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Senator Bettye Davis

SB 10 - Cancer Clinical Trials

“An Act requiring health care insurers to provide insurance coverage for medical care received by
a patient during certain approved clinical trials designed to test and improve prevention, diagnosis,
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 any one 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 Staterment
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Studies have shown that only 2% to 3% of adult cancer patients and less than 0.5% Medicare
patients enroll in clinical trials of the approximately 20% who are eligible -largely due to fear of
denial of insurance. A recent study found only slight increase in treatment costs for adult clinical trial
patients compared to nonparticipants, $35,418 versus $33,248 or about 6.5% increase in costs for clinical
trial participants compared to nonparticipants. Even if enrollment was increased to the full 20%, it is
unlikely that these numbers will significantly impact overall costs to health plans. See National
Conference of State Legislatures, “Clinical Trials: What are States Doing? February, 2009 Update,”

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

Twenty-three or more states have passed legislation or instituted special agreements requiring
health plans to pay the cost of routine medical care patients receive while participating in clinical
trials. Passage of 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" 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.”

5B 10 Spoasor Statement
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STATE OF ALASKA Fiscal Note Number: 2

2009 LEGISLATIVE SESSION Bill Version: CS5B 10(HSS)
(S) Publish Date: 2/23/08

Identifier (file name): SB10-CED-INS-2-4-09 Dept. Affected: DCCED .

Title . Medicaid/Insurance for cancer clinical trials RDU Insurance (116)
Component insurance

Sponscr Senator Davis

Requester Senate Health and Sccial Services Component Number 354

Expenditures/Revenues

{Thousands of Dollars)

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

Appropriation
Required

Infermation

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 0.0 0.0

0.0 0.0 0.0 0.0 0.0

[CAPITAL EXPENDITURES | ] [ [ i i ]

[CHANGE IN REVENUES ( )1 I [

[ l I [

FUND SOURCE

{Thousands of Dollars)

1002 Federal Receipts

1003 GF Match

1004 GF

1005 GF/Program Receipts

1037 GF/Mental Health

Other Interagency Receipts

TOTAL 0.0 0.0

0.0 0.0 0.0 0.0 0.0

Estimate of any current year (FY2009) cost:
POSITIONS

Full-time

Part-time

Temporary

ANALYSIS: (Attach a separale page if nocessary}

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
preventicn, 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 alterative; and available clinical or preclinical data provide a reasonable expectation that the treatment
provided in the clinical trial willi be at ieast as efficacious as any non-investigational alternative.

Prepared by:  Linda S. Hall, Director

Phone 907-269-7800

Division Insurance

Date/Time 2/4/09 10:48 AM

Approved by:  Emil R. Notli, Commissioner

Date 2/4/2009-

Commerce, Community, and Economic Development

(Revised 9/1(v2008 OMB)
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STATE OF ALASKA
2009 LEGISLATIVE SESSION

Identifier (file name):

$B010-DHSS-MS-02-11-09

Title

Medicaid/insurance For Cancer Clinical Trials

Sponsor Davis

Requester

Senate HSS

Expenditures/Revenues

FISCAL NOTE
Fiscal Note Number: 1
Bili Version: €338 10(HSS)

{S) Publish Date: 2/23/09

Dept. Affected: Health & Social Services

RDU Health Care Services

Component Medicaid Services

Component Number 2077

{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 0.0

0.0

0.0

0.0 0.0 0.0

{CAPITAL EXPENDITURES [

]

[ ] | —l

[CHANGE IN REVENUES { t

FUND SOURCE

{Thousands of Dollars)

1002 Federal Receipts

4003 GF Match

1004 GF

1005 GF/Program Receipts

1037 GF/Mental Health

Other Interagency Receipls

TOTAL 0.0

0.0

0.0

0.0 0.0 0.0 0.0

Estimate.of any current year (FY2009) cost:

POSITIONS

Q0

Full-time

Part-time

Temporary

ANALYSIS:  (Aftach a separate page if necessary)

SB

Prepared by:

William J. Streur, Deputy Commissioner

Phone 907-269-7827

Division Health Care Services
Approved by:  Alison Elgee, Assistant Commissioner

DatefTime 2/10/09 12:00 AM

Date 2/11/2009

DHSS Finance Management Services
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" Operations Center

Medical Affairs

412/330-4600 412/330-4660 Fax

~ 412/330-4661 Fax
National Surgicaf Adjuvant Brestt and Bowel Profect ..

\( PARTNERS IN CANCER RESEARCH Administrative and Fiscal Affairs

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

Norman Wolmark, MD

Chai Clinical Coordinating Division

1-800/477-7227

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

[ arn Dr. Lawrence Wickerhain, the Associate Chairman of the National Surgical Adjuvant Breast and Bowel

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

s 1 e e

The NSABP conducts large phase I1I studies that comparé standard treatments with newer innovative therapies

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

T,

L

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

_ entered over 130,000 indivic_luals into our trials. Today we have 200 participating centers and 300 satellite
Q nters located fh.roughout the U.S,, Canad:_a, Puerto Rico, and Ireland, and we do havc- centers in Alaska.
Results of previous NSABP studies have had a major impact m improving the care of both breast and bowel
cancer The results of our breast cancer studies have eliminated the use of true radical mastectofnies,
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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Testimony Before 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

“patients choose to enter clinical frials. Cost is a major barrier.

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

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

or not the patient entered the trial.

NSARBP studies routinely identify the non-standard of care components. We provide the drug(s) being studied

- mcludmg the

and typlca.lly prowde add1t10nal non-federal ﬁJndmg to help defray the costsof

DL Lot Sub R SRR B

- ost of non—standard of care items, The oal is to minimize any addmonal costs to the patient, 1m TOve trial

tJarticlpa.tion and improve cancer care in general

Bl e ?

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

LA R Il i S50 P R R T it e e e
to state-of-the-art research studies like those avallable to patlents 1n other states
Thank you for listening to my testimony and I would be pleased to try to answer your questions.
((

East Commons Profegsional 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

2458

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

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

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

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

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

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

In closing, if insurance companies were mandated to cover routine care costs
associated with a clinical trial, I am confident that many more people would be
able to participate in clinical trials, which in turn, would increase the likelihood
of 1mproved cancer treatments and maybe someday lead to a cure.

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




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 Insurers denyi
enterCImTRHr tHiatsr patientsvery-o

ﬁg&s.
Tn Thy 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 Afaska. R A

s PR Y IR N P e T

jing ge for routine medi_c_glmggs,mpaﬁm,., -
abously-S-naturally, decline to participate in clinical

e A AT RIS T Dt

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.

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

Sincerely,

Latha Subramanian MD, FACP

2459
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Attention!

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

I would iike to tell you the story of a cancer patient that the state of Alaska is aliowing to
dic. My name is William Stevens 1 have been diagnosed with Adenocarcinoma of the
lung a 4.1cm tumor. | 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 [ qualify financially. My oncologist Dr. Subramanian of anchorage only
gives me a 15% chance of survival chemo is my only hope and I cant get it because the
state has determined that I am not worthy of treatment. The State Of Alaska is
committing Murder. | 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 check 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 .

{! L ] o e ~ e T
Dr. Baker 276-2611 L(C Yo7l alrem o«

Dr, Valdes 258-4430
Social Worker Sarah M. 264-1504
Thank you for any help you can give me I want to lve.

William Stevens
7T TG ks

FT63-6401
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POSITION PAPER ON HEALTE PLAN COVERAGE FOR PATIENT CARE COSTS IN
' CANCER CLINICAL TRIALS

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

February 24, 2008

BACKGROUND:

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

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

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

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

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

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

PROPOSED LEGISLATION:

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

- BENEFITS:

1. Passage of this bill will remove an important barrier to the participation of patients in
cancer clinical trials. It will result in physicians more often recommending patient
participation and in patients having greater desire 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-patieat relationship, increased
patient satisfaction with treatment, and increased retention of patients in Alaska for their
cancer care.

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

b Page | of 2

3/3/2008
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CANCER CLINICAL TRIALS FAST FACTS
DENALI ONCOLOGY GROUP, October 28, 2007

Frequently Asked Questions (FAQ)

1.

2.

Myths

2463

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.
Why are clinical trials necessary? Without these studies, we can not determine whether
a new treatment is safe, effective, and better than existing options.
What types of cancer clinical trials exist? Trials may be for prevention, early
detection, diagnosis, or treatment of cancer. There are also trials for reducing symptoms
and improving quality-of-life.
Why would a cancer patient consider participating in a clinical trial?

a. Treatment given on the clinical trial offers the potential for better cutcome (e.g.

longer life or higher cure rate) than the standard treatment,

b. Results of the tria]l will help improve treatment for future patients.

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

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

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

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

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

“I'm not sick enough for a elinical 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.




Ziol @10S W ‘epsauteq ‘weubold eseqeeqg eAjejsiBe Jeoue) ele)s ‘ajmsu] J80UBD eudneN :82Inog £00Z/0c/8

X X X Y X X X X 2'8LyE-2'9¢ pue g1 92-2'Z 8§ 'NNV 340D 'VA eluBIA
‘ X X X X ¢ 98807 § '@ M NNV "LV.LS "IA JUOWLIBA
X X X X X X X . G9£Z-2-9S § NNV 300D 'NN3L 29S50ULe |
£ 1b-Vp-22 O) Ly-Ly-LZ PUR € /Z-02-1Z ©O) L2-02-12 '€ 2E 16! 000
X 1 X I X X | X X | -61-1Z 01 Ze-61-LZ 'Z'96-8)-/Z '96-8)-2Z §§ SMV1 N3O ‘||  PUEISI opouy
X X X X X X G5Z-€-85 § 'NNV "LV.LS 'N39© "O'N| ,eujjosed yuoN
X X X X X X wX : EH-C2-VY65 § 'NNV "LVLS 'W'N 00BN MON
X X X X X X X -81:SLP § 'NNV "1V.LS "ATH "H'N| 8UsdweH maN
£.1'D569 PUB ‘€691 0569
X1 X1 x| X X | X X '8061'9569 ‘9050°9699 'CLOPO'VE80 §§ LVLS ‘ATH "AIN EPEASN
X X X X X X 821'9.2€ § LVLIS ‘AIH 'OW 1INOSSI
X X X X X X oX 041 §°G4E U0 'NNY SMYT'NID "SSYIN]  silesnyoessep
X X X X X X X . 12851 § 'SNI “NNV 3400 ‘an pueiirep
X X X OLEY PUB V-LOEY 8% 'V-PZ ‘W NNV "LV1S ‘AIH IN T
X X X X X X X P'0€222 § 'NNV "LYLS 'ATY V1 EUEISINOf
oX | oX X X X X L'86¥Z-€€ § 'NNV 200D VO eibioag)
X WX 29S€ § 8L W "NNV 3002 113d LaIeMElaq
X X Bgyg-ege o1 eZpS pnopseuUn)
X € -eg¢ pue Bp0s-e8¢ 0 Bp0S-e8¢ §§ NNV "1VLS 'NID ‘NNOD
X 5 X X X % X N 862€LL § 3A0D "LSNI ® "473M "D Pue [p'Gy Lol BlLlUOY[2D
> 183009 'SNI v '9°0L€) § Q0D AL3AVS ® HLIWAH VD
8Z€Z-0Z PUB ‘LO'¥0¥1-0Z 'LO'Z0%}L-0T 'L0° 501 BUGZIY
X | xpx]x x| X X -02 *10°928-02 'E0°ZVEL-0Z §§ NNV “LV1S ATH ZI4Y
= W u
2182 813 [,|F
® m o m. Q (2 IO.-. =3 o=
T | |2Fez] B8 loZia |§
T I |ZmicBlod|s |8F|8 (235
b o il W a |2 = < o 8 2
S |2 |Fe|kel"FE |35 88
- - o P-4 a3 |k 9,
s3|gg| &s [$5|§ |°°
[) % W W -

A (200Z “‘0c 19qweydag jo se)
Q\% \w. nf\mucmo Jojusuneal] 84} Jo} SeL [edU)|D JojJUBWT GRSy fyed-pay) Bujssaippy sme ajeig

o~ —




F4 LA 198 :aW 'epsayieg 'welBoid eseqeleq ﬂ>_uw_m“mmn_ Jesuen 918)S ‘BiMAsSU| lBouen) [BUOjEN 20IN0OS * L00eg/oEls

‘S|Seq 8Se-A0-8SED B U0 POISA0O 9 Aew (B} [eoJuljd | 9sBYd e Ul jusueal], .

, | "¥0-100Z-H
uoneinBay ul pepnpll ase sjuawainbal ebelarod “siapjaold payoads B umuu:v:ou sjel) [eojuyjo Jeoues pasoidde wi ejedioiied oum syusned Jo) sjsod sulinol Jo
efiesen0a 104 sjuswennbal auy Apoads Jey) suoleinbal enss) 0} uoleSILIWPY 8JED YIEBsH pUe ‘sefjlundeg 'soueinsu] ‘Bupjuegq jo JuewyedeQ jejs ey} sainnbay .
‘Si158Qq 9589-AG-9SED B U0 Papioap SI S|e] (BN || 9seyd pue | eseud Jof abeiara) .

‘sweiboud [ey [eoiuo Bnip uondioseld §] Jo || 9seyd 03 Ao sejddy R

UBJP[IYD JO JUBLIERI) BLY) JO} S[BH) [EOIUND UJIM UOIISLUOS U paLinou) $)So0 aleo jusied asunos o} Auo sejjdde Juawalinbas ebeisro)
uejul alnedessy; e sARy yey) sfew) [ealuto o} Ajuo saijdde jusiiasnbes abelsao) |

‘Aoyine [esapa 4 peyads e Ag parcsdde [09010d pameiasi-sead Juspuedepus Ue jo seoidsne ay) Jepun suogniisul sjdpnw

J& pPajanpuog s) pue uojuaalsiul olinedelal) B seAoAUl J2UY BLY |1} 8SBld B 94 1SNW Jeoue fo Uojuarald i) 10} sjel) leajuyo ‘eBeianod Joy 01qiBtie eq o} Jepio | e
‘ueioisAyd

"JOoued §,

Bupesy e Aq uopepuswwodal uodn ‘esodind apnadesay; e _wc_>me_ SjeL} [EOILIO JOOUED 0] paje|ed S}S00 aleo juslied eujnos o) Ajue sajjdde usweinba abeloac) 2

el Jeojul[D BU) YIm PojeIoosse Apoap ale jey) §}s09 Jusled paisacs o) sBeiaaos spirold o} veamm__no A|uo e1e s1ainsu) pajesipu .
"J9oURD

40 Jusuieey 3y Jo} Ljeo .tomnm Jou pue suonipues jeolpow Buuejesiy) o)y 1o} s|EL) [E9UID Jo a6eioA09 apirosd BUjOIR) YLON pue 'Bulely ‘esemeieq ul smeT,

“Ualpliyo pue synpe Joj ebelsaco sepiroid sueyd peseg-ejels pue sueld yijeay ajeaud Jo Jagquinu e Buowe Jusweaibe eagejsibaj-uou e ‘eifioss u) ‘uejd Jaueq yyeey esiojdiua

S)Els aU} Ul pojlosus aJe oym saskojdwia 8)eis 0} S{eLy [eoILN|o JusLUEs JeoueD 1o} abeieaco sepiroid oJuD "Yoogpuey sjueuaq eskoldwe Bjels ey} 0 BulpIodoy *|ew (eolulo
B Jo Jed §] jey) aJe0 |B3|pall eugnod Jaacd Ajejunjoa s1ainsu) Aqgasaym sjuawaaibe eageys|Baj-uou eoads paynisyy ‘ejdwexa Joy ‘Aesser maN pue veBiyony ‘ujesay pepniou) Jou
ale seje}s osoy) ‘sj000j0.d eseqeje(g eaje|stBo Jeoue) eje)s ou} Jo 8doos au OPISINO J|e} SRS [RISABS 10 S|EL) [BIJUI0 Jo Juswesnguuial oty Jo} sjuswebuele esnecey (8joN

X X | X X X X | X LS'0p pue 2879 §§ 'NNV "LVLS 'SIM UISLIOISIAA
Z-4S7-CE PUE '|-4GC-8E BCh-26 Y|  EIUIDAIA 150
XXX X [ X[ X | X P 1 -7-6 ‘a9-991-G "80-891-G '8/-91-G 'PL-81-G §§ 3AOD VA "M
= w -
z5 BF| 82 [« 25
v |3 £2lg2| 213 13212 |o%
2 B =min8 (08108 |9&(8 |28
5 |8 231Es|8=lz |sp|S |83B
= |z FL|ES|°F(Z (582 |48
a< |8 & e o & |h @ 2
o |3 8 Q13 2 1
] “.w 2 m -
]

(£00Z ‘0g 1oqueldeg jo se)
13due)) Jo Juswieal] si 1o} sjell} [esjuljg Joj Jusw nquiiey AHed-piiyL m:.mmm%_u«. smeT ajels

(N e —




AUSOni

( Home 3 T Ne Dur Services l:arr,e.r L‘enter

Clinical Trial Information

The greater the number of people who pariicipate in clinicai trials, the fastar emerging anticancer
therapies can be brought to market. US Oncology accrued more than 32,000 cancer patients to
clinical trials, and is bringing the search for new therapies dlrectly into local communities across
America.

Our research team members conduct more than 50 clinical trials each year, While we have

complete Phase |-V capabilities, the majority of our research is in Phase Il and Il 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. {n sharing what we learn with one
another, we can more readily advance the latest deveiopments as they refate to investigational
drugs, the raduction of side effects, and new methods of cara.

If you are interested in contacting a US Oncology-affiliated physician lo 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 ba interested in
leaming more about clinical trials. The information below offers a bruef overview of the clinical triat
process, with a look at key questions and terms.

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

Why are Clinical Trials important?

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

How are Clinical Trials Structured?

Clinical trials are structured into four phases:
In Phase [ clinical trials, researchers test a study drug in a 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 targer group of pecple (100 to 300) to
measure its effectiveness and further evaluate its safety.
In Phase Hf clinical trials, the study drug Is tested in large groups of people (1,000 to 3,000)
to confirm its effectiveness, monitor side effects, compars 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 fo collect information
about its effect in various populations and about any side effects associated with long-temn
use.

What Happens During a Clinical Trial?

In many trials, if the patient is eligible and agrees to participate through Informed Consent, the
patient is randomized (by chance, iike a coin toss) to either receive the current standard treatment, or
the current standard treatment and the study drug regimen. If no standard treatment is available, a
trial may compare the study drug to a placebo, which is similar to the study drug, but contains no
active ingredient. During a trial, patients are treated and monitored by a team of health care
professionals. This team will give the patient specific instructions about the trial, about more tests,
and additional doctor's visits that might be required.

( Throughout the clinical trial, you come first. If there is no improvement or you experience intolerable
side effects, you and your physician can decide to discontinue trial participation and resurne other

2 4 ¢ ¢ http://www.usoncology.com/OurServices/Clinical Trials.asp 12/10/2008
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treatment options. Should you do so, your decision will be respected without any effect an future
treatment plans. .

Why Do Some Cancer Patients Choose to Participate in Clinical Trials?
( Some cancer patients may participate because they are hoping for a possible cure and longer life or
away to foel better, Others find that the currént standard therapies are hot optimal for their cancer
and wish to be among the first to participate in a research study and receive an investigational drug.
Whatever the reason, participation could make a difference in a patient's future, as well as in the
lives of future cancer patients. .

How Do.1 Know If | Should Participate in a Clinical Trial? . .

The declsion 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. I the
investigational drug is proven to be effective, you may be among the first to benefit. in addition,
threugh your participation in a research study, you will also be helping future cancer patients.

Are There Risks Involved In Participating?

Because clinical trials are research studies, study drugs may not be better than current standard
drugs or treatments. In addition, you may experience side effects that are worse than those of
current standard drugs and treatments. Also, your heaith 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 these 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 LS Oncology clinical trial list to find a current US Oncology trial in your
region.

How Do | Learn Nore About a Specific Clinical Trial?

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

( How Do | Get More Information?

) Consult your physician to find out whether or not there is a clinical trial that would be appropriate for
your care. |f 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_Qncology clinical triats for more specific information.

For more details on clinical trial research conducted by the US Oncology network, piease click USON
Research.
For definitions of the clinical trial terms used on this site, please click Trial Terms.
. Home | Contact Us
Company | Network | Ouf Services | Caveer Center | Cancer Resources

A anggdans‘
wibulion facility in

Copyright ® 2007 UJS Cncology, Inc. All rights reserved
16825 Northchase Drive Suite 1300 Houston, TX 77060

The US Oncology Web site is intended for informational puposes 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 physicians or nurses or participate in decisions regarding patient
care.
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Clinical Trials: Questions and Answers

Key Points

Ctnical frials are research studles that test how well new medical approaches wark in people (see
stio

Question 1).

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

= Informed consent is a process by which people ieam the important facts about a clinical frial to

help tham declde whether to participate {see Question &).
*  Payment of patient care costs in clinical trials varies by health insurance plan and by study (see

o 11).
View Fact Sheets by Toplc Quastion 11
anm 1. What are clinical trials, and why are they important?
Risk Factors and Possible
Cayses .
Prevention Clinical trials are research studies that test haw well new medical approaches work In people. Each

/D) study answers scientific questions and tries to find better ways to prevent, screen for, diagnoss, or

Detection/Dlagnosis treat a disease, People who take part in cancer clinlcal friais have an oppertunity to contiibute to
Capcer Therapy knowledge of, and progress against, cancer. They also recefve up-to-date care from experts.
Support/Coping/Resources .
Tobaceo/Smoking Cessation 2. What are the types of clinical trials?
Information Sources
About NCI There are several types of clinical trials:
Gancer Advances In Focus * Pravention trials test new approaches, such as madications, vitamins, or other supplements,
Index that dectors believe may lower the risk of developing a certain type of cancer. Most prevention
En sagpaiiol trizls are conducted with healthy people who have not had cancer. Some rizls are conducted

with peopie who have had cancer and want to prevent recurrence (return of cancer), or reduce

{ bout 2 tha chance of developing a new type of cancer,

Screening trials study ways to detect cancer eariier. They are often conducted to determine
whether finding cancer before it causes symptoms decreases the chance of dying from the
diseasa. These trials involve people who do not have any symptems of cancer.

Quick Links
Directar's Comer * Diagnostic trials study tests or procedures that could be used to ldentify cancer more

cllonary of m accurately. Diagnostic trials usuafly include people who have signs or symptoms of cancer.

£ o 2 » Treatment trials are conducted with people who have cancer. They are designed to answer

und n specific questions about, and evaluate the effectiveness of, a new freatment or a new way of
NCI Publications using a standard treatment. These trials fest many types of treatiments, such as new drugs,
Advisory Boards and Groups vaccines, new approaches to surgery or radiation therapy, or new combinations of treatments.
NIH Calendar of Events
Espafiol *  Quality-ofife (also called supportiva care) trials explore ways to improve the comfort and

quality of life of cancer patients and cancer survivors. These trials may study ways to help

people who are experiencing nausg. mifing, sleep dlsorders depression, or other effects
from cancer or its treatment.

Genetics studies are sometimes part of ancther cancer dlinical trial. The genetics component

of the trial may focus on how genetic makeup can affect detectioh, diagnosts, or responsa to
cancer treatment.

Population- and family-based genetic fesearch studiss differ from tradifional cancer dlinical
trials. In these studies, researchers look at tissue or biood samples, generally from famifies or
large groups of people, to find genetic changes that are assoclated with cancer. People who
participate in genetics studies may or may not have cancer, depending on the study. The goal

http://www .cancer.gov/cancertopics/factsheet/Information/clinical-trials
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of these studles is to help understand the role of genes in the developmant of cancer,

3. Whe sponsors clinical trlals?

Government agendles, such as the Nationa| Cancer Institute (NCI) and other parts of the National
Instifufes of Heatlth (NjH), the Department of Defense, and the Department of Veterans Affalrs,
sponsor and conduct clinfcal triats. n addition, organizations or individuals, such as physidans,
medical institutions, foundations, volunieer groups, and phannaceuﬁcai companies, also sponsor
clinfcat trials.

NCI sponsors a large number of clinical trials and has a number of programs designed o make
clinlcal frials widely available in the United States. These programs inciude the following:

* The Cancer Centers Program provides support to research-oriented institutions, including
those that have been designated as NC1 Comprehensive or Clinical Cancer Centsrs for their
sclentific excellence. More infonmation is available in the NGl fact sheet The National Cancer
fnsﬂmte Cancer Centers Program which is ava1lable at

5 on the Intemnet.

* The Specialized Programs of Research Excellence (SPORESs) bring together scientists and
researchers to design and implement research programs that can improve prevention,
detection, dlagnosis, and treatmerit of specific types of cancar. More Information about
SPOREs s available at hitp://spores.ncinth.goviindex.bimi on the internet

The Clinical Trials Cooperative Group Program brings researchers, cancer centers, and -
doctors together into cooperative groups. Thess groups work with the NCI to identify important
guestions in cancer research, and design and conduct multisite clinical trials to answer these
questions. Cooperative groups are located throughout the United States and in Canada and
Europe. For more [nformaﬂon. referto the fact sheet NCIs Cﬂnica; Trials Cooperatfve Group

on the internet.

* The Cancer Trials Support Unit (CTSU) makes NCl-sponsored phase i1 treatment trials
avafiable to doctors and patients In the United States and Canada . Doctors who are not
affillated with an NGl-sponsored Clinical Trials Cocperative Group {$ee above) must complete
an application process, which includes credential verification and site preparedness
assessment, to become members of the CTSU's Natlonal Network of Investigators, CTSU
members can enroll pafients in clinicat triats through the program’s Web site, which is located
at httn:/iwww.ctsir.org on the Intemet. General information about the CTSU is also available on
the program's Web site, or by calling 1-888-823-5823.

* The Community Clinical Oncology. Program (CCOP) makes clinical trials available in a large
number of communities across the United States. Local hospitals throughout the country
affiliate with a cancer center or & cooperative group. This affiliation allows doctors to offer
people pariicipation in clinical tials more easlly, so they do not have to fravel long distances or
leave their usual caregivers. The Minority-Based Communlty Ciinical Oncology Program
focusas on encouraging mmonty populations to participate in clinical tials. More information
about the CCOP can be found in the NC! fact sheet Communily Clinical Oncology Program:
Questions and Answers, which is available at
hitp:/www.cancer.govicanceriopics/factshest/NCI/CCOP on the Internet.

The National Institutes of Health Clinical Center, a research hospital located in Bethesda,
Maryland, is part of the NiH. Trials at the Clinlcal Center are conducted by the components of
the NiH, including the NCI. The NCI fact sheet Cancer Clinical Trials at the National Institutes
of Health Clinlcal Cenfer: Questions and Answers has more information about the Ciinical
Center. This fact sheet is available at

hittp://mww. cancer.gov/cancertopicsffactshest/NCl/dinical-center on the Internet.

4. How are parficipants protected?

Research with people is conducted according to strict scientific and ethical principles. Every dinical
trial has a protocol, or action plan, which acts fike a ‘redipe” for conducting the trial. The plan
describes what will be done in the study, how it will be conducted, and why each part of the study Is
necessary. The same protocol is used by every doctor or research center taking part in the trial.

Alf clinical trials that are federaily funded or that evaluate a new drug or medical device subject to
Food and Drug Administration regutation must be reviewed and approved by an |nstitutional Review
Beard (IRB). Many institufions require that all clinical trials, regandless of funding, be reviewed and
approved by a local IRB. The Board, which includes doctors, researchers, comriunily leaders, and
other members of the community, reviews the protoco! to make sure the study is conducted fairly
and participants are not likely to be harmed. The IRB also decides how oflen o review the trial once
It has begun. Based on this information, the [RB decides whether the dinical trial should confinue as
inifally planned and, if not, what changes should be made. An IRB can stop a dlinical trial if the

http ://www.caucer.gov/céncertopics/factsheet/lnformaﬁon/cﬁnical—hials 3/8/2008




rasearcher is not following the protocol or if the trial appears to be causing unexpected harm to the
participants. An IRB can also stop a dlinical trial if there is clear evidence that the new intervention fs
effective, in order to make it widely available,

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

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

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

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

8. Whatis informed consent?

Informed consent Is 3 process by which people learn the important facts about a clinicat trial fo 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 pessible risks
and bensfits. in addition to talking with the dector or nurse, 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 infonmed consent process continues throughout the study. If new benefits, risks, or side effects
are discoverad during the study, the researchers must inform the participanis. They may be asked
to sign new consent forms if they want to stay in the study.

7. Where do clinical trials tzke placs?

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

8. How are clinicat trials conducted?

Clinical frials are usually conducted in a series of steps, called phases. Treatment clinical trials
isted in PDQO®, the NCi's comprehensive cancer information database, are always assigned 2

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

* Phase | trials are the first step in testing a new approach in people. In these studies,
ressarchers svaluate what dose is safe, how a new agent should ba given (by mouth, injecled
into a vein, or injected into the muscle), and how often. Researchers waich closely for any
harmful side effects. Phase | frials usually enroll a smail number of patients and take place at
only a few locations. The dose of the new therapy or technique is increased a lite at a fime.

The highest dose with an acceptable level of side effects is determined to be appropriate for
further tesfing.

Phase |i trials study the safety and effectiveness of an agent or intervention, and evaluate how

it affects the human body. Phase 1| sfudies usually focus on a particular type of cancer, and
include fewer than 100 patients,

Phase Wil tials compare a new agent or intervention {or new use of a standard one) with the
current gtandard therapy. Participants ara randomly assigned fo the standard group or the new
group, usually by computer. This method, called rapdomization, helps to avoid bias and
ensures that human choices or other factors do not affect the study's results. In most cases,
studies move into phase il testing only after they have shown promise in phases | and 1I.

( \ Phase 1] rials often include targe numbers of people across the country.
( ) » Phase [V tials are conducted to further evaluate the long-term safety and effectiveness of a
http://www.cancer.gov/cancertopics/factsheet/Information/clinical-trials _ 3/8/2008
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treatment. They usually take place after the treatment has been approved for standard use.
Severa! hundred to several thousand peopls may take part in a phase {V study. These studies
are less common than phase |, U, or-1il trials,

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

9. What are some of the benefits of taking part in a dinical friai?

The benefits of participating in a clinical fral include the foliowing:

Participants have access to promising new approaches that are often not available cutside the

clinical trial setting.

* The approach being studied may be mors offactive than the standard approach.

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

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

* Restits fram the study may help others in the futurs.

10. What are some of the possible risks associated with taking part in a clinical trial?
The possible rfisks of participating in a dlinical trlal include the folfowing:

* New drugs or procedures under study are not always betier than the standard care to which
they are baing compared,

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

* Participants in randomized trials will not be able to choose the approach they recefve.

Health insurance and managed care providers may nof cover all patient care costs in a study,

= Participants may be required to make more visits to the doctor than they would if they were not
in tha clinical tial.

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

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

Health plans may specify other criteria a trial must meet to be covered. The trial might have to be
spensored by a specified organization, be judged "medically necessary” by the health plan, noi be
significantly more expensive than treatments the health plan considers standard, or focus on types
of cancer for which no standard treatments are available. In addition, the facility and medical staff
might have to meet the plan’s quafifications for conducting cerain procedures, such as

matrow transplants. More information about insurance coverage can be found on the NCI's Clinical
Trials and Insurance Coverage: A Resource Gulds Web page at
hittp:/fwww.cancer.goy/clinicalirialsfeaming/insurance-coverage on the Internet.

Many states have passed legisfation or developed policies requiring health plans to cover the costs
of cerhln dn!cal trials. For more mfonnaﬁon, vlsitthe NCI's Web site at

al-costs on the Internat.
Federal programs that help pay the costs of care in a dinical trlal include those listed below:

* Medicare reimburses patient care costs for its beneficiaries who participats in clinical triats
designed to diagnose or treat cancer. Information about Medicare covarage of clinical tals is
available at hitpy/iwww.medicare.gov on the Internet, or by calling Medicare's toll-free number
for beneficiaries at 1-800-633—4227 (1—800-MEDICARE). The tobi-fres nurnber for the hearing
impaired Is 1-877-486-2048. Also, the NCI fact shest More Cholces in Cancer Care:
Informalion for Beneficlaries on Medicare Coverage of Cancer Clinical Trials Is availabie at
hitp/fvww.cancer govicaneertopics/facisheet/supportimedicars on the Internet.

= Benefidaries of TRICARE, the Department of Defense’s health program, ¢an be reimbursed for
the medical costs of parficipation In NCl-sponsored phase 1i and phass Il cancer prevention

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




{including screening and early detection) and treatment frials. Addifional information is
avallable in the NCI fact sheet TRICARE Beneficlaries Can Enter Ciinical Trials jor Cancer
Prevention and Treatment Through a Department of Defense and National Cancer Institute
_ Agreement Thls fact shest can be found at .

on the Internet,

( * The Department of Veterans Affalrs (VA) allows eligible veterans to participate in NCI-
. sponsored prevention, diagnosis, and treatment studies nationwide. All phases and types of
NCi-sponsored trals are included. The NCI fact sheet The NCI/VA Agreement on Clinical
Trials Questions and Answers has more information. it is avallable at
.00V NCI on the Internet,

12. What are some questions pecple might ask their heaith care provider before entering a ciinical trial?

It is important for people to ask questions before deciding to enter a clinical frial. Questions people
might want to ask their doclor or rurse include the following:

The Study

* Whatis the purpose of the study?

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

*  Who is sponsoring the study?

Who has reviewed and approved the study?

What ars the medical credentiais and experience of the researchers and other study

persohnel?

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

*  How long will the study last?

*  How will the results be shared?

Possibla Risks and Bensfits

What are the possible short-term benefits?

What ara the possible long-term benefits?

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

What are the possible long-term risks?

What other treatment options are availabla?

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

Participation and Care

What kinds of treatment, medical tests, or procedures will the participants have during the
study? How often will they receive the treatments, tests, or procedures?

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

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

Will parficipants be able to take thelr regular medications while in the clinical trial?

Where will the particlpants recelve 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 doclors?

* How long wilk 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 familles?
* Can potential participants talk with péople already enrolled in the study?

Cost Issues

= Will participants have to pay for any treatment, tests, or other charges? if so, what will the
approximate charges be?

* Whatis health insurance likely to cover?

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

13, What happens when a clinical trial is over?

After a clinical trial is completed, the researchers look carefully at the data collected during the tial

before making decisions about the meaning of the findings and further testing. After a phase i or [l
( {rial, the researchers decide whether to move on to the next phase, or stop testing the agentor
intervention because it was not safe or effective. When a phase Il trial is completed, the
( researchers look at the data and decide whether the results have medical importance.

http://WWW.cancer.gbv/cancm’topics/factsheet/lnfonnation{clim'cal—trials 3/8/2008
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The results of ciinical trials are oftan published in peer—eviewed, sdenfific joumals. Peerreview is a
process by which experts review the report before it is published to make sure the analysis and
conclusions are sound, If the results are particularly important, they may be featured by the media
and discussed at sclentific meetings and by patient advocacy groups before they are pubfished.
Once a new approach has been proven safe and effective in a dlinical trial, it may becoms standard
practice. (Standard practice is a currently accepted and widely used approach.)

The Nationat Library of Medicine's Web site offers finks to resources for finding the resuits of dinical
trials. It includes information about published and unpublished results. This resource can be found
at mmnmum,gw@mﬁmmm on the Internet.

14, Whers can people find more Information about clinical trials?

in addition fo the resources described In Question 3, people interested in taking partin a ciinical trial

shoutd talk with their health care pravider. Information about cancer clinical trals s atso available
from the NC1's Cancer Information Service (C1S). Information specialists at the CIS use FDQ o
Identify and provide detaifed information about specific ongoing clinical trials. PDQ includes all NCi-
funded clinical trials and some studies conducied by idependent investigators at hospitals and
medical centers in the United States and Europe.

People also have the aption of searching for clinical trials on their own. The clinicaf trials page of the
NCi's Web site, located at http/fwvww.cancer.goyidinicalirials/ on the internet, provides infotmation
about cfinical trials and links to PDQ. Another resource is the NIH's ClinicalTrials.gov Web site.
CiinicalTrials.gov lists clinlcal trials sponsored by the NiR, other Federa! agencies, and the
pharmaceutical industry for a wide range of diseases, including cancer and cther conditions. This

site can be'found at hitp://ciinicalfrials.gov on the Intemet.
i3 33
lated

Publications (avatlable at htp;//www cancer.govipublications)

= Naticnal Gancer institute Fact Sheet 1.2, The National Cancer Instifute Cancer Cenlers Program
* National Gancer institute Fact Sheet 1.3, Communify Clinical Oncology Program: Questons and
Answers

= National Cancer institute Fact Sheet 1.4, NCI's Clinical Trials Cooperative Group Program
- Naﬂonai Canoer 1nst:tuhe FactSheet1 13 mmmmmmwmm@m,@mc

=1 1) =1
Na'donal Cancer lnstttute Fact Sheet 1.4 7. M&A.Ag_wghalc_alldg_.ﬁmm_d

Answers
= National Cancer Institute Fact Sheet 1.22, C. inical Trials at the Natio, i f He
C

1] .
National Cancer {nstitute Fact Sheet 8.14, Moy Cholces in Cancer Care: [nformafion for Beneficiaries
edicare Co e of Ca Cliniczl
- in Clinical : Cancer Patients Need To
»  Taki j5: Ci on Studies

National Cance: ititute (NC1) Resou

Cancer Irformation Service (tofl-free)
Telephone: 1-800-4-CANCER (1-800-422--6237)
TTY: 1-800-332-8618

Onlins
NCl's Web site:

LiveHelp, NCl's live on!‘ne asslstance
bttps:fassecurend.nih.goviivehelpiwelcome asp

“ Ba [t

NC! Home | Texd-Only Version | Contact Us | Policies | Accegsibility | Viewing Files | FOLA | Site Help | Site Map
A Service of the Natlonal Cancer Instifute

http://werw.cancer. gov/cancertopica/factsheet/Ihformation/clinical-trials 3/8/2008
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The Access To Cancer Clinical Trials Act of 2009 (Rep. Sue Myrick)

Jaouary 30th, 2009

Clinical trials are so critical for patients and or medical research, yet many patients find that their health insurance won’t cover the rest of their
routine cancer treatment if they decide to enroll in clinical trials. We're not asking insurance companies to pay for clinical trials. This bill

simply state that insurers must continue to pay for routine treatments — that they would be paying for regardless — if patients enroli in a
clinical trial, .

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

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

Permalink | Comment on this post (1)
By N.C. GOF Rep. Sue Myrick

This entry was posted on Friday, January 30th, 2009 at 5:08 pm and is filed under Healthcare, Lawmalcer News .
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Medicare Widens Drugs It Accepts for Cancer

By REED ABELSON and ANDREW POLLACK

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

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

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

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

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

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

Because Medicare officials canceled a cost analysis of the changes, it is hard to predict how much spending will
increase beyond the $2.4 billion Medicare paid in 2007 for cancer drugs. But cancer doctors and other experts
say the new policies, adopted in the final months of the Bush administration, seem aimost 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 $2,500to
$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 consulting.

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

http://www.nytimes.com/2009/01/27/health/27cancer html?_r=1&th=&emc=th&pagewant... 1/27/2009
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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 gvarian cancer, according to claims specialists who work with Medicare data but declined to be identified
because of the controversy over the topic. Under the new rules, Avastin will be routinely covered for ovarian
cancer — as will at least some other off-label uses, including for brain and kidney cancer.

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

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

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

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

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

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

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

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

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

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

The draft criticizes the new rules for essentially taking most decisions about off-label cancer drugs out of
Medicare's hands, even when the agency is aware of potential conflicts. The guide's recommendation, the report
says, “becomes the final word.”

http://www.nytimes.com/2009/01/27/health/27cancer htm!l?_r=1&th=&emc=th&pagewant... 1/27/2009
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For some experts, the bigger concern about using some cancer drugs off-label without adequate evidence is that
they may not only be useless — they may cause dangerous side effects.

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

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

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

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

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

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

The study also found great variability among the guides, in terms of what uses were recommmended — or
discussed at all.

Despite her study’s findings, Dr. Abernethy says she does not oppose Medicare's new rules.
“1 think the addition of the new compendia this year is an important increase in the bandwidth,” she said.

Crities say the agency also seems to have played down the potential financial conflicts of interests between the
e 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

http://www.nytimes.com/2009/01 /27 health/2 7cancer htmi?_r=1&th=&emc=th&pagewant... 1/27/2009
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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-3ystem Pharmacists. But last year the society forged a financial relationship with a foundation linked
to drug companies and some cancer doctors’ private practices.

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

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

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

Copyright 2009 New York Times Company
Privacy Policy | Search [} Corrections. | _Eéﬁﬁ%mmiwmﬂ Contact Us | WorkforUs | Site Map
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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 Brian Maffly
The Salt Lake Tribune
Salt Lake Tribune

Article Last Updated:08/15/2008 03:35:18 AM MDT

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

The Utah Higher Education Assistance Authority (UHEAAR), 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 disincentiva for financial institutions to Jend to
college students. With fewer lenders available, Utah students are expected to flock to UHEAA, agency
director David Feltz 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 ylelds," he said.

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

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

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

The U.S, Department of Education promises to buy participating states' loans Jssued this year under
the Federal Famlly and Educatlon Loan program {FFELP). This would enable states to "recyele" the
money back to students in the form of new loans. The UHEAA board voted unanimously Thursday to
approve Utah's participation In the complex arrangement.,

Feitz 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 billlon 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,




In recent months four banks - Wells Fargo, Zions, 1.P. Morgan Chase and Key - pulled out of Utah's
program, leaving only U.S. Bank. Fifteen credit unlons, led by America First, stifl lend to students, but
the banks' departure left a vacuum. Wells Fargo and Zlons were the top lenders last year, accounting
for move 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 itseif with no lenders, so UHEAA last month began lending directly to studants at the
Ephraim schoaol.

"Were in a pretty good place, a much better piace than our sister agencles across tha counbry,”
board chairman David Jordan said. "From the students’ perspective, this will work, We will be able to
help them without depleting our resources.” :

bmaffly@sitrib.com

Utah students can expect to pay more for college [oans onder sleps taken by the Utah Higher
Education Assistance Authority to preserve universal access to federally guaranteed loans.
But the news isn't all bad,

"T'm not aware of lenders offering better terms than what UHEAA is offering,” said John Curl, the
University of Utah's financial ald 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 tg pay more interest;
that's unfortunate.”

Congress [ast year cut the rate on same student !oans frormn 6.8 to 6 percent. But in order to
participate in an emergency federal bail-out measure, Utah slashed two rate reductlons. Untit now,
students who had payments automnatically drawn from thelr accounts received a 1.25-point reduction
and another 2-point reductlon after four years of Hmely 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 avold 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 still 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 &
$100 subsidy on a $5,000 loan,

- Brian Maffly

Financial atd

* Students who are considering borrowing for college for the upcoming school year should
start researching their opticns now, said John Curl, financial aid director at the Unlversity of Utah.

* Students should consult the financial aid office at thelr school, check Web sites that serve as
Information clearinghouses, such as finaid.org, or www.uheaa.org, the Web site for the Utah Higher
Education Assistance Authority.
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The Boson SlobeA late try to salvage student loans

Patrick calls on pension board, coileges to invest in agency bonds
By Casay Ross, Globe Staff | August 7, 2008

Governor Deval Patrick has asked the state pension fund to invest $50 milllon and will ask Harvard
University and other local colleges to invest millions more to provide student loans to thousands of
families struggling to pay callege fuition biils 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 Massachusetts Educational Financing Authority, which announced last week that it would be unable
to provide student loans far this school ysar because of turmoil in the nation's ¢redit markets.

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

™Afe have 40,000 students and famlliss who heed help, and we're right up against it," Patrick said In an
interview with the Globe last night. "This Is & sound investment for the pension board and the
endowments.”

The governor and his aides, along with state lawmakers, have been brainstorming ways fo restore
student loan funds for the past week. MEFA had previously offered low-cost, fixed-rate loans, but now
horrowers 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
million of the upcoming MEFA bonds. Adminisiration officials alsc hopa 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 teday from Harvard, Boston College, the University of
Massachusetts, and the Massachusetts Institute of Technology, among other schools, about making
sitmflar investments in MEFA bonds.

The chalman 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 availakle to Invest in any debt issuance set up by
MEFA and report back to the trustess before any action Is taken," Cahill said through a spokeswoman.

With $51.7 billion In assets, the pension fund invests monies for state employees and ratirees. And while
it is unusuat for the fund to use anything ather 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 Cahlll, who got the pension board to adopt
it in 2003.

Even without Cahil'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 is Kirwan.

Ancther hoard member, Robert Brousseau, reacted favorably fo Patrick’s request and sald he did not
hear strong objections from fellow board members al yesterday's meeting.




2482

" can't ses anybody opposing it, but we have to see the parameters of tha investment and what form it
would take," said Brousseau, who represents teachers on the board.

Patrick said he is seeking swift conslderation from the pens|on fund board because MEFA is planning to
hold its bond sale within two weeks.

"Wa need action,” he said. “If they naed to ca;[ a spacial mesting to approve this, then | hope they will."
Meanwhile, representatives of tha local colleges said the institutions will consider the investment.

"We're always more than happy te have discussions with the governor," said John Longhrake, a
spokesman for Harvard University, the governor's alma mater. "We welcome the opportunity to leam
more about the c‘ha[[enges 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 il as a potential win-win in terms of providing the unlversity with a2 sound
investment while helping farilies cope with their financial aid challenges.”

Officials at the student lending agancy, meanwhile, said Patrick’s plan carries minimal risk to the
investment funds becalse MEFA's bonds provide reliable returns. Exacutive Birector Tom Graf said the
default rate on the authority's loans is less than 1 percent. "This plan allows" the pension beard "to make
a stable investment that is especially warranted in thls financial ¢limate,” 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 of the upcoming bond sale may change based on investor interest. If the sale is a
success, he hopes the agency will then be able to offer loans with rates below 8.5 percent, which is the
current charge for Federal Plus loans. Last year, the authority'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 letter ast week signed by other legislators urging Patrick fo
support MEFA, applauded the governor's acfions. "This critically important to an awful lot of
Massachusetts families,” he said. “The governor can use his bully pulpit to ask for some assistance, and |

wholeheartedly support what he's doing."

Casey Russ can be reached at cross@globe.cont, a
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Clinical Trials: What are States Doing?
February 2009 Update

What is a Clinical Trial?

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

The drarnatic progress made in treating childhood cancers in recent years, is attributable, in part, to clinfcal 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
wamen under the age of 50 is-said to be the result of ctinical trials research conducted in the 1970's,

Who Enrolls in Clinical Trials?

Only two to three percent of efigible adult patients enrall 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 tess than 0.5% of Medicare patlents) currently enroli, Even If enroilment was Increased to the full 20 percent,
it is unlikely that these numbers will significantly impact overall costs to health plans;!

Insurance Coverage for Clinical Trials

Typically, when a patient enrolls in a clinical trial, the cost of tests, procedures, drugs and any research activity directly associated with

the investigation, are covered by the group sponscring the trial, such as a pharmaceutical company or the National Cancer Institute.

However, because some health plans define clinical trials as "experimental” or "Investigational,” health insurance coverage may or may

not include some or all of the costs of "routine patient care,” such as the doctor vislts, hospital stays, tests and x-rays, that a patient
(‘ would narmally receive whether or not they were enrolled In a triat.

A growing number of states have passed legislation or instituted special agreements requiring health plans to pay the cost of the routine
medical care a 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 clinicat trials. And finally, a recent study
found only a stight increase In treatment costs for adult clinical trial patients compared to nonparticipants--$35,418 versus $33,248.2

Some large HMOs have computed costs assoclated 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 patlents who were not enrolled in a trial.
The Kaiser report further states, "Kaiser has been participating in cancer clinical trials without substantial increases in the direct costs of
medical care.”>

Researchers at the Maya Clinic found that patient care costs for those enrolled in clinical trials is enly slightly more than for patients who
received standard therapy protocols,?

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

-Only a small percentage (approximately 20%) of cancer patients are ellgible to participate in a clinical trial and very few {(approximately
3% of cancer patlents 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;!

-Through clinical trials, we will be able to identify ineffective treatments, which could save health plans money and will benefit the nation
as a whote.! :

( Disadvantages:

Even though the same recent study found only a slight increase in treatment costs, the 6.5 percent increase between participants and
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nonparticipants in ¢linical trials translated into an additional $16 miltion 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, fike 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 physicfans may enroll patlents 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 warking within networks of health care providers and industry,
research facilities, patient groups, as well as major media outlets, without enacting a state wide insurance mandate.

Sources:
1. Aaron H), Gglband H, editors. Extending Medicare reimbursement in clinical trials. Washfngton, DC: National Academy Press; 2000. p
13,

2. Goldman DP, Berry SH, McCabe M, et al. Incremental Treatment Costs in Nationa!l Cancer Institute-Sponsored Clinical Trals. JAMA,

2003,289(22):2970-2977 (doi:10.1001/jama.289.22.2970) hitp://jama.ama-assn,org/cal/reprint/289/22/2970.pdf
3. Fireman 8H, Fehrenbacher |, Gruskin EP, Ray GT. Cost of care for patients In cancer clinical trials. 7 Mat! Cancer Inst 2000;92:136-42.

4. Wagner JL, Alberts SR, Sloan JA, et al. Incremental costs of enrolling cancer patients in clinical trals: a population-based study. 7 Nat!
Cancer Inst 1999,91.847-53.

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

Definitions of Phases:
A dlinical trial study is conducted in four phases,

Phase I; Research is conducted on a small group of volunteers (20 to 80 peoptle) 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 effectlveness and safety.

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

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

Summary of State Laws as of December 2008

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

clinical trials.
Table One
Clinical Trials Laws
State Who is Required to What Services or Benefits are Other Key Criteria:
Year of Pay? Covered?
Enactment
Bill Number
and/or
Citation
lArizona ospital or medical Patient costs associated with participation In [Trail must be reviewed by an Institutions
(2000) ervice corporations, ﬂPhase I through IV cancer clinical trials. eview Board in AZ.
Senate Bil} 1213 [benefit insurers, health ealth professlonal must agree to accept
20-2328 re service imbursement from insurer as payment in
rganizations, disability Il
nsurers, group disability nly covers trial when no clearly superior
’ nsurers and onivestigational treatment exlists.
. ccountable health plans rail must be in AZ.
| I
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programs.
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I;?.outlne patient care costs associated with Phase [May restrict coverage to services in CA.

Page 3 ot 7

through IV cancer clinical trals.

Private insurers,
ndividual and group
ealth plans

Routine patient care costs associated with cancer{Prevention trials are covered only in Phase
clinical trials. 11 and only if involve therapeutic
ntervention.

[nsurer may require documentation of the
likelihood of therapeutic benefit, informed

Maine Managed care I::utine patient care costs associated with clinical[Participation must offer meaningful
. (2000) rganizations and al. otentia! for significant clinical benefit.
’ 24-A-431Q rivate insurers Referring physician must conclude that

onsent, protocol Information and/for
ummary of costs.

(2001} Senate [policy, including policies |lengaging in clinical trials for the treatment of life

Delaware Every group of blanket Eoutine patient care costs for covered persons
Bill 181 hreatening diseases under specified conditions,

or contracts issued by
health service

riai must have therapeutic intent and
nroll individuals diagnosed with the
isease.

rial must not be designed exclusively to

eatment, or monitoring of cancer and approved
r funded in full or in part by one of the
ollowing:

National Institutes of Health or one of its
ooperative groups or centers, Centers for
Disease Control and Prevention, Agency for
Health Care Research and Quality, Centers for
Medicare and Medicaid Services, U.S. Food and
Drug Administration {FDA), U.S. Department of
Defense, U.S. Department of Veterans Affairs,
.5, Department of Energy, nongovernmental
research entity that has been awarded a Natlonal
ancer Institute support grant.

lcorporations ast toxicity or disease pathophysiology.
'AII insurers in the outine patient care costs for people in clinical  (|Routine patient care costs shall not include
District als undertaken for prevention, early detection, [tests or measurements conducted

primarily for the purpose of the clinical
trial involved.,

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

[servlces or preducts customarily provided
f

research sponsors.

ree of charge to trial participants by the

[Georgia* Insurers and the state {Routine patient costs incurred in Phase II and III [[For the treatment of cancer that generally
(1998) ealth plan f prescription drug clinical trial programs for the|first manifests Itself in children under the
133-24-59.1 . reatment of children's cancer. ge of 19.

Tlinois HMOs and Routine patient care if the individual participates {Coverage benefit can have annual limit of
(1999) indlvidual/group in an approved Phase II through 1V cancer $10,000.

House Bill 1622 [insurance policies to research trial.
(amended 2004) coverage to the

Senate Bill 2339 [applicant or policyholder

bli (2004 amendment:
93-1000 Plans may not be
20 ILCS anceled or non

1405/56.3%* newed based on an
ndlvidual’s participation
in a qualified clinical

ial)

Primary care MD must be involved in .
coordination of care,

[l:esearchers must submit results of trial
fi

rial must be conducted at multiple sites in
tate.

or publication in nationally recognized
cientlfic literature.

HMOs, PPOs, State

Empiloyee Benefits
rogram and other
pecified insurers

atient costs Incurred in Phase I through IV
cancer clinical trials.

|.ouistana
(1999)
R .

Only covers costs when no clearly
isuperior, noninvestigational approach
{lexists.

IAvailable data must support reasonable
expectation that the treatment will be as

Patient must sign an Institutiona!l Review

ffective as the noninvestigational -
lternative.

oard-approved consent form.

fal participation is appropriate.
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Maryland*** Private insurers and Patlent costs for Phase I through IV cancer ere is no clearly superior,
(1998} lother specifled managed [treatment, supportive care, early detection, and [nonivestigational altemative.
hap 146-15- {icare organizations, revention trials. Phase 11 through IV for other [The data provide a reasonable expectation
827 ife-threatening conditions, with Phase I at the treatment wiil be as least as
onsidered on a case-by-case basis. effective as the alternative.
Massachusetts {All health pians Issued iPatient care services associated with alt phases lInsurers must provide payment for
(2002) or renewed after Jan, 1, |iof gqualified cancer clinical trials. rvices that are consistent with the usual

2003

nd customary standard of care provided
nder the trial's protocol and that would

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

Missour
(2002)
376.429

2006)- Phase I1
5B 567 & 792

Al health benefit plans
operating In the state

l;loutine patient care costs as the result of Phase |There must be identical or superior

I, IIT or IV clinical trials for the prevention, early|nonivestigational treatment alternatives

available before providing clinical trial
eatment, and there must be a reasonable

detection, or treatment of cancer.

pectation that the trial wlll be superior
the alternatives.
Requires coverage of FDA-approved drugs
nd devices even if they have not be
approved for use in treatment of patient's
articular condition.

New Hampshire

Medlcally necessary routine patient care costs

Private insurers and overage for Phases I or II decided an+
(2000) Epeclﬂed managed care [incurred as a result of a treatment for Phase 1 case-by-case basis.
A415:18 lans rough IV cancer clinical trial or trial for a life- verage is required for services needed
reatening disease. 0 administer drug or device under
evaluation.
overage Is required for routine patient
re associated with drugs or devices
hich are not subject of trial, as iong as
hey have been approved by FDA.
Nevada IAll health insurance Patient costs associated with Phase I through IV
(2003) insurers, medical service[cancer or chronic fatigue clinical tria!

(amended 2005)(corporations, HMOs and

.ENB

managed care
rganizations

e treatment in a capable manner.,

ere must be no medical treatment
available which is considered a more

ppropriate alternative medical treatment
than the medical treatment provided in the
clinical trial. o
There must be a reasonable expectation
based on clinlcal data that the medical
treatment provided In the clinicai trial or
[study will be at least as effective as any
other medical treatrment.
IAmendment revises type of medical
ftreatment covered. |

Healthcare facility and personnel must
have experience and training to provide

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

A health insurer; a

onprofit health service
provider; a HMO; a
managed care
rganization; a provider
service organization; or
e state's medical
ssistance program.

ust be undertaken for the purposes of
he prevention of reoccurrence of cancer,
arly detection or treatment of cancer for
hich no equally or more effective

ndard cancer treatment exists.
Must not be designed exclusively to test
oxicity or disease pathophysiclogy and it
as a therapeutic intent.
Must be provided as part of a scientific
dy of a new therapy or intervention and
is for the prevention of resccurrence, early
detection, treatment or palliation of cancer
n humans and In which includes specific
rovisions of sclentific study.

Routine patient care costs incurred as a result of
the patient's participation in a phase II, Il or IV
lcancer clinical trial.

“New Mexico

uPrivate insurers,
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pecified managed care
plans, and Medicaid and

ther state medicai

ssistance programs
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Phase I through IV cancer clinical trial. iTrial must have therapeutic intent.
Reasonable expectation that

nvestigational treatment will be at least as|
effective as standard treatment.

North Carolina
(2001}
Iz s8-3-255

{i health insurance
lans and teachers' and
tate employees'
comprehensive major
medical plan.

Medicaily necessary costs of health care services [Patients suffering from a life-threatening
assoclated with Phase II through IV of cavered [disease or chronic condition may designate
clinical trials. a specialist who Is capable of coordinating
their health care needs.

Chio

(2008)

ORC Ann.
1751.01 {2008)

Il health benefit plans
ncluding those for
public employees.

Medically necessary costs of health care services [Trial must be approved by NIH or another
associated with any stage of clinical trial. group under HHS, FDA, DOD or VA,

May exclude coverage for service or
product that is part of the investigative
trial, item or procedure used only for data
collection for the trial, item not approved
Py FDA, and transportation, lodging and
‘ood refated to travel for participation in
Ehe trial.

hode Island
1594, 1997)

rivate insurers and
pecified managed care

overage for new cancer therapies If treatment is|
provided under Phase II through IV cancer

tans linical trial.
lAll health benefit plans I;outlne patient care costs related to Phase I Treatment must involve drug that is
rough IV cancer clinical trial. exempt under federal regulations from a
new drug application, or approved by:
NIM, FDA In form of new drug application,
DOD, or VA.
ermont lAll heaith insurance Routine patlent care costs incurred during the Providers and insurers required to
(2001) policies and health participation in a cancer clinical trial. participate [n a cost analysis to determine
amended 2005 \zeneﬁt plans, including mpact of the program on health insurance
( remove edicald premiums.
March 1, 2005 mended law allows for participation in
unset al outside of Vermaont If patient notifies
nrovision) ealth benefit plan prior to participation,
Chap 107 and no clinica! trial is available at Vermont
iz 40880 r New Hampshire cancer care providers.
HB &
Mirginia Private insurers, Patient costs incurred during the participation in ere must be no clearly superlor,
{1999) pecifled managed care |Phase II through IV cancer clinical trials, nonivestigational alternative.
MM lans, and public verage provided on a case-by-case basis for [Data must provide a reascnable
mployee health plans hase I.- lexpectation that the treatment will be at
east as effective as the alternative.
[west Virginia ndividual and group atient costs associated with the participation in tacility and personnel providing the
(2003) nsurers, health service [Phase IT through IV clinical triaf for treatment of [treatment are capable of doing so by
{78-2-12 orporations, health carJEfe—threatening condition or the prevention, earlyjvirtue of their experience, training and
orporations, HMOs, detection and treatment of cancer. lvolume of patients treated to maintain
ublic employees lexpertise.
nsurance agency, IThere must be no clearly superior,
edlcald and the Ineninvestigational treatment alternative.
ildren’s health Data provide a reasonable expectation that
nsurance program the treatment will be more effective than
the noninvestigational treatment
Rlternative.
isconsin y health insurance outine patient care costs incurred during the rial must meet all criteria:
AB 617 lan offered by the Iij‘ticlpatlun In alt phases of a cancer clinlcal 1. The purpose is to test whether the
K2006) te, any self-insured al. ntervention potentially improves the trial
Act 194 olans No policy, plan, or contract may exciude articlpant’s health outcomes.
coverage for the cost of any routine patient care 2. The treatment provided as part of the
~- that is administered to an insured in a cancer al is glven with the intention of
24877
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clinical trial satisfying the criterla under par. (c}
and that would be covered under the policy,

lan, or contract If the insured were not enrclled
n a cancer clinical trial,

Page 6 of 7

mproving the trial participant’s heaith
utcomes.
. The trial has therapeutic intent and is
ot designed exclusively to test toxicity or
isease pathophysiology.
. The trial does one of the following:
. Tests how to administer a health care
ervice, item, or drug for the treatment of
nger.
. Tests responses to a health care
ervice, item, ar drug for the treatment of
ancer.
. Compares the effectiveness of health
re services, items, or drugs for the
treatment of cancer with that of other
health care services, items, or drugs for
the treatment of cancer,
d. Studlies new uses of health care
Iservices, items, or drugs for the treatment
of cancer.
5. The trial Is approved by one of the
ollowing:
. A National Institute of Health, or cne of
its cooperative groups or centers, under
he federal department of health and
uman services; federal food and drug
dministration; federal department of
defense; federal department of veterans
ffairs.

Wyoming All health insurance Routine patient care for a person enrolied in a

: ISF 024 policles, contracts, and |[[Phases II- IV clinical trlal. Includes a medical

( (2008 budget {certificates providing ervice or treatment that is a benefit under a
) |isesston)

overage to any residentfhealth plan that would be covered if the patient
H:;f this state. ere recelving standard cancer treatment; or
drug provided to a patient during a cancer
linical trial, other than the drug that is the
ubject of the clinical trial, if the drug has been
approved by the federal food and drug
administration for use In treating the patlent's
particular condition,

ral must also be approved by NIH, FDA,
Dept. of Defense, or Dept. of Veterans
ffairs. The medical treatment must be
provided by a licensed health care provider|
perating within the scope of his/her
icense in a facility whose personnel has
he experience and training necessary to
rovide the treatment in a competent
manner.

e clinical trial particlpant must have
lgned an informed consent document
Hor to starting the trial.

*In 2002, ali major insurers in Georgia agreed to cover routine patient care costs associated with Phase I, 11, III, or IV cancer clinical
trials. Trials include those thatinvolve a drug that is currently exempt under federal regulations frem 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
nationally recognized health care organization {see below).

and recommendations established by any

**]|linols Executlve Branch Administrative Code-{20 ILCS 1405/1405-20) required the Department of Insurance to conduct an analysis
and study of costs and benefits derlved from the implementation of the coverage requirements for investigational cancer treatments.
The study covered the years 2000 through 2062 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 7003 Maryland law (S 128) repealed a reporting requirement for insurers, nonprofit health service plans, and HMOs to submit a

report that described the trials covered during the previous year.
Sources: National Cancer Institute, Health Policy Tracking Service.

- Summary of Other Actions

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

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

Agreement

Became

Effective)

Georgla All major Insurers [Routine patient care costs [Trials incfude those that involve a drug that is currently exempt
(2002) - assaciated with Phase 1 under federal regulations from a new drug application or those
ia Can through 1V 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  [lassociated with Phase II and

‘IMichigan Medicaid II1 cancer clinical trials.

Consensus

Agreement

New Jersey All insurers Routine patient care costs

(1999) assoclated with all phases of

MNew Jersey cancer clinical trials.

Consensus

Agreement

Ohlo State employees [|Routine patlent care costs Preauthorization Is required for clinical trial participation.

(1999) on Ohip Med Plan }associated with Phase 1T and

Ohijo Med Plan III cancer treatment clinical

trials.

Federal Activity

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

Additional Resources

American Cancer Soclety, National Government Relations memo on Clinical Trials.

hitp: //www,indianacancer.org/documents/factsheet ACS clinical%20trals. pdf

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

To legislators and legislative staff: For more information please contact Karmen Hanson at health-info@ncsl.om

This web page Is supported in part by an award from the Arnerican Cancer Society's Cancer Action Network, 2009.

© 2009 Natlonal Conference of State Legistatures, All Rights Reserved

Denver Office: Tel: 303-364-7700 | Fax: 303-364-7800 | 7700 East First Place | Denver, CO 80230 | Map
Washington Office: Tel: 202-624-5400 { Fax: 202-737-1069 | 444 North Capitol Street, N.W., Sulte 515 | Washington, D.C. 20001
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American Society of Clinical Oncology

February 17, 2009

The Honorable Bettye Davis
Alaska State Senator
DistrictK

Capitol Building Room 30
Juneau, AK 99801-1182

Dear Senator Davis:

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

Clinical trials are critically important because they offer the promise of new cancer treatments.

As you know from personal experience, they also provide an essential, state-of-the-art treatment

option for current cancer patients. Therefore, insurance coverage of the routine patient care costs
( associated with clinical trials is vital for cancer patients.

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

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

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

With more than 26,000 members worldwide, ASCO is the leading medical

'society for physicians involved in cancer treatment and research. Engagement

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

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

What is a Clinical Trial?

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

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

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

~Clinical trials undergo rigorous review prior to opening and involve regular

oversight during and after a trial to protect the safety and rights of the
participants involved. Each clinical trial follows a set of rules called a
protocol. A protocol describes inclusion and exclusion criteria; the schedule of
tests, procedures, medications, and doses; and the length of the study. While

in a clinical trial, participants are seen regularly by the research staff to
monitor their health and determine the safety and effectiveness of the
treatment. »

Precedents for Clinical Trials Coverage

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

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

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

State governments have also been active in ensuring coverage of clinical trials
by private insurance plans under their control. Almost haif 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 (SWOG), has conducted studies that underscore the impact
of the Medicare coverage policy on clinical trial participation among the
elderly. In 1999, SWOG published a study finding sngmf icant 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 2001-2003.2

Cost of Clinical Trials Coverage

While there have been no definitive studies of the cost consequences of
clinical trial coverage, there have been a series of articles finding that
participation in clinical trials “dld not result in substantial increases in the
direct costs of med:cal care,” that “[c]linical protocols may add relatively
little to that cost,”* and that “additional costs of an open relmbursemcnt policy
for government-sponsored cancer clinical trials appear minimal.”® 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 subport efforts to
ensure that health plans and all insurers provide coverage for the routine costs

! Hutchins et al., “Underrepresentation of Patients 65 Years of Age or Older in Cancer-
Treatmment Trials,” N Engl J Med 341: 2061-2067 (1999).

? Unger et al., “Impact of the Year 2000 Medicare Policy Change on Older Patient Enrollment

to Cancer Clinical Trials,” J Clin Oncol 24:141-144 (2006).

3 Fireman et al., “Cost of Care for Patients in Cancer Clinical Trials,” J Natl Cancer Inst
92:136-142 (2000).

* Wager et al., “Incremental Costs of Enrolling Cancer Patients in Clinical Trials: a
Population-Based Study,” J. Natl. Cancer Inst 91:847-853 (1999).

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

L‘L c')'g (_’L Making a world of difference in cancer care
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Association of Armerican Society of Clinical Oncology
American Cancer Institutes

December 1, 2008

Kevin J, Cullen, MD

Director, University of Marytand

Marlene and Stewart Greenebaum Cancer Center
22 South Greene Street

Baltimore, MD 21201

Dear Dr. Cullen:

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

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

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

» 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 NCD also requires that clinical trials covered underthe policy have seven “desirable characteristics,”

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

2. The trial is well-supported by available scientific and medical information or it is
intended to clarify or establish the health outcomes of interventions already in
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) wili be
deermed automatically qualified untii the qualifying criteria are developed and the
certification process is in place. At that time the principal investigators of these trials
must certify that the trials meet the qualifying criteria in order to maintain Medicare
coverage of routine costs. This certification process will only affect the future status
of the trial and will not be used to retroactively change the earlier deemed status.”

Phase 1 Cancer Clinical Trials Have Therapeutic Intent

The National Cancer Institute’s {NCI) Investigator Handbook is instructive as to the therapeutic intent of
a Phase | 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/handbeok/index. html




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

To bring about these exciting new developments in cancer treatment, clinical trials participation is
required. it is particularly important in the Medicare-aged population not only because of the increased
incidence of cancer in the elderly and but also to develop our understanding of how treatments work in
this popuiation. 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,
£ LbBos el Q.;..ﬂ(x/\uk.uvm,
Raymond N. DuBois, MD, PhD Edward J. Benz, Ir., MD Richard L. Schilsky, MD
President President President
American Association for Association of American American Society of
Cancer Research Cancer Institutes Clinica! Oncology

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

® Kodish E, Stocking C, Ratain M, et al: Ethical issues in phase | oncology research: A comparison of investigators
and IRB chairpersons. I Clin Oncel 10:1810-1816, 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.

® Markman M: Further evidence of clinical benefits associated with participation in phase 1 oncology trials. B
Cancer 98:1021-1022, 2008.
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AHERICAN SOCETY or LLIMICALONCROGT

Coverage of Routine Patient Care Costs in Clinical Trials

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

For people with serious or life-thxeateﬁing illness, like cancer, completely satisfactory or curative
treatment often is not available. Those patients are nevertheless able to receive state-of-the-art

therapy through high-quality clinical trials, offering not only an important treatment option but an
opportunity to advance medical knowledge.

Cancer patients face a number of obstacles to clinical trials enrollment. One of the barriers is the

. potential denial of third party payment for the routine patient care costs for those enrolled in clinical

trials. Historically, payers have denied coverage for care provided in a clinical trial, arguing that
such care is “experimental” and therefore not a covered benefit.

Current Clinical Trials Coverage

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

payment policy and in enactment of legislation to ensure clinical trials coverage in more than 20
states.

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

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

ASCO Position

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

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

The cost of medical care provided when a patient with serious or life-threatening disease is entered
on a Phase I, I1, I, or IV (post-marketing) clinical trial — including hospital, physician, and other
health care items and services as well as the cost of approved drugs for labeled or uniabeled uses
which might be part of the regimen’ — should not be denied coverage when all of the following are
demonstrated:
. Treatment is provided with a therapeutic intent?;
. Treatment is being provided pursuant to a clinical trial approved by one of the
National Institutes of Health (NIH), an NIH cooperative group or an NIH center; the
Food and Drug Administration (FDA) in the form of an investigational new drug
(IND) or new device (IDE) exemption; the Department of Defense; the Department
of Veterans Affairs; or a qualified non-governmental research entity as identified in
National Cancer Institute guidelines or center support grants;
. The trial is conducted according to a written protocol, which includes the following
elements: trial design and scientific justification, criteria for inclusion and exclusion,
outcome measures, statistical analysis plan, conflicts and other ethical controls, and

publication policy; _

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

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

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

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

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

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

Originally adopted February 1993
As amended June 1994 and March 2005

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

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 trizls of interventions to prevent, rather than treat, diseases.

Coverage of Routine Patient Care Costs in Clinical Trials
ASCO Position Statement, March 20035 Page 2 of 2
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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 legs 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,

¢ Apilot study conducted by the American Association of Cancer Institutes (AACI) showed that the total mean direct medical
charges for patients enrolled in a clinical wial were less thant the charges for patients receiving standard theraoy!

* A Decernber, 2001 article similarly found that some clinical trials may actually result in Jower patient care costs. In addition, in
cases where trials resulted in modest increases 1n patient care costs, the authors concluded that these costs were justified by the
benefits that clinical trials bring to all patients?

* The Maye Clinic has found that the cost of care for patients enrolled in clinical trials is often little more than for patlents who
received standard therapy.?
¢ Authors of a study conducted at Kaiser Permanente found that the cost of medical care for enrollees in clinical trialg without

bone marrow transplant were no higher than for patients who were not enrolled in a trial. Kaiser further states, “Kaiser has heen
participating in cancer clinical trials without substantial increases in the direct costs of medical care.™

»  Themost comprehensive study yet confirms that there are only slightly higher pauent care costs associated with treating
patients in cancer clinical trials compared to treating similar patients outside of trials.”

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

¢ - A studyat Memorial Sloan-Kettering Cancer Center in New York Ci%[ showed that the overall average cost of treating clinical trial

patients was 17% Zzss 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 Jung cancer
were an average $1400 less for patients enrolled in a clinical trial’

2500

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 IOM's reasoning included the

following:
e The rei imbursement costs are limited to the cost of “standard care” which would be covered if the patient were not enrolled in the
tial®

¢ 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;®

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

1. Bennett CL. Stinson TJ, Vogel V, a¢ &/ 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. / Clir Oreo/ 2000:18:2805-10.

2. Bennett CL, Adams JR. Knox K5, Kelehan AM, Silver SM, Bailes ). Clinical trials: Are they a good buy? /Clin Onco/2001:19:4330-5.

3. Wagner JL, Alberts SR, Sloan JA, &f 2l Incremental costs of enru[hng cancer patients in clinical trials: a population-based study. JVMar/ Caneer lnst
1999:91:847-53,

4. Fireman BH, Fehrenbacher L, Gruskin EP, Ray GT. Cost of care for patients in cancer clinical trials. Ve Cancer Just 2000,92:136-42.

5. Goldman DP, Berry SH, McCabe MS, Kilgore ML, Potasky AL, Schoenbaum ML, Schonlau M, Weeks ]C, Kaplan R, Escarce J]. Incremental treat-
ment costs in National Cancer Institute-sponsored clinical trials, f44£4 2003; 289: 2970-76.

6. Quirk ), Schrag D, Radzyner M, ¢ 2 Clinical trial costs are similar to and may be less than standard care 2nd inpatient (InPT) charges at an aca-
demic medical center (AMC) are similar to major, minor, and non-teaching hospitals, Proc Am Soe Clin Oncel 2000194334, (abstr 1696).

7. Bennett CL. Stinson T}, Vogel V, er 2/ 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. [/ €lir Orpnf 2000,18:2805-10.

8. Aaron H}, Gelband H, editors. Extending Medicare reimbursement in clinical trials. Washington, DC: National Acadeny Press; 2000. p 13.

National Government Relations Department January 2007
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Senator Bert Stedman PREM EM I @ @
Alssks State Legislaure

Rm. 516
Juneau, AK 99801-1182 Jack £, McRiae

Senior Vicw President

April 7, 2009

Dear Senator Stedman:

On behalf of Premera Blue Cross Blue Shield of Alaska, I am writing to you, a member of the Senate
Finance Commilttee, to express our concerns with SB 10 regarding coverage of routine patient care costs
during a cancer clinical trial. We would like to work with you and members of the committee 10 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 our members
who are participating in phase 2 or 3 cancer clinical trials.

As drafted, SB 10 is a mandate requiring insurance companies to cover all phases of cancer clinical trials.
Mandates have the net effect of increasing the cost of insurance, and we expect that SB 10 will increase the
cost of insurance to Alaska consumers. However, if passed and implemented, this requirement would not
apply to 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 10 provide insurance for themselves and their
employees, especially during these tough economic times. SB 10 will impact the most vulnerable segment
of the insurance market by increasing the cost of their health insurance.

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

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

At a phase 4 trial, we¢ would cover the reatment if it 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
Aexibility to review and pay for these other medical treatments that may be more beneficial to our members,

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

Crallee.

Jac AcRae
Se Vice President

Sincerely,

CoM oN) FILE

RO, Box 327 tel 4255185757 WY, premsra.com An indapendant Lizenies of the
Seattle, WA 58141 fox 425.518.5635 o Blure Lo e Shietd Avociston
Jack racraeQpremess.com
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SB 280 Testimony 4/3/08

Jeanne E. Anderson, MD

Katmai Oncology Group, LLC T
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
tréatment for our patients. A clinical trial is a formal, scientific way to test whether a new

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

Alaska support clinical trials and there are over 50 trials open in this state for our cancer patients.

 However, only a small number of our patients enroll on these clinical trials, approximately 40

per year. There are many reasons why enrollment is low. These reasons include lack of
knowledge or interest on the part of the patient or physician, lack of availability of an appropriate
trial for the patient, and (relevant to this bill) lack of insurance coverage or fear by the patient
they will lose coverage if enrolled on a study. Passage of this bill will clearly remove an
important barrier to access of a clinical trial. It will result in Alaska physicians providing
improved care for our paﬁents, reducing the burden of cancer in our population, and facilitating

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

COPN onv FrlLe
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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 SB10 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,

-

o PU

By: Thomas Vasileff, MD, President
For: The Alaska State Medical Association




DIVISION OF LEGAL AND RESEARCH SERVICES

LEGAL SERVICES L”Q/O%

LEGISLATIVE AFFAIRS AGENCY

(907) 485-3867 or 465-2450 STATE OF ALASKA State Capitol
FAX (807) 465-2029 Juneau, Alaska 99801-1182
( Mail Stop 3101 Deliveries to: 129 6th St., Rm. 328
MEMORANDUM February 2, 2009
SUBJECT: Mandatory insurance for clinical trials for cancer, sectional

summary (SB 10; Work Order No. 26-1.S0073\4)

TO: Senator Bettye Davis
Attn: Thomas Obermeyer

FROM: - Dennis C. Bailey M
Legislative Counsel

You have requested a sectional summary of the abové—describcd 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 frials 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:lmb
09-011.Imb
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The Voice of Small Business®

Alaska

January 20, 2009

The Honorable Bettye Davis
Alaska State Senate

State Capitol Building
Juneau, Alaska 99801-1182

RE: Senate Bill 10

Dear Senator Davis,

On behalf of the National Federation of Independent Business/Alaska, 1
wish to express our opposition to Senate Bill 10. 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 NFIB’s members. As health-
care costs go through the roof, small-business owners have very few choices when
selecting insurance coverage for their employees. The tipping point is here, and
small businesses are begging for solutions to rising health-care costs, lack of
access and other issues.

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

Unfortunately, SB10 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, AKX 99803 » 907-723-6667 * denny.dewilt@nith.org
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by increased prices to eliminate health insurance for their employees. Mandates
prevent small employers from providing affordable insurance programs tailored to
its specific work force.

SB 10 is discriminatory against small employers as the mandate applies to those
who provide coverage regulated by state insurance statutes, but not programs
offered by the state and other governmental entitics 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

ce: Senate Finance Commitiee
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The Honorable Bettye Davis, Chair TRl -‘*\:m Bl ,
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RB: SB 10 (Davis)--Support
Dear Chair Davis,

On behalf of the members of AARP in Alasks, we encourage you and your colleagues on
the Senate Health end Social Services Committee to support SB 10, suthored by you.

8B 10 would rei;uira insurance programs, including Medicaid, to provide coverage for
tchancerﬁcﬁmsmdergoingclinical trials just as they would if the individual was not in
e trial.

Most of our significant advances in cancer treatment that have become standard

. * procedures began s clinical trials.

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

AARP recommends an “AYE” vote on SB 10,
Should you have any questions ebout our position, please feel free to contact me (586-

| 3637) or Patrick Luby, AARP Advocacy Director (907-762-3314).
{ . Thank you for your consideration.

Sincerely,

st

| Marie Dertin, Coordinator

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

586-3637 (voice)

463-3580 (fax)

CC:  Vice-Chair Jos Paskven . Senator Fred Dyson
Senator Joe Thomas Senator Johnny Ellis

. - Jenrie Chin Hansen, President
HEALTH / FINANCES / CONNECTING / GIVING / ENJOYING ~ Witam D. Novelli Chiaf Executive Officer






