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State Capitol. Suite 30 

Juneau, AK 99801-1182 
Phon" (907) 465-3822 

Fax, (907) 465-3756 
Tollj"" (800) 770-3822 

"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. 

CSSB 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. 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 in the short-run. 

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 
Pagelof2 
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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.orglprograrns/healthlclinicaltrials.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 CSSB 10 will result in more successful outcomes in cancer treatments in Alaska, 
increase retention of patients in Alaska for their cancer care, and also, after full implementation, result in 
cost savings in the short and long term. 

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

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

No patient should ever have to fear exploring all treatment options at the cost of losing coverage. We 
should be encouraging participation in clinical trials, not discouraging it by removing coverage for 
routine care. Were it not for patients who have enrolled in past trials, the medial advancements we've 
experienced toward finding a cure for cancer would not be possible." 

S8 10 Sponsor Statement 
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SEhrl TE FINANCE COMMITTEE RE"'vRT 

DATE: 3/13/09 FURTHER: 

DATE TURNED 
IN TO OFFICE: ____ _ 

Finance Committee considered SENATE BILL NO. 10 

SB 10 MEDICAID/INS FOR CANCER CLINICAL TRIALS 

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

and recommends: 
SENATE BILL: 

[ ] be replaced with [ ] SCS or [ ] CS ________ _ I-__ --J) I\{ Same Title 
[ ] New Title 

[V] adopt previous [ ] SCS or [vi] CS ----"'S--=B=---ol-=O _____ ( \1SS 
HOUSE BILL: 
[ ] Same Title attached amendment(s) 

[ 1 adopt Letter of Intent 

[ ] further referral to Committee 

NEW FISCAL NOTE(S): 

[ ] APPROPRIATION - no fiscal note 
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[ 1 Technical Title 
Change 

1 New Title w/ 
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PREVIOUS FISCAL NOTE(S): 
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FISCAL NOTE 

STATE OF ALASKA 
2009 LEGISLATIVE SESSION 

Fiscal Note Number: 
8m Version: 
(S) Publish Date: 

2 
CSSB 10(HSS) 
2123/09 

~ld~e~n~tifi~e~r~(fi~lle~na~m~e~)~:S~B~1~0~~~ED~-~IN~S~-~2~4~~~9~~~~~~~~~ _______ Dept.Affemed~: ______ ~D~C~C=E=D~~.-____ __ 
Title Medicaid/Insurance for cancer clinical trials RDU Insurance (116) 
-,,:::::::::c,.-__________ ,,::=::;:::r;::::;::-________ Component Insurance 
Sponsor Senator Davis 
Requester ______ -"S"'e"'n"'at"'e"H.::e"a"'lth=a"'n"d..::S"o"'c"'ia:!-1 "Se"'rv=ice"s"-_____ Component Number 354 

Expenditures/Revenues (Thousands of Dollars) 

Note' Amounts do not include inflation unless othelWise noted below 

Appropriation 
Required Information 

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 GF/Program Receipts 
1037 GF/Mental Health 
Other Interagency Receipts 

TOTAL 

Estimate of any current year (FY2009) cost: 

POSITIONS 

/

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 altemative; 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 

(RevIsed 9J1012Qaa OMS) 

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

Date 21412009· 

Page 1 of 1 

0.0 

0.0 
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FISCAL NOTE 

STATE OF ALASKA Fiscal Note Number: 

2009 LEGISLATIVE SESSION Bill Version: CSSB 10(HSS) 

(S) Publish Date: 2/23/09 

Dept. Affecte=d,-: __ --:-:--',H",e"a",lthc...:::&-:,S:.;o;::c;.:ia::.I.::S.::erv=ice=s_ 
RDU Health Care Services 

Identifier (file name): SB010·DHSS-MS-02·11-09 

Title Medicaid/Insurance For Cancer Clinical Trials 
-;:-______________ ::--,-_________ Component Medicaid Services 

Sponsor Davis 

Requester ________ -"S"en"'a:::t"e.!.H"S"S'---________ component Number 2077 

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

Appropriation 
Required Information 

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 

I CAPITAL 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 

/

FUII-time 
Part-time 
Temporary 

0.0 

0.0 

ANALYSIS: (AttaCh a separate page if necessary) 

5B 

Prepared by: William J. Streur, Deputy Commissioner 
Division Health Care Services 

Approved by: Alison Eigee, Assistant Commissioner 
DHSS Finance Management Services 

0.0 

0.0 

0.0 

0.0 0.0 0.0 0.0 

(Thousands of Dollars) 

0.0 0.0 0.0 0.0 

Phone 907·269·7827 
Date/Time 2110/09 12:00 AM 

Date 2111/2009 

0.0 

0.0 
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PARTNERS IN CANCER RESEARCH 

Norman Wolmark, MD 
Chairman 

Operations Center 

Medical Affairs 
4121330-4660 Fax 
4121330-4661 Fax 

41213304600 

Administrative and Fiscal Affairs 
41213304600 41213304662 Fax 

Clinical Coordinating Division 
1-800/477-7227 

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

I am Dr. Lawrence Wickerham, the Associate Chairman of the National Surgical Adjuvant Breast and Bowel 

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

The NSABP conducts large phase m studies that compare standard treatments wit!). newer innovative therapies _._------ .....-----,---
in patients with early stage breast or colorectal cancer. The group's mission is to improve the survival and 

"" . - -'~-'-.-~'-"'_~ __ .'--"""""""""_ 

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

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

\. 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 lumpectomy is an effective alternative, and we have shown that adjuvant treatment (treatment 

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

therapy, and newer targeted treatments. 

Figures from the American Cancer Society demonstrate that the mortality rate from breast cancer in the U.S. 

has declined for over a decade. This improvement is thought to be the result of screening mammograms to 

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

( 
East Commons Professional Building Four Allegheny Center - 5th Floor Pittsburgh, PA 15212-5234 
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TestllnonyBefore Alaska Senate Committee Re: SB280 March 14, 2008 
.> D. Lawrence Wickerham, MD 

trials like those conducted by the NSABP. The more patients that enter these studies, the more quickly we get 

results and the faster we can improve care. Unfortunately, for a variety of reasons, less than 5% of cancer 

(. h I' 'cal 'al C' . b . patients c oose to enter c 1m tn s. ost IS a major arner. 

Requiring health care insurers to cover the standard of care costs for individuals participating in cancer clinical 

trials would remove one significant barrier to increasing participation. Any research trial includes two general 

categories of costs: 1) research costs - expenses that the patient would not routinely incur 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 
e 

t· 'ost of non-standard of care items. Th..!j~!L~" t().,,!I.l!;ri!ll,i7;~~=~~~.:~~~~!..:?.:~~a'!'~'!d~:gIR\:e trial 
= 

. t'articipation and improve cancer care in general. 
~~~;'i'''''''~''-''I''''''''..a...~ ...... ",. __ ~wx",:>-~~.J<··· 

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. 
Ii> ;, 'trM'Ii'I!.'S!".;.~~''I!W~~~~~~,~a.~'~.'lIG.Qtn.'\toI1~.'::t;':.'<I"L:t.~_}rY.'-.~''''-''''''.~';4~.' 

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

( 

( 

East Commons Professional Building Four Allegheny Center - 5th Floor Pittsburgh, PA 15212-5234 
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.'> Senate Bill 10 Testimony, February 18,2009 

Krista Rangitsch, RN, BSN, OCN, CCRC 
7523 East 17th Avenue 

, Anchorage, AK 99504 
( 

( 

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

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

From my perspective, when a clinical trial is recommended to a patient by their 
physician as the best treatment option, they are referred to our office. Part of my 
discussion about the study with the patient includes informing them that their 
insurance company may not cover some or all of the routine costs associated 
with treating their cancer while on the study. We strongly encourage all patients 
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 
enrollment to clinical trials. 

Patients go through a lot emotionally and fmancially 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. 

( 
Thank you again for the opportunity and for supporting Senate Bill 10. 

2458 
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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 ~S~g covera~<?r routine m.:!!~S~~p~»-
eI1~atrel'l ¥lQasl~atutiilly, oecline to particIpate m cltmcal 

~--~ ........... --.........,.,..-~;~.'!!---.. ~-""'-"-.,..' .... trt'als. =0"".. ..~"' 012..,\ .-..... "'" .----~-~ 

fumy opinion, this state of affairs is a major handicap for patients! individuals in Alaska 
to receive State of Art Care for Cancer & related problems in KfKSKiL--~-"·'·-~----"· 

~-~"""':~~""''''-'''''~~/~:''''''-''''-'''''''~~~~'.:;:'7'' •. ,.~ .•.•• ..;...".,.',.:>.u.,z-~:~,1'-F":': • 

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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Attention! 
This is being faxed to all local and national news sources!!!!! 

Thank You A.P.A. and Govoner Sarah Palin 

Hello, 

I would like to tell you the story of a cancer patient that the state of Alaska is ali owing to 
die. My name is William Stevens I have been diagnosed with Adenocarcinoma of the 
lung a 4.1 cm tumor. I recently underwent lung surgery and now am in desperate' need of 
chemo in order save my life. I have no medical insurance and applied to the state of 
Alaska adult public assistance office for medical help. They are refusing to give, me aid 
even though I qualifY financially. My oncologist Dr. Subramanian of anchorage only 
gives me a 15% chance of survival cherno is my only hope and I cant get it because the 
state has detennined that I am not worthy of treatment. The State Of Alaska is 
committing Murder. I am sending you phone numbers of all Doctors and case workers if 
you choose to help me save my life for my self and my son you can eheck out my story. 

Why would a convicted Murderer, child molester or inmate on death row get help from 
the state to save their life but they are killing me. Why is my life not worth saving? 

Adult Public Assistance case # 05541992 last 4 of social 1350 

Oncologist Dr. Subramanian 569-2627 

Dr. Baker 276-2611 

Dr. Valdes 25&-4430 

Social Worker Sarah M. 264-1504 

I'CI O '7 J( ,,';(-<"c 
! L L. 

Thank you for any help you can give me I want to live. 

William Stevens 
f 0 7 '74> 'I 1,0'16 ( 

frf7l5<t-04D I 

p.1 
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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 lif~ 
threatening diseases, Cancer patients and their physicians typically look to clinical trials 
as an option when the investigational treatment offers as much or more benefit than 
standard treatment. 

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

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

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

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

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

PROPOSED LEGISLATION: 

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

. BENEFITS: 

I. 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 fur their 
cancer care. 

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

Page I of2 
313/2008 



., 

2462 

REFERENCES: 

I. States That Require Health Plans to Cover Patient Care Costs in Clinical Trials 
http://www.cancer.go .. /clinicaltrialSileamingilaws-about-ciinical-trial-costs 

2. Clinical Trials and Insurance Coverage - A Resource Guide 
http://www.cancer.gov/clinic.lltrialslleamin g/insUl"8nce-coverage/page I 

3. Coverage of Routine Patient Care Costs in Clinical Trials Position Statement 
http:trwww.asco.orglascoldownJoadslpatient care costs 3.05.pdf 

4. American Society of Clinical Oncology Response to CMS Town Hall Meeting "The 
Effect of Coverage and Payment on Clinical Research Study Participation and 
Retention" September 10, 2007 

5. Harris Interactive. Health Care News. Vol I, Issue 3. January 22,200 l. 
6. Lara PN, et aI: Prospective evaluation of cancer clinical trial accrual patterns: 

identifying potential barriers to enrollment. Journal of Clinical Oncology. 19: 1728-
1733,200 I. 

7. Lara PN, et al: Evaluation of factors affecting awareness of and willingness to 
participate in cancer clinical trials. Journal of Clinical Oncology. 23 :9282-9289,2005. 

8. Goldman DP, et aI: Incremental treatment costs in National Cancer Institute­
sponsored clinical trials. JAMA. 289:2970-2977,2003. 

9. Bennett CL, et aI: Evaluating the financial inlpact of clinical trials in oncology: 
results from a pilot study from the Association of American Cancer 
InstitutesINorthwestern University Clinical Trials Costs and Charges Project. Journal 
of Clinical Oncology. 18:2805-2810,2000. 

10. Fireman BH: Cost of care for patients in cancer clinical trials. Journal of the National 
Cancer Institute. 92: 136-142,2000. 

II. Wagner JL, et al: Incremental costs of enrolling cancer patients in clinical trials: a 
population-based study. Journal o.fthe National Cancer Institute. 9 1947-853, 1999. 

12. Quirk J, ct aI: Clinical trial costs are similar to and may be less than standard care and 
inpatient (InPT) charges at an academic medical center (AMC) are similar to major, 
minor, and non-teaching hospitals. Proe American Society Clinical Oncology. 
19:433a, (abstr. 1696),2000. 

13. Bennett C L, et aI: Evaluating the financial impact of clinical trials in oncology: 

Page 2 of2 
3/3/2008 

Results from a pilot study from the Association of American Cancer 
InstitutesINorthwestem University Clinical Trials Costs and Charges Project. Journal 
of Clinical Oncology. 18:2805-10, 2000 . 



" 

c • 

2463 

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

Frequently Asked Questions (FAQ) 

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

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

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

4. Why would a cancer patient consider participating in a clinical trial? 
a. Treatment given on the clinical trial offers the potential for better outcome (e.g. 

longer life or higher cure rate) than the standard treatment. 
b. Results of the trial will help improve treatment for future patients. 

5. 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 teceive (i.e., consent fonn). 

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

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

Myths 

I. "1 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 
(Le., 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 not sick enough for a eHnical trial" Many trials are studying ways to prevent 
cancer in healthy people at risk for cancer. Other trials are studying ways to improve 
upon the most common types of treatment used when patients are first diagnosed with 
cancer. 
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Clinical Trial Information 
The greater the number of people who participate in clinical trials, the faster emerging anticancer 
therapies can be brought to mal1<et 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. 

OUf research team members conduct more than 50 clinical trials each year. While we have 
complete Phase I·IV capabilities, the majority of our research is in Phase 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. 

/( you are interested in contacting a US Onco/ogY'affiliatad 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 /rom the 
research study, while receMng 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 (100 to 300) to 
measure its effectiveness and further evaluate its safety. 

In Phase 11/ clinical tnals, 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·tenn 
use. 

What Happens During a Clinical Trial? 
In many trials, if the patient is eligible and agrees to participate through Infonmed 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 mon~ored by a team of heatth care 
professIonals. This team will give the patient specific instructions about the trial. about more tests, 
and addttional docto~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 

2466http://www.usonco!ogy.comlOurServices/ClinicalTrials.asp 12/10/2008 
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treatment options. Should you do so, your decision will be respected without any effect on future 
treatment plans. 

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

How 00.1 Know If I Should Participate In a Clinical Trial? 
The decision to participate in a clinical trial is one that only you can make, with the help of your 
phYSician and the people close to you. If you are interested in participating in a clinical trial, you will 
be informed of the clinical trial's potential benefits and drawbacks before making your decision. If the 
investigational drug is proven to be effective, you may be among the first to benefit. In addition, 
through your participation in a research study, you will also be helping future cancer patients. 

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

Where are the Trials Held? 
Many clinical trials may be available right in your own community. Ask your physician for specifiC 
information or search the US Oncolooy clinical trial list 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 wilileam the key facts about a particular clinical 
trial before making a decision about participating. Your doctor will explain !he purpose and 
requirements olthe study, including any potential drawbacks and benefits. If you agree to take part in 
!he 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 all 
current US OncolQgy clinical trials for more specific information. 
For more details on clinical trial research conducted by the US Oncology network, please click ~ 
Research. 
For definitions of the clinical trial terms used on this site, please click Trial Tenns. 

Home I Contact Us 
Company I Network. lOut Services I Career Center I Cancer Resources 

Our Notice of Pdvacy p@r.t1ce' 

OS Onr;l~g~I2-1!;1ldlngJ.' 
dl~~t'bti:km fut;:jl;W ~:1 

Copyright 10 2007 US Oncology, Jnc. All rights reserved 
16825 Northchase Drive Suite 1300 Houston, TX 71060 

The US Oncology Web site is intended for informational purposes only. 
US Oncology provides administrative and management services to the medical practices discussed on this Web site. 

US Oncology does not own medical practices nor does it employ physldans or nurses or partiCipate In decisions regarding patient 
oare. 
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Clinical Trials: Questions and Answers 

KeyPolnls 

Clinical trials are research studies that test how well new medical approaches wort< In people (see 
Question 1 ). 
Every ciinicallrial has a flI2lQl;2!. which describes what will be done In the study. how it will be 
conducled. and why each part of the study Is necessary (see Question 4\. 
Informed consent is a process by which people leC!im the Important facts about a clinical bial to 
help them decide whether to participate (see Question 6). 
Payment of patient care costs in clinical trials varies by health insurance plan and by study (see 
Question 11 >. 

1. What are clinical trials, and why are they important? 

Clinical b1als are research studies that test how well new medical approaches work In people. Each 
study answers scientific questions and tries to find better ways to prevent. screen for, diagnose. or 
treat a dJsease. People who take part in ~ clinical bials have an opportunity to contribute to 
knowledge 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 dinlcal trials: 

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

Screening trials shJdy ways to detect cancer earlier. They are often conducted to determine 
whether finding cancer before it causes §Y!IlQtQrJm decreases the chance of dying from the 
disease. These trials Involve people who do not have any symptoms of cancer. 

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

Treatment trials are conducled 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 trials test many types of treatments. such as new drugs, 
vaccines new approaches to ~ or radiation therapy or new combinations of treatments. 

Quality=of-life (also caned supporttys ream> trials explore ways to improve the comfort and 
quality of life of cancer patients and cancer survivors. These bials may study ways to help 
people who are experiendng ~ vomiting sleep disorders, depression. or other effects 
from cancer or its treatment 

Genetics studies are sometimes part of another cancer clinical trial. The genetics component 
of the trial may focus on how ~ makeup can affect detection, diagnosis. or response to 
cancer treatment 

Population- and family-based genetic research studies differ from traditional cancer clinical 
trials. In these studies, researchers look at tissue or ~ 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 study. The goal 

http://www _cancer_ gOY 1 cancertopics/factsheetlInfonnation/ cIinical-trials 3/8/2008 



of these studies is to help understand the role of 9M§ In the development of cancer. 

3. Who sponsors cI1nlcal trials? 

Government agendes. such as the National Cancer Institute <mm and other parts of the ~ 
Instl!ufes of Health (N!l:I). the Department of Defense, and the Department of Veterans Affairs. 
sponsor and conduct cfinical trials. In addition, organizations or individuals, such as physicians, 
medicaf Ihstitutions, foundations. volunteer groups, and pharrriaceutical companies, also sponsor 
crmlcal trials. . 

NCi sponsors a large number of ciinical bials and has a number of programs designed to make 
clinical trials widely available In the United States. These programs Inciude the fonowlng: 

The Cancer Centers Program provides support to ",searoh-orlenled InstiMions. including 
those that have been designated as NCI Comprehensive or Clinical cancer Centers for their 
scienUlle excellence. Mo", information is a"",labla in the NCI fact sheet The National Cancer 
InsUtute Cancer Canters Program. which Is available at 
http://www"cancergovlcancertoplcslfactsbeetlNCllcanCer-centers on the Internet 

The Specialized Programs of Research Excellence (SPOREs) bring together scientists and 
researohers to design and Implement reseaich programs thet can Improve prevention. 
detection, diagnosis, and treatmelit of specific types of cancer. More Information about 
SPOREs is available at bttp:llspores.ncl nib 9Qvnndex html on the Internet 

The Clinical Trials Cooperative Group Program brings researchers. cancer centers, and 
doctors together into cooperative groups. These groups work with the NCI to Identify Important 
questions in cancer research, and design and conduct multisite clinical trials to answer these 
questions. Cooperative groups are Iccated throughout the United States and in Canada and 
Europe. For more Information, refer to the fact sheet NCt's Clinical Trial. Cooperative Group 
Program at http;[b.wJwcancer.govlcanc;ertopfcslfaclsheetINCllclinical-trialS=CQoperat!ye=oroup 
on the Intemet. 

The Canoer Trials Support Unit (CTSU) makes NCI-sponsored phase II! treatment trials 
aveOable to doctors and patients In the United States and Canada. Doctors who are not 
affiliated with an NCI..,ponsored Clinical Trials Cooperative Group (see above) must oomplete 
an application process, which includes credential verification and site preparedness 
assessment to become members of the CTSU's National Network of Investigators. CTSU 
members can enroll patients In clinical trials through the program's Web site, which Is located 
at ht!p:J1www ctsu·Org on the Internet General information about the CTSU Is also available on 
the program's Web site, or by caiUng 1-88&-823-5923. 

The Community Cllnlcsl Oncology. Program (CCOP) makes clinical bials avanable In a large 
number of communities across the United States. Local hospllals throughout the oountry 
affiliate with a cancer center or a cooperative group. This affiliation allows doctors to offer 
people participation In clinical trials more easily, so they do not have to travel long dlstanoes or 
leave their usual caregivers_ The Minority-Based Community Clinical Oncology Program 
focuses on encouraging minority populations to participate in clinical bfals. More infonnation 
about tha CCOP can be found in the NCI fact sheet Community ClinIcal Oncology Program: 
Questions and Answers, which is available at 
http-I!'www.cancergoy/cancertopics/factsheetlNCIlCCOP on the Internet 

The National Institutes of Health Clinical Center, a researoh hospital located in Bethesda, 
Maryland, Is part of the NIH. Trials at the Clinical Center are oonducted by the oomponente of 
the NIH, including the NCI. The NCI fact sheet cancer ClinIcal Trials at the Na60nal In.mutes 
of Health ClinIcal Center: Questions and Answers has more information about the Clinical 
Center. This fact sheet is available at 
http://www cancer.goY/cancertopjcslfactsheetiNClldjnjcal-center on the Internet. 

4. How are participants protected? 

Researoh with people is conducted according to shict scientific and ethical principles. Every clinical 
trial has a protocol, or action pian. whidl acts like a "recipe- for conducting the trial. The plan 
describeswhatwiH be done in the study, how Hwlil be conducted, and why each part of the study Is 
necessary. The same protocol Is used by every doctor or research center taking part in the trial. 

All clinical trials that are federally funded or that evaluate a new Q!lI9. or medical devioe subJeci to 
Food and Drug Administration regulation must be reviewed and approved by an Institutional Review 
~ (!BID. Many institutions requirethet ali clinical trials, regardless of funding, Ile ",viewed and 
approved by a local IRB. The Board, which Includes doctors, researchers, community leaders, and 
other members of the community, revie'NS the protocol to make sure the study is conducted fairly 
and participants are not rikeiy to be hanned. The IRB also decides how oflen to review the trial onoe 
It has begun. Based on this information, the IRS decides whether the ciinlcal trial should oontinue as 
initially planned and, IT not, what changes should be made. An IRB can stop a ciinical trial IT 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 al~ stop a dintcal trial if there Is clear evidence that the new intervention is 
effective, in order to make It widely awRable. 

NIH-supported clinical bials require data and safely monitortng. Some clinical bials, especially 
phase III clinical bials, use a Data and Safety Monitortng Board {DSMB}. A DSMB is an Independent 
committee made up of statisticians, phYSicians, and patient advocates. The DSMB ensures that the 
risks of participation are as smaH as possible, makes sure the data are complete, and stops a trial if 
safety conoems a_ or when the bial's ob]ecllves have been met 

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

Each study's protocol has guidelines for who can or cannot participate in the study. These 
guidelines, called eligibility criterta, describe characteristics that must be shared by all participants. 
The criteria dfffer from study to study. They may Include age, gender, medical hiStory, and current 
health status. eligibility aiterta 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 bial will be 
due to what Is under study and not other factors. In this way, eligibility aiterta help researchers 
achieve accurate "and meaningful results. These criteria also mlnlmlze the risk of a person's 
condition becoming worse by participating in the study. 

6. What Is Informed consent? 

Infonned consent Is a process by which people learn the important facts about a clinical trial to help 
them decide whether to participate. This information includes details about what Is involved. such as 
the purpose of the study, the tests and other procedures used In the study, and the possible risks 
and benefits. In addition to talking with the doctor or ~. people receive ,a written consent form 
explaining the study. People who agree to take part In the study are asked to sign the Informed 
consent form. However. signing the form does not mean 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. ri~ks, or side effects 
are discovered during the study. the researchers must inform the participants. They may be asked 
to sign new consent forms if they want to stay In the study. 

7. Where do clinical bials take place? 

Clinical trials take place in doctors' offices, cancer centers. other medical centers) community 
hospitals and clinics. and veterans' and military hospJtals 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? 

C~nical trials are usually conducted in a series of steps, called phases. Treatment clinical trials 
listed in .E.QQ.®, the Nel's comprehensive cancer Information database, are always assigned a 
phase. However, screening, prevention, diagnostic, and quality-of-Ufe studies do not always have a 
phase. Genetics clinical trials generally do not have a phase. 

~ bials are the first step in testing a new approach in people. In these studies, 
researchers evaluate what l!Qm Is safe, how a new agent should be given (by mouth, ~ 
Into a vein, or injected into the muscle). and how often. Researchers watch closely for any 
harmful side e!feels. Phase I trials usually enroll 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 effeels is determined to be appropriate for 
further tesllng. 

~ trtals study the safety and effectiveness of an agent or intervention, and evaluate how 
it affects the human body. Phase 11 studies usually focus on a particular type of cancer, and 
include fewer than 100 patients. 

Phase III trials compare a new agent or intervention (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 computeT. this method, called randomization ·helps to avoid Qiru; 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 after they have shown promise in phases I and II. 
Phase III trials often Include large numbers of people across the country. 

Phase IV bials are conducted to further evaluate the long-term safety and effectiveness of a 
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treatment They usually take place alter the treatment has been approved for standard use. 
Several hundred to several thousand people may take part in a phase IV study. These studiea 
are less commoh than phase I, 11. or·1II trials. 

People who partidpate in a clinical bial work. with a research team. Team members may include 
doctors, nurses, soda! workers dietitians, and other health professionals. The health care team 
provides care, monitors participants' health, and offers specl1ic instructions about tho study. So that 
the trial reSUlts ate as reliable as possible, 11 is Important for participants to follow the research 
team's instructions. The instructions may include keeping logs or answering questionnaires. The 
research team may continue to contact participants after the trial ends. 

9. What are some of tho benefils of laking part in a clinical trial? 

The beneflls of participating in a clinical trial include the following: 

Participants 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 slandard approach. 
Partlclpanls receive regular and careful medical attention from a research team that includes 
doctors and other health professionals. 
Partlclpanls may bo the first to benefit from the new method under study. 
Resulls from the study may help others in the future. 

10. What are some of the possible rtsks assodated with laking part in a clinical trial? 

The possible risks of participating In a clinical trlallndude the following: 

• New drugs or procedures under study are not always better than the standard care to which 
they are being compared. 
New treatments may have side effects or risks that doctors do not expect or that are worse 
than those resulting from standard care. 
Participants In mndomized trials will not be able to choose the approach they necelve. 
Health Insurance and managed care providers may not coyer 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 clinical trial. What they cover varies by health plan and by study. Some health plans do not 
cover clinical trials if they consider the approach being studied -experimental" or 1nyest!gational.­
However, if enough data show that the approach is safe and effective, a health ptan may consider 
the approach 'established' and cover some or all of the costs. Partlclpanls may have difficulty 
obtaining coverage for costs associated with prevention and screening dInical trials: health plans 
are currently less likely to have review processes in place for these studies. It may, therefore, be 
more difficult to get coverage for the costs associated with them. In many cases, .it helps to have 
someone from the research team talk about coverage with representatives of the health plan. 

Health plans may specify other criterta a trial 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 treatrnenls are aveilable. In addition, the facUity and medical staff 
might have to meet the plan's qualifications for conducting certain procedures, such as b.QM. 
marrow transolants. More Information about Insurance coverage can be found on the Nei's Clinical 
Trials aM Insurance Coverage: A Resource GuIde Web page at 
http://www cancer govlcltnlcaltrla!sJ1eamlngOnsurance:eoyerage on the Internet. 

Many ststes have passed legislation or developed policies requlrtng health plans to cover the cosls 
of cerialn clinical trials. For more infonmation, visit the NCl's Web site at 
http"/Mwwcaocer.gov/dlnicaltrialsJdevelopmentsllaws:about:dinical-triat=costs on 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 beneficiaries who participate In clinical trials 
designed to diagnose or treat cancer. Information about Medicare coverage of clinical trials is 
available at http;[fwy.,w.medicare.ooyon the Internet. or by call1ng Medicare's toll-free number 
for beneficiaries at 1-800-633-4227 (1~EDICARE). The toll-free number for the hearing 
impaired Is 1~77-486-2048. Also, the NCI fact sheet More ChoIces in Cancer Care: 
Information for Beneficiaries on Medicare Coverage of cancer Clinical Trials Is available at 
http;J/wwwcancergov/cancertopics/fadsheetlsuPOQrtlmedicare on the Internet 

Beneflclaries of TRICARE, the Department of Defense's health program, can be reimbursed for 
the medical costs ·of participation In NCI-spOnsored phase" and phase III cancer prevention 
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(including screening and early detection) and treatment !rials. Additional information Is 
avallable in the NCI fact sheet TRICARE Beneficiaries Can Enter COnical Trials for Cancer 
Prevention and Treatmant Through a Department of Defense and National Cancer Institute 
Agreement. This fact sheet can be found at 
htm;llwww caocer.goylcao'7rtoplcslfactsheetlNClaR1CARE on the Internet. 

The Department of Veterans AffairS (VA) allows eligible veterans to participate In NCI­
sponsored preventlon, diagnosis. and treatment sbJdles natlonwide. All phases and types of 
NCI-sponsored !rials are included. The NCI fact shea! The NCWA Agreement on Clinical 
Trials: Questions and Answers has more information. It is available at 
http://wv..w caogeT.govlcancertopk:sJfsctsheetJNCINA:cfjnical:tdals on the Intemet 

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

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

The Study 

What is the purpose of the sl1Jdy? 
Why do the researchers think the approach being tested may be effective? Has it been tested 
before? 
Who Is sponsoring the srudy? 
Who has reviewed and approved the srudy? 
What are the medical credentials and experience of the researchers and other study 
personnel? 
How are the srudy results and safety of participants being monitored? 
How long will the study last? 
How will the results be shared? 

Possible Risks and Benefits 

What are the possible short-term benefits? 
What are the possible long-tenn benefits? 
What are the short-tenn risks. such as side effects? 
What are the poSsible long-tenn 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 treatment, medical tests, or procedures will the participants have dunng 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 oonlrolled? 
How do the tests In the study compare with what people might receive oulsidethe study? 
Will participants be able to take their regular medications while in the clinical trial? 
Where will the participants reoalve 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' dally lives? 
What support Is available for participants and their families? 
Can potential participants talk with people already enrolled in the study? 

Cost Issues 

Wiu participants have to pay for any treatment tests, or other charges? If so, what will the 
approximate charges be? 
What Is health insurance likely to cover? 
Who can help answer questions from the insurance company or health plan? 

13. VYhat happens when a clinical trial is over? 

After a clinical trial is completed,the researchers look carefulty at the data collected during the trial 
before maldng decisions about the meaning of the findings and further testing. After a phase lor 1\ 
trial, the researchers decide 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, scientiftc Joumals. Peer review is a 
process by which experts review the report before it Is published to make sure the analysis and 
conclusions are sounci. If the results are particularly important, they may be featured by the media 
and discussed at scientific meetings and by pafierrl advocacy groups bafore thay ara pubUshed. 
Once a new approaclh has been proven safe and effective In a eUnical trial, ~ may become slandard 
practice. (Standard practice is a curren1ly accepted and widely used approaclh.) 

The National Ubrary of Medicine's Web slte offers finks 10 resources for finding the resun. of clinical 
trials. It includes Information about published and unpublished results. This resource can be found 
at http://Www Dlm nih goyJseryices!d:results html on the Internet 

14. Where can people find more Information about clinical trials? 

In addition to the resources described In Question 3, people interested in taking part In a eUnlcal trial 
should tall< with their health care provider. Information about cancer clInical trials Is also available 
from the NCI's Cancer Information Service (gS~ Information specialists at the CIS use PDQ to 
IdentifY and provide detailed information about speclflc ongoing clinical trials. PDQ Includes all NCI­
funded clinical trials and some studies conducled by Independent investigators at hospilals and 
medical centers in the United States and Europe. 

People also have the option of searclhlng for clinical trials on their own. The clinical trials page of the 
NCI's Web sIle. located at htlp:!lwww canoer.goylciinicel!rialsJ on the Intemet, provld'es Information 
about eUnical trials and links 10 PDQ. Another resource Is the NIH's ClinicalTrials.gov Web site. 
CnnicalTrlals.gov lists clinIcal trials sponsored by the NIH, other Federal agencies, and the 
pharmaceutlcallndusby for a wide range of diseases, induding cancer and other condiUons. This 
site can b&' found at http;//dlnlqaltrials gOY on the Internet 

### 

Related Resources 

Publications (available at http://www.cancer.govlpublicatlons) 

National Cancer Institute Fact Sheet 1.2, The National Cancer Institute Cancer Centers Program 
• National Cancer Institute Fact Sheet 1.31 Community COnica! Oncologv Program: Questions and 

Answers 
• National Cancer Institute Fact Sheet 1.4. NCl's Clinical Trials Coone@tfya Group Program 
• National cancer Institute Fact Sheet 1.13. TRlCARE Benetlclaries Cen Eater Clinical Trials for Cancer 

Preyent/on and Treatment Through a Department of Defense and National Cancer Institute Agreement 
National Cancer Institute Fact Sheet 1.17. The NCINA Agreement on ClinIcal Trials,' Questions and 
Answers 

• National cancer InstibJte Fact Sheet 1.22. Cancer Clinical Trials at the National Institutes of Health 
COnical Center Questions andAMwet'$ 

• National Cancer Institute Fact Sheet 8.14, Mgra ChOices In Cancer Gare' Informatton for Beneficfaries 
on MedIcare Coverage of Cancer Clinical Trials 
Taking partin Clinical Trials: What Cancer Patients Need To Know 
Taking Part In Clinical Trials: Cancer Prevention .Stud'teS 

National Cancer Institute (Nell Resources 

Cancer Infonmation Service (toll-free) 

Online 

Telephone: 1-80O-4-CANCER (1-800-42245237) 
TTY: 1-80(}-332-8615 

NCI's Web site: httn;//www cancer.goy 
UveHelp, NCI's live onRne assistance: 
https·UrJssecure.od.nlh govnivehelplwelcome.asp 

A. Bag 10 Top 

NCI Home I Text-Only Version I Contact Us I ~ I Accessibtlity I Viewing Fjles I ~ I ~ 1 ~ 

A Service of the National cancer Institute 
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The Access To Cancer Clinical Trials Act of 2009 (Rep. Sue Myrick) 

January 30th. 2009 

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

No patient should ever have to fear exploring all treatment options at the cost of losing coverage. We should be encouraging participation in 
clinical trials, not discouraging it by removing coverage for routine care. Were it not for patients who have enrolled in past trials, the medial 
advancements we've experienced toward finding a cure for cancer would not be possible. 

PCnnalink I Comment on this post CD 

By N.C. GOP Rep. Sue Myrick 

This entry was posted on Friday. January 30th, 2009 aI 5:08 pm and is filed under Healthcare. Lawmaker News . 
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Medicare Widens Drugs It Accepts for Cancer 
By REED ABELSON and ANDREW pOI LACK 

,.1I1~T1!R_fll'ENOlY I'\lIlMA'l 
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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 ofwruch 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 ofthe Bush administration, seem almost certain to raise the 
federal drug bill, while making it more difficult for the new administration to rein in spending on unproven 

medical treatments. 

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

administration declined to comment on the Medicare changes. 

One of the many drugs whose use is likely to expand is the Eli Lilly product Gemzar, which costs $2,500 to 
$5,000 a month. The F.D.A. has approved it to treat only four types of cancer. But the new rules will virtually 
guarantee that Medicare will pay for its use for about a dozen other cancers, including advanced cervical cancer 

- even though the evidence supporting Gemzar for that use is "inconclusive," according to one of the reference 
guides Medicare will nOw be consnlting . 

In the case of Genentech's AVastin, one of the world's most expensive and widely used cancer drugs, Medicare 
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rejected in 2007 nearly all of the estimated $16 million in requests from doctors' offices to cover its off-label use 

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

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

It is unclear how much precedent Medicare's new rules might have on private insurers, which often follow the 

agency's lead on paying for drugs. 

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

unapproved uses of cancer drugs. 

"Congress wanted a lesser level of evidence," Dr. Phurrough said. The question of what is adequate e,';dence 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 ~bout a grim prognosis. 

"It makes it easier to give drug after drug," said Dr. Andrew Berchuck, 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 which off-label uses of cancer drugs to cover. The writers and editors ofthese 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-far-profit 
organizations. But by 2007 two had stopped publishing, leaving Medicare with a single compendium. Having 
selected three additional guides last year, the agency plans to review its choice of guides every year. 

Under the old rules, Medicare representatives were supposed to consult the compendiums but also use their 
own discretion in interpreting the guides' recommendations. The new rules essentially delegate the decision to 
guides Medicare has selected, even when there is little clinical evidence behind a particular 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 specificaUy 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." 

http://www.nytimes.coml2009/01127/healthl27cancer.html?_r=I&th=&emc=th&pagewant...lI27 /2009 
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For some expl'rts, the bigger concern about using some cancer drugs off-label without adequate evidence is that 

they may not only be useless - they may cause dangerous side effects . 

"We have very little faith that those indications that make it into the compendia are safe, let alone effective," 
said Dr. Allan M. Korn, the chief medical officer for the Blue Cross and Blue Shield Association, who added that 

Medicare should cover off-label drugs only if the results of their use are carefully tracked afterward. There is no 

such requirement in the new Medicare guidelines. 

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

for broad coverage decisions. 

"I did not see it as a significant step in coverage," said Ms. Norwalk, who left Medicare in 2007· 

Drug makers say they welcome the Medicare changes. A spokesman for the Pharmaceutical Research and 
Manufacturers of America, the industry's main trade group, said the new rules ensured "that cancer patients 

have access to the treatments they need.' 

Many oncologists say they needed greater flexibility in using cancer drugs because it can take months or years 
for a new use to be approved by the F.D.A. They cite the example ofCelgene'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.D.A. for brain cancer, for example, and cancer doctors say they need the ability to 

try other drugs or other combinations of treatments. 

"To arbitrarily stop after two drugs to me is ludicrous," especially for younger patients, said Dr. Virginia Stark­

Vance, a solo practitioner in Dallas and Fort Worth. She said one of her brain cancer patients had been kept 
alive for 10 years by off-label use of irinotecan, a colon cancer drug that was the ninth drug the patient tried. 

Medicare seems to have ignored some concerns raised by a group of outside researchers whom the agency had 
asked to survey a half-dozen compendiums, including the four that Medicare has now adopted. That report, 

completed in 2007, found that the six guides "cited yery 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 Evidence-Based Medicine, and pay a $50,000 

fee to have new uses of its drug reviewed by the compendinm 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 . 

http://www.nytimes.comJ2009/01/27/health/27cancer.html?_r=I&th=&emc=th&pagewant...1 /27/2009 
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Paying for college 

State stepping in as banks bail out of student loans 

As the number of private lenders shrinks, Utah agency expects to help thousands of 
borrowers 

By Brtan Maffly 
The Salt Lake Tribune 
Salt Lake Tribune 

Mitle Last Updated:08/15/20OB 03:35:18 AM MDT 

For the tlrst time, the state of Utah has begun originating student loans, a shift that will ensure that 
any Utah college student who needs financial aSSistance can get It, although It will cost more. 

The Utah Higher Education Assistance Authority (UHEAA), the agency that oversees financial aid to 
Utah students, Is bracing for loan applications worth $100 million this academic year after big banks 
all but abandoned the federally guaranteed loan program. 

last fall, Congress cut what participating lenders could make on student loans at the same time 
money. became more scarce. That created a double disincentive for financlallnstltutlons to lend to 
college students. With fewer lenders available, Utah students are expected to flock to UHEAA, agency 
director David Felt2 told his board Thursday. 

'We would rather have a full cadre of lenders, but that Is unlikely to happen in the near future until 
Congress raises the yields," he said. 

Addlng to the pressure was a recent move by Congress to raise the maximum students can borrow 
by $2,000 (to $5,500 for freshman, $6,500 fur sophomores and $7,500 for upperclassmen). Feltz 
estimated UHEM will see applications worth one-fourth of the state's total student loan volume this 
coming year, but he won't know how much until students begin applying as they return to school. 

'It could be $60 million, it could be $200 million," Feltz said of a development that represents a 
profound change In the way UHEAA conducts business. 

UHEAA has access to $121 million to lend over the coming academic year. 

The U.S. Department of Education promises to buy partiCipating states' loans Issued this year under 
the Federal Family and Education Loan program (FFELP). This would enable states to ·recycle" the 
money back to students in the form of new loans. The UHEM board voted unanimously Thursday to 
approve Utah's participation In the complex arrangement. 

Feltz cautioned that the program, which runs only for one year, Isn't a permanent solution to the 
liquidity mess that has caused "tremendous chaos· In the $50 billion system that subsidizes the 
popular Stafford and PLUS loan programs. 

'Now we're calling on Congress and the departments of Treasury and EdUcation to take additional 
action to further stabilize the student loan program for years to come,' he said. 
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In recent months four banks - Wells Fargo, Zions, J.P. Morgan Chase and Key - pulled out of Utah's 
program, leaving only U.S. Bank. Fifteen credit unions, led by America First, stili lend to students, but 
the banks' departure left a vacuum. Wells Fargo and Zions were the top lenders last year, accounting 
for more than half of the state's student loan volume. 

Lenders also have become picky about which Institutions they work with. One Utah school, Snow 
College, found Itself with no lenders, so UHEAA last month began lending directly to students at the 
Ephraim school. 

'Were In a pretty good place, a much better place than our sister agencies across the country," 
board chairman David Jordan said. "From the students' perspective, this will work. We will be able to 
help them without depleting our resources." 

bmaffly@sltrib.com 

Utah students can expect to pay more for college loans under steps taken by the Utah Higher 
Education Assistance Authority to preserve universal access to federally guaranteed loans. 

But the news isn't all bad. 

"I'm not aware of lenders offering better terms than what UHEAA is offering," said John Curl, the 
University of Utah's financial aid director. "We encourage students to research who they're going to 
get loans from and find the best terms they can get. They are going to have to pay more Interest; 
that's unfortunate. n 

Congress last year cut the rate on some student loans from 6.8 to 6 percent. But In order to 
partiCipate In an emergency federal ball-out measure, Utah slashed two rate reductions. Until now, 
students who had payments automatically drawn from their accounts received a 1.25-point reduction 
and another 2-polnt reduction after four years of timely payments. losing these benefits adds $1,763 
to the cost of servicing a $15,000 loan. 

On Thursday, the UHEAA board suspended issuing consolidation loans to avoid tying up scarce 
capital needed to serve current students. Former students looking to simplify repayment plans have 
other options for consolidating their loans in the federal program. 

But Utah students stJlJ get breaks on up-front costs of the most common loans, Stafford and PLUS. 
UHEAA continues to cover the 1 percent origination fee and 1 percent default fee, translating Into a 
$100 subSidy on a $5,000 loan. 

- Brian Maffly 

Flnanclal aid 
* Students who are considering borrowing for college for the upcoming school year should 

start researching their options now, said John Curl, flnancial aid director at the University of Utah. 
* Students should consult the financial aid office at their school, check Web sites that serve as 

Information clearinghouses, such as flnald.org, or www.uheaa.org, the Web site for the Utah Higher 
Education Assistance Authority. 
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1!U1~I4lo.etcnelo1JcA late try to salvage student loans 
Patrick calls on pension board, colleges to Invest in agency bonds 
By Casey Ross, Globe Staff, August 7, 2008 

Govemor Deval Patrick has asked the state pension fund to invest $50 mmlon and will ask Harvard 
University and other local colleges to invest millions more to provide student loans to thousands of 
families struggling to pay college tuition bills that are due In the coming weeks. 

Patrick's 11th hour proposal, floated among key officials yesterday, would prop up the troubled 26·year· 
old Massachusetls Educational Financing Authority, which announced last week that it would be unable 
to provide student loans for this school year because of turmoil in the nation's credit markets. 

The proposal would entail the investment funds buying portions of a $425 miiDon bond sale that MEFA is 
planning this month. The agency would use the proceeds to finance student loans. 

'We have 40,000 students and families who need help, and we're right up against it," Patrick said In an 
interview with the Globe last night. "This Is a sound investment for the pension board and the 
endowments." 

The govemor and his aides, along with state lawmakers, have been brainstorming ways to restore 
student loan funds for the past week. MEFA had previously offered low·cost, fixed·rate loans, but now 
borrowers have to look to other lenders whose loans may carry higher rates and higher costs. 

Yesterday. Patrick's top budget aide, Leslie Kirwan, asked the state pension board to consider buying $50 
minion of the upcoming MEFA bonds. Administration officials also hope the state investment would be 
seen as a show of confidence in the bond market and MEFA, spurring purchase by other investors that 
could finance more loans. 

Patrick said he intends to call officials today from Harvard, Boston College, the University of 
Massachusetts, and the Massachusetts Institute of Technology, among other schools, about making 
similar Investments in MEFA bonds. 

The chailman of the state pension board, state Treasurer Timothy Cahill, was noncommittal about 
Patrick's request, but said the board would consider it. 

The pension fund staff ''WIll examine the options legally availabie to Invest in any debt issuance set up by 
MEFA and report back to the trustees before any action Is taken," Cahill said through a spokeswoman. 

With $51.7 billion In assets, thEi pension fund invests monies for state employees and retirees. And while 
it is unusual for the fund to use anything other than financial returns as grounds for investment, the board 
has already committed funds to local projects that are intended to produce economic and social benefits 
within Massachusetts. The program was a major policy goal of Cahill, who got the pension board to adopt 
it in 2003. 

Even without Cahill's commitment, Patrick has a strong start on getting the board to adopt his measure, 
as he appoints three of its nine members, one of whom ts Kirwan. 

Another board member, Robert Brousseau, reacted favorably to Patrick's request and said he did not 
hear strong objections from fellow board members at yesterday's meeting. 
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"I can't see anybody opposing it, but we have to see the parameters of the investment and what form it 
would take," said Brousseau, who represents leachers on the board. 

Patrick said he is seeking swift consideration from Ihe pension fund board because MEFA is planning to 
hold its bond sale within two weeks. 

"We need action," he said. "It they need to call a special meeting to approve this, then I hope they will." 

Meanwhile, representatives of the local colleges said the institutions will consider the investment. 

"We're always more than happy to have discussions with the governor," said John Longbrake, a 
spokesman tor Harvard University, the governo~s alma mater. "We welcome the opportunity to learn 
more about the challenges MEFA is facing and to discuss ways to address them." 

Robert Connolly, a spokesman for UMass President Jack Wilson, said: "This is an idea we're definitely 
willing to explore. We do see it as a potential win-win in terms of providing the university with a sound 
investment while helping families cope with their financial aid challenges." 

Officials at the student lending agency, meanwhile, said Patrick's plan carries minimal risk to the 
investment funds because MEFA's bonds provide reliable returns. Executive Director Tom Graf said the 
default rate on the authority's loans is less than 1 percent. "This plan allows" the pension board "to make 
a stable Investment that is especially warranted in this financial Climate," he said. 

The problems in the bond market, which started with the foreclosure crisis and spread to other credit 
markets, have imperiled student lenders across the country, prompting mora than 50 agencies to stop 
making federal or private loans. 

Graf said the size ofthe upcoming bond sale may change based on investor interest. If the sale Is a 
success, he hopes the agency wiU then be able to offer loans with rates below 8.5 percent, which is the 
current charge for Federal Plus loans. Last year, the authonty's private 20-year loan rate was 6.39 
percent. 

The agency made $400 million In private loans in the last school year, and another $110 million in federal 
student loans. 

State Senator Brian A. Joyce, who authored a leiter last week signed by other legislators urging Patrick to 
support MEFA, applauded the governor's actions. "This critically imporiant to an awful lot of 
Massachusetts families," he said. ''The governor can use his bully pulpit to ask for some esslstance, and I 
wholeheartedly support what he's doing." 

Casey Ross oan be reached at cross@g!obe.com. I 
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Clinical Trials: What are States Doing? 
February 2009 Update 

is a Clinical Trial? 

Page 1 of7 

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 yearsl 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, clinical trials are often the last resort after 
exhausting all other approved means of treatment. 
Only a small percentage (approximately 20%) of cancer patients are eligible to participate in a clinical trial and very few (approximately 
3% of cancer patients and less than 0.5% of Medicare patients) currently enroll. Even If enrollment was Increased to the full 20 percent, 

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

Insurance Coverage for Clinical Trials 

Typically, when a patient enrolls In a clinical trial, the cost of tests, proced~res, 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 heal~h plans define·clinical trials as "experimental" or "Investigational," health insurance coverage mayor may 

not include some or all of the costs of "routine patient care, II 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.wlng 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, properly designed and conducted clinical trials represent an important therapeutic option, as well as a critical means 
of advancing medical knowledge. Lack of Insurance coverage Is a barrier to patients who might otherwise participate. Sixty percent of 
patients In one survey. cited fear of insurance denial as a major reason for not participating in clinical trials. And finally, a recent study 

found only a slight increase In treatment costs for adult clinical trial patients compared to nonparticlpants--$35,418 versus $33,248.2 

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

medical care. ,,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;l 

-Through dlnical trials, we will be able to Identify ineffective treatments, which could save health plans money and will benefit the nation 

as a whole.1 

Disadvantages: 

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

248 %ttp://www.ncsl.org/prograrnslhealthlclinicaltrials.htm 2/18/2009 
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nonparticipants In clinical trials translated into an additional $16 million in 1999 spent on treatment costs for the 19,000 adult patients 

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

(. copayments. 

( 

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

patients' Insurance companies, bypassing the reimbursement Issue for the patient and potentially the physlClan.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, G~lband H, editors. Extending Medicare reimbursement In clinical trials. Washington, DC: National Academy Press~ 2000. p 
13. 

2. Goldman DP, Berry SH, Mccabe M, et ai. Incremental Treatment Costs In National Cancer Institute-Sponsored Clinical Trials. JAMA. 
2003;289(22):2970-2977 (doi:10.1001/jama.289.22.2970) http://jama ama-gsso.orn/cgllreprjntl2891221297D.pdf 

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

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

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

Definitions of Phases: 

A clinical trial study is conducted in four phases. 

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

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

Phase III: Further research Is conducted to confirm the effectiveness of the drug, treatment or procedure, monitor the side effects, 
comp~re 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 detennlne the effects on various 
populations and whether there are side effects associated with long-term use. 

Summary of State Laws as of December 2008 

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

clinical trials. 

Table One 
Clinical Trials Laws 

State Who is Required to What Services or Benefits are Other Key Criteria: 
Year of Pay? Covered? 

Enactment 
Bill Number 

and/or 
Citation 

(,rizona ~ospltal or medical Patient costs aSSOCiated with participation In ~rail must be reviewed by an Institutions 

(2000) ~ervlce corporations, hase I through IV cancer clinical trials. !ReView Board In AZ. 
~enate Bill 1213 ~enefit Insurers, health ~ealth professional must agree to accept 
20-2328 tcare service reimbursement from Insurer as payment In 

prganizations, disability full. 
nsurers, group disability Only covers trial when no clearly superior 
nsurers and onivestlgational treatment exists. 
~ccountable health plans Trail must be In AZ. 

2484b.ttp:llwww.ncsl.org!programslhealthlclinicaltrials.htm 2/18/2009 
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~allfomla 1~1I California Insurers, Routine patient care costs associated with Phase May restrict coverage to services In CA. 
2000) including MedIcaid and through IV cancer clinical trials. 

( 
Senate BiII]7 pther medical assistance 

programs. 

Connecticut Private Insurers, Routine patient care costs associated with cancer Prevention trials are covered only In Phase 
(2001) ndlvldual and group ~inlCaJ bials. II and o.nly If Involve therapeutic 
~enate Bill 325 health plans nterventlon. 
IPunlle Act 0'- Insurer may require documentation of the 

iul likelihood of therapeutic benefit, Informed 

Fonsent, protocol Information and/or 
ummary of costs. 

Delaware Every group of blanket Routine patient care costs for covered persons rial must have therapeutIc intent and 
(2001) Senate policy, including polldes ~ngaglng in clinical trials for the treatment of life [enroll individuals diagnosed with the 
Bill 181 or contracts Issued by hreatening diseases under spedfied conditions. Isease. 

nealth service rial must not be designed exdusively to 
orporations est toxicity or disease pathophysiology. 

District of All insurers in the ~outlne patient care costs for people in dlnlcal Routine patient care costs shall not include 
Folumbia District itna1s undertaken for prevention, early detection, ests or measurements conducted 
(2008) itreatment, or monitoring of cancer and approved [primarily for the purpose of the dinical 
Bill'7-40Q (D.C. lor funded In full or in part by one of the ttr"ial involved. 
Law 17-166) ollowing: 

National Institutes of Health or one of its ~ervices or products provided solely for 

ooperatlve 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 
free of charge to trial participants by the 

Drug Administration (FDA), U.S. Department of 
research sponsors. 

Defense, U.S. Department of Veterans Affairs, 

~.S. Department of Energy, nongovemmental 

( 
research entity that has been awarded a National 

!cancer Institute support grant. 

iGeorgla* nsurers and the state Routine patient costs incurred in Phase II and III !For the treatment of cancer that generally 

(1998) ealth plan pf prescription drug clinical trial programs for the ~rst manifests Itself In children under the 
133-24-59.1. reatment of children's cancer. ge of 19. 

llinois HMOs and Routine patient care If the indiVidual participates Coverage benefit can have annual limit of 

(1999) indIvidual/group In an approved Phase II through IV cancer 10,000. 
House Bill 1622 Insurance poliCies to research trial. rial must be conducted at multiple sites In 
(amended 2004) 2ffe.r coverage to the tate. 
Senate Bill 2339 pplicant or policyholder Primary care MD must be Involved in " 
eubU, Ag Ng (2004 amendment: oordlnation of care. 
193-1000 Plans may not be Researchers must submit results of trial 

20ILCS ancered or non for publication In nationally recognized 
1405/56.3** renewed based on an clentlflc literature. 

ndlvldual's partiCipation 

in a qualified clinical 

trial) 

Louisiana HMOs, PPOs, State ~atient costs Incurred In Phase II through IV Only covers costs when no clearly 

(1999) Employee Benefits ancer clinical trials. upenort nonlnvestlgatlonal approach 
RS 22:230.4 Program and other exists. 

pecified Insurers Available data must support reasonable 

expectation that the treatment will be as 

~ffective as the non Investigational " 

~Itemative. 

Patient must sign an Institutional Review 

Isoard-approved consent form. 

Maine Managed care Routine patient care costs aSSOCiated with dinical PartiCipation must offer meaningful 

I· 
(2000) prganizations and trial. lPotentlal for significant clinical benefit. 
21-A-1JIQ ~rlvate Insurers Referring physldan must conclude that 

jtrtal participation is appropriate. 

248 :bttp:llwww.ncsl.org/programslhealthlclinicaitrials.htm 2/18/2009 
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Maryland*** Private insurers and Patient costs for Phase I through IV cancer There Is no clearly superior, 

(1998) other specified managed treatment, supportive care, early detection, and nonlvestlgational alternative. 

hap 146-15- are organizations. revention trials. Phase II through IV for other he data provide a reasonable expectation 

( 827 ife~threatening conditions, with Phase I that the treatment will be as least as 
onsidered on a case-by-case basis. effective as the alternative. 

Massachusetts II health plans Issued atient care services associated with all phases nsurers must provide payment for 
(2002) or renewed after Jan. 1, f qualified cancer clinical trials. services that are consistent with the usual 
Chao 176A Sec 2003 nd customary standard of care provided 

ax 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 here must be identical or superior 
2002) operating In the state I, III or IV cllnlcal trials for the prevention, early nonlvestlgational treatment alternatives 
"""0 etection, or treatment of cancer. available before providing clinical trial 

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

S6 567 8. 792 to the alternatives. 
Requires coverage of FDA-approved drugs 

~nd devices even if they have not be 
approved for use in treatment of patient's 
[particular condition. 

New Hampshire Private insurers and Medically necessary routine patient care costs 1L0verage for Phases I or II decided on ~ 
2000) peclfied managed care Incurred as a result of a treatment for Phase I case-by-case basis. 
115: 18 lans through IV cancer clinical trial or trial for a life- fcoverage is required for servIces needed 

threatening disease. o administer drug or device under 
evaluation. 
Foverage is required for routine patient 
!care associated with drugs or devices 
!which are not subject of trial, as long as 
hey have been approved by FDA. 

( Nevada All health insurance Patient costs associated with Phase I through IV Healthcare facility and personnel must 

(2003) insurers, medical service cancer or chronic fatigue clinical trial have experience and training to provide 

(amended 2005) orporations, HMOs and jt/1e treatment in a capable manner. 

~95G.173 
managed care t'rhere must be no medical treatment 

prganlzatlons available which Is considered a more 
pproprlate alternative medical treatment 

than the medical treatment. provided in the 
clinical trial. 
There must be. a· reasonable expectation 
based on Cllhlc?!1 data that the medical 
reatment provided in the clinical trial or 

study wi11 be at least as effective as any 
other medical treatment. 
Amendment revises type of medical 
treatment covered. 

New Mexico ~ health insurer; a Routine patient care costs Incurred as a result of ~ust be undertaken for the purposes of 

2002) ron profit health service !the patient's partldpatlon in a phase II, III or IV he prevention of reoccurrence of cancer, 
(amended 2004 provider; a HMO; a ancer clinical trial. ~arlY detection or treatment of cancer for 
a delay repeal managed care iwhich no equally or more effective 

until July 1, prganization; a provider ~ndard cancer treatment exists. 

~009) service organizatlonj or Must not be designed exclusively to test 

59A-22-43 Ithe state's medical oxlcity or disease pathophysiology and it 

~sslstance program. ~as a therapeutic intent. 
Must be provided as part of a SCientific 
jstudY of a new therapy or intervention and 
is for the prevention of reoccurrence, early 
etection, treatment or palliation of cancer 

n humans and In which includes specific 
rovislons of scientific study. 

New Mexico rivate insurers, !Routine patient care costs Incurred as result of Effective through July 1, 2004. 

248 Ebttp:llwww.ncsl.orglprograrnslhealthlclinicaltrials.htm 2/18/2009 
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(2001) peciffed managed care Phase I through TV cancer dlnlcai trial. rT"rlal must have therapeutic Intent. 
59A-22-43 plans, and Medicaid and Reasonable expectation that 

( 
ther state medical nvestigational treatment will be at least as 
sslstance programs effective as standard treatment. 

North carolina AU health insurance Medically necessary costs of health care services Patients suffering from a life-threatening 
(2001) plans and teachers' and assodated with Phase II through IV of covered disease or chronic condition may designate 
?~5B-3-255 tate employees' clinical trials. a specialist who Is capable of coordinating 

comprehensive major !their health care needs. 
medical plan. 

Ohio All health benefit plans Medically necessary costs of health care services rrrtal must be approved by NIH or another 
(200B) neludlng those for associated with any stage of clinical trial. ~roup under HHS, FDA, DOD or VA. 
ORC Ann. public employees. May exclude coverage for service or 
1751.01 (2008) product that is part of the Investigative 

rtal, item or procedure used only for data 
collection for the trial, Item not approved 
~y FDA, and transpo~ation, lodging and 
ood related to travel for participation In 

~e trial. 

Rhode Island rivate insurers and ~overage for new cancer therapies if treatment I 
1994, 1997) pecified managed care provided under Phase II through IV cancer 

04-~ ?""" lans linical trial. 
97-S 1A.m 

ennessee All health benefit plans Routine patient care costs related to Phase I Treatment must involve drug that is 
(2005) !thrOUgh IV cancer clinical trial. xempt under federal regulations from a 
HBB37 ew drug application, or approved by: 

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

ermont All health insurance Routine patIent care costs incurred during the Providers and insurers required to 
(2001) oUcies and health partidpation In a cancer clinical trial. participate in a cost analysis to determine 

( 
amended 2005 enefit plans, indudlng mpact of the program on health insurance 

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

unset trial outside of Vermont If patient notifies 

provision) health benefit plan prior to participation, 
Chao 107 and no clinical trial Is available at Vermont 
? 4088b or New Hampshire cancer care providers. 

HB.Ji. 

Virginia Private insurers, Patient costs Incurred during the participation in There must be no clearty superior, 

1999) peclfled managed care Phase II through IV cancer clinical trials. nonivestigatlonal altematlve. 
I? 38.2-341B.8 plans, and public jcoverage provided on a case-by-case basis for Data must provide a reasonable 

~mployee health plans hase I." expectation that the treatment will be at 
east as effective as the alternative. 

~est Virginia ndlvldual and group atient costs associated with the partlcipatfon In Facility and personnel providing the 

(2003) nsurers, health service hase II through IV dlnlcal trial for treatment of ~eatment are capable of doing so by 
79-2-12 orporations, health care Ife-threatening condition or the prevention, early irtue of their experience, training and 

orporations, HMOs, ~etectlon and treatment of cancer. !volume of patients treated to maintain 
public employees ~xpertlse. 
nsurance agency, ~ere must be no clearly superior, 
~edlcald and the ronlnvestlgational treatment alternative. 
fchildren's health Data provide a "reasonable expectation tha 
nsurance program !the treatment will be more effective than 

~e noninvestlgational treatment 
ftemative. 

!WisconSin V'-"y health insurance Koutine patient care costs incurred durtng the rial must meet all criteria: 
~B 617 [plan offered by the participation in all phases of a cancer dlnlcal 1. The purpose is to test whether the 

2006) state, any self-Insured trial. ntervention potentially Improves the trial 

''''' 1 04 lans No policy, plan, or contract may exclude ai-tlclpant's health outcomes. 

'-
~". flverage for the cost of any routine patient care 2. The treatment provided as part of the 

~at is administered to an Insured In a cancer trial Is given with the intention of 

2487http://www.ncsl.org/programsJhealthlclinicaitrials.htm 2/1812009 
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clinical trial satisfying the criteria under par. (c) mproving the trial participant's health 
and that would-be covered under the policy, utcomes. 

Ian, or contract If the insured were not enrolled · The trial has therapeutic Intent and Is 
n a cancer clinical trial. at designed exdusively 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 

cancer. 
o Tests responses to a health care 

ervice, item, or drug for the treatment of 
ancer. 
o Compares the effectiveness of health 

care services, items, or drugs for the 

reatment of cancer with that of other 
earth care services, Items, or drugs for 

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

of cancer. 

S. The trial Is approved by one of the 

allowing: 
· A National Institute of Health, or one of 

Its cooperative groups or centers, under 

~e federal department of health and 
~uman services; federal food and drug 

~dministration; federal department of 
defense; federal department of veterans 

ffalrs. 

Wyoming All health Insurance Routine patient care for a person enrolled in a rfal must also be approved by NIH, FDA, 

£E.J!2§. poliCies, contracts, and Phases II- rv clinical tr1al. Includes a medical Dept. of Defense, or Dept. of Veterans 

(2008 budget ertificates 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 

of this state. !were receiving standard cancer treatment; or pperating within the scope of his/her 

~ drug provided to a patient during a cancer icense in a facility whose personnel has 

linical trial, other than the drug that is the he 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. 

ladmlnlstration for use In treating the patient's trne clJnlc~1 trial participant must have 

Ipartlcular condition. Igned an informed consent document 

!prtor 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. Trfals Include those that involve a drug that Is currently exempt under federal regulations from a new drug application or those 

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

cancer screens and examinations In accordance with the most recently published guidelines and recommendations established by any 

nationally recognized health care organization (see below). 

**IIIinols Executive Branch Administrative Code·(20 ILCS 1405/140S-20) required the Department of Insurance to conduct an analysis 

and study of costs and benefits derfved 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 (S 128) repealed a reporting requirement for insurers, nonprofit health service plans, and HMOs to submit a 

report that described the tr1als covered during the previous year. 

Sources: National Cancer Institute, Health Policy Tracking Service. 

" Summary of Other Actions 

Table Two summarfzes the special agreements some states have arranged with Insurance companies to voluntarily provide coverage for 

2488http://www.ncsLorg/programslhealthiclinicaltrials.htm 2/1812009 
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clinical bials. 

Table Two 
Special Agreements 

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

Became 

Effective) 

Georgia All major Insurers Routine patient care costs !Trials Include those that Involve a drug that Is currently exempt 
(2002) associated with Phase I under federal regulations from a new drug application or those 

~eQr.gia C:~n!;~( through IV cancer clinical that are approved by specified federal agencies or a local 

Coalition trials. Institutional review board. 
Provides for the coverage of cancer screens and examinations in 

accordance with the most recently published guIdelines and 
recommendations established by any nationally recognized 

health care organization. 

Michigan Private insurance Routine patient care costs Coverage for Phase I trials is under consideration. 

(2002) plans, HMOs and associated with Phase nand 
Michigan Medicaid III cancer clinical trials. 
Consensus 

Agreement 

New.Jersey All Insurers Routine patient care costs 

(1999) assOCiated with all phases of 

[':jew J~rne:t cancer clinical trials. 

CQos:~osmi 

Ag[g:grne:ot 

Ohio State employees Routine patient care costs Preauthorization is required for clinical trial participation. 

(1999) on Ohio Med Plan associated with Phase II and 

Qbit! Mea elan III cancer treatment clinical 
trials. 

Federal Activity 

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

Additional Resources 

American Cancer SOCiety, National Government Relations memo on Clinical Trials. 
bttp: IIwww !ndlanacancer .org/docume0ts/factsheet ACS ellOical%20trials.pdf 

National cancer Institue, States That Require Health Plans to Cover Patient Care Costs In Clinical Trials. Information and 
Overview: http·/Iwww.cancer gov/ell nlcaltrla!s/ct.!aws-horne 

To legislators and legislative staff: For more Information please contact Karmen Hanson at healtb-jnfo@ncsl.org 

This web page /s supported In part by an award from the American cancer Sodety'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 1 7700 East First Place I Denver, CO 80230 I t1cw 
Washington Office: Tel: 202-624-5400 t Fax: 202-737-1069 1444 North capitol Street, N.W., Suite 5151 Washington, D.C. 20001 

248 %.ttp://www.ncsl.orglprogramslhealtblclinicaltrials.htm 2/18/2009 
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The Honorable Bettye Davis 
Alaska State Senator 
District K 
Capitol Building Room 30 
Juneau, AK 99801-1182 

Dear Senator Davis: 

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', '"ii~~~ 
~ph {&iles, MD 
Chair, ASCO Governrnent 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 toconsider 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 

F or 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 of NCI-sponsored clinical trials in 1999. The 
original agreement, began as a pilot project, was made a permanent benefit in 
March 2008, accompanied by a 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 (S WOG), has conducted studies that underscore the impact 
of the Medicare coverage policy on clinical trial participation among the 
elderly. In 1999, SWOG published a study finding significant under­
representation of the elderly in cancer clinical trials.' The study found that, 
whereas 63% of cancer patients were Medicare eligible, seniors were only 
25% of those patients participating in SWOG clinical trials during the period 
1993-1996. Following the Medicare coverage policy in 2000, a second 
SWOG study found there was a significant increase in participation among 
Medicare beneficiaries, with seniors representing 38% of SWOG trial 
participants in the period 2001-2003? 

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,,,3 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 

I Hutchins et aI., "Underrepresentation of Patients 65 Years of Age or Older in Cancer­
Treatment Trials," N Engl J Med 341: 2061-2067 (1999). 
'Unger et aI., "Impact of the Year 2000 Medicare Policy Change on Older Patient Enrollment 
to Cancer Clinical Trials," J Clin Oneal 24: 141-144 (2006). 
1 Fireman et aI., "Cost of Care for Patients in Cancer Clinical Trials," J Nat! Cancer Inst 
92:136-142 (2000). 
• Wager et aI., "Incremental Costs of Enrolling Cancer Patients in Clinical Trials: a 
Population-Based Study," J. Natl. Cancer Inst 91 :847-853 (1999). 
, Goldman et aI., "Incremental Treatment Costs in National Cancer Institute-Sponsored 
Clinical Trials," 289:2970-2977 (2003).· 

Making a world of difference in cancer care 



( unerican Society of Clinical Oncology 

PRESIDENT 

Richard L Sc.hilskV. MO 

IMMEOIATE PAST PRESIDENT 

Nancy E. Davidson. MO 

PRESIDlNT·n.ECT 

DoulJlas W. Blaynev. MO 

TREASUAIER 

Bruce J. Roth, MO 

CHIErU£CUTIYIE ornC[A 

Allen S. lichter, MD 

DIRECTORS 

Dean F'. BaJarln. MD 

Mon!ca M. Bertagnolli. MD 
Howard A. Burris, m. MD 

Waun KI HonQ. MO. 
Bruce E. Johnson. MD 

Robert M. Langdon. Jr.. MO 

Thomas A. Marsland. MD 

Robert S. Miller. MO 

Martine J. Plccart-Gebhart. MO. PhD c Kathleen r. Pritchard, MD 

GregorV H. Ream~n, MO 
Deborah SchraQ. MO, MPH 

Sandra M. Swain, MD 

Joel E. Tepper. MO 

2318 Mill Road. Suite 800 
Alexandria. VA 22314 

T: 511-483·1300 
F: Sn-366-9530 

www.asco.orq 

2494 

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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December 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(I/i 
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; 
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3. The trial does not unjustifiably duplicate existing studies; 
4. The trial design is appropriate to answer the research question being asked In 

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

executing the proposed trial successfully; 
6. The trial is in compliance with Federal regulations relating to the protection of 

human subjects; and 
7. All aspects of the trial are conducted according to the appropriate standards of 

scientific integrity. 

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 ofthese 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 

. 'Available on the NCI website at http://ctep.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.' 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 kno-rledge 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. s 

To bring about these exciting new developments in cancer treatment, clinical trials p.articipation 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 

QJ-..,0tA..,L'Y .... Q 

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. 
'Kadish E, Stocking C, Ratai" MJ, et al: Ethical issues in phase I oncology research: A comparison of investigators 
and IRB chairpersons. jOin OncoI10:1810-1816, 1992. 
'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. 
5 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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Coverage of Routine Patient Care Costs in Clinical Trials 
Positiou Statement 

Approved by the ASCO Board of Directors, March 2005 

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

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

Current Clinical Trials Coverage 

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

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

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

ASCO Position 

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

" 
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Standards for Clinical Trials Coverage 

The following ASCO standards should remain the standardfor Medicare coverage and should serve 
as the model for state legislative initiatives, including provisions governing coverage under state­
funded programs like Medicaid, as well as mandatesfor private insurance andmanaged 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 IV (post-marketing) clinical trial- including hospital, physician, and other 
health care items and services as well as the cost of approved drugs for labeled or unlabeled uses 
which might be part of the regimenl 

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

• Treatment is provided with a therapeutic intenf; 
• 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) ornew 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_ 3 

Originally adopted February 1993 
As amended June 1994 and March 2005 

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

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

'While these standards refer to clinical trials involving ''treatment'' or "therapy", the same principles would apply equally 
to trials of interventions to prevent, rather than treat, diseases. 

Coverage of Routine Patient Care Costs in Clinical Trials 
ASCO Position Statement, March 2005 Page 2 of2 
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The Costs of Routine Care Provided in a 
Clinical Trial are comparable to the 
Costs of Standard Therapy 

The evidence from numerous studies has overwhelmingly shown 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. the costs associated with care in a clinical trial can 
actually be less than the care delivered in standard therapy. 

Several studies specifically focused on the costs of cancer clinical trials have recently been 
published in highly 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 tire chtvge9 for patients receiving standan:! therapy I 

• A December. 2001 article Similarly found that some clinical trials may actually result in lowBrpatient 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.2 _ 

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

• 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.'''' 

• The most comprehensive study yet confirms that there are only slightly higher patient-care costs associated with treating 
patients in cancer clinical trials compsJ'ed 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 Cit.( showed that the overall average cost of treating clinical trial 

patients was 17% less than treating patients receiving standard care. 

• A study conducted at the Karmanos Cancer Center in Detroit showed that the 6-month costs for treating advanced lung cancer 
were an average $1400 less for patients enrolled in a clinical tria1.7 

The Institute of Medicine has also concluded that the cost impact of providing coverage for 
routine patient care costs is likely to. be "quite small."· The 10M's reasoning included the 
following: 
• The reimbursement costs are limited to th.e cost of "standard. care" which would be covered jf the patient were not enrolled in the 

tria~;6 

• Only a small percentage (approximately 20%) of cancer patients are eligible to participate in a clinical trial and very f~w 
(approximately 3% of cancer patients and less than 0.5% of Medicare patients) currently enroll. Even if enrollment was increased 
to the ful120 percent. it is unlikely that these numbers will significantly impact overall costs to health plans;B 

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

1. Bennett CL. Stinson TJ. Vogel V. ot aL Evaluating the financial impact of clinical trials in oncology: Results from a pilot study from the Association 
of American Cancer Institutes/Northwestern University Clinical Trials Costs and Charges Project. jCIin Onco/2000;18:2S0S-10. 

2. Bennett CL. Adams JR. Knox KS, Kelehan AM. Silver SM. Bailes JS. Clinical trials: Are they a good buy'? j Clln Onco/2001;19:4330-9. 
3. Wagner JL, Alberts SR, Sloan JA. sf al Incremental costs of enrolling cancer patients in clinical trials: a population-based study. j Natl Concer Illst 

1999;91£47-53. 
4. Fireman BH. Fehrenbacher 1.., Gruskin EP, Ray GT. Cost or care for patients in cancer clinical trials.j Natl Conc8rinst2000;92:136-42. 
5. Goldman DP. 8eny SH.McCabe MS.lGlgore ML. Potosky AI.. Schoenbaum ML. Schonlau M. WeeksJC. Kaplan R. EscarceJJ. Incremental treat· 

ment costs in National Cancer Institute-sponsored clinical trtals./AMA 2003: 289: 2970-76. 
6. QuirkJ. Schrag D. Radzyner M. ot aI. Clinical trial costs are simila;: to and may be less than standard care and inpatient (lnFT) charges at an aca­

demic medical center (AMe) are similar to major. minor. and non-teaching hospitals. Proc Am..soc ClUJ Oncol2000:19433a. (abstr 1696~ 
7. Bennett CL. Stinson TJ. Vogel V, ef at. Evaluating the financial Impact of clinical trials in oncology: Results from a pilot study from the Association 

of American Cancer Institutes/Northwestern University Clinical Trials Costs and Charges Project.j cOn Onco/2OOO;18:2805-10. 
8. Aaron HJ. Gelband H. editors. Extending Medicare r·eimbursement in clinical trials. Washington, DC: National Academy Press; 2000. p 13. 

National Government Relations Departmen~ January 2007 
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April 7, 2009 

Senator Bert Stedman 
Alaska State Legislature 
Rm.516 
Juneau, AK 99801-1182 

Dear Senator Stedman: 

PREMERAI .... 
BLUE CROSS BLUE SHIELD OF ALASKA 

hull; Co McftH 

Scr')i()l ~ Ptflidt'nt 

On behalf ofPremera Blue Cross Blue Shield of Alaska, 1 am writing to you, a member of the Senate 
Finance Commillee, to express our concerns with S8 10 regarding coverage of routine patient carc costs 
during a cancer clinical trial. We would like to work with you and members of the committee to suggest 
amendments to this bill. 

We recognize the importance of cancer clinical trials in identifYing effective and safe treatments that are 
based on evidence and research. To that effect, Premera already covers the routine costs for OUT 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, if passed and implemented, this requirement would not 
apply to self-funded groups. Since self-funded groups are not regulated under state law, mandates such as 
this one, will primarily apply to insurance coverage offered to individual policyholders and small groups. As 
you are well aware, small groups are currently struggling to provide insurance for themselves and their 
employees, especially during these tough economic times. SB 10 will impact the most vulnerable segment 
of the insurance market by increasing the cost of their hcalth insurance. 

Our concerns with thc bill are expanding this coverage to phase I and 4 trials for patient safcty and treatment 
effectiveness reasons. 

In a phase I trial, the drug or treatment is still being evaluated, and there is no reasonable expectation of a 
therapeutic benefit to the patient. Phase I trials may be considered close to basic research since they involve 
testing agents thm 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 arc concerned with requiring coverage for 
phase I 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 
known medical treatments that are available for the patient that are more effective. And, we would like the 
Oexibility to review and pay lor these other medical treatments that may be more beneficial to our members. 

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

Sin~CerelY' ~'<-

Jac 1cRae 
Se' Vice President 

2501 

P.O. 801':321 

se.m~WA,S1111 

tel 425.918.5151 
(4)( 42>'918.5635 
JIlCk.rnuHOprtm('fa.cotn 

WIMV.prel1\1!ra.com 

o 
An Ind«~ndtinll..k'ns.t of U'lf 
~~ Slue 'Rlltid~ 
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SB ,280 Testimony 4/3/08 

Jeanne E. Anderson, MD 
Katmai Oncology Group, LLC 
3851 Piper Street, Suite U340 
Anchorage, AK 99508-4627 

I am Jeanne Anderson, a Medical Oncologist in practice in Anchorage. On behalf of Alaska 

cancer physicians and patients, I thank the members of the Labor and Commerce Committee 

members for considering this bill. 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 fonnal, scientific way to test whether a new 

treatment is safe, effective, and superior to existing treatments. The physicians and hospitals in . 

2502 

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. 

(OP"! ON Ft L~ 
C{J<i>/09 
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A q\&\\O~ 
laska State Medical Association 

4107 Laurel Street. Anchorage, Alaska 99508. (907) 562-0304. (907) 561-2063 (fax) 

March 6, 2009 

Honorable Joe Paskvan 
chair, Senate Labor and Commerce Committee 
Alaska State Senate 
Capitol Room 7 
Juneau, AK 99101-1082 

RE: SB 10 - Insurance Coverage for Cancer Care Received During Approved Clinical Trials 

Dear Senator Paskvan: 

The Alaska State Medical Association (ASMA) represents physicians statewide and is primarily 
concerned with the health of all Alaskans. 

Denali Oncology Group, who is the Alaska State Affiliate of the American Society of Clinical 
Oncology, sought introduction of SB 10 this year and SB 280 in the last Legislature. The 
Oncologists and Hematologists, the "Cancer Doctors", have sought this legislation to better serve 
those patients who face these life threatening cancers. 

ASMA supports SB 10 as it did SB 280 last year and urges you and all of the Labor and Commerce 
Committee members to support it as well. 

It is my understanding that the "Cancer Doctors" will be providing you with testimony that contains 
significant information based on their expertise in caring for cancer patients. 

Sincerely, 

By: Thomas Vasileff, MD, President 
For: The Alaska State Medical Association 
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(907) 465-3867 or 465-2450 
FAJ«907) 465-2029 
Mail Stop 3101 

LEGAL SERVICES 
DIVISION OF LEGAL AND RESEARCH SERVICES 

LEGISLATNE AFFAIRS AGENCY 
STATE OF ALASKA State Capitol 

Juneau, Alaska 99801-1182 
Deliveries to: 129 6th St., Rm. 329 

MEMORANDUM February 2,2009 

SUBJECT: 

TO: 

FROM: 

Mandatory insurance for clinical trials for cancer, sectional 
summary (SB 10; Work Order No. 26-LS0073\A) 

Senator Bettye Davis 
Attn: Thomas Obermeyer 

Dennis C. Bailey litf) 
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; makes coverage for 
clinical trials subject to standard policy provisions that are applicable to other benefits; 
and defines covered clinical trials and patient costs. 

Section 2. Requires 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:1mb 
09-01 1.1mb 
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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 Voice of Small Business~ 

January 20, 2009 

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

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

For many small employers in Alaska insurance premiums for small groups or 
single coverage have increased by more than 82 percent since 2000, ajaw­
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, SBIO 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, AK 99803.907·723·6667. denny.deVoAtt@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 lOis 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, 

Dennis L. DeWitt 
Alaska State Director 

cc: Senate Finance Committee 
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February 17, 2009 

The Honorable Bettye Davis, Chair 
Senate Health and Social Services Committee 
Alaska State Capitol. Room 30 
JUDea\!, AK 99801-1182 

Dear Chair Davis. 

\ .~. 

AARPAIaob 
8601 C Streel 
Sua 1420 
AncIIorap, AK 99503 

RB: se 10 (Davis}-Support 

OIl behalf of the members of AARP io Alaska, we e:ncourage you and your colleagues on 
the SCID8!e Health and Social Services Committee to support SB 10, authored by you. 

SB 10 would require insIlrance pro8flllDS, inc:ludiD.s Mediarid, to provide coverage fur 
cancer victims undergoing clinical trial. just as they would if tho individual was not in 
the trial. 

Most of our significant advances in CBDCer treatment that h4ve become standard 
, proc:ecfores began as ~callria1s. 

It lX/.IIkes no sense DOt to offer health insurance coverage far procedures that'may be still 
CODSiderecl crxpcrimmtal but offer some hope for the cancer victln!. We purdwe 
iJIsurance (or the State provides it through Medicaid) SO that we can have help with the 
costs that accompllOY a tbreatming dis~e. SB lOis 0Jl8 ofihose biUs that ~ 
believes makes sease, especiaIJy to a Q&DQIIr vic:tim., and hislhcr fimrlly. 

I AARP recommends an "A YT!' vote 00 SB 10. 

Should you have any questions about our position, pl_ f~ i'ee to contact me (586-
3(37) or Patrick Luby. ~ Advoaioy Director (907-762-3314). 

I . Th8nk you for your consideration. , 
\. ,I Sincerely, 

~ £)p+~~:r.) 
1 '~e Derlin, CoordilWor 

I
, AARP Capital City Task FortlC 

415 Willoughby Avenue, Apt. 506 
Juneau, AK 99801 
586-3637 (voice) 
463·3580 (fax) 

CC: Vice-Cbair loe Paskv8Il 
Senator loe Thomas ' 

Senator Fred Dyson 
Sen.ator 10hnny Ellis 

, Jennie Chin HatlHll, """'Idem 

,\IIIOOZ!.UI!~ 

MIAI2tt I _CIa I CONNECTINC! I aMNII I !NJ~ WIllIam D. Novelli, Chief Executive OI'IIcer 




