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F}lZ) Class QIC: limited to the design, installation, maintenance, and testing of special
azard systems;

(13) Class [11C-DO: limited to the design of special hazard systems,

(14) Class 1V: limited to the installation, maintenance, and testing of pre_-enﬁineered dry
and wet chemical fire suppression systems for restaurant and commercial hoods, ducts
and associated cooking appliances.

(h) To qualify for a permit under this section, an applicant

)
(1) s}?alll submit an application to the state fire marshal on a form provided by the
marshal;

2) must be 18 years of age or older; and

(
(3) at the time of application, must meet the following minimum requirements for the
class of permit for which the applicant has applied:

(A) Class IA: have

Ei) not ess dthan two years cumulative experience in the fire alarm signaling system
usiness; an

gii) passed the examination for NICET Il certification elements in fire alarm systems or
he equivalent;

(B) Class IB:

E)i) have not less than two years cumulative experience ir the fire alarm signaling systems
USiness;

(ii) be employed in a ?o_sition of supervisory responsibility for the installation,
maintenance, and testing of fire alarm signaling systems; and

(ili) have passed the examination for NICET Il certification elements in fire alarm
systems or the equivalent;

(C) Class 1B-Special:

(1) have completed an approved electrical apprentice program;
(1) be a current Alaskajourneyman electrician; and

(

ii1) not hold a position of supervisory responsibility;



(D) Class IC:

E)i) have not less than five years cumulative experience in the fire alarm signaling systems
usiness;

Eii) be employed in a position of supervisory responsibility for the preparation of
ecftmmal dodcuments and the installation, maintenance, and testing of fire alarm signaling
systems; an

(ili) have passed the examination for NICET I certification elements in fire alarm
systems or the equivalent;

(E) Class IC-DO:

(1) have not less than five years cumulative experience in the design of fire alarm
signaling systems business;

(i1) be employed in a position of supervisory responsibility for the design of fire signaling
systems; and

(ili) have passed the examination for NICET Il certification elements in fire alarm
systems or the equivalent;

(F) Class I1A: have

(i) not less than two years cumulative experience in the water-based fire suppression
system business; and

(1) passed the examination for NICET I certification elements in automatic sprinkler
Systems or the equivalent;

(G) Class 1B

(1) have not less than two years cumulative experience in the water-based fire suppression
system business;

(i) be employed in a ?osition of supervisory responsibility for the installation,
maintenance, and testing ot water-based fire suppression systems; and

(ili) have passed the examination for NICET Il certification elements in automatic
sprinkler systems layout or the equivalent;

(H) Class IIC:

(1) have not less than five years cumulative experience in the water-based fire suppression
system business;



Eii) be employed in a 0Position_of supervisory responsibility for the preparation of
ecrtlmcal d%cuments and the maintenance and ‘testing of water-based fire Suppression
systems; an

(ili) have passed the examination for NICET I certification elements in automatic
sprinkler systems or the equivalent;

1) Class 11C-DO:
i

(
(1) have not less than five years cumulative experience in the design of water-based fire
suppression system business;

(i) be employed in a position of supervisory responsibility for the design of sprinkler
systems; and

(ili) have passed the examination for NICET I certification elements in automatic
sprinkler systems layout or the equivalent;

(J) Class HIA: have

(i)dnot less than two years cumulative experience in the special hazard systems business;
an

(if) have passed the examination for NICET Il certification elements in special hazard
systems or the equivalent;

(K) Class 1B

E)i) have not less than two years cumulative experience in the special hazard systems
USiness;

(ii). be employed in a ?osition of supervisory responsibility for the installation,
maintenance, and testing of special hazard systems; and

(1ii) have passed the examination for NICET Il certification elements in special hazard
systems or the equivalent;

(L) Class inC:

E)i) have not less than five years cumulative experience in the special hazard systems
USiness;

(il) be employed in a Positio_n of supervisory responsibjlit% for the preparation of
technical documents and the maintenance and testing of special hazard systems; and



(iil) have Fassed the examination for NICET 11l certification elements in special hazard
systems or the equivalent;

(M) Class 111C-DO:

(1) have nat less than five years cumulative experience in the design of special ii.izard
system husiness;

F]ii) be employed in a position of supervisory responsibility for the design of special
azard systems; and

(iii) have passed the examination for NICET Il certification elements in special hazard
systems layout or the equivalent;

(N) Class IV:

(i) have not less than two years cumulative experience in the kitchen fire suppression
System maintenance business;

gii) have gassed the examination for NICET special hazard elements 52001, 52002,
3002, 53004, 53005, and 54013 or the equivalent;

(111) possess at least one manufacturers training certificate; and
(iv) possess the specific system manuals for the systems to be serviced.

(1) Repealed 9/13/2007.

) Ifa company or individual is involved in the installation, maintenance, or design of a
Ire suppression system or fire alarm mﬂnalmg system and does not possess a required
permit, the state fire marshal will, in the marshal's discretion, order work stopped by
service of an order in writing in accordance with 13 AAC 50.070.

E)k) The state fire marshal will provide written notice to a permit holder at  least10 days
efore an action to revoke or suspend a permit. The fire marshal will, in  themarshal's
discretion, revoke or suspend a permit

(H if a permit holder has materially misrepresented that individual's qualifications in
obtaining or renewing the permit or iS subject to revocation under 13 AAC 55.100(c);

(2) if a permit holder is found, after an administrative investigation, to be negligent
Incompetent, or to have committed substantial misconduct in the preparation of technical
drawings, or the installation or maintenance of a system;

gS)Igased upon documented repetitious violations of 13 AAC 50-13 AAC 55 by a permit
older;



(4) for other good cause found by the state fire marshal.

(/) An order of suspension must state the length of the suspension. The period of
iﬁspegsmn may not be less than 30 days and may not exceed one year from the date of
e order.

(m) An order of revocation must state the length of the revocation. The period of
revocation may not be less than one year and may not exceed two years.

(n) Unless the context indicates otherwise, in this section,

(1) "company" means any individual, partnership, firm, grouF_, organization, corporation,
or any other entity that performs or represents itself as qualified to perform any of the
following functionis related to a fire alarm signaling system or fire suppression system, or
any portion of a system:

A) preparation of technical design documents;
B) installation, either in whole or in part;

C
D) inspection;

(
(
(
(

)
) maintenance; or
)

(2) "design” means the preparation of detailed drawiné;s of a fire alarm signaling system
or fire suppression system and the calculations an sgeuflcatlons for ‘those systems
completed in accordance with the requirements of 13 AAC 50-13 AAC 55;

(3) "direct oversight and supervision" means that a company must have sufficient
per ;onnel with appropriate permits to inspect and cernf?/ that work bem(t; performed on
systems is in substantial compliance with applicable laws, product listings, and
manufacturer's installation instructions;

(4) "equivalent” means 20 years of relevant experience in the design, installation, or
maintenance of systems or such other combination or documented training, experience,
or certification, that the fire marshal determines is substantially equivalent to the
requirements of () of this section;

(5) "fire alarm signaling system™ means any signaling system that is either automatically
or manually activated to notify persons on or off the property of a fire condition;

(6) "fire suppression system” means a system that is either automatic or manual and
designed to protect a process, building, of structure from fire; “fire squressmn system"
includes piping, fire mains, standpipes, and thermal systems connected to the system;



(7) "installation" means the initial placement of equipment or the extension* modification,
or alteration of a system alter the initial placement;

(8) "maintenance™ means to repair, service, or replace a System or a srstem component
when, for any reason, it becomes undependable or mot()eratlve; "maintenance” includes
periodically recurrent inspections and tests required to keep a system and its component
parts in an operative condition at all times;

(9) "NICET" means the National Institute for Certification in Engineering Technologies;

(10) "owner maintenance™ means basic maintenance performed by an owner or the
owner's representative who is capable of performing maintenance in accordance with the
law and n_atlonaII%/ recognized standards of good practice; owner maintenance includes
the following nontechnical repairs:

(A) replacing sprinkler heads;
(B) resetting valves;

(C) replacing damaged or missing pipe hangers;
(D) replacing batteries;

(E) replacing indicator lamps;

(F) tightening electrical connections; or

(G) replacing damaged or inoperative detection or audible devices;
(

11) "permit" means the document issued under this section by the state fiie marshal to an
Individual as verification of that individual's qualifications to design, install, and maintain
fire protection systems in accordance with this section;

E122 "permit holder" means an individual who has been issued a permit under this section
y the state fire marshal;

?,13) "special hazard system" means a system that uses gases, chemicals, or foam as the
ire suppression agentand includes Halon systems, C02 systems, wet chemical systems,
dry chemical systems, AFFF systems, and protein foam systems;

(14) "system" means a fire alarm signaling system or fire suppression system;

(15) "water-based fire suppression system" means a system that uses water as the
suppression agent; “water-based fire suppression system” includes automatic fire
sprinkler systems and standpipe systems.



Tégtory: Eff. 6/10/93, Register 126; am 8/31/96, Register 139; am 9/13/2007, Register

Authority: AS 18.70.010
AS 18.70.080

AS 18.70.090

Editor's note: Copies of NICET publications are available from the National Institute for
Certification in Engineering Technologies, 1420 King Street, Alexandria, Virginia 22314,
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Labor and Commerce Committee considered SENATE BILL NO. 280

SB 280 MEDICAID/ INS FOR CANCER CLINICAL TRIALS
'An Act requiring health care insurers to provide insurance coverage for medical care received by a patient
during certain approved clinical trials designed to test and improve prevention, diagnosis, treatment, or
palliation of cancer; directing the Department of Health and Social Services to provide Medicaid services to
persons who participate in clinical trials; relating to experimental treatments; and providing for an effective
date."
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SENATE BILL.:
[ ] bereplacedwith[ ]SCSor[ ]CS__ ] ] Elamer {itle
ew litle
X adopt previous | | SCSorl/cs _ 66 zm oUS
HOUSE BILL:
] attached amendment(s) %a(r)?]?li-(ll-g[ﬁiﬂe
] adopt Letter of Intent [ ] ﬁ%&vn%% el
1 further referral to Committee SCR#
NEW FISCAL NOTE(S): PREVIOUS FISCAL NOTE(S):
4,Pafe -FECQ[, urns JEN#
5/0(dbl Vv H .
[ 1 APPROPRIATION - no fiscal nots
“5oU*)Bm* Ericv n
s aln fCi3SE&-v
DaTTs
C J —
/ A*
Ao >A

Fillr



Alaska State Legislature

Interim  (May -Dec.) Stuion: (Jan -May)

716 W 4* Ave State Capitol, Suite 30
Anchorage, AK 99501 Juneau, AK 99801-1182

NONEe (907)269-0144 Phone. (907)465-3822
lax. (907)269-0148 Fax. (007)465-3756
Tollfree: (800)770-3822

Senatcrﬁﬁmi/\\/ﬁwiﬂ’\ Eﬁi i&'@ak us
Senator Bettye Davis

CS for Senate BiU 280(HES), 25-LS1464VM (3/27/08)

“An Act requiring heilth care insurers to Prowde Insurance coverage for medical care received by
a patient during ¢ertain a groved clinical trials de&gned to test and"improve prevention, diagnosis,
treatment, or palliation of Cancer; directing the Deﬁ_ rtment of Health an Social Services to provide
Medicaid services to persons who participate in clinical trials; relating to experimental procedures;

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, dla?nose, or treat
disease. Patients who take part in cancer clinical trials have an opportunity to contribute to the kn_owledﬁe
of, and Progress against cancer. They also receive state-of-the art treatment from experts in the field. The
National Cancer Institute, as part of'the U.S. National Institutes of Health, reports 6,000 cancer trials in
the United States any one time. They include trials in prevention, screening, diagnosis, treatment, quality-
of-life, and genetic studies.

SB 280 removes important barriers to the participation of patients in cancer clinical trials in Alaska. It
requires 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 Palhatlon
(supportive care) of cancer. Currently Alaska health plans can exclude .coverag%e for routine patient-care
costs while a patient with cancer is enrolled in a clinical trial. Providers of health care plans often
conclude that moner IS saved b?/ e_xcludlnP 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.

Studies have shown that only 2-3 percent of eligible adult patients enroll in clinical trials with a 6.5%
increase in costs for clinical frial participants compared to nonparticipants. gNanonaI Conference of State
Legislatures, www.ncsl.orq/_program_s/health/_chnlcaltrjals.htm. accessed 2/27/08)  Without in-state
facilities and support of clinical trials participants in Alaska currentI?/ have to travel out of state,
increasing the cost of non-emergency transportation which is about 3% of total Medicaid costs.

Sponsor Statement CSSBI)(HES), 25-LS1464\M
Rev 3-27-08
Page 10f2


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

InFY 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. Based on an estimated 2.5% participation rate per
above, ahout 115 patients are expected to participate in clinical trials each year. A 6.5% increase for 115
persons would add $35.00 per year to Medicaid for cancer treatments. o_n-emergzenc transportation
costs for the same group are estimated to add another $15.00 per year. The fiscal note adds an estimated
$50,000 per year with the federal government paying halfof this.

Twenty-three states have passed Ie%lslatlon or instituted special agreements requiring health plans to gag
the cost of routine medical care patients receive while participating in clinical trials. Passage of SB 28

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,

Spontor Statement CSSB 280(HES), 25-LS1464VM

Rev. 3 27-0S
Page 2 0f2
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SUBJECT: Mandatory insurance for clinical trials for cancer, sectional

summary (CSSB 2SO(HES); Work Order No. 25-LSI464NM)

TO: Senator Bettye Davis
Chair of Senate Health, Education A Social Services Committee
Attn: Tom Obermeyer

FROM: Dennis C.

Legislative C

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

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

contents.

Section 1. Requires healfo care insurers to oover 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 foe treatment in foe clinical trial
will be at least as efficacious as any noninvestigational alternative; makes coverage for
clinical trials subject to standard policy provisions that are applicable to other benefits;
and defines covered clinical trials and patient costs.

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

minimum standard benefits.

Section 3. Requires the state Medicaid program to cover clinical trials related to cancer.

Section 4. Gives foe Act a January 1,2009, effective date.

DCBrmed
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POSITION PAPER ON HEALTH PLAN COVERAGE FOR PATIENT CARE COSTS IN
CANCER CLINICAL TRIALS

Sponsored by the Denali Oncology Groulp, 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, o

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

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

4. Twenty-three states in the United States have passed Ie%!slatlon or instituted special
agreements requiring health plans to pay foe cost of routine medical care a patient
réceives while participating ina clinicaf trial. _ o

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

6. Results of clinical trial3 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 foe State of Alaska Pass abill requirinﬂ that all health
care plans, mclud_ln? Medicaid, cover routine patient care costs for patients enrolled inall phases
of clinical trials, including prevention, detection, treatment and palliation (Supportive carejpof

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 ph;t/sman_s more often recommending patient

garnupatlon, and in patients having greater desire to enroll in clinical trials.

reater participation by Alaskans ircancer clinical trials will result in improved care of

our patients in'the short- and Ion%-term,Jmproved doctor-patient relationship, increased

patient satisfaction with treatment, and increased retention of patients in Alaska for their

cancer care. S , S

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

2

Page 10f2
3/3/2008



REFERENCES:

1. States That Require Health Plans to Cover Patient Care Costs,in Clinical Trials
htto: /www.cancer.uov/clinicaltrials/leaming/laws-about-clinical-trial-coats
Clinical Trials and Insurance CoveraPe * A Resource Guide
hitp:A\www.cancergov”clmicaltnals/ eamlntv;n:suranc,e-covera?e/Da?el
CoverwfRo ine Patient Care Costs in Clinical Tr%IéOF(’ﬁa lon Statement
tDVAVIWasco. Japwntoads/patient care costs 305, L
American Society of Clinical Oncolocc1y Response to CMS Town Hall Meeting “The
EtTect of Coverage and Payment on Clinical Research Study Participation an
Retention™ September 10,2007

Harris Interactive. Health Care Mens. Vol 1, Issue 3, January 22,200 1

Lara PN, et al: ProsPectl\_/e evaluation of cancer clinical trial‘accrual patterns,
|1d7e3n3t|%|61glpotent|a barriers to enrollment. Journal ofClinical Oncology. 19:1728-

1. Lara PN, et al: Evaluation of factors affecting awareness of and WlIIlngness to
Eartlupate in cancer clinical trials. Journal ofC linical Oncology. 23:9282-9289,2005.

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

9. Bennett CL, et al: Evaluating the financial impact of clinical trials inoncology:
results fromaﬁllot study from the Association of American Cancer
Institutes/Northwestern University Clinical Trials Costs and Charges Project Journal
ofClinical Oncology. 18:2805-28°10,2000.

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

11. Wagner JL, et al: Incremental costs of enrolling cancer patients in clinical trials; a
opulation-based study. Journal ofthe National Cancer Institute. 9 1947-853,1999,

12, Buwk J, ctal: Clinical trial costs are similar to and may be less than st-ndard care and
inpatient (InPT) charges at an academic medical center (AMC) are similar to major,
minor, and non-teachlng hospitals. Proc American Society C linical Oncology.
19433, (abstr. 1696), 20000 o

13, Bennett C L, et al: Evaluating the financial impact of clinical trials in oncology:
Results from a pilot study from the Association of American Cancer
Institutes/Northwestern University Clinical Trials Costs and Charges Project. Journal
ofClinical Oncology. 18:2805-10,2000.

oS>on


http://www.cancer.uov/clinicaltrials/leaming/laws-about-clinical-trial-coats

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

Freguently Asked Questions (FAQ)

1. What b aclinical trial? A clinical trial is a scientific way of studying a new treatment
fo%a s;feuflc dlsTase that may be better and/or safer than éxisting treafments,

2. Why are clinical triab necessary? Without these studies, we can not determine whethe*
a new treatme?t IS safe, T.ffect ve, and better than exmtmg O?IIOHS. _

3. What types of cancer clinical triab exbt? Trials may be for prevention, early
detegtion, diagnosis, or treatment of cancer. There are‘also trials for reducing Symptoms
and improving quality-of-life, L L

4. Why would & cancer patient consicer participating Ina clinical trial?

a. Treatment given on the clinical trial offers the potential for better outcome (e.g.
longer life 0r higher cure rate) than the standard treatment
b Result%gfthe trial will hel;i |mﬁrove treatment for future patients.
IS It risky to e ona clinical trial? There are risks with any type of cancer treatment
3Ide effedct_s that occur qu pat1t|ert1_ts otn a ch,nlca(ll trial are mtOPI ored very closely
escrifed in paperwor atients receive i.e., consent form). =

6. Are cﬁnlcaﬂ Eﬁoa% avall 61eP|nAqasLa? Yes, more than 50 car%mrchmcal trials are open
InAlaska for patients to receive treat fnt Instate. . . _ _

7. Do doctors or patients fqal_n financially from participating InrfiwH triab? We only
support the conduct of sfudies where there is no financial gain for patients or pysicians.
Support is provided by the sponsor of the study to help pay for costs associated with the
trial, such as research personnel and requlatory requirements.

Myths

1“1 may receive Placebo.” Placebo is rarely used in cancer clinical trials because there is
usually an acceptable standard treatment, However, if the standard is to offer no
treatmient, then the new treatment under investigation will be compared to no treatment

8., _;i)lacebo . Patients will always be informed of the Potentlal o receive placebo.

2. "Iwillbea umeapl% Patients on clinical trials are treated with respect, receive
informed consent, and have all questions answered. They have the right to withdraw
from the stuigy at any time wi out(iom_prom|smg their future care,

3. “I'mnot sick enough for a clinical triaL” Many trials are studying ways to prevent
cancer in healthy pedple 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.



Arizona
California

Connecticut
Delaware*
Neorgia
Louisiana
Maine*

ytand
Massachusetts
Missouri

‘oevada

“*Uew Hampshire
‘wew Mexico

hiiorth Carolina*
~hode Island

ennessee

»'ermont
Virginia

9302007

State Laws Addressing Third-Party Raimbureamant for Clinical Trials for tha Treatmant of Cancar

(as of Saptambsr 30,2007)

ARIZ. REV. STAT. ANN. §8 20-1342.03, 20-326.01. 20- X1
1057.07, 20-1402.01, 20-1404.01, and 20-2328

CAL. HEALTH & SAFETY CODE § 1370.6; CAL. INS. CODE 8§ X
10145.4; and CAL. WELF. & INST. CODE § 14132.98

CONN. GEN. STAT. ANN 88 38a-504a to 38a-504g and 38a-
542a to 38a-542¢
DEL. CODE ANN, tit. 18, § 3567

GA. CODE ANN 8§ 33-24-59.1

LA. REV. STAT. ANN. §22:230.4

ME. REV. STAT. ANN, tit. 24-A, 8§ 4301-A and 4310
MD. CODE ANN., INS. § 15-827

MASS. GEN. LAWS ANN, ch. 175, § 110L

MO. REV. STAT. § 376.429

NEV. REV. STAT. §§ 609A.04033, 689B.0306, 695B.1903,
695C.1693, and 695G.173

N.H. REV. STAT. ANN. §415:18-
N.M. STAT. ANN. § 59A-22-43 X4
N.C. GEN. STAT. ANN. § 58-3-255

R.. GEN. LAWS 8§ 27-18-36, 27-18-36.2, 27-19-32 to 27-19-
32.3, 27-20-27 t0 27-20-27.3, and 27-41-41 to 27-41-41.3

TENN. CODE ANN. § 56-7-2365 X4
VT. STAT. ANN, tit. 8, 8 4088b 8
VA. CODE ANN. §§ 2.2-2818 and 38.2-3418.8

Source: Netional Cancer Institute, State Cancer Legislative Detalbase Program Bethesda. MD SOLD
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State Laws Addressing Third-Party RaJmbursamant for Clinical Trtela for tha Treatment of Cancar
(aa of September 30,2007)

Note: Because arrangements for the reimbursement of clinical trials for several states tell outside the scope of the State Cancer Legislative Database protocols, those states are
net included herein. Michigan and New Jersey, for example, instituted special non-legislative agreements whereby insurers voluntarily cover routine medical care that is part of a
ciin»cal trial. According to the state employee benefits handbook, Ohio provides coverage for cancer treatment clinical trials to state employees who are enrolled in the state

employee health benefit plan. In Georgia, a ncn-legislative agreementamong a number of private health plans and state-based plans provides coverage for adults and children.

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

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

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

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

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

6 Ar "liesonly to Phase Il or Il prescription drug clinical trial programs.

Coverage for Phase land Phase Il clinical trials is decided on a case-by-case basis.
8 Requires the state Department of Banking, Insurance, Securities, and Health Care Administration to issue regulations that specify the requirements for coverage
of -outine costs for patients who participate in approved cancer clinical trials conducted by specified providers. Coverage requirements are included in Regulation

H-2001-04.
9 Treatment ina Phase Iclinical trial may be covered on a case-hy-case basis.

9302007 Source: National Cancer Institute, State Cancer Legislative Database Program Bethesch. M SOLD 20f2
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MCAH WFFTto*OMCAL ONCOLOGY

Coverage of Routine Patient Care Costs in Clinical Trials

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

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

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

Current Clinical Trials Coverage

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

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

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

ASCO Position

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



Standards for Clinical Trials Coverage

Thefollowing ASCOstandards should remain the standardfo r Medicare coverage andshouldserve
as the modelfor state legislative initiatives, including provisions governing coverage under state-
fundedprograms like Medicaid, as wellas mandatesforprivate insurance and managed careplans.

The cost of medical care provided when a patient with serious or life-threatening disease is entered
ona Phase I, 11, 11, or IV (post-marketing) clinical trial - including hospital, physician, and other
health care items and services as Well as the cost of approved drugs for labeled or unlabeled uses
which might be part of the regimen1- should not be denied coverage when all of the following are
demonstrated:

. Treatment is provided with a therapeutic intent2;

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

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

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

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

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

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

. The available clinical or preclinical data provide a reasonable expectation that the
protocol treatment will be at least as efficacious as non-investigational therapy.3

Originally adopted February 1993
As amended June 1994 and March 2005

11tems 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 ofany non-health services that
might be required for a person to receive the treatment, and the costs of managing the research.

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

1Whi le these standards refer to clinical trials involving “treatment””r “therapy”’the same principleswould apply equally
to trials of interventions to prevent, rather than treat, diseases.

Coverage of Routine Patient Care Costs in Clinical Trials
ASCO Position Statement, March 2005 Page 2 0f2
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Clinical Trials: Questions and Answers

Key Points

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

Every Eﬁﬁ%m trial has a Rrotocol, 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 41 o
Informed consent is aFrocess b¥_wh|ch eople team the important facts about a clinical trial to
help them decide whether to participate {Jsee Question 61.

Payment of patient care costs in clinical trials varies by health Insurance plan and by study (sae

Qestion 11)-

What are clinical trials, and why are they important?

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

What are the types of clinical trials?
There are several types of dinical trials;

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

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

* Diagnostic triale study tests or procedures that could be used to identify cancer more
accurately. Diagnostic trials usually indude people who have signs or symptoms of cancer.

* Treatment triale are conducted with people who have cancer. They are designed to answer
specific questions about, and evaluate the effectiveness of, a new treat.rent or a new way of
using a standard treatment. These trials test many types of treatments, such as new drugs,
vaccines, new approaches to surgery or radiation theraov. or new combinations of treatments.

*Quality-oMIfe (also called supportive 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 nausea, vomiting, sleep disorders, depression, or dther effects
rom cancer or its freatment.

Generics studies are sometimes Part of another cancer dinical trial. The genetics component
of the trtlal Tay fgcus on how genetic makeup can affect detection, diagnosis, or response to
cancer treatment.

Population- and famity-based genetic research studies differ from traditional cancer dinical
trials. In these studies, researchers look at tissue or blood samples, generally from families or
large groups of people, to find genetic changes that are associated with cancer. People who
partidpete in genetics studies may or may not have cancer, depending on the study. The goal

1
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ofthese stLles is to el undersand the roke of ot In he developmentof cance.

3. Who sponsors clinical trials?

4,

Government agencies, such as the National Cancer Institute INCH and other parts of the National
Institutes of Health (NIHI. the Department of Defense, and the Department ofVeterar}]s alrs,
sponsor and conduct clinical trials. In addition, organizations or individuals, such as nhy«irtan«
n?_edlc?ltln?tltutlons, foundations, volunteer groups, and pharmaceutical oompanies, also sponsor
clinical trials.

NCI sponsors a large number of clinical trials and has a number of pro?rams desi(r;ne.d to make
clinical trials widely available in the United States. These programs include the following:

m The Cancer Centers Program éjrowdes support to research-oriented institutions, including.
those that have been designated as NCI Comprehensive or Clinical Cancer Centers for their
scientific excellence. More information is available In the NCI fact sheet The National Cancer
Institute Cancer Centers Program, which is available at
htto://www,cancer,QOv/cancertOchs/factsheet/NCI/cancer-centers on the Internet.

+ The Specialized Programs of Research Excellence (SPOREs) bring together scientists and
researchers to design and Implement research programs that can Improve prevention,
detection, diagnosis, and treatment of si)ecmc types of cancer. More information about
SPOREs is available at http://sDores.ncl.nlh.gov/index.html on the Internet

+ The Clinical Trials Cooperative Group Program brings researchers, cancer canton, and
doctors to?ether into cooperative groups. These groups work with the NCI to Identify Important
questions Tn cancer research, and design and conduct multisito clinical trials to answer these

uestions. Cooperative groups are located throughout the United States and In Canada and

urope. For more information, refer to the fact sheet NCI's Clinical Trials Cooperative Group
Prot%rar'ntat ht%p://www.cancer.gov/cancertoplCB/fact3heet/NCI/cIInIcaI-tnaIs-cooDerstlve-group
on the Internet.

« The Cancer Trials Support Unit (CTSU) makes NCI-sponsored chase IIl treatment trials
available to doctors and patients in.the Units:1States and Canada ., Doctors who are not
affiliated with an NCI-sponsored Clinical Trials Cooperative Group (see aboveg must complete
an application process, which indudes credential verification and site ?repar,e ness
assessment, to become members of the CTSU's National Network of Investigators. CTSU
members can enroll patients in clinical trials through Ihe program's Web site, which is located
at htto://www ctsu.org on the Internet. General Information about the CTSU Is also available on
the program's Web site, or by filing 1-688-823-5923.

* The Community CllnlcaIOncoIogﬁ Program (CCOP) makes dinical trials available ina large
number of communities across the United States. Local hospitals throughout the country
affiliate with a_cancer center or a cooperative group. This affiliation allows doctors to offer
People participator n dinical trials more easily, so they do not have to travel long distances or
eave their usual caregivers. The Minority-Baaed Community Clinical Oncofogy Program
focuses on encouraging minority Eopulatlons to participate in dinical trials. More information
about the CCQP can be found in the NCI fact sheet Community Clinical Oncology Program:
(%uestlons and Answers, which is available al
http://www.cancer.gov/cancertoplcs/factsheel/NCI/CCOP on the Internet.

+ The National Institutes of Health Clinical Canter, a research hospital located in Sethesda.
MarKlland is part of the NIH, Trials at the Clinical Center are conducted by the components of
the NIH fndudln? the NCI. The NCI fact sheet Cancer Clinicel Trials at tha National Institutes
of Health Clinical Center: Questions and Answers has more information about the Clinical
Center. This fact sheet Is available at

How are partidpants protected?

Research with people is conducted according to strict sdentlfic and ethical principles. Every dinical
trial has a protacol, or action plan, which acts like a "recipe” for conducting the trial. Theplan
describes what will be done in the stud%, how It will be oonducted, and why each part of the study Is
necessary. The same protocol Is used by every doctor or research center taking pari in tha trial.

All dinical trials that are federally funded or that evaluate a new drug or medical device subject to
Food and Druﬂ Administration régulation must be reviewed and approved by an Institutional Review
Board (IBB). Many institutions require that all clinical trials, regardless of funding, ba reviewed and
aPproved by a local IRB. The Board, which indudes doctors, researchers, community leaden, and
other members of the community, reviews the protocol to make sure the study is conducted fairly
and partidpants are not ||ke|P’ to'be harmed. The IRB also deddes how often to review the trial once
It has be?un. Based on this [nformation, the IRB deddes whether the dinical trial should continue aa
initially planned and, if not, what changes should be made. An IRB can stop a dinical trial If the
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NIH-suFI[)orted dinical trials require data and safety monitoring. Some dinical trials, especially
phase Il dinical trials, use a Data and Safety Monitoring Board (DSMB). A DSMB la an Independent
committee made up of statisticians, physicians, and patient advocates. The DSMB ensures that the
risks of participation sre as small as possible, makes sure the data ere complete, and stope a trial if
safety concerns arise or when the trial's objectives have been met.

5. Whatare eligibility criteria, and why are they important?

Each study's protocol has guidelines for who can or cannot partidpate in the study. These
%mdelmes_, called eligibility criteria, describe characteristics that must be shared by all partidpants.

he criteria differ from study to study. They may indude age, gender, medical hisfory, and current
health status. Eligibility critéria for treatment studies often require that patients have a particular type
and stage of cancer,

Enrolling participants with similar characteristics heIPs 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 ofa person s
condition becoming worse by participating in the study.

6. What is informed consent?

Informed consent is a process by which people learn the Important facts about a dinical trial to help
them decide whether to partidpate. This information indudas details about what is involved, such as
the purpose of the study, the tests arid other procedures used In tha study, and.the possible risks
and benefits. In addition to talking with the doctor or nurse, people receive a written oonsent form
explammg 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
mﬁetbhg stu_d)aat any timé—eitlw before the study starts or at any time during the study or tha

atUP period.

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

7. Where do dinical trials take place?

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

8. How are dinical tnals conducted?

Clinical trials are usually conducted in a series of steps, called phases. Treatment dinical trials
listed in PBO®. the NCI's comprehensive cancer Information database, are always assigned a
phase How<>*er, screening, prevention, diagnostic, and quality-of-life studies do’not always have a
phase. Genetics clinical trials generally do not have <¢phase.

* Phase | trials are the first step In testing a new approach In people. In these studies,
researchers evaluate what fata Is safe, how a new agent should be given (by mouth, injected
into a vein, or injected into the musdej, and how often. Researchers watch dosety for any
harmful side eftods. Phase Itrials usually enroll a small number of patients and take place at
only a tew locations, The dose of the new therapy or technique is increased a little at s time.
fThtehhlgthetS't dose with an acceptable level of sidé effects is determined to be appropriate for
urthertesting.

*Phase Il trials study the safety and effectiveness of an agent or Intervention, and evaluate how
itaffects the human body. Phase Il studies usually focuson a particular type of cancer, and
indude fewer than 100 patients.

*Phase Ill trials compare a new agent or intervention (or new use of a standard one) with the
current standard therapy. Partidpants are randomly asmgne,d to the standard group or the new
group, usually by comﬁuter. This method, called randomfcation. helps to avoid'b [u and
ensures that human choices or other factors do not affect the study’s resuits. In most cases,
studies move into phase Il testing only after they have shown promise In phases Iand II.
Phase Il trials often indude large’numbers of people across the country.

m Phase IV trials are conducted to farther evaluate the long-term safety and effectiveness of e
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Peotple who participate in a clinical trial work with a research teem. Team members may Include

doctors, nurses, social workers, dietitians, end other health professionals. Tha health care team
rovides care, monitors Fartldpants' health, and offers specific instructions about the study. So that
he trial results are as reliable as possible, itis |mEorta.nt for participants to follow the research

team s instructions. The instructions may include keeping logs or answering questionnaires. The

research team may continue to contact partidpants after the trial ends.

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

. Par_tldFar]ts have access to promising new approaches that are often not available outside the
dinical trial setting. , .

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

+ Partidpants receive reqular and careful medical attention from a research team that indudes
doctors and other health professionals.

m Partidpants may be the first to benefit from the new method under study.

+ Resuits from thé study may help others in the future.

10, What are some of the possible risks associated with taking part in a dinical trial?
The possible risks of partidpating In a dinical trial indude the following:

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

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

+ Partidpants in randomized trials will not be able to choose the aPpro_achthey receive.

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

[ | |Patr#d;()jan,ts Irr{a_ylbe required to make more visits to the doctor than they would if they were not
n the dinical trial.

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

Health insurance and managed care providers often do not cover the patient care costs associated
with a dinjical trial. What they cover varies by health plan and by study Some health plans do not
oover dinical trials ;| they consider the approach being studied sexperimental” or ‘Investigational *
However, |fenou?h datd show that the approach is safe and effective, a health plan ma?/_conmder
the approach 'established" and cover some or all of the costs. Partidpants may have di flcuItY
obtaining coverage for costs assodated with prevention and screening dinical trials; healtn plans
are cur,re_ntIY less likely to have review processes in place for these studies. It may. therefore, be
more difficult to get coverage for the costs assodated with them. In many cases, it helps to have

someone from the research team talk about coverage with representatives of the health plan.

Health plans may spedfy other criteria a trial must meet to be covered. The trial mlght have to be
sponsored by a Specified organization, be judged "medically necessary* by the health plan, not be
significantly more expensive than treatments the health plan considers standard, or focus on types
of cancer for which no standard treatments are available, in addition, the facility and medical staff
might have to meet the plan's qualifications for conducting certain procedures, such as bone
marrow transplants. More Information about insurance coverage can be found on the NCI's CUnical

Trials and Insurance Coverage: AResource Guide Web page at
on the Internet.

Many states have passed legislation or developed Rolicies, rwuirinq health plans to cover the costs
of certain dinical trials. For more [nformation, visit the NCI's Web site at
http://www.canoer.Qoy/dInicaltrials/deyalODmonts/laws-Bbout-dlnical-trial-coBtfl on the Internet.

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

* Medicare reimburses patient care costs for its benefidaries who partidpate in dinical trials
des!Pned to diagnose or treat cancer. Information about Medicare coverage, of dinical trialg is
avalfable at htto™/www.madicare.gov on the Internet, or b caIImg Medicare's toft-free nymber
for benefidaries at 1-800-633-4 1-000-MEDICARE¥. The toll-free number for the hearing
Impaired is 1-877-486-2048. Also, the NCI fact sheet More Choices In Cancer Care:
Information for Benefidaries on Medicare Coverage of Cancer C(I)llqntcr?el Ian{glrSnlesf avallable at

+ Benefldanes of TRICARE, the Department of Defense's health J)rogram can be reimbursed for
the medical costs of participation In NCI-sponsored phase Il and phase [l cancer prevention

cancer.gov/cancertopics/factshect/Information/cliiiical-trials 3/8/2008
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12. What are some questions people might ask their health care provider before entering a dinical trial?

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

The Study

+ What is the purpose of the study? _ . _

. \é\/et}%/rgg the researchers think the approach being tested may be effective? Has it been tested

« Who is'sponsoring the study?

+ Who has reviewed and approved the study?

+ Whatare |t7he medical credentials and expérience of the researchers and other study
ersonnel’

+ How are the study results and safety of partidpants being monitored?

+How long will the study last?

+ How will'the results be shared?

Possible Risks and Benefits

« What are the possible short-term benefits?

+ What are the possible long-term benefits?

m \What are the short-term risks, such as side effrcts?

+ What are the possible long-term risks?

« What other treatment options are available? , _

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

Participation and Care

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

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

How do the tests in the study compare with what people mlﬁht recelve outside the study?

Will partidpants be able to take their regular medications white In the dinical trial?

}Nheqre will the partidpants receive theirmedical care? Will they be in a hospital? If so, for how
ong’

Who will be in charge of the partidpants' care? Will the,)( he able to see their own doctors?
HtO\év Igng will partidpants need to stay In the study? Will there be follow-up visits after the
study?

Personal Issues

m How could being In the study affect the partidpants’ daily Nves?
«What support is-available for partidpants and their families?
m Can potential partidpants talk with people already enrolled in the study?

Cost Issues

Wil partldEants have to pay for any treatment, testa, or other charges? If so, what will the
approximate charges be?

«What is health Insurance likely to cover?

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

13, What happens when a clinical trial is over?

Aftera dinical trial Is completed, the researchers look carefully at the data collected during the trial
hefore making dedsions about the meaning of the findings and further testing. Aftera phase Ior Il
trial, the researchers decide whether to move on to the next phase, or atop testmtg the agent or
intervention because Itwas not safe or effective. When a Iphase Ill trial it complefed, the
researchers look at the data and dedde whether the results have medical importance.

http://www.canccr.gov/cancertopics/factsheet/Information/clinical-trials 3/8/2008
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The National Library of Medidne's Weh site offers links to resources for finding the resuits of dinical
trials. It Indudes information about published and unpublished results. This resource can be found
at http://www.nIm.nlh.gov/services/ctreauits.html on the Internet.

Where can people find more information about dinical trials?

In addition to the resources described in Question 3, people interested In takmq partIna dinical trial
should talk with their health care provider. Information about cancer dinical trials is also available
from the NCI's Cancer Information Service (CIS)- Information specialists at th%lsluse PDQ to
|dent|g and provide detailed information about specific ongoing dinical trials. POO indudes all NCI-
funded clinical trials and some studies conducted by independent Investigators at hospitals and
medical centers in the United States and Europe.

People also have the option of searching for dinical trials on their own. The clinical trials page of the
NCI's Web site, located at http://www.cancer.gov/dinicaltrlals/ on the Internet, provides Information
about dinical trials and links to POQ. Anotherresource is the NIH's ClinicalTriala.gov Web site.
ClinicalTrials.gov lists clinical trials sponsored by the NIH. other Federal agendas, and the
pharmaceutical industry for a wide range of diséases, induding cancer and other conditions. This
site can be found at http:/dInicattrials.gov on the Internet.

«H

Related Resources

Publications (available at http://www.cancer.gov/publicatlona)

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

Ranonal Cancer Institute Fact Sheet 1.3. Community dinical Onooloav Program: Questions and
NSWErs

National Cancer Institute Fact Sheet 1.4, NCI's Clinical Trials Cooooratlva Group ProPram

National Cancer Institute Fad Sheet 1.13, TRICARE Benefioiadas Can Enter Clinical Trials for Cancer

P m enttonaPsLTraatmaot Through, a Department of Defense and Natignal Cencar institute Apreemenr

El\atlonal Cancer Institute Fact Sheet 1.17. The NCI/VA Aarooment on Clinical Trials: Questions ar.|
nswars

CANIAn Quesr™ Canc9r Clinical Trials si tha National Institutes of Health

Natjonal Cancer Institute Fact Sheet 8,14, More Chalets In Cancer Caro; Information for Beneficiaries
on Medicare Coverage of Cancer Clinical Trials
Takino PartinClinicaLTrials, WhatCancar Padonts (Veetf To Know

National Cancer Inatitute (NCI) Resources

Cancer Information Service (toil-free)

Telephone: 1-800-*-CANCER'(1-800-422-6237)
TTY: 1-800-332-8615

Online

NCI's Web arte: \ ) )
LiveHolp, NCI's live online assistance:
httpay/clasecure.nd.nih.QOv/llvehelP/welcome.a-0

a Back to Top

NCI Home | Text-Only Version | Contact Us | Policies | Accessibility | Viewing Files IEQLAI Site Help | SJtt-Map
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H.R.2676

Access to Cancer Clinical Trials Act of 2007 (Introduced in House)

SEC. 2. COVERAGE FOR INDIVIDUALS PARTICIPATING IN
APPROVED CANCER CLINICAL TRIALS.

(a) Group Health Plans-
(1) PUBLIC HEALTH SERVICE ACT AMENDMENTS- Subpart 2 of part A of title

XXVII of the Public Health Service Act is amended by adding at i.he end the
following new section:

SEC. 2707. COVERAGE FOR INDIVIDUALS PARTICIPATING IN
APPROVED CANCER CLINICAL TRIALS.

' (a) Coverage-
"(1) IN GENERAL- If a group health plan (or a health Insurance Issuer offering
health insurance coverage in connection with the plan) provides coverage to a

qualified Individual (as defined In subsection (b)), the plan or issuer—

' (A) may not deny the individual participation in the clinical trial
referred to in subsection (b)(2);

' (B) subject to subsection (c), may not deny (or limit or impose
additional conditions on) the coverage of routine patient costs for items
and services furnished in connection with participation in the trial; and

' (C) may not discriminate against the Individual on the basis of the
individual's participation in such trial.

4(2) EXCLUSION OF CERTAIN COSTS-

4(A) IN GENERAL- For purposes of paragraph (1)(B), subject to
subparagraph (B), routine patient costs include all items and services
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provided In the clinical trial that are otherwise generally available to the
qualified Individual, except--

" (1) In the cases of drugs and devices, the Investigational item or
service, itself; or

" (i) items and services that are provided solely to satisfy data
collection and analysis needs and that are not used in the direct

clinical management of the patient.

"(B) INCLUSIONS- Such routine patient costs include costs for the
following:

' (i) CONVENTIONAL CARE- Items or services that are typically
provided absent a clinical trial.

' (i) ADMINISTRATIVE ITEMS- Items or services required solely for
the provision of the investigational item or service (such as the
administration of a noncovered chemotherapeutic agent), the
clinically appropriate monito-ing of the effects of the item or
service, or the prevention of complications.

' (ii) REASONABLE AND NECESSARY CARE- Items or services
needed for reasonable and necessary care arising from the
provision of an investigational item or service, including the
diagnosis or treatment of complications.

' (3) USE OF IN-NETWORK PROVIDERS- If one or more participating providers
is participating in a clinical trial, nothing in paragraph (1) shall be construed
as preventing a plan or issuer from requiring that a qualified individual
participate in the trial through such a participating provider if the provider will
accept the individual as a participant in the trial.

'(b) Qualified Individual Defined- For purposes of subsection (a), the term
‘qualified individual' means an individual who is a participant or beneficiary in a
group health plan and who meets the following conditions:

"(1)(A) The individual has been diagnosed with cancer.

'(B) The individual is eligible to participate in an approved clinical trial
according to the trial protocol with respect to treatment of such Iliness.

'(2) Either-
" (A) the referring physician is a participating health care professional
and has concluded that the individual's participation in such trial would

be appropriate based upon the individual meeting the conditions
described in paragraph (1); or

'(B) the participant or beneficiary provides medical and scientific
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Information establishing that the Individual's participation In such trial
would be appropriate based upon the Individual meeting the conditions
described in paragraph (1).

*(c) Payment-

*(1) IN GENERAL- Under this section a group health plan (or health insurance
issuer offering health insurance coverage in connection with the plan) shall
provide for payment for routine patient costs described in subsection (a)(2)
but is not required to pay for costs of items and services that are customarily
provided by the research sponsors free of charge for individuals participating

in the trial.

‘(2) PAYMENT RATE- In the case of covered Items and services provided by—

' (A) a participating provider, the payment rate shall be at the agreed
upon rate, or

" (B) a nonparticipating provider, the payment rate shall be at the rate
the plan would normally pay for comparable items and services under
subparagraph (A).
*(d) Approved Clinical Trial Defined-
*(1) IN GENERAL- In this section, the term 'approved clinical trial' means a

clinical research study or clinical investigation that relates to the treatment of
cancer (including related symptoms) and is described in any of the following

subparagraphs:
'(A) FEDERALLY FUNDED TRIALS- The study or investigation is
approved or funded (which may Include funding through in-kind
contributions) by one or more of the following:
' (i) NIH- The National Institutes of Health.
' (if) CDC- The Centers for Disease Control and Prevention.
' (iif) AHRQ- The Agency for Health Care Research and Quality.
' (Iv) CMS- The Centers for Medicare & Medicaid Services.
' (v) COOPERATIVE CENTER- A cooperative group or center of any
of the entities describee* in clauses (I) through (iv) or the
Departments of Defense or Veterans Affairs.
" (vi) CENTER SUPPORT GRANTEES- A qualified non-governmental
research entity Identified in the guidelines Issued by the National

Institutes of Health for center support grants.

" (vli) DOD; VA; DOE- Any of the following If the conditions
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described in paragraph (2) are met:
'(1) The Department of Veterans Affairs.
*(I1) The Department of Defense.
"(111) The Department of Energy.

'(B) FDA DRUG TRIAL UNDER IND- The study or investigation is
conducted under an investigational new drug application reviewed by the
Food and Drug Administration.

'(C) EXEMPT DRUG TRIAL- The study or Investigation is a drug trial that
is exempt from having such an investigational new drug application.

'(2) CONDITIONS FOR DEPARTMENTS- The conditions described in this
paragraph, for a study or investigation conducted by a Department, are that
the study or investigation has been reviewed and approved through a system
of peer review that the Secretary determines—

'(A) to be comparable to the system of peer review of studies and
Investigations used by the National Institutes of Health, and

' (B) assures unbiased review of the highest scientific standards by
qualified individuals who have no interest in the outcome of the review.

' (e) Construction- Nothing in this section shall be construed to limit a plan's or
issuer's coverage with respect to clinical trials.'.

(2) ERISA AMENDMENTS- (A) Subpart B of part 7 of subtitle B of title | of the
Employee Retirement Income Security Act of 1974 is amended by adding at
the end the following new section:

'SEC. 714. COVERAGE FOR INDIVIDUALS PARTICIPATING IN
APPROVED CANCER CLINICAL TRIALS.

*(a) Coverage-
"(1) IN GENERAL- If a group health plan (or a health insurance issuer offering
health insurance coverage in connection with the plan) provides coverage to a
qualified individual (as defined In subsection (b)), the plan or issuer—

*(A) may not deny the Individual participation In the clinical trial referred
to in subsection (b)(2);

' (B) subject to subsection (c), may not deny (or limit or impose
additional conditions on) the coverage of routine patient costs for Items
and services furnished in connection with participation in the trial; and

' (C) may not discriminate against the individual on the basis of the
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Individual's participation in such trial.
' (2) EXCLUSION OF CERTAIN COSTS-

*(A) IN GENERAL- For purposes of paragraph (1)(B), subject to
subparagraph (B), routine patient costs include all items and services
provided in the clinical trial that are otherwise generally available to the
qualified individual, except--

*(i) in the cases of drugs and devices, the investigational item or
service, itself; or

'(i1) items and services that are provided solely to satisfy data
collection and analysis needs and that are not used in the direct
clinical management of the patient.

' (B) EXCLUSION- Such routine patient costs do Include costs for the
following:

' (i) CONVENTIONAL CARE- Items or services that are typically
provided absent a clinical trial.

" (I1) ADMINISTRATIVE ITEMS- Items or services required solely for
the provision of the investigational item or service (such as the
administration of a noncovered chemotherapeutic agent), the
clinically appropriate monitoring of the effects of the item or
service, or the prevention of complications.

'(ii1) REASONABLE AND NECESSARY CARE- Items or services
needed for reasonable and necessary care arising from the
provision of an investigational item or service, including the
diagnosis or treatment of complications.

'(3) USE OF IN-NETWORK PROVIDERS- If one or more participating providers
IS participating in a clinical trial, nothing in paragraph (1) shall be construed
as preventing a plan or issuer from requiring that a qualified Individual
participate in the trial through such a participating provider if the provider will
accept the individual as a participant in the trial.

'(b) Qualified Individual Defined- For purposes of subsection (a), the term
‘qualified individual' means an individual who is a participant or beneficiary In a
group health plan and who meets the following conditions:

'(1)(A) The individual has been diagnosed with cancer.

' (B) The individual is eligible to participate in an approved clinical trial
according to the trial protocol with respect to treatment of such illness.

'(2) Either-
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' (A) the referring physician Is a participating health care professional
and has concluded that the individual’s participation In such trial would
be appropriate based upon the individual meeting the conditions
described in paragraph (1); or

' (B) the participant or beneficiary provides medical and scientific
information establishing that the Individual’s participation in such trial
would be appropriate based upon the Individual meeting the conditions
described in paragraph (1).

*(c) Payment-

'(1) IN GENERAL- Under this section a group health plan (or health insurance
issuer offering health Insurance coverage in connection with the plan) shall
provide for payment for routine patient costs described in subsection (a)(2)
but is not required to pay for costs of items and services that are customarily
provided by the research sponsors free of charge for Individuals participating
in the trial.

' (2) PAYMENT RATE- In the case of covered items and services provided by—

' (A) a participating provider, the payment rate shall be at the agreed
upon rate, or

' (B) a nonparticipating provider, the payment rate shall be at the rate
the plan would normally pay for comparable items and services under
subparagraph (A).
'(d) Approved Clinical Trial Defined-
‘(1) IN GENERAL- In this section, the term 'approved clinical trial’ means a
clinical research study or clinical investigation that relates to the treatment of
cancer (including related symptoms) and is described In any of the following
subparagraphs:
' (A) FEDERALLY FUNDED TRIALS- The study or investigation Is
approved or funded (which may include funding through In-kind
contributions) by one or more of the following:
"(I) NIH- The National Institutes of Health.
' (ii) CDC- The Centers for Disease Control and Prevention.
' (ill) AHRQ- The Agency for Health Care Research and Quality.
" (iv) CMS- The Centers for Medicare & Medicaid Services.
' (v) COOPERATIVE CENTER- A cooperative group or center of any

of t’ a entities described in clauses (1) through (Iv) or the
Departments of Defense or Veterans Affairs.
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' (vi) CENTER SUPPORT GRANTEES- A qualified non-governmental
research entity identified In the guidelines Issued by the National

Institutes of Health for center support grants.

'(vii) DOD; VA; DOE- Any of the following If the conditions
described in paragraph (2) are met:

‘(1) The Department of Veterans Affairs.
"(I1) The Department of Defense.
"(I11) The Department of Energy.

*(B) FDA DRUG TRIAL UNDER IND- The study or Investigation is
conducted under an investigational new drug application reviewed by the
Food and Drug Administration.

' (C) EXEMPT DRUG TRIAL- The study or investigation is a drug trial that
is exempt from having such an investigational new drug application.

'(2) CONDITIONS FOR DEPARTMENTS- Tie conditions described In this
paragraph, for a study or investigation conducted by a Department, are that
the study or investigation has been reviewed and approved through a system
of peer review that the Secretary determines—

*(A) to be comparable to the system of peer review of studies and
investigations used by the National Institutes of Health, and

'(B) assures unbiased review of the highest scientific standards by
qualified individuals who have no interest in the outcome of the review.

' (e) Construction- Nothing in this section shall be construed to limit a plan's or
issuer's coverage with respect to clinical trials.".

(B) Section 732(a) of such Act (29 U.S.C. 1191a(a)) is amended by striking
'section 711' and inserting 'sections 711 and 714'.

(C) The table of contents in section 1 of such Act is amended by inserting
after the item relating to section 713 the following new Item:

'‘Sec. 714. Coverage for individuals participating in approved cancer clinical
trials.".

(3) INTERNAL REVENUE CODE AMENDMENTS-

(A) IN GENERAL- Subchapter B of chapter 100 of the Internal Revenue
Code of 1986 is amended—

(1) in the table of sections, by inserting after the Item relating to
section 9812 the following new item:
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(i) by inserting after section 9812 the following:

'SEC. 9813. COVERAGE FOR INDIVIDUALS PARTICIPATING IN
APPROVED CANCER CLINICAL TRIALS.

'(1) IN GENERAL- If a group health plan provides coverage to a qualified
individual (as defined in subsection (b)), the plan—

*(A) may not deny the individual participation in the clinical trial referred
to in subsection (b)(2);

' (B) subject to subsection (c), may not deny (or limit or Impose
additional conditions on) the coverage of routine patient costs for items
and services furnished In connection with participation in the trial; and

' (C) may not discriminate against the individual on the basis of the
individual's participation in such trial.

' (2) EXCLUSION OF CERTAIN COSTS-

"(A) IN GENERAL- For purposes of paragraph (1)(B), subject to
subparagraph (B), routine patient costs include all items and services
provided in the clinical trial that are otherwise generally available to the
qualified Individual, except—

*(i) in the cases of drugs and devices, the 'nvestigatlonal item or
service, itself; or

' (ii) Items and services that are provided solely to satisfy data
collection and analysis needs and that are not used in the direct
clinical management of the patient.

' (B) EXCLUSION- Such routine patient costs do Include costs for the
following:

' (i) CONVENTIONAL CAKE- Items or services that are typically
provided absent a clinical trial.

" (Il) ADMINISTRATIVE ITEMS- Items or services required solely for
the provision of the investigational item or service (such as the
administration of a noncovered chemotherapeutic agent), the
clinically appropriate monitoring of the effects of the Item or
service, or the prevention of complications.
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" (Ill) REASONABLE AND NECESSARY CARE- Items or services
needed for reasonable and necessary care arising from the
provision of an investigational item or service, Including the
diagnosis or treatment of complications.

'(3) USE OF IN-NETWORK PROVIDERS- If one or more participating providers
IS participating in a clinical trial, nothing in paragraph (1) shall be construed
as preventing a plan from requiring that a qualified individual participate In
the trial through such a participating provider if the provider will accept the
individual as a participant in the trial.

*(b) Qualified Individual Defined- For purposes of subsection (a), the term
‘qualified Individual' means an individual who Is a participant or beneficiary in a
group health plan and who meets the following conditions:

“(1)(A) The individual has been diagnosed with cancer.

' (B) The individual is eligible to participate in an approved clinical trial
according to the trial protocol with respect to treatment of such lliness.

'(2) Either-

' (A) the referring physician is a participating health care professional
and has concluded that the Individual's participation in such trial would
be appropriate based upon the individual meeting the conditions
described in paragraph (1); or

*(B) the participant or beneficiary provides medical and scientific
Information establishing that the individual's participation in such trial
would be appropriate base" upon the Individual meeting the conditions
described In paragraph (1).

*(c) Payment-
"(1) IN GENERAL- Under this section a group health plan shall provide for
payment far routine patient costs described in subsection (a)(2) but is not

required to pay for costs of items and services that are customarily provided
by the research sponsors free of charge for Individuals participating in the

trial.
*(2) PAYMENT RATE- In the case of covered items and services provided by—

*(A) a participating provider, the payment rate shall be at the agreed
upon rate, or

*(B) a nonparticipating provider, the payment rate shall be at the rate
the plan would normally pay for comparable items and services under
subparagraph (A).

’(d) Approved Clinical Trial Defined-
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‘(1) IN GENERAL- In this section, the term 'approved dinical trial' moans a
dinical research study or clinical investigation that relates to the treatment of
cancer (Including related symptoms) and Is described In any of the following
subparagraphs:
' (A) FEDERALLY FUNDED TRIALS- The study or investigation is
approved or funded (which may include funding through In-kind
contributions) by one or more of the following:
" (i) NIH- The National Institutes of Health.
“(Il) CDC- The Centers for Disease Control and Prevention.
' (ilf) AHRQ- The Agency for Health Care Research and Quality.
' (iv) CMS- The Centers for Medicare & Medicaid Services.

' (v) COOPERATIVE CENTER- A cooperative group or center of any
of the entitles described in clauses (I) through (iv) or the
Departments of Defense or Veterans Affairs.

' (vi) CENTER SUPPORT GRANTEES- A qualified non-governmental
research entity Identified In the guidelines Issued by the National
Institutes of Health for center support grants.

' (vii) DOD; VA; DOE- Any of the following if the conditions
described In paragraph (2) are met:

"(I) The Department of Veterans Affairs.

*(I1) The Department of Defense.

"(I11) The Department of Energy.
'(B) FDA DRUG TRIAL UNDER IND- The study or Investigation Is
conducted under an investigational new drug application reviewed by the

Food and Drug Administration.

'(C) EXEMPT DRUG TRIAL- The study or investigation Is a drug trial that
is exempt from having such an investigational new drug application.

'(2) CONDITIONS FOR DEPARTMENTS- The conditions described in this
paragraph, for a study or investigation conducted by a Department, are that
the study or investigation has been reviewed and approved through a system
of peer review that the Secretary determines—

*(A) to be comparable to the system of peer review of studies and
investigations used by the National Institutes of Health, and

" (B) assures unbiased review of the highest scientific standards by
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‘et m ir
qualified Individuals who have no Interest In the outcome of the review.

' (e) Construction- Nothing in this section shall be construed to limit a plan's
coverage with respect to clinical trials.".

(B) CONFORMING AMENDMENT- Section 4980D(d)(l) of such Code is
amended by striking ’section 9811' and inserting 'sections 9811 and

9813*.

(b) Individual Health Insurance- Part B of title XXVII of the Public Health Service
Act is amended—

(1) by redesignating the first subpart 3 (relating to other requirements) as
subpart 2; and

(2) by adding at the end of subpart 2 the following new section:

SEC.
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TESTIMONY OF D. LAWRENCE WICKERHAM, MD,
ASSOCIATE CHAIRMAN OF THE NSABP, CONCERNING SB280
I am Dr. Lawrence Wickerham, the Associate Chairman ofthe National Surgical Adjuvant Breast and Bowel

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

The NSABP conducts large phase Il studies that compare 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
quality of life of these patients. 2108 is the 50thanniversary of the NP\B P and over those years we have
entered over 130,000 individuals into our trials. Today we have 200 participating centers and 300 satellite

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

Results of previous NSABP studies have had a major impact in improving the care of both breast and bowel
cancer The results of our breast cancer studies have eliminated the use of true radical mastectomies,
demonstrated that lumpectomy is an effective alternative, and we have shown that adjuvant treatment (treatment

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

therapy, and newer targeted treatments.

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

detect the disease and improvements in treatment. These improvements in care come primarily from clinical
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D. Lawrence Widnhun, 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 trials. Cost is a major barrier.

Requiring health care insurers to cover the standard of care costs for individuals participating in cancer clinical
trials would remove one significant barrier to increasing participation. Any research trial includes two general
categories ofcosts: 1) research costs - expenses that the patient would not routinely incur if he or she was not a
part of the trial (extra lab tests, x-rays, etc.), and 2 ) standard of care costs - expenses that would occur whether

or not the patient entered the trial.

NSABP studies routinely identify the non-standard of care components. We provide the drug(s) being studied
and typically provide additional non-federal funding to help defray the costs of trial participation, including the

cost of non-standard of care items. The goal is to minimize any additional costs to the patient, improve trial

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

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

Thank you for listening to my testimony and 1would be pleased to try to answer your questions.
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Jeanne E. Anderson, MD

Katmai Oncology Group, LLC

3851 Piper Street, Suite U340

Anchorage, AK 99508-4627

I am Jeanne Anderson, a Medical Oncologist in practice in Anchorage. On behalfof Alaska
cancer physicians and patients, | thank the members of the Labor and Commerce Committee
members for considering this bill. It is predicted <hat 2,650 Alaskans will be diagnosed with
cancer in 2008. Inthe 1970’s, only 50% of cancer patients lived 5 years after diagnosis. In
2008,66% are predicted to survive 5 years. We all know that many Alaskans die of cancer every
day and that improvements are desperately needed. The cancer physicians in Alaska are
committed to providing the best care possible to our patients, to relieve suffering and reduce
death from cancer. In caring for our patients, we often turn to clinical trial as providing the best
treatment for our patients. A clinical trial is a formal, scientific way to test whether a r nw
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 ofa clinical trial. 1t will result in Alaska physicians providing

improved care for our patients, reducing the burden of cancer in our population, and facilitating

patients to stay in Alaska for state-of-the-art care.
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The Hooonble Johnny Ellis, Chair
Senate Labor and Commerce Committee
Alaska State Capitol, Room 9

Juneau, AK 99801-1182

April 2,2008

RE: SB 280 (Davis)-Support

Dear Chair Ellis,

On behalf ofthe members of AARP in Alaska, we eocouifge you and your colleagues on
the Senate Labor and Commerce Committee to support SB 280, sponsored by your
Committee colleague, Senator Bettye Davis.

SB 280 would require insurance programs, including Mecicaid, to provide coverage for
cancer victims undergoing clinical trials.

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

It makes no sense not to offer health insurance coverage irt procedures that may be still
considered experimental but offer some hope for the canes’victim. We purchase
insurance (or the Stale provides it through Medicaid) so tlat we can have help with the
costs that accompany a threatening disease. SB 280 is on: ofthose bills that AARP
behoves makes sense, especially to a cancer victim and hit/her family.

AARP recommends an “AYE” vote on SB 280.

Should you have any questions about our position, please Gal free to oontact me (586-
3637) or Patrick Luby, AARP Advocacy Director (907-762-3314).

Thank you for your consideration.

Sincerely,

Marie Dariin, Coordinator

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

586-3637 (voice)

463-3580 (fax)

CC:  Senator Gary Stevens Senator Lyman Hoffinan
Senator Bettye Davis Senator Con Bunde

t* 1420 | Anchorage. AX995 Wrst 77447 1907.341-2270fa* | toll-free 477-434-7594 TTY
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The Ytoice of Small Busincw

March 29,2008

Senate Bill 280

Dear Senator Davis,

On behalfof the National Federation of Independent Business/Alaska, I
wish to express our opposition to Senate Bill 280. The National Federation of
Independent Business is the largest small-business advocacy group in Alaska.

This is a mandate that applies only to Alaska based businesses, mostly
small businesses. It does not cover our competitors who are multi-state or large
enough to provide ERISA plans, such as the “big box stores” and the petroleum
industry. It would not provide a benefit to individuals covered by most union
welfare benefit plans. Additionally we would point out that this benefit would not
be mandated on state employee programs for whom you are the employer!

While we understand the concern with coverage for clinical trials related to
cancer, we must oppose mandatory benefits, especially when directed to a specific
disease. Small businesses in Alaska budget a portion of their revenues to employee
compensation. The distribution ofthose funds should be left to discussions
between employees and employers, without the interference of the state.
Mandating this benefit limits the options of employee compensation.

Unfortunately, mandates such as those in SB 280 force employers to
consider whether they can afford to continue coverage or may be forced 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.

National Federation of Independent Business - ALASKA
P O. Box 34761 « Juneau. AK99803 « 907-723-6667 * denny dewitt@nfib.org
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Senior Bettye Davis
March 29,2008
Page 2

We are further concerned with the precedent this type of legislation would
establish. Employee benefits should not be determined by the legislature for
private employers. Such action is nothing less than an unfunded state mandate on
small Alaskan employers.

ily»

Dennis L. DftWTtt
Alaska State Director
National Federation of Independent Business

cc: Senate Labor A Commerce Committee
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From: Dick CauchT <dicfc.cauchiQncii.ofig>
To: “Bob Boemer” <bob.boemarQnoe(.org>
Sont: Thursday, April 03.2006 2:66 PM

Butyect: Clinical Triak# Who! on 8 M n Doing 2008

Although it ia not possible to provide this H# by phono today, tho NCSJ. report provided boiow iaour boat
information on this topic. Next week Karmen Hanson, our author and export,mayto able to provide eddrtionai
information or insights

The online version ia located at: httpvArnwy.ncal.oralprogramg/heaithvd ntcaitrtals.htim

NCSL Health Program

&lflrﬁllc%&lad% d\Q{Qat art States Doing?

A t clinical trial Is | research study on human patients to test the safety and effectiveness of new
R -bj. HHI I™ Btrattments. These trials offer pebents access to nev and potentially Tife saving drugs and

The dramatic progress made In treating chilohood cancers in recent years, Is attributable, In part, to dinical trials,
because 60 percent of all children with cancer ere enrolled msome Icnd ol tril, a tan percent ofop in breast cancer
mortality for women under the age of SO1s said to be the result of dinlcrt trials research conducted In the 1970's,

Who Enrolls In Clinical Trlals7

only two to three Percent of eligible adult patients enroll in dinical trials. For cancer pebents, dinical trials art oftan
the last [eSOIt after exhausting all other approved means of treatment

Insurance Covaraga for Clinical Triala

Typically, whan a patent enrolls i a dinical trial, tha cost cr tests, procedures, drug* end any research activity directly
associated with the Investlgzatlon, are covered hy the group sponsonng trxd trial, such ss ¢ pharmageuitical company or
the National Cancar Instifute. However, because some health plans dafire dinical trials is "ixparimental* or
’mvestqanonal," health insurance coverage may or may not Include soms or an of the costs of 'routine patient care,”
such «s tS doctor visits, hospital stays, tests snd x-rays, that a patient would normally raceivo whether or not they

were enrolled N trial,

Nevertheless, a grovvin? number of states have passed Ie?islati,on or InsutJted special agreements requiring health
p.ans to pay ths cost of the routine meoleal cam a padant receives as a participant ina dinical trial.

Advantages:

For cancer patients, Pr%%erly,deagned and conalcted dinical trials represent an Important therapeutic option, is well
as a critical means of agvancing megical knowiadge. Lack of insurance coverage is a barrier to patients who might
otharwisa parﬂc(;pa_te. Sixty percent of patients I'one survey dtec tier or Insrance denial as a major reason for et
partidpating in dinical trials.” And finally, a rtcent study found only a s||zg||t increase In treatment costs for adult
dinical trial patients COMpared to nonpartdpanti-$35,418 versus $33,248.
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Matidvanteftiti:

even t_hou?h the sSmw reoent study found onty a slight Inara— i treetmc* coats, tha 6.5 fermnlneaaaa between
participants and nonpartidpali in canical tids transiatad Into.an adaldon.il $16 mHan In 19H spent on traatmant
costs tor tha 19,000 adult padants enrolled In National Cancar insdtma apma wed dtoieal triala. These additional
insurance costs, like other mandated bandits sod services, may result In‘higher insurance premium rates, which are
often cost-shifted onto workers In tha form or higher deductiblés and copayments.

Definitions of PhMOf:

Adinical trial study Is conducted in tour phasas.

Phase | Research is conducted on a small Prou_ of volunteers (20 to 80 peaple) for tha first time to evaluate its
safety, detarmina a safe doeage range and [denify side affects.

Phase I1: The exPerimentaI drug or traatmant is given to or a procedure is performed on a larger group of people (100
t0 300 Individuals) to further measure Ks effectiveness and sarety.

Phase 1Q: Further research m conducted to confirm the effectiveness of the drug, treatment or procedure, monitor tha
sidke effects, compare commonly used treatments and collect information cn safe use. Phase I11trials ere typically
conducted on 1,000 to 3,000 individuals.

Phase IV: After the drug, traatmant or medical procedure is marketed, Investigators continue testing to determine tha
effects on various populations and whether then are stda affects associated with long-term use.

Summary of Mats Laws

tTakile One provides a summary of tha 20 etataa that have enacted laws rtgarding mandated coverage of dinical
rials.

TaMo Om
Clinical Trials Lawe
April 2006
State Mfho is Required to What Sarvteaa or NnufRs Othar Kay Criteria:
Year of Ray? are Covered?
enactment
mil Number
and/er
Citation

Ritaona Hospital or medical ~ Patient costs assodated with fraH must ba reviewed by an

2000) m\ica corporations,  Mrtitipstton in Phaat 1 through1v — institutions Review Board In AZ
Eenate BN 1213 wnefit Insurers, health — cancar dinical trials. Health professional must agree to
07238 aresavicea iccapt reimbursement front insurer
organizations, disability $s Payment INRH
InSurers, group disability Only Govers trial whan no dearly
usurers and superior nonlvestigational traatmant
KcounuWe health plans exists.
fraH must ba in AZ
California M California insurers,  Routine patient care costa asstdated  Hay restrict cove age to services In
gzooc)) including Medicaid and  with Phase 1 through v cancer dinica CA
onata BU37  other medical assistance trials.
_ jrograms o o
Connecticut  frtvate Insurers, Routine patient care costa tsec dated - Prevention trials are covered only In
2001) ndMdual and group  with cancer diinical trials. Htasa 1 and only if jnvolve
nate Bill 325 raalth plans therapelitic intervention.
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SUUWV ATt Ql-
LZ1

Delaware
[2001)Senate

amisi

Baorgla*
i

Uinolia
H999) _
ouse Bid 1622
amended 20049
enata Bill 233
tobc Ad NO

IU({fIn

20 ILCS
1405/56.3**

Louisians
[1999)

RS 22:230.4

Maine
(22000)
+j*c4310

Magr)yland***
1998

ap 146-15-
B27

Massachusetts
[2002)

Every g

Insurer may require doeumanaotion
if the of therapeutic
«0nefit. Informed consent, protocol
rrftt)rmet|en and/or summery of
Sets.

roup of blanket  tsutine patient cam costs for covered mat must have therapeutic intent

policy, including pelldes  lareona engaging mdMcai tna s for - md enrol individuals diagnosed

Or contracts Issued by
tealth sendee
corporations

Insurers and the state
Wealth plan

hmos and
ndhricual/greup
nsuranca policies to
[far coverage to the

S
Lf 04 amendn«nt;
lana may not be
canceled or non
renewed based on an
ndivkJual's participation
N a Qualified dinical
Wal®

HVIs, PPQs, State
Employee Benefits
,Program and other
ipedfed Insurers

Managed care
organizations and

Lprivate insurers

Private insurers and

llcant or policyholder

he treatment of Ufa threatenin'|
Slaaeees under spedfled conditions.

Routine patient coats Incurred
*hate n and D of prescription drug
dinical trial roqrams for tha
treatment ot children's cancer,

Routing Patient care If the Indliviclual
wtidpatas in an approved Phase H
trough iv cancar reeaarch tril

Patient costs Incurred In Phase 1
through IV cancer dinical trials.

Routine patient care costs asscdated
with dinical trial.

Patient costs for Phase | through IV

other speafled managed cancer treatment, supportive Care,

care organizations,

«arty detection, end prevention trials.
Phase n through IV for other life-
threatenlerg? conditions, wtth Pfase |
consideredon a cssa-by-cast baits,

with the disaeee.

mat must net be designed
txdusively to test toxicity or diseaea
Mthophyslojogjn

my the treatment or cancer that
generally first manifests itself m
Children’under the age of 19,

Coverage benefit can have annuel
imit 0f{10,000. _
Trial must be conducted at multiple
Utes m state.

himary care MO must be Involved
n coordlination of care.
Researchers must submit results of
trial Tut pjbUcation in netionafy
ecogntzed uJentific literature.

Only covers costs when no dearly
pjparlor, noninvestigational
approach exists.

Available data must support
reasonable expectation that tha
traatmant WH be as effective as the
toninvestigatiortal alternative,
Patient must sign an Institutional
Review Boerd*appreved consent

form.

Participation miat offer meaningful

Bgte?_t{aJ for significant dinical
nefit

Refern_n? physician must condude

Chet trial participation is

ppropriata. _

Therais no dearly superior,

itonlvaetigational alternative,

The data provide a reasonable

expectation that the treatment wM

>eas least as effective as the

ritamative.

Al health plans laned  Patient care services associate i with - Insurers must provide, payment for
or renewed after Jan. 1, ill phases of qualified cancer cinea!  services that are consistent with the
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IrilSSOurl
12002%
DZfiN29

m2006)- Phase 11
kfij«7.iL2a2

blew Hampshire *tvata Iniuren and

I(2000) wgr%ﬂed managed care
bievadi Al health insurance
m003)

riels.

ANhealth benefit plana  Routine patient care costs as the
aperaOng In the atate

vault of Phase n, 1D or IV drilal
trials for the prevention, early
detection, or treatment of cenosr.

I\/edicaII}/Snecessa routine patient
Incurred es a result of a

care Cos
treatment for Phase | through IV

cancer dinical trial or trial for a life-

threataning disease.

| Patient costs associated with Pwse |
hsurers, medical aenvca through IV cancer or chronic fatigue

mamandad 2005) corporattons, HVOs and - dinical trial

BO?29 managed care
HRS 685Q.172  organizations

Ilvlzea/gzl\)/bﬂco Ahealth Insurer; a
{amended 2004 provider; a HMO; a
odela;r repeal  manageu cere
until July

2009

59Af}2-43 the date's medical

,  organization; a provider
Sefvice organization; or

usual and custormery standeard 0f

cere provided under the Mars

Protocol and that would be covered

! hteh? ,piement did not partldpete m
rial,

ftiere must be Identical or superior
oonivestigetional treatment
iltarnatlves available before
providing dinical trial treatment,
Ind there must be a reasonable
expectation that tha trial whMbe
¢_parjor to the altematives.
Reqires coverage of PDA-approved
drugs and devicas even If they have
not e approved for use in
treatment of patient's

Nirticular condition.

Coverage for Phases | or |1 deciced
o case-b;rcase basis
Coverage 1s required for services |
needed'to administer rug or evice
under evaluation, _
Coverage Is required for routine
patient care assodated with drugs
or devices which are not subject of
trial, as long as they have béen
approved by FDA

lealthcare facility and personnel
must have experience and training
to provide the treatment ina
capable manner.

mere must be no medical treatment
available which is considered a more
appropriate alternative medical
traatmant than the medical
t[ezla\tment provided In the dinical
rial.

There must be a reasonable
expectation based on dinical data
that the mediical treatment provided
n the dinical trial or study will be it
east ss effective as any other
medical treatment. _
Amendment revises type of medical
treatment covered. 1

Routine patient care costs tncuTad as Must be undertaken for the |

nonprofit health service s result of the patient's particii atlon ~ purposes of the prevention of

N Mbhase |1, in OF [V cancer clinical - reoccurrence of cancer, early

trial,

sfaCtion Or wreatment 0f cancar for
which ng equally or more effective
standard cancef treatment exists.
Must not be designed exdusively to
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Rhode Island

1994, 1997)
1526230

J7-S [Aim

Tennessee

(2005

1B

\Vermont

2001)
amended 2005
0 remove
March 1, 2005
unset
prOV|3|or71)

aim 10
>4fIMh

IB 6
Virginia
g19 9)

£35.2-3418.8

West Virginia
(2003%
>9.2-12

issistance program.

Private Insurers, Routine patient care costs Incutred as
Specified managed care - usult of Phase I through IV cancer
plans, and Medicaid and dinical trial.

other state maical

assistance programs

Medially necessary costs of health

Al health insurance _ /
care services assoclated with Phase |

plans and teachers' and

state employees’ ~ through IV of covered dtnical tilela,
comprehensive major

megical plan.

Private Insurersand ~~ Coverage for new cancer therapies If
tpecifled managed care - treatment IS provided under Phase ||
plans through 1V cancer dinical trial.

Routine patient care costs related to
Phase | through IV cancer dinNal

ral,

Al health benefit plans

Al health Insurance  Routine patient care costs Incured

&hues and health duri_r(g the participation In a cancer
Neréeﬂt,glans, Including  clinical tridl.
ical

Private Insurers,
specified manalged care
plans, and public
amptoyaa health plana

Patient cqsts Incurred dunng tie
participation in Phase I through IV
cancer dinical trials.

Coverage provided on a case-by-case
besis for Phase L

Patient costs associated with ti«
participation in Phase n throu,gh iv
dlinical trial for treatment of lift
hreatening condittion or the

Individual and group
nsurers, health sarvica
sorporatlons, health
tare corporations,

net ttuadty or Usance
Pathophys_lolo?y and It hasa
herapedtic Intént,

hurt'be provided as pert of e
Udentifk rtudy of a new therapy or
Intervention end la for the
prevention of reoccurrence, early
detection, treatment or peNiation of
ancer In'humans end inwhich
Indudes speaftc provisions

of scientific study.

Effective through July 1, 2004,

trial must have therapeutic Intent.
Reasonable expectation that
investigational treatment will be at
Beast as effective as standard

ktiants suffering from a llfe-

fchraataning disease or chronic
condition maY designate a specialist
Wha Is capable of coordinating their
ealth are needs.

{Treatment must Involve drug that s
[exempt under federal re?ula lons
rom a new drug applicaion, or
approved by; NIH, FDA In form or
paw drug application, DOD, or VA
Brovjders and insurers required to
ertidpata ina cost analysis to
determine Impact of the program on
health Insurance premiums. ™
Amenced law allows for participation
Intrial outside of Vermont If patient
notifies health benefit plan Pnor o
participation, and no clinlal trial Is
available at Vermont or New
Hampshire cancer cere providers,
JThera must be no dearly Superior,
nonlvestlgzatmnal alternative.
Data must provide a reasonable
Iexpectation that the treatment will
be at least as effective as tha
altemative, N
Ireality and personnel proviging the
ltreatrment era capable of doingn
Loy virtue of their experience,
Itraining and volume of patients

>*
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\Wisconsin

'8 617
i 1

omin
LpoTi

(2008 DUORC

oufO ﬁirsanency,

I

ladIcald >nd »e
children's hoelth
nsurance program

Any health Insurance
»ian offered by the
Vete, any a
liana

All health inauranca

naurad

WaanBail, earty dtfadlon and
Iraaanant of cancer.

Routine patient care costs Incurred
luring the participation Mall ptlies
sfa cancerdlr' il trial

Mbpolicy, plan, or contract may
WK0LOA Coverage for tha cost o' any
foutine patient Care that is
kdmfnistered to sn insured in a
cancar clinical dal saﬂsfymg ths

orvirts under par. Fc) aridl that would  health outc _
or 3 The trial has therapeutic Intent

m covered under the policy, pfam
contract If the Insured weré not
mrolled Ina cancer cinicai trial.

Routine patient care for a person

policies, contracts, and  mellad Ina Phases H- |V clinical

rial. Indudes a medial servke or

trsnmd to maintain axperttot.
there must be no dearly superior,
rgntnvasogattoral treatment

lata provide a reasonable

jon that tha traatmant will
» more effective then the
ronmveatigattonal treatment
iItamative.

Trid must meet all criteria:

1. Tha purpose Is to test whether
tha Intervention potentially

mproves the trial participant's
lealth outcomes,

2. The treatment provided as port of
the trial is given with the intention
£ Im rovmg nt]t;g trial participant's

ind is not designed exduslvaly to
test toxkJtv or disease
?athophysmlogy.

. Tha trial does one of the
following; -
K Tests how to administer a health
are service, Item, or drug for the
treatment of cancer,
3 Tests responses to a health are
service, item, or drug for the
treatment of cancer.
¢. Compares the effscttvsnsss of
health are services, items, or drugs
tor the treatment of cancer with that
of other health are services, Items,
or drugs for the treatment of
uncar.
d. Studiies new uses or health car*
services, >ems, or drugs for the
treatment of cancer.
6. The trial is approved by one of
the following:
s, ANational institute of Health, or
we of its cooperative groups or
renters, under the federal
department of health and human
services, federal food and drug
idminlstration: federal department

defense: federal department of |
reterans affais.
Wei must also be approved by NIH,
DA, Dept of Defense, or De‘)t, of
feterans Affairs. The media
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coverage to any reehfemitreatment that isa benefitundera  EwmMAkmw wervmo vym
of this State. health plan that would bo caverid w kansod neaith Cert provider
Ihe patient wars receiving standard - operating Within tha acege of Navrei
cancer treatment; or a drug provided [cenee ina fedlty whose personnel
toa patient durlnﬁ acancar dinicai  has the experienCe end trebling
trigl, other than tha g that Ii the  necessary to provide the treatment
subject of the dinical that, If ttv drug Ina competent manner.
has been approved by the federal ~ The dinical trial participant must
Foodand drug administration fe* use - have signed an Informed consent
in trde_?_tmg the patient's parttculir ~ documeént prior to starting the trial,
condlition,

*In 2002, all major insurers in Georgia ag[reed to cover routine patient cant costs associated with Phase |, n, UJ, or iv

cancer dinical trials. Trials Induce those that Involve a drug that is currenly exempt under federal requlations from a

new drug application or those that are approved by specified federal aPenues or alocal Institutional review board, The

agreement also provides for the coverage of cancer screens and axaminal ms In accordance with the moot recently

Bulblls?ed quidelines end recommendations established by any nationally ncognized health care organization (see
alow).

»|llinois Executive Branch Administrative Code 1_20 IICS 1405/1403-20) required the DeRartment of Insurance to
conduct an analysis and study of costs and benefits derived from the Implementation of the coveragerequirements or
Investigational Cancer treatments. The study covered the years 2000 through 2002 and mdudedan analysis of the
effect of the coverage requirements on the Cost of insurarice and health cat, the results of tha treatments to patients,
tr]]?_fmorftahtty re%tse among cancer parents, any Improvements in care of peilents, end any improvements in the quality
of life of pafients.

s A 2003 Maryland lew (S 128} repealed a reporting requirement for Insurers, nonprofit health service plans, and
HVOs to suomlf a report that described the trials covered during the previous year.

Sources; National Cancer i nstitute, Health Policy Tracking Service.

Summary of Other Actions

Table Two summarizes the special agreements some states have arranged with Insurance companies to voluntarily
provice coverage for dinical trials.

Table Twe
Spade! Agreements
tate Whole What Services or Other Key Crtteriai
eer ReaFL)ured to  Benefits ere Cowered?
reement ay?
came
fleb Adaress of
Agreement
Georgia Al major Routine patientcare ~ Trials mefcile those that InvoIveadru%,that la
(2002) Insurers .00sts assodated with ~ currently exempt under fecleral requlations horn a new
Swrgli fiim t Phase | through [V drug application or those that are approved by
Coalifon cancer dinical trials, spe_dﬂeg ftdderal agendas or e local Institutionial
review beard.

Provides fcr tha coverage of cancer screens and
examinebens In accordance wkh the most recently
published quicelines end recommendations established
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ft my nettmaty recognttod health care argawtaatisn.

Mchi Private Routine patientcare~~ Covarsga Re Phasi | trials |a under canatdwitton,
2007 Insurance plans, - 0oats assodated with

chi HVOSand Phase n and 11 cancer
CONSensus Martirall dinical trials.
Agreement
Mowdersey  Alinsurer*  Routine patient care
(1999) 00Sts ass?dated with al|
New lersav P,aseso cancar dinical
Consensus rials.
Ohio State employees Routine patient car*  Preauthortietion is required for dinical tril
(1999 on Ohio oot associated with ~ participation.
Ohio Medwan  Plan Phase Hand in cancar

treatment dinical trials.

Federal Activity

In 2000, Medicare began covering beneficiaries patient care coats In dinical trials. Whlie many state Medicaid
programs have no legal requirement’, o cover dinical trials costs, many dc cover all or aoma of the costs.

r0 legislator! and legislative staff. For more Information please contact Kaimen Hanson at heaHhnhAncsl.ani
¢ 2005 National Conference or State [agiMMrei, Al Whta Raaorved

Denver offlcei "el; 303-364-7700 | Fax: 303-364-7100 | 7700 Bait First Mao: | Denver, CO SO02301 Map
Washington Offtee: Tel: 202-624-54001Fax: 202-737-1069 | 444 Nortn Capitol Street, NV, Suite 515 | Washington, D.C

20001

41312008
** TOTAL PAIGE09 **






SEIl\IJrAS\E'E COMMITT RFPORl

ommittee of Referal
DATE: 2/19/08 FURTHER:  Finance
Date of 5-Day Notice: DATE TURNED
(in accordance with Uniform Rule 23) INTO OFFICE? 3|I1JsL

Labor and Commerce Committee considered SENATE BILL NO. 289
SB 289 HOME ENERGY CONSERVATION

"An Act relating to home energy conservation and weatherization for purposes of certain programs of the
Alaska Housing and Finance Corporation.”

and recommends:

SENATE BILL:
[ ] bereplacedwith ( ]SCSor[ ]CS [ 1 Same Title
[ ] NewTitle
[ ] adoptprevious [ ]SCSor[ JCS
HOUSE BILL:
[ ] attached amendment(s) [ ] Same Title
[ ] Technical Title
[ ) adopt Letter of Intent Change
[ ] NewTitlew/
[ 1 further referral to Committee SCR#__
NEW FISCAL NOTE(S): PREVIOUS FISCAL NOTE(S):
TBS'™-- T—-VA v —aum
UAM
m
m
'm0

[ 1 APPROPRIATION e no fiscal not*
e r".I. 0 * = . T 1 1

Suit, ¢ w V' ii**- Viidtr T itaettiaé Voo
L S w 0 a-1// s A

H offm an

o\ S '*
cha,r: s k XM a A . X



