cancertopics/factsheetiinfonnationiclinical-trials 

4072 
3/812008 



c r 
of these studies is to help understand the role of ~ in the development of cancer. 

3. Who sponsors clinical trials1 

Government agencies, such as the National Cancer Institute (MQl) and other parts of the ~ 
Institutes of Health lli.!.I:O. the Department of Defense. and the Department of Veterans Affairs. 
sponsor and conduct clinical trials. In addiHon. organizations or individuals, such as physjdans. 
medical institutions, foundations. volunteer groups, and pharmaceutfcal companies, also sponsor 
clinical trials. 

NCI sponsors a large number of cUnical bials and has a number of programs designed to make 
clinical bials widely available in the United States. These programs indude the following: 

The Cancer Centers Program provides support to research--oriented institutions, induding 
those that have been designated as NCI Comprehensive or Clinical Cancer Centers for their 
sclentfflc excenence. More information Is avaffable in the NCI fact sheet The National Cancer 
Institute Cancer Centers Program. which Is available at 
http://www.cancer oovicancertopics/factsbeetlNCllcaoeer--centers 00 the Internet 

The Specialized Programs of Research Excellence (SPOREs) bring together sdentists and 
researchers to design and implement reseatch programs that can improve prevention, 
detection. diagnosis, and treatment of specific types of cancer. More infonnation about 
SPOREs Is avanable at http;{/SPores.ncl nih,govOndex.html on the Internet 

The Clinical Trials Cooperative Group Program brings researchers. cancer centers, and 
doctors together into cooperatlve groups. These groups work with the NCI to identify Important 
questions in cancer research, and design and conduct muttisfte clinical trials to answer these 
questions. Cooperative groups are located throughout the United States and in Canada and 
Europe. For more Information, refer to the fact sheet NC/'s COnical Trials Cooperative Group 
Program at http://www.caocergQvlcancertQplcslfactsheetfNCllclfnical-tdaJx;ooperatiye-group 
on the Internet 

The cancer Trials Support Unit (CTSU) makes NCI-sponsored phase !II treatment tnals 
available to doctors and patients in the United states and Canada. Doctors who are not 
affiliated with an NCI-sponsored Clinical Tnals Cooperative Group (see above) must complete 
an application process. which includes credential vertficatlon and site preparedness 
assessment. to become members of the CTSU's National Network of Investigators. CTSU 
members can enroll patients In cOnicat trials through the program's Web site, which is located 
at http;!/www·ctsu.om on the Internet General Information about the CTSU Is also available on 
the program's Web site, or by calnng 1-888-823-5923. 

The Community Clinical Oncololly.Program (CCOP) makes clinical trials available In a large 
number of communities across the United states. Local hospitals throughout the country 
affiliate with • cancer center or a cooperative group. This affIllatlon allows doctors to offer 
people participation In clinical trials more easily, so they do not have to fravellong distances or 
leave their usual caregivers. The Minority-8ased Community Clinical Oncology Program 
focuses on encouraging minority populations to participate in clinical trials. More information 
about the CCOP can be found In the NCI fact sheet Community Clinical Oncology Program: 
Questions and Answers. which is available at 
http'//wwwcancer,govlcaocertopiC5lfactsheetiNCIICCOP on the Internet 

The National Institutes of Health Clinical Center, a research hospHallocated in Bethesda. 
Maryland, is part of the NIH. Trials at the Clinical Center are conducted by the components of 
the NIH, Including the NCI. The NCI fact sheet Cancer Cnnical Trials at the NaUonaJ Institute. 
of Health Clinical Center: Questions and Answers has more information about the Cfinlca1 
Center. this fact sheet is available at 
http://www cancer goyIcancertopicslfactsheetlNCllclinical-center on the lotemet 

4. How are participanls protected? 

Research with people is conducted according to strict sdentific and ethical principles. Every clinica1 
triaJ has a protocol. or action plan, which acts like a dreclpe· for conducting the trial. The plan 
describes what will be done In the study, how it wiU be conducted, and why each part of the study is 
necessary. The same protocol Is used by every doctor or research center taklog part in the trial. 

All clinical trials that are federally funded or that evaluate a new d£yg or medical device subject to 
Food and Drug Administration regulation must be reviewed aod approved by an InstihJtional Review 
~ QBID. Many instirutions require that all clinical trials, regardless of funding, t?e reviewed and 
approved by a locaJ IRS. The Board, which Includes doctors. researchers, community leaders, and 
other members of the community, reviews the protocoJ to make sure the study is conducted fairly 
and participants are not likely to be hanned. The IRS also decides how often to review the trial once 
it has begun. Based on this information, the IRS decides whether the dinical trial should continue as 
ini1lally planned and. if not, what changes should be mede. An IRS can stop a clinical trial if the 
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researcher Is not following the protocol or if the trial appears to be causing unexpected harm to the 
participants. An IRS can also stop a dinical trial if there Is clear evidence that the new Intervention Is 
effective, in order to make It widely available. 

NIH-supported clinical trials require data and safety monitoring. Some clinical trials, espedally 
phase Iii cllnicallrials, use a Data and Safety Monitoring Board (OSMB). A OSMB is an Independent 
committee made up of statisticians, physicians, and patient advocates. The DSMB ensures that the 
risks of partidpation are as sman as possibJe, makes sure the data are complete, and stops a trial if 
safety concerns arise or when the biars objectfves have been met 

5. lNhat are eUglbnity gjteria, and why are they important? 

Each study's protoco1 has guidelines for who can or cannot participate In the study. These 
guidelines, called eligibility criteria, 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 type 
and ~ of cancer. 

Enrolling participants with similar characteristics helps to ensure that the results of the trial 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 bial to help 
them decide whether to participate. This information Includes details about what Is involved. such as 
the purpose of the study. the tests and other procedures used in the study, and the possible risks 
and benefits. In addition to talking with the doctor or 1l1.!CUl, 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 tom. However, signing the form does not mean people must stay in the study. People can 
leave the study at any time-either before the study starts or at any time during the study or the 
follow-up period. 

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

7. V\lhere do dinlcal trials take place? 

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

8. How are clinical trials conducted? 

Clinical trials are usually conducted in a series of steps, called phases. Treatment clinical bials 
listed in EQQ.®, the NCI's comprehensrve cancer Information database, are always aSSigned a 
phase. However, screening, prevention, diagnostic,. and quality-of-life studies do not always have a 
phase. Genetics clinical trials generally do not have a phase. 

~ trials are the first step in testing a new approach in people. In these studies, 
researchers evaluate what .dQK is safe, how a new agent should be given (by mouth, ~ 
into a veln, or injected into the muscle), and how often. Researchers watch closely for any 
harmful side effects. Phase I bials usually enroH a small number of patients and take place at 
only a few locations. The dose of the new ~ or technique is increased a little at a time. 
The highest dose with an acceptable level of side effects is determined to be appropriate for 
fuMer testing. 

Phase II trials sbJdy the safety and effectiveness of an agent or intervention, and evaluate how 
it affects the human body. Phase II studies usually focus on a particular type of cancer, and 
include fewer than 100 patients. 

Phase III trials compare a new agent or intelVentian (or new use ofa standard one)with the 
current standard therapy. Participants are randomly assigned to the standard group or the new 
group, usually by computer. this method, called randomization helps to avoid ~ and 
ensures that human choices or other factors do not affect the study's results. In most cases, 
studies move Into phase III testing only atter they have shown promise in phases I and II. 
Phase III trials often include large numbers of people across the country. 

Phase N trials are conducted to further evaluate the long-term safety and effectiveness of a 
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treabnent. They usually take place after the treatment has been approved for standard use. 
Several hundred to several thousand people may take part in a phase IV study. These studies 
are less common than phase I, 11. or-III trials. 

People who participate in a clinical bial work with a research team. Team members may include 
doctors, nurses, social workers, dietitians, and other health professionals. The health care team 
provides care, monitors participants' health. and offers speciflc instructions about the study. So that 
the trial results ate as reliable as possible, it is important for participants to follow the research 
team's instructions. The instructions may include keeping Jogs or answering questionnaires. The 
research team may continue to contact participants after the trial ends. 

9. What are some of the benefits of taking part in a clinical trial? 

The benefits of participating in a clinical trial Include the funowlng; 

Partidpants have access to promising new approaches that are often not available outside the 
clinical trial setting. • 
The approach being studied may be more effective than the standard approadl. 
Participants receive regutar and careful medIcal attention from a research team that includes 
dodors and other health professionals. 
Participants may be the first to benefit from the new method under study. 
Results from the study may help others in the future. 

10. What are some of the possible risks associated with taking part in a clinical trial? 

The possible risks of participating In a dlnical trial include the following; 

New drugs or procedures under study are not always better than the standard care to which 
they are being compared. 
New treabnents may have side effects or risks that doctors do not expect or that are worse 
than those resulting from standard care. 
Participants In randomized bia!s wUI not be able to choose the approach they receive. 
Health Insurance Bnd managed care providers may not cover all patient care costs In a study. 
Participants may be required to make more visits to the doctor than they would if they were not 
In the clinical trial. 

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

Health insurance and managed care providers often do not cover the patient care costs aSSOciated 
with a dlnlcal trial. What thay cover varies by health plan and by study. Some health plans do not 
cover clinical trials If they consider the approach being studied "experimental'" or "Inyestigationa!." 
However, if enough data show that the approach Is safe and effective. a health plan may consider 
the approach "established- and cover some or all of the costs. Participants may have difficulty 
obtaining coverage for costs associated with prevention and screentng din leal trtals; health plans 
are currently less likely to have review processes in place for these studies. It may, therefore, be 
more diffia.llt to get coverage for the costs associated with them. In many cases, it helps to have 
someone from the research team talk about coverage with representatives of the health plan. 

Health plans may specify other criteria a bial must meet to be covered. The trial might have to be 
sponsored by a speCified organization, be judged "medically necessary" by the health plan, not be 
significantly more expensive than treatments the health plan considers standard, or focus on types 
of cancer for which no standard treatments are available. In addition. the facility and medical staff 
might have to meet the plan's qualifications for conducting certain procedures. such as .I2:2M 
marrow transolants. More Information about insurance coverage can be found on the Nel's CUnlcal 
Trials and Insurance Coveraga: A Resource Guide Web page at 
http;//WNW cancer goyfc!inlcalbialsJteamingliosurance-coverage on the Internet 

Many states have passed legislation or developed policies requiring health plans to cover the costs 
of certain clinical trials. For more infonnation, visit the NCl's Web site at 
http-'fwwwcanr.ergovlc!lnlcaltrialsJdevelopmentsllawsybout-cllnlca!-trlak:ostson the Internet. 

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

Medicare reimburses patient care costs for its beneficianes who participate in clinical bials 
designed to or treat cancer, Information about Medicare coverage of clinical trials is 
available on the Internet. or by calling Medicare's tofl-free number 
for beneficiaries at (1-800-MEDICARE). The toll-free number fur tho hearing 
impaired is 1-8n-48S-2048. Also. the NCI fact sheet More Choices in Cancer Care: 
Information for Beneficiaries on Medicare Coverage of Cancer Clinical Trials is available at 
http·{twww cancer gOy/cancertoojcs/factsheetlsypportlmedicare on the Internet. 

Beneficiaries of TRICARE, the Department of Defense's health program, can be reimbursed for 
the medical costs of participation in NCI-sponsored phase It and phase HI cancer prevention 
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(including screening and earfy detection) and treatment trials. Additional Information Is 
avanabloln the NCI fact sheot TRICARE Beneficiaries can Enter Cnn/cal Trials for Cancer 
PreventIon and Treatment Through a Department of Defense and National Cancer Institute 
Agreement. This fact sheet can be found at 
http://w.vwcancer.goylcanqertooics/factsheet/NClaRlCARE on the Intemel 

The Department at Veterans Affairs 01A) anows eligible veterans to participate in NCI­
sponsored prevention, diagnosis, and treatment sbJdles nati.onwide. All phases and types of 
NCI-sponsored trials are included. The NCI fact sheet The NCWA Agreement on Clinical 
Trials: Questions and Answers has more information. It is available at 
http://w.,ywcancergoy/cancertopics/factsheeVNCINA-dlnicaHrialsonthe Internet 

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

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

The Study 

What is the purpose of the study? 
Why do the researchers think the approach being tested may be effectlve? Has it been tested 
before? 
Who Is sponsoring the study? 
Who has reviewed and approved the study? 
What are the medical credentials and experience of the researchers and other study 
personnel? 
How are the study results and safety of partidpants being monitored? 
How long will the study l!'Ist?" 
How win the results be shared? 

Possible Risks and Benefits 

What are the possible shalt-term benefits? 
What are the possible Iong~term benefits? 
What are the short-tenn risks. such as side effects? 
What are the possible long-term risks? 
What other treatment options are available? 
How do the possible risks and benefits of the trial compare with those of other options? 

PartiCipation and Care 

What kinds of treabnent. medical tests, or procedures will the particlpants have during the 
study? How often will they receive the treatments, testS, or procedures? 
Will treatments, tests, or procedures be painful? If so, how can the pain be controlled? 
How do the tests In the study compare with what people might receive outside the study? Wi" participants be able to take their regular medications while in the clinical trial? 
Where will the partiCipants receive their medical care? Will they be In a hospital? If so, for how 
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 after the 
study? 

Personal Issues 

How could being in the study affect the participants' daily lives? 
What support Is available for participants and their families? 
Can potential participants talk with people already enrolled In the study? 

Cost Issues 

Will participants have to pay fur any treatment tests. or other charges? If so. what will the 
approximate charges be? 
What is heatth insurance likely to cover? 
Who can help answer questions from the insurance company or heatth plan? 

13. What happens when a clinical trial is over? 

After a clinical trial Is completed, 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 I or II 
trial, the researchers dedde whether to move on to the next phase. or stop testing the agent or 
intervention because it was not safe or effective. When a phase III trial is completed, the 
researchers look at the data and decide whether the results have medical importance. 
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The results of clinical trials are often published In peer-revlewed, sdentific journals. Peer review is a 
process by which experts review the report before it is published to make sure the anafysls and 
condusions are sound. If the results are particularly important. they may be featured by the media 
and discussed at scientific meetings and by patient advocacy groups before they are published. 
Once a new approach has been proven safe and effective in a clinical trial, it may become standard 
practice. (Standard practice Is a currently accepted and widely used approach.) 

The National Ubrary of Medicine's Web site offers links to resources for finding the results of clinical 
trials. It indudes information abbut published and unpublished results. This resource can be found 
at http://www,nlm nih gov/serviceslctresults,btml on the Internet 

14. Where can people find more information about dinical bials? 

In addition to the reseu""," described In QuestIon 3, people interested in taking part In a clinical trial 
shoufd talk with their heatth care provider. Information about cancer dinical trials is also available 
from the NCl's Cancar Inlowation Service (Q!§~ Infonnation specialists at the CIS use PDQ to 
Identify and provide detailed Information about specific ongoing clinical bials. PDQ Includes all NCI­
funded clinical trials and some studies conducted by Independent Investigators at hospitals and 
medical centers in the United States and Europe. 

People also have the option of searching for clinical trlals on their own. The clinical trials page of the 
Nel's Web stte. located at http://www.canoer.gQy/clinjcafbialslonthelnternet.provid.eslnformation 
about dinicaJ trials and Onks to PDQ. Another resource is the NIH's CllnlcalTrials.gov Web site. 
CfinicaJTrials.gov lists cfinical trials sponsored by the NIH. other Federal agencies. and the 
pharmaceutlcallrdustry for a wide range of diseases, Including cancer and other conditions. This 
site can be found at htfp:Jldinicattrials goy on the Internet 
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Cancer Facts 
Cancer Clinical Trials: 
Participation by Underrepresented Populations 

Disparities in Clinical Trials 
• The National Cancer Institute (NCI) is the largest sponsor of 

cancer clinical trials in the U.S., with approximately 800 
ongoing trials at 3,000 sites. Over 30,000 patients are enrolled 
in cancer clinical trials annually. From 1998-2001, total 
enrollment in NCI-sponsored treatment trials increased 
22%. However, the number of minority participants during 
that period remalned stable, causing a decrease in the overall 
percentage of minorities in trials.~·ll 

• A review 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.S.I3,I~ 

• 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: 

SIIUrce: Baseline Study of Pallell1 Accrual Onto Puhllcly Sponsored Trials, ~ CDaIiUlln 01 ClDC8r 
Cuoperatlve Groups for tile Global Ac~est Projed, Nallonal Patlanl Advocate Foundation, April 200&. 
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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 other subpopulations. " For example, NCrs Prostate 
Cancer Prevention Trial, which was conducted In 1993-2003, 
recruited only 8% minority participants of over 18,000 men 
enrolled.16 

Underrepresented Populallons 
" 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. 17.1~ 

" 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,lm 

'" Rural: Among 24,332 patients enrolled in NC[ 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." 

fi,~ Women: An investigation of nonsurgical NCr cancer trials 
demonstrated that women were less likely than men to be 
enrolled in calorectal and lung cancer trials. fi 

Patient Barriers to Cancer Clinical 
Trial Participation 
~ Cost/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.w Even when par­
ticipants have insurance, some private third-party payers 
do not cover the full costs associated with participating in 
the clinical trial. II Numerous studies have shown that the 
cost for a patient to take part in a clinical trial is not neces­
sarily any nlore expensive than it is for the patient to 
receive standard cancer care. ll.ZJ.Z3 

.:{) 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. l 

:.; Lac1e of awaren.ess: 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.21

.
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• 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.26 

• LanguagelLinguistic 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,S 

• 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 ,.,,-~ 
mistrust of research and the medical system is a fre­
quently reported barrier to participating in clinical trials. 

e 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, fmd 
childcare or manage other family responsibilities while 
participating in a trial. I ,3' 

• Study design eligibility criteria: Strict inclusion and 
exclusion eligibility criteria are a commonly reported 
barrier to trial participation.8.~-38 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." 

Physlclanllnvestlgator Barriers to Relerrlng 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,41 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. 1.3842-« 

o Physician lack of awareness: Being unaware that clin­
ical trials are available is one ofthe 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 Clinical Trials 
• Research has shown that the general public is unaware 

of clinical trials as a treattnent/prevention option or is 
misinformed about the clinical trials process. 1.250'48 

• 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.4S 

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 
'Iguinea pigs." .8 

• 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 ofknowl­
edge, racial/ ethnic minorities and those aged 18-24 
years reported being reluctant to participate.49 

Clinical Trial Policies and Mandates 
• Center for Medicare and Medicaid Services: In 2000, 

Medicare authorized the payment of routine care costs 
for beneficiaries who are patients in clinical trials.50 

• 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." 

• NIH: The NIH Revitalization Act of 1993 mandated 
that women and minorities be included in clinical tri­
als.4I 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, ortJy 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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SB 280 Testimony 4/3/08 

Jeanne E. Anderson, MD 
Katmai Oncology Group, LLC 
3851 Piper Street, Suite 0340 
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. It 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, only a 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 patients, reducing the burden of cancer in our population, and facilitating 

patients to stay in Alaska for state-of-the-art care. 
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April 2, 2008 

Testimony to Support SB280 

To 

Senate Labor & Commerce Committee, 

I 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 ~su:.~ ~~!i ~'y.erag!ll<?r r~ine m~~S~}Y~a~~ts."",­
enter chrrj~~atre~' \<Wtlsl~tutii11y, oecfme to partIcIpate m chmcal tilais .. _-- :I Iro1t .... -.rm .......... ~ ______ :..,-.;; .. "~p"""""'--.. ..... ""-..... __ ~ .. ; .. _._ .. -...~_.~~ .............. " ....... ,,. ____ .•.• 

fri'inyopinion, this state of affairs is a major handicap for patients! individuals in Alaska 
to receive State of Art Care for Cancer & related problems in ~Ka:''''''''''~~~-''->'·~·~-,,, 

~",'''''''''-''''·....: .. :~c.''''':'~'''''·''~·~''''';'...c:l>~,_ ....... ,-,,,,,--.~.·.,.~=~.J~t!:, ... ,.,;.;;._ .... '--""'''-".~ . ...:..u.':'.:I'.'l,"~~; . 

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. 

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 
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( 

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 Bi1l10 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 
fmd 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 
emollment 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 fmding 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, I 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. . 

i "'. Thank you again for the opportunity and for supporting Senate Bill! O. 

4084 



03/10/2009 09:41 FAX 4259185835 

r March 9, 2009 

Senator Bettye Davis 
State Capitol 
Rm.30 
Juncau,AJ( 99801-1182 

Dear Senator Davis: 

I4J 002/002 

PREMERAI+.' 
BLUE: cr.o~s n1Uj:; SHIE:LO O~ AI ASKA 

Jadtc. Mcb. 

S.nior Vice "r.sld.nt: 

On behalf of Premera Blue Cross Blue Shield of Alaska, I am writing to you to express our concerns with 
S8 10 regarding coverage of routine patient care 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, Prcmcra currently covers the routine costs for our members 
who are participating in phase 2 or 3 cancer clinical trials. 

As drafted, SB lOis 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 S8 10 will increase the 
cost of insurance to Alaska consumers. However, ifpasscd and implemented, this requirement would not 
apply to ERISA or self-funded groups. Since self-funded gl'OllpS ~ 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 inSlll1lIlce. 

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

In a phase 1 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 research since they involve 
testing agents that.are not known to have an effect on cancers in the human body. Basic dose mechanisms, 
drug toxicities. and safety aspects have yet to be validated. We are concerned with requirina 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 ifit is medically necessary. However, there may be:: other 
mown medical treatments that arc available for the patient that are more effective. And, we would IiIce 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. Ifhealth 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 bome mostly by small 
groups and individual policyholders. We offer our amendments to encourage participation by Alaska 
re$idenl.$ 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. 

ct~~ 
.. C~r Vice President 
~.-------,-o.-'-=-"-'-------------'~--4'-5.-.'-L~57-~-----------__ --.-~-~-.-n-"_-------M--'~-'~--_--'~--~-'~-N---------------

Seenf~, WA ",11 '." QS." 1.$6" aau. 0.... Rj". "/-INI t..Modatt_ 

j.cX.m<n.-pnmet1l.com 
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Alaska 

The Honorable Bettye Davis 
Alaska, State Senate 
State Capitol Building 
Juneau, Alaska 99801-1182 

RE: Senate Bill 10 

Dear Senator Davis, 

NFIB 
The Vol", of Small BIlsinesse 

January 20,2009 

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 root: 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 premiums 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, SB 10 mandates specified coverage of medical care coverage during 
specified clinical trials that may not fit employee's needs but for which small 
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, AI< 99803·907-723-6667· 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, 

~;6~Jf0 
Dennis L. DeWitt 
Alaska State Director 
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TESTIMONY OF D. LAWRENCE WICKERHAM, MD, 
ASSOCIATE CHAIRMAN OF THE NSABP, CONCERNING SB280 

I am Dr. Lawrence Wickerham, the Associate Chainnan 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 comp~_~!~~~atments with...newer inno~tive therapies 
, -~---

~n patients with early stage br~ast or colorect~ cancer. :!:~.~?up's ~~~~.~s._~o_i~~~~~~val and 

quality of life of these patients. 2008 is the 50th 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 

t,mters 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 breast and bowel 

cancer The results of our breast cancer studies have eliminated the use of true radical mastectomies, 

demonstrated that lurnpectomy is an effective alternative, and we have shown that adjuvant treatment (treatment 

after surgery) can improve survival. Adjuvant therapy for breast cancer includes chemotherapy, honnonal 

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 manunograms to 

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

("dents choose to enter clinical trials. Cost is a 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: I) research costs - expenses that the patient would not routinely incur ifhe 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 provide the drug(s) being studied 
• 

and typically provide additional non-federal funding to help defray the costs of trial participation, including the 
C 

<t.ost of non-standard of care items. Th.!.i£}ii!.!o~~;,~r!~df~~:~.~:~~~_~~~~~';"i!!2ew::.e trial 

:ticipation and improve cancer care in general. 
~~~;....,~~","";"''''-'''~''';.~ .. ....."...~ ... : .......... ~w.''''''~ 

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

to state-of-the-art research studies like those available to patients in other states. 
~"'L t '~~~""'-~~~<:'~'''::''''~::.e[~~~_~:-r.''~$!'''''~:N',''~''~«:'Jr.\,'''~'''\-'''( 

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

( 
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February 17, 2009 

The Honorable Bettye Davis, Chair 
Senate Health and Social Services Committee 
Alaska St&tc Capitol. Room 30 
Juneau, AK 99801-1182 

AARPAIMb 
3601 C Street 
Sua 1420 
AnG/IOrate. AK 99503 

RE: SB 10 (Davis)--Support 

Dear Chair Davis, 

On behalf of the members of AAIU' in Alaska, we encourage you and your eolleagues on 
the Senate Health and Social Services CommittCCl to BIlPPort SB 10, authored by you. 

SB 10 would tequire insurance ptOSJ:IIIIU, includins Medioaid, to provide ooverage for 
cancer victims undergoing clinical trial. just as they would utile individual was not in 
the trial 

Most of our sigrrlficant advances in cancar treatment that hItve ber;omc stan~ 
procedures began as ~ca1 trials. 

It SlI.akea 110 sense not to offer health iDsuranoe coverage for pmcedures that Dlay be still 
c:oDSiderecl c:xpcrimcDtal but offer some hope for the cancer VlctiJJ!. We purdlase 
insurance (or the State provides it tbrough Medicaid) SO that we can have help with the 
costs that accompany a threCming diBeI!SL SB lOis one of those bills that ~ 
believes maJca, ~e, especially to a cangcr victiJJl. and hiBlhcr fiunlly. 

AARP recommends an "A YfJ:' vote on SB 10. 

Should you have lilY queatiOllS about our position. please feel me to co~ me (586-
3637) or Patrick Luby, AARP Advocacy Director (901-762-3314). 

I . Tbank you for your CODSideration. 

~ .... j Sincerely, 

~ .tOa .. ~~.., 
1 ~e DarliJl, CooniUWor 

AARP Capital City Task FOlW 
415 W'illougbby Avenue, ~ 506 
Juneau, AK 99801 
586-36.37 (voice) 
463-3580 (fax) 

cc: Vica-Chair Joo PasIcvan 
Senator Joo Thomas 

Senator PRod Dyson 
S/IIl4tOr lobnny Ellis 

H!AlJlt I FlHAIICIII CONIIECTlN81 11M ... I ~ 
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Cancer Clinical Trials 
CS for SB 10 (HSS) 

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 belter 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 enrollment of adults in 
clinical trials delays our progress. 

Routine care defined: 
Routine patient care is considered to be those 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. SS10 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: 
~ SS10 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 13851 Piper Street, Suite U240, Anchorage, AK 99508 

Alaska Director of Government Relations, Emily Nenon 1 Emily.Nenon@cancer.org 

1.B88.NOW.I.CAN 1 www.acscan.org/alaska 
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AARP ALASKA STATE OFFICE .. ,.- ... -.~, .---;---. ----- ---,. .~-----. 

April S, 2010 

The Honorable Wes Keller, Co-Chair 
House Health and Social Services Committee 
Alaska Capitol, Room 13 
JWleau,AK 99801-1182 

The Honorable Bob Herron, Co-Chair 
House Health and Social Services Committee 
Alaska Capitol, Room 411 
lWleau, AK 99801-1182 

AARJ>Alub 
3601 C streei 
Suite 1420 
Anehorage, AK 99503 

, T :,-866-227-7447' 
F 907-341-2270 
TTY 1-877-434-7598 

www:a.rp."'8Iak 

RE: SB 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 Faskvan, 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 lOis one of, those bills that AARP believes makes sense, especially to a cancer victim 
and bis/her family. 

AARP recommends an "AYE" vote on SB 10. 

Jennie Chin Hansen, Preslden! 
HEAlTH I RNANCiiS I CONNECTING I GIVING I ENJOYINQ William D. Novelli, Chiof 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, 

Y1~ .{O~.;.v 
Marie 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 Tammie Wilson 
Representative Bob Lynn 
Representative Paul Seaton 

Representative Sharon Cissna 
Representative Lindsey Holmes 
Senator Bettye Davis 

141 002/002 


