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30-1 ROUTINE COSTS IN CLINICAL TRIALS

Effective for items and services furnished on or after September 19, 2000, Medicare
covers the routine costs of qualifying clinical trials, as such costs are defined below,
as well as reasonable and necessary items and services used to diagnose and treat
complications arising from participation in all clinical trials. All other Medicare rules

apply.

Routine costs of a ciinical triail include alf itemns and services that are otherwise
generally available to Medicare beneficiaries (i.e., there exists a benefit category, it
is not statutorily excluded, and there is not a national noncoverage decision ) that are

provided in either the experimental or the control arms of & chinical trial excepl:

o The investigational item or service, itself;

o Items and services provided solely to satisfy data collection and analysis
needs and that are not used in the direct clinical management of the patient
(e.qg., monthly CT scans for a condition usually requiring only a single scan);
and

o Items and services customarily provided by the research sponsors free of
charge for any enrcllee in the trial.

Routine costs in clinical trials include:

o Items or services that are typically provided absent a cfinical trial (e.qg.,
conventional care);

o Itemns or services required solely for the provision of the investigational item
or service (e.g., administration of a noncovered chemotherapeutic agent), the
clinically appropriate monitoring of the effects of the item or service, or the
prevention of complications; and

- Items or services needed for reasonable and necessary care arising from the
provision of an investigational jtem or service--in particular, for the diagnosis
or treatment of complications.

This policy does not withdraw Medicare coverage for items and services that may be
covered according to local medical review policies or the regulations on category B



investigational device exemptions (IDE) found in 42 CFR 405.201-405.215, 411.15,
and 411.406. For information about LMRPs, refer to www./mrp.net, a searchable
database of Medicare contractors’ local policies.
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For noncovered items and services, including items and services for which Medicare
payment is statutorily prohibited, Medicare only covers the treatment of
complications arising from the delivery of the noncovered jtem or service and
unrelated reascnable and necessary care. (Refer to MCM §§2300.1 and MIM 3101.)
However, if the item or service Is not covered by virtue of a national noncoverage
policy in the Coverage Issues Manual and is the focus of a qualifying clinical trial, the
routine costs of the clinical trial (as defined above) will be covered by Medicare but
the noncovered jtem or service, itself, will not.

A. Reguirements for Medicare Coverage of Routine Costs.--Any clinical trial
receiving Medicare coverage of routine costs must meet the following three
requirerments:

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

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

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

The three reguirements above are insufficient by themselves to qualify a clinical triaf
for Medicare caverage of routine costs. Clinical trials also should have the following
desirable characteristics; however, some trials, as described befow, are presumed to
meet these characteristics and are automatically gualified to receive Medicare
coverage:

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

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

3. The trial does not unjustifiably duplicate existing studies;



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

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

Ly

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

7. All aspects of the trial are conducted according to the appropriate standards
of scientific integrity.
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B. Qualification Process for Clinical Trials.--Using the authority found in §1142 of
the Act (cross-referenced in §1862(a)(1)(E) of the Act), the Agency for
Healthcsre Research and Quality (AHRQ} will convene a multi-agency Federal
panel (the “panel”) composed of representatives of the Department of Health
and Human Services research agencies (National Institutes of Health (NIH),
Centers for Disease Control and Prevention (CDC), the Food and Drug
Administration (FDA), AHRQ, and the Office of Human Research Protection),
and the research arms of the Department of Defense (DOD) and the
Department of Veterans Affairs (VA) to develop qualifying criteria that will
indicate a strong probability that a trial exhibits the desirable characteristics
listed above. These criteria will be easily verifiable, and where possible,
dichotomous. Trials that meet these qualifying criteria will receive Medicare
coverage of their associated routine costs. This panel is not reviewing or
approving individual trials. The multi-agency panel will meet periodically to
review and evaluate the program and recommend any necessary refinements
to HCFA.

Clinical trials that meet the qualifying criteria will receive Medicare coverage of
routine costs after the trial's ltead principal investigator certifies that the trial meets
the criteria. This process will require the principal investigator to enroll the trial in a
Medicare clinical trials registry, currently under development.

Some clinical trials are automatically qualified to receive Medicare coverage of their
routine costs because they have been deemed by AHRQ, in consultation with the
other agencies represented on the multi-agency panel to be highly likely to have the
above-listed seven desirable characteristics of clinical trials. The principal
investigators of these automatically qualified trials do not need to certify that the
triais meet the qualifying criteria, but must enroll the trials in the Medicare clinical
trials registry for administrative purposes, once the registry is established.

Effective September 19, 2000, clinical trials that are deemed to be automatically
qualified are:

I, Trials funded by NIH, CDC, AHRQ, HCFA, DCD, and VA;



2. Trials suppoerted by centers or cooperative groups that are funded by the NIH,
CDC, AHRQ, HCFA, DOD and VA; |

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

4. Drug trials that are exempt from having an IND under 21 CFR 312.2(b)(1) wilf
he deemed automatically qualified until the qualifying criteria are developed

and the certification process fs in place. At that time the p incipal
investigators of these trials must certify that the trials meet the qualifying
criteria in order to maintain Medicare coverage of routine cosls. This
certification process will only affect the future status of the trial and will not
be used to retroactively change the earlier deemed status.

Medicare will cover the routine costs of qualifying trials that either have been
deemed to be automatically qualified or have certified that they meet the qualifying
criteria unless HCFA's Chief Clinical Officer subsequently finds that a clinical trial does
not meet the qualifying criteria or jeopardizes the safety or welfare of Medicare
beneficiaries.
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Should HCFA find that a trial’s principal investigator misrepresented that the trial
met the necessary qualifying criteria in order to gain Medicare coverage of routine
costs, Medicare coverage of the routine costs would be denied under §1862(a)(1)(E)
of the Act. In the case of such & denial, the Medicare bheneficiaries enrolied in the
trial wouid not be held liable (i.e., would be held harmless from collection} for the
costs consistent with the provisions of §§1879, 1842(1), or 1834(j)(4) of the Act, as
applicable. Where appropriate, the billing providers would be held liable for the costs
and fraud investigations of the billing providers and the trial's principal investigator
may be pursued.

Medicare regulations require Medicare+Choice (M+C) organizations to follow HCFA's
national coverage decisions. This NCD raises special issues that reguire some
modification of most M+C organizations' rules governing provision of items and
services in and out of network. The items and services covered under this NCD are
inextricably linked to the clinical trials with which they are associated and cannot be
covered outside of the context of those clinical trials. M+C organizations therefore
must cover these services regardless of whether they are available through in-
network providers. M+C organizations may have reporting requirements when
enrollees participate in clinical trials, in order to track and coordinate their members’
care, but cannat require prior authorization or approval.

Rev. 126
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MEDICARE COVERAGE ROUTINE COSTS OF BENEFICIARIES IN CLINICAL
TRIALS

 Overview. The Health Care Financing Administration has issued a final national
coverage decision to implement President Clinton's order for Medicare to cover the routine
health care costs of beneficiaries in clinical trials. It not only implements the President's order
{0 cover the "routine costs” of Medicare beneficiaries in clinical trials, but also expands the
definition of such costs to include payment of most other beneficiary costs that were previously
non-covered. This decision finalizes a proposed decision issued in August.

Reassuring Beneficiaries, Encouraging Research. This national coverage decision is intended to
encourage the greater use of clinical trials by older Americans. Clinical trials serve as the first
step toward providing new clinical innovations to the forefront of medical practice. In announcing
the decision to assure Medicare coverage to those in clinical trials, President Clinton noted that
many seniors and peopie with disabilities were reluctant to participate in trials for fear they would
fose their Medicare coverage. Assuring Medicare beneficiaries that their routine costs will be
covered is expected to increase their participation in clinical tials. Medical researchers believe
that higher participation by older Americans and those with disabilities in clinical trials could

lead to faster development of therapies. The knowledge gained from clinical trials will lead to
better health care for Medicare's more than 39 million beneficiaries.

Covered Costs. Medicare will pay most of the costs of beneficiaries in clinical trials. Payment
will include costs associated with providing items and services that would otherwise be covered
by Medicare if they were not provided in the context of a clinical trial. Also covered are items
and services required "solely for the provision of the investigational item or service.” For
example, Medicare will pay for the administration of a chemotherapy drug that is being tested in a
trial, including the provision of anti-nausea drugs to prevent complications from the chemotherapy
drug. Medicare also will pay for monitoring and evaluation, device implantation, and other costs,
such as room and board as part of a hospital stay required as part of a clinical trial, for trials of
importance to Medicare beneficiaries.

- more -



All Beneficiaries Will Be Covered. All Medicare beneficiaries will be eligible for the coverage
while in clinical trials meeting federal standards. The new policy is binding on all the private
contractors that process and pay Medicare claims as well as Medicare+Choice managed care
plans. The Balanced Budget Act permits Medicare to pay additional funds on behalf of
Mediare+Choice organizations to compensate them for significant costs associated with national
coverage decisions. Coverage becomes effective with this final national coverage decision.
Coverage decisions are not retroactive.

Things Not Covered. Medicare will not pay for the investigational intervention being tested in a
trial. And it will not pay for items and services provided solely to satisfy the data collection
needs of the tral, It also will not pay for anything being provided free by the sponsor of the trial
to any trial enrollee.

Registry of Trials. HCFA is developing a registry of ongoing clinical trials in which routine
beneficiary costs are being reimbursed by Medicare. This registry will track Medicare
expenditures associated with clinical trials. HCFA also will use the information contained in the
National Institutes of Health and Food and Drug Administration clinical trial regisiries

(www clinicaltrials.gov) to develop a national registry of all clinical trials receiving Medicare
reimbursement for their routine costs.

Eligible Trials. To ensure the safety of Medicare beneficiaries, the final coverage decision
establishes a process to determine which clinicaj trials are eligible for its participants to receive
payments for routine medical costs. The HCFA decision requires that climical trials must meet
specified criteria in order to be approved for Medicare coverage of their routine costs, including
scientific support, credible and capable sponsorship and protection of participating patients.

Some clinical irials are "deemed"” to be qualified and do not have to go through this process. These
‘nclude trials that are funded by the National Institutes of Health (including those centers and
cooperative groups funded by Nikt), the Centers for Disease Control and Prevention, HCFA, the
Agency for Healthcare Research and Quality, the Department of Defense, the Department of
Veterans Affairs, and trials conducted under an Investigational New Drug application approved by
the Food and Drug Administration, or those drug trials that are exempt from having an
investigational New Drug application under FDA regulations. These IND-exempt trials will have
to certify that they meet the qualifying criteria once the criteria are established.

The policy is posted on HCFA's web site at http://www hcfa.gov/gquality/8d.htm.

H#






Clini\{czﬂ Trials: Are They 2 Good Buy? \

By Chorles L Bennett, Jored R. Adoms, Kirstin 5. Knax, Andrew #. Kelohon, Samuel M. Silver, ond Joseph 5. Baifes

Purpose: Concern thot dinicol tals may be foo costly
has been used to justify maditfonolly restrictive insurer
policies regording dinical tricls. Additionally, fear of jn-
surer redimbursement dental con be o sigrificont barrier o
chinical trial porticipotion. In this study, we reviewed the
empitical doby on costs of dinical tricls versus standard
core ond summarized the current stetus of policy initie-
fives relofed to dinital ol Insurance reimburserment.

Methods: Eectronic ond print dota sourtes were
searched for studies on the costs of oncelogy clinical
trials. Information on policy initictives for diniced wial
reimbursement wos oblained from the American Society
of Clinical Oncolegy, the Americon Society of Hematolh
ogy. and fhe Codliion of Naotional Canver Cooperative
Groups and from searches of World Wide Web sites.

Resulis: Five pilot studies provided information for
377 potients on phase {171 clinical tricls mowhed with

Cipite Viddd iaiss inoa

recent Hams interacnive survey of 3,980 cancer pationts,

60% of patients who were aware of clinteal trials {14% of

SUFVEY ple) and elected wot to participate (71% of
aware paitenis} ciled concerny about msurance denial as

a primary barrier W partivipation” However, a United
States General Accounting Office z’c{suf! found that many

insm'css :th'(:;f(%y pay fof many patients who paitiCipaic in

despite policies cxc;al{iiz‘;;—: pavment [or

thesapies.” As policy mokers have be-

fai palicni concer

bursemicot desital may be & barrier 1o clines! trial aceroal,
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confrols on standard core. Cost estimates ranged from
0% lower to 23% higher costs/churges for cinieal
trials In comparison jo stondard medical care. Medé~
cors, 14 states, oad several private insurers now cov
the costs a‘? patient care in “qualifying” dinical ﬁ-m!s.
indings from: simall pilot studies sog-
B and i chnical trisls result in of most
: 25 in cost over stondord freatment costs,
&lso, on Tnereosing humber of policy makers have
decided to support dindeal #riol refmbursement inifia-
tives. it is hoped that econemic dote from lorge sbser
votional studies will facilitote widespread and permea-
nent decisions that support reimbursement for phase §,
i, and Hi cinicol sriai participoiion.
4 Clin Oncof 19:4330-4339. &
Society of Clinicef Onvology.
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Aot of 1997 sought to authorize 3

3750 million demonstration project which wauld reim-

burse rouline patient care costs alongside approved

clinical mrials, The act alse commissioned a report on the

avtual costs of the funded clinical tials. This epwlation

was not passed, primarily beeause of comcerns over

actual study costs, In 2006, the instituie of Medicine

s Ronnbussen

released He report, tending M
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care for patents in chinjcal tri

reimburses for rouline care for pabicnts not oo clincal
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trials.”’
elinical trial reimbursement would be small, based on the
findings of pilot studies in 1998 and 1999 from the Group
Health Cooperative of Puget Sound, the Mayo Chinie, and
Kaiser Permanente.”™ Nonetheless, as health care costs
rise, the guestions related o reumbursement for clinteal
tnals beeome increasingly relevant, After the favorsble
reports on the cost of clinical trials from pilot studies,
and several state

federal policy ms
legislatures have introduccd polictes or laws that support
reimbursement of routine medical care in climeal trals.
In this article, we address the current status of reimburse-
mient for clinical trials by reviewing the methodelogies,
results, and future plans for studies on the costs of

kers, private insurers,

chinieal tnals and reviewing the content of federal, state,
and private sector chinfcal trial reumbursement initiatives,

Journol of Chinical Oncology, Vol 19, Mo 23 {December 1), 2001: pp 4330-4339
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Toble 1. Comparison of Estimuates of Incremental Costs/Charges of Clinicol Trisk From Five Studies

Memonic

| o

!

Sloan AACH Kotiser CRO Mayo
Kaftering Worthwedsrm Permonents Chinde Group Health Cocperctive
Beberence no. g 7 5 4 &
Chinicol trial patients 77 35 135 a1 49 breast/ 20 colorectal
Study yeors 1995 F996- 1994-1994 IR 1994 1990- 1994
iv98
Phase /5 i it (5] i
Cest Data
Units vaid o meawite coits Costs Chages Costs Cearsls Costs
Al & months
Conteol pofients [} $30,775 §53.771 59,930 $10.073
. $37 055 $57.542 $12,242 212 200
% Dilference (T-C} i7 {10} 23 21
At 12 moeths
Contral putients {C) 315,516 314,767
Clinical el patieats (1) 517,003 516819
4% Difference ic 14
JZ*.?F':g
Contral putients [C} 525,000
Clircal trral poients {1} 30,000
> -fi(', R ?\)
$386797
127 090

% Dilerence

Abbieviation: AACH, American Astociotion of Concer institutes; CBCY, Congressionsd Budget Office.
“Twenty six dosc?y matched breost concer paticnts on?y; other diszases did not show o remorkable cost difference.

METHODS

MEDLINEG, FMBASE, HEALTHSTAR, and absiracts from the

Proceedi of the American Secicly af Clinica! Oneolfogy from the

cri siareied Tor repornis on costs of chinicsl tials

wesgry DHYS 1o 200]

s, cluncal imal costs, and clmroad Hiad

Kew wonds mvhaded cancer o

14

parncipaiion, Leaders at the Deparmment of Public Pobey of the
Anwrican Socicty of Chnical Oneology, the Commitice on Pravtice of
the Amorncan Society of Hematology, the Coalition of Natonal Cancer
Cooperative Groups, the Depurtment of Defense, and the Nauoaal
Cancer Trstitule were also queried abeut snpoing policy initiatives
related 1o chinieal tnal reimbursement. Individual bills pertaining to
mandated insurance reimbwsement of climical tmads were found
through searches of the Jegislative history en the Web site of the
respoctive legislative bodies. Web sties of health care msurers and
mznaped care organizallons opesating on a national basis were re-
viewed toodentfy programs that voluntartly retmbursed medical care
costs incurred on clincal frials.

Tius article addresses touting care costs i chimical trials, For most of
the rescarch articles and legistative bills, routine care costs (ofien
referred to as patient care costs n legislation) include conventional
care, items or services that are typically provided absent a clinical trial;
administrative iterns, tlems or services required solely for the provision
of the mvestigational ftemn or service (such as the sdministration of &
noncovered chemotherapentic agent) and for chnically apprepriate
monitoting refated o complications and treatment effects; and reason-
able and nevessary care, items or services arising from the provision of
an investigaiional em or service, meluding the diagnosis or Geatmoent
of complications. Routine patical care costs do not include iters and

services that are cusiomanty provided by the research sponsors free of

wu Tor madividuals participsiing in the tial (s Investigationat

Iy fur the

of thamsy, sty or measwrements conduct
rirpese of the clindeal sl invobved) or the adiminsuative oosts

cd with collecting resrarch dama
RESULTS

Filot Studies on Costs and Charges of Clinical Trials

ports™ conducted an ceonomic evalustion of the routine
medical care costs of clinical trials. These studies meluded
information on patienis cnrolied ente phase 11 {one study),
phase 11} {one study), and phase H and i cBeical tnals
(three stadies). (Tabde 1) A total of 377 patients on clinical
trals were included in the five studics {(range, 35 fo 165
paticatls per study). Three studies incleded mformation on
patients treated In the mid-1990s, one smdy covered the
years 1988 1o 1994, and one covered the years 1990 to 1996.
Two studies were for patients who received care at managed
care organlzations {Kaiser Permanente and Group Health
Cooperative), two were single-site studies from tertiary
cancer centers {Memorial Slean-Kettering Cancer Center
and the Mave Chnie Cancer Center), and ene was from five
tertiary cancer centers that belong to the Association of
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Joble 2. Comparison of Methodslogies Among the Five Economic Assessment of Clinical Trials
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CBO and Muyo i fee-forservice 9 All possible No Performance sfatus Ouipotient Costs, 5 Poived #lest
Clinie cases prescriplion yeors
drugs
Kanser 1 Faraged care @ Al oo Yes ik for tric Rong Cosks,
Pesrm e cases yeao Feqression
Weraoriol Sloon H FAncice & 7 Pofends eoted No Survived Fesources wwed Lo, & Unpaired ¢
Kettaring primonfy af cutside of manths fesd
the concer FASKCC
cenier
AACH Morthwestorn 5 fnr serviee 5 Pakents heated  Yes E!i@:h?l?y for fiol Resources used Chorges, & Paired ! iest
erimorily o cutsicle of mienths
the cancer the AACT
cerdes corder
Group Health NA Maonaged core z GH members Mot gated  Comarbidity, Mot stted Censls, 2 MNot stafed
Cooperolive on SWOG {ebigibility for trich: yeary
stucdies 26 breast concer

patients]

- . . s . ) e e E N
Abbrevictions BMT, bone marrow fonsplonfation; GH, Group Healh; MSKCC, Memanal Stoor Ketering Concer

trawesl Oncology CGroup

Amenean Cancer instiwies (AACEH Conwol groups in-
chided patients with the same dagnosis and tumor stage and
similar comorbidily fovels who received sumlar reatments
i the setting of standard cancer care

The
studies) or charges {one study} ranged from a 1% savings

studies {ound that the differences v costs (four

increment for chmeal trial padicipation sl 6
14 |

F mererent at 24 months, amd a

menins of Tolow-up, & H9% o 14% nerement at

months” follow-up, o 2

Fi

wiiow-up {Table

sent af 60 monthy”

controis, with some clinical tnal patients differing by more
than $200,008 m costs/charges from maiched controls. For
breast cancer patients who underwent autologous stem-cell
transpluntation, mean costs were 120% greater than costs

for controls who received standard chemotherapy, while
estimates were 15% lower In comparnison (o charge

EC

char
estimates for controls whe recoived autologous steme-cell
transplantation ocutside of a clinical inal

In eveluating the findings of these studies, several meth-
odologic considerations related 1o selection of cases and
controls, identification of resources, estimation of costs, and
statistical analyses should be discussed {Table 23 These
arcas represent the most traportant featares of cconomic
analyses of cancer care.” ™!

The stadies included patients with between two and nine
different types of cancer diagnoses, with breast cancer being
the most coimenon dizgaosis, Two studies identified cases by
reviewing logs from cancer registries at the managed care

Cenier, NA, not a}pg;l‘l(’isbia‘:, SWOXG,

pwo sfudies denitficd througls

e
amd one study

organtzation,

searches of clectronic snd paper Ries,
inchuded a random sample of & specified number of clinical
wial participants at each of five tertiary cancer centers. In
some cases, the samme patient partcipated in more than one
chinical wial dunmg the study peniod, The AACT Northwest-

o University snd the Memonal Sloan-Ketwnng Cancer

e

criis who received the

iuded only those pats

Conter studics

al the partcpanng

soraticnal difficultios ass

; P
becsuse of the o

dentification for medical care provided i muoltiple settings.
fdentification of appropriate controls was the most chal-

miched for

fenging aspect of stady design. Controls wey
diagnosis, stage, and age in all bve stedies, Matlching was
based on ligibiitty for the clinical trial in twe studies, on
survival in onc study, and on performance status or comor-
bidity in owo swdies. However, the type of comparative
treatinent varied and in all cases differed from that used for
case patients whoe participated o the clinical mals. For
cxample, three studies included breast cancer patienis who
received an autologous stem-cell transplant, but two of these
identificd controls whe received standard-dose chemother-
apy and one included controls who underwent iransplanta-
tion outside of the clinical tnal setting. For the four
published studies, control putients who had simalar clinical
and demographic characteristics but differed with respect to
the specific treatment regimen could be identified for two
thirds to three quarters of the chnieal trial patients
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i
Measurament of the resources 1o be mchuded m the
ceonomic analyses vaned. These data were oblamed from
clectronic clatms fifes mn all studics, which faciliated dain
collection: efforts. In the Kaiser Permancste and Group
Health Cooperative studies, almost all of the resources
associated wilh cancer care were captured in the electronie
dats files. The Mayo Clinic stady excluded ouipatient
prescription drugs, durable medical equipment, ambulance
and other transporiaticn $ervices, oulpation sorvices pro-
vided by allied health professionals, and nursig home care.
The other two studios excluded resource use that veourred
outside of the tertiary cancer cente
The methedology for dr:,rivi;;g cmmomic HIRHE was
unique to eech study. The Mayo Chme stady assigned a
value for cach unit of service that was adjusted to national
schedule rates for physician

cost norms using Medicare e
and outpatient ancillary services. Hospital charges were
converied io costs by applying department-level cost-to-
charge ratios obtaned from Medicare reports. Unit costs
were nonmahized fo ngtional 1995 values by ase of regional

Pro-

ab warket-basker uudexes obbaned from annust

sl ronotts, he

chive Pavinent Assessrend Ooming

Kaser Poerman
value to cach

¢ atudy used @ proprictary

assigned aniit of pharnuwy, labomtony,
imaging, and home heaith services, with sdditional alloca-
ton of building and admimistraiive overhead rates that were
specific fo the Kaiser svstern. Unit costs reflected aversge
sughout Kaiser Permanentc in N(nlm.m

anpual costs ih

{abifornia. For out-ofnetwork services,

wReNng oui-al- for

ston

ded Lot

“enter study woluded hospitad costs and p‘n}-gmﬁ charges,
charge

<

hased on estmates denved from Medivare cost-to-
ratios for the reievant resources, The Group Health Coop-
erative Study 18 currently revising s cost estunation elfort
The AACUNorbwestern University  pilot study  used
charges, not costs, m the analyses, prinu
five-sile study would have required a different cost estima-
tron effort for data from cach teniary camcer center. In most
d method for coonomie snalyses is based

ity because the

cases, the preferro
on estimates of costs, not charges,
Gh(:t,panum that exist ‘nmnm bifled charges and oppor-
4 These differences vary by type

hecause of marked

tunity costs in health care.’
of resource, among physicians, and over time, resulting ina
distorted estimate of cconomic differences between groups
of patients treated with a variety of medical resources.
Analytic approaches also differed. The Mayo Cimsc
reported costs over a S-vear time period, the Group Health
Cooperative reported costs over a 2-year ume period, the

Fager Permanenie study reporfed on costs over a l-year
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Center and the AACINorthwestern Universtiy studies se-
ported costs over g G-monil time period. Censering of
patients with incomplete follow-up was done ondy ir the
Mayo Clinic study because of the long follow-up peried.
Statistical differences were determined using patved 7 tests
Mayo

time penod, and the Memonal Sloun-Kettening Cancer

based on maiched samples in the studies from the

Chinic and the AACT/Northwestern University, a oac-co-
omorbidity score) ordinary [east squares

variate {Charlson ¢
regression model m the Kaiser Permancnic \hm\, and

anpatred ¢ tests i the Memorial Sloan-Kettermg
Center study.

There are two ongoing larpe-scale efforis desipned o
develop valid and reliable estimates of the ncremental costs
of chnieal frials cumied out in diverse academic and com-
munity  settings. The RANDVNational Cancer Insuute
(WO Costs of Climueal Trials Study i evaluating the costs
of 730 mdiviidusls enrolled onte phase /A
cancer cenfers and

Poolincal mials
commutity and teriiary
' The AACENorthwestern Univer

from multiple

758 maiched controls,

sity (hineest Triads Cots and Cha

a complernentary study that will evaluate snd con

costs of 100 panests enrclied onto phase T clinies! inisls

conducted at tertimy cancer cenrers with those of an og
number of matched controls.
for severst reasons. First, the five pilot studies had sample
s it

These studics are waranied

sizes that were msufficient 10 detect cost diffes
may be mmpormant for p\)ilL}f PIEDOSES, Sccnm}, trentment

patterny differ 2 troms, and four

f i m:gic institution of fealtl sy

Third,

were conducted wit

which muakes o dstficull o generalize

gie mshin

controls ma

unobserved bot nportant ways that sifect reament costs,
as a result of self-selection mito wials, Fourth, the miot
studies excluded some potential important dimensions of
trestment, such as clinictans outside the delivery systent
i

Fumally, single-institution studies may underestinafe the

financial impact of transferring core from a community
seiiing in order to parficipate in some clinical 15als.

State, and Private Seciar Poliey Initictives

Federad,
Related to Reimbursement of Clinical Trials

Federal cfforts.
chimical trial reunbursement began i 1994 when the |
partment of Defense (DO mitiated a demonsiration
project that covered the costs of bone mamow iransplanta-
tion in chinical tnals {Table 3). In 1996, this demoenstration
project was expanded to include all phase I and 1H cancer
treatment tnals funded by the NCL The DOD demonsiration
project was limited to NCI trials because the nmprimatur of

Federal policy initatives relsic

Fyp
2

£

the NCT is only given to cancer trizls thet have demonstrated
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Fedcmf Concer Clinicot Trial Legislotive Elork

Ceomncer C]mi(d Trid Re

rment begprstotion

Federel Effois

Qualdhied Trink

Feceral Agency Yewr Feiol Porperse Ptz
¥/ TRICARE 1994, 1999 Prevention,” ecxr{y 1] SOD/NC Concer Clinicol Triols Detsosstrotion
detection,” Project; NCH{NiH] triaks anly®”
screenng,”
freafnent
VA 1997 Prevertion, dignoss, I NCEand DVA codshoring ogreement; NOH[NIH)

reodimend

{hagnoss, freafmant

Meodicore/Modivaid 2000

theropeutic int

Any trial undedaken vtk

triols in DVA hospitaks
All chiniced triols, not just cancer, M, C
LfA DOD DVA, FDA; ofter 'wush

Auxu::\»ix)llun-; N‘H Mationdl fnstituies of H
Discase Control, FDA, Food and Drug Admlmsirutirm
*Exponded benefit udded of the loter dote.

A, Deparin

themselves to be addressing a critical public need with

rigorous scienfic methodoiogy. In 1997, the Department of

Veterans Affairs (VAY joined the federsl demonstration
project effort. In 1999, the DOD expanded their NCT cancer
trials demonstzation project o mchude coverage of preven-

5 ivials BEarollment onte

'il‘;is SCTCCHng s, i

s derection,

e,

the prognss
the project w1996 OF the approximately 11,700 patients
diagnosed with cancer annually under the DOD (TR
CARE} heslth coverage umbrelia, 31 enrolled m 1996
(0.59%) and 131 enrolled w 2000 (1.5%90) To 2001, an
estimated 240 cancer pationts {2.0%9%) are expected w oenradl
onte 1he DODNCT tial program.

Medicare policies were not supportive of climeal tials

: A P TRT T O B T 8 L i . R vl
during the 9907 The HUFA excluded coverape of

soctated with chinical il parficipation

roLline Cars cosis

thai the reatmont we

for Medicare wnre o1t the b
experimental or investigational ' However, the United

States General Accounting Office found that less thao 4% of

claims for clinical tial costs incurred by Medicare benefi-
ciaries were depied.” Furthermore, they found that oncolo-
gists frequently submitted bills for components of complex
treatments, without specifying the procedure itsetl. HCFA is
estimated io have paid 50% to $0% of routine patient carc
costs in climical tmals, after taking into account both costs
for which no reimbursement was sought and claims that
were submitted and rejected. In 1993, the Office of the
Inspector General of the Department of Health and Human
Services o
doliars for surgical procedures involving unapproved med-
ical devices. Almost all of the 130 hospitals under investi-
gation had hilled for clinical trials. However, guickly passed
legislation prevenied HUFA from collecting from the
hospitals.’

In addition, no federal climeal trials fegislution has been
passed. One 1993 bifl, the Cancer Treatment Improvement

A

it of Vetoron's

fas increased three-fold since the beginnng of

i that Medicare was being billed nullions of

-h ansdd (D‘\.au‘fi')-’; D, Canters for

| Agerey for h;.pi: oo R

Act, addressed the 1ssue of chinical tnal coverage but never
made 11 past commitfee. fn 1996, the Medicare Canwer
Chaseal Toal Coverage Act was itroduced o the Senate
and the Medicare Cancer Chnteal Trial Demonstration Act
The Wl which applied o the 24 maibon

i1 ; R

i the Housoe
s regulated by
5
the Natiooai

midividiads whaose covern

54 mslhion

Retirement Security Act plans, would allocate
o cover cancer ohinical tnals sponsored by
fsututes of Health (NIFD, DOD. and the DVA, would
roQUIre dn\ulapmuﬁ of federal regulstions that would
defme routine pationt care costs, and would study the mipact
of ciémcm L?‘s;'six reimbursement on group bealth insurance
The Medicare Cancer Chinreal Trial Covera
{, andd 1990 without s

of Rights Act of 1997 mntroduced

prlans,

was reintroduced in W“

dgro P heali: plans of

H opattonts with no

: treatiment alternative.” The i;mgu;igc regardinngg
clindcal ials was {olded verbanm i 1998 mto the Patient
i of Rights Act. The Syduey B Salmon Access (o Cancer
Climcat Trials Act of 1999 was among the 36% of bills that
never make it past committee. The Bipartisan Consensus
Managed Care Improvement Act, introduced by Represen-
tatives Charlic Norwood {R-Georgia} and John Dingell
(D>-Michigas) in 1999, was passed by the House m 2060 bat
whied by the Senate. The bill would have mandated group
heaith plan coverage of all phases of federally [unded
prevention, carly detection, and treafment trials for patier

g
with senious or Hife-threatening illnesses.

In 2600, afier years of lobbyimng of HCFA leadership by
individuais, paticat groups, health care workers, and orga-
nlzations who were concerned about reimbursement denials
of chinical tral costs and the low rates of zeorual to clinwal
trials, former President Chnton issued a memorandum
stating that HOFA was authorized to cover the costs of

cancer chinical tmals, Thes decision was supported by the
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Pending Federdl Legislotive Inifistives for Cancer Chinical Trials

\ s

'
)

Phatae Croabied Trighs

Tobde 4.
Of\ '}‘(‘ itorizon in Congress
] Legistutive Body Yoot Trigd Purpese
-lzi.;;;-se of Representatiaes by Pr)’(c 2001 Treokoend
[R-Ohio), HR 967
Senate by Snowe [DFWashinglon), § 257 2001 Treatment

: AR Arivonn), e 7001 Mot specibic
(D "iozl} Cnmam“? Kenniedy
[ Massachusetis), §5 1052)

Howse of Representotives by Gonske 2001
(R-lowal, Dingedl {-Mickigord,
Morwood (R Georgie], {HR Z563);
Nurwood iHnuse Arendrment 3(}3)

Not speeified

Moot resiricied

MNat restricted

Not restricted

The Access to Concer Chnical Tricls Act of 2001 would mandate
group heatth plans to cover all federally sopported cancer iriafs
{EH, (DO, AHRG, HOFA, DOD DVA, DOE, Rl COOP
aronps, M- sopported centers) and Wabs of IMND-exempt drugs

The Fraproved Petiznt Access to Chnicol Studies Adt of 2001 would

. ¢ :
mandote off FRISA ond group health plans 1o cover care

receland in ol gk sponsored by HES, MM, FDA VA, DOD, o
- enlity

M qualified aongovernment res

scdate group he

The Bipuriisan Potient Profection Act would m
glore to cover Kals approved ond sponsored by NIH, N
COOP group or center, FOA, DOD, or VA

The Bipartisun Putisrt Protection Acf would mondate group hechh
plons to cover Wiols approved end sponsored by NIH, NI
COUOF graup or center, FDA, DOD, VA, or NiH-guolified

nongovernment enfity

[y

: Medivare coverage of
routine peticnt costs on chinical wials, and the growing body
of state legisletion and volumsary fmuatives from piivaie
This henefit incinded 2 broad defintion of
The Final Nauonal Coverage Determi-

£ “aai-
H

surt
ted” climeal trials,
nation ssued by HOFA exiended the defimtion of qual

clinesl tials beyond those funded or condacted by govern-

d

ment bodies © tiads that satsfied qualifying eriteria. Cer

deemed fo be guaiificd and automatically

izin inals wer

covernd: those funded by the NIHL the Centers {for Digease

Clomiral an the Ayeney for Heasith Resesrch
and Quality, HOFA, the DO, and the VA tmials sup-
ported by centers or tooperative grouns that are funded by

ind trials conducted under an wmvesti-

these organization
gational new drug (INDY} application reviewed by the Food
and Prug Admunistuation. The Agency {or Healtheare Re-
search and Quality has, in conjunction with other federal
agencies and input from interested specalty groups and
gther stakeholders, developed addinoenal oriteria to dentfy
high-quality rials that would be qualified. These eriteria

await approval from the new administrator of the Center for
Medicare and Medicaid Serviees {{ormerly the HCFA

Untl these gualifying crteria are availeble, trials that are
exempt from havieg an IND wil
ered to be qualificd tnals if the study evaluales an already
defined Medicare benefit, is designed with a therapeuiic
intenit (not to evaluate toxicity), and enrolls beneficianies
with a diagnosed discase sf the study s for a therapeutic
iptervention (bhut 1t may enroll healthy beneficiznies if the

| be automatically consid-

triad 15 for a diggnostic mterventon}. Medicare will cover

crst Security Act; DHHS, Deporiieent of Health and Momon Services

d e

reusonablo

3

cations at

ot

el ag ltoms and the provision of the

s subirstted for Medi-

investigational e

care coverage will be emtered onfo o natiomal regisiry.
re of momatically

I rontine ¢o
v-cortified rials, However, if the

Medicure will cover a
qualifying and investgaio
Center’s chief chimuesl officer subsegquently finds that a
chincal rial was msrepresented, the provider may be held
hable for the costs.

g by Ve zrzcwcé

Efforis w pas
forward ?i}‘lié
Profoction At
Anzona), Bdwards
{13-Massachusetis) i the Se
man Ganske (R-Towa), Bangedl (D-Michigan), and
{(R-Georgia) s the House (H.R. 2563) includes a section
mandatng coverage of all phases of federully lunded
treatment tnals for the seriously il However, after incor-
poration of an amendment related to finencial and admin-

volmal, f..ld Kennedy
sate (’5 {057} and Congress-
rwood

istrative considerations for lawsuits by Represeatstive Nor-
wood (House Amondment 303} that was negotiatcd with
President Bush, the Senate and House bills differ markedly
in their language regarding other aspects of managed care
and will need 1o be reconctied in the conference process of
the Congress. A bill dealing specifically with coverage of
patient care costs of cancer clinical trizls was mroduced i
the House by Representative Deborah Pryce (R-Ohio) as the
Access to Cancer Chinical Trials Act of 2001 (HLR. 967).
This bill 1s in line with the Medicare National Coverage
Deesion and mandates coverage of all phases of federally

funded cancer prevention, disgnostic, and treatment tmnals,
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i i
wrrals approved and funded by “guakified nongovernmental
wd by the

research entity ndentified in the gundefines i
National nstituies of Health for center suppoit grants,” and
IND-exempt mvestigator-initiated trials. Duning debate over
the MeCain-Kennedy-Edwards legislation, the Scnate ap-
gmwmi a nonhmduw Hense of the \cn:iié: ’ .1;1*6&1{%}1}&:}1{ o

Sernator r‘sfll{.-ﬁ;l}! CXPITESCS llm sense of the .‘sumh l.%m%.

individuals with Iife-threatening discases should have the

GPROITEANY [ parloipaie i Es:-jcsai}y approved or funded
clinical trials, AH versions of the proposed legisistions state
that Hm;xﬂ't_(] individuals have hifo- }hmibc_lhin7 OF SCHIOUE
inesses “for which no standard treatment 15 cffective” and
that participation in the trial offers “meanmgiul potential for
significant clinical benefit” This language rases concem
that paticnts might be excluded from climeal tiials of the
standard iherapies are a reasonabie oplion. Atiemgs o
clarify this language are m;emir;v President Bush has also

vinced wpax ] tnr coverage of patent care costs {or teatmont

Fhus, ibe prospects for pad
fegislution supporumy clindcal wisl rambumsenent are g
;zﬁihuugh the exact detasds remam o :
eonslative efforis. As ot

Vo p'wmﬁ llux mandating coverage of }wLu,l CRIT COSts

action of health msurers
.

Rhode island was e

ge for chinical imals m

supported coverage of phase [ and TV cancer teatmend
trinls but was amended in 1997 1o cover phase il preven-
tion, screenimg, and phase Hi mials. Qualifying tials were
those that were funded by the NiH, DVA, or DOD or
condacted in an NCl-affiliated cancer center. ('}corgia TEl-
dated insurance for sclected pediatric cancer trials in 1998,
Maryland and Virginia expanded on the m‘ca m [994,
memdating msurance for cancer tials conducted in in-state
acadernic institutions. Also in 1999, Maine passed a law
requinng coverage of Nibl-sponsored irals i cooperaiive
groups or NCI-designated cancer centers. The same year,
fouisiana passed a law including these trials as well as tnals
sponsored by the Food and Dirug Administration, DO,
DVA, and the Coalition of National Cancer Cooperative
Groups. Several other states followed suit in 2000 and 2001
[llmois extended its puaraniee of coverage to ail “seriously
i1 pations for which no standard therapy is avaiisble” This
ambiguous clause defined the qualified patient as necessar-

BENMNETT £7 AL
ily Tacking “standard care,” phrasing echoed w the Patiens
Bill of Righis. Furthermore, 1 only requioed that msurers
had to offer this as an option, not that employers had to buy
the benefit as part of their employee bealth coverape
package. Most of the state-level fegistation does not define
a gquaiified patient but instead defines qualified wials. Sim-
ilar fcgisiation is peading in & number of other states. Many
of the current coverape mitatives exclude phase 1 wialy
psn}y Decatsse Ao dais exist an costs, hale data exist on the
nvestigative freatment, and the tesunents bave hinde
chance of bemyg thempeutic. Other antiatves himit theiy
scope (o wials with a dherapeutte wtent. Maost imtaives
Hmit coverage to cancer clinical trials, m part because the
national mirastructure surrcunding cancer trials is the most
cs and cancer

csiablished and comprehensive of all dis
clinical tnals are subject to hgh Ievels of controls, moni-

toring, and oversight. State legislative offons do not pers
i employees of sell-insured corporaitons as defined under

the Bmplover Retirement Scourlty Act of 1974 Lasdy,

P ohas fod iy

CONeCt OYr

vurtable scientitic gual

redmibTsenient o

f‘szif;'&iagf} institutionsl review boards on

sure that @ triaf 15 dumm(i ‘md a.ondm{m cihiics

sther than the federal government

SORITCES

Frivate irsurer offorts,

Private insiurers may

fzinty over soimbursement, rather than aciual demal of

adversely sffec

retnburserent,

oS }‘_luizl.nmnnﬁ ST L;

bone marrow irensplaptstion for bre HEIUCT, WORC

i

expensive. {n the early 19%0Gs, srvate msurerns

doubtedly

who refused reimbuirsement for bone marow iransplants fov
breast cancer pasd farge jury awards and scitfements to
{omilies of the affected individuals, Subsequently, many
states and private insurers adopted policies to reinburse for
the procedure. In 1999, findings of an absence of clinical
benedit with bone murrow wansplantatton {or breast cancer
;oseverad

were reporied. The reports had been delayed by

years because poor chnical trial acomsl %:a{, fed o
extended study period.

At the end of tbe prior decade, several large private health
insurers agreed o reimburse for medical care that occurs
with chinical trials. These insurers included the New Jersey
Association of Healith Plans, OhioMed, United Healtheare,
and the Mayo Health Plan'® (Table 6), The New Jersey
Association of Health Plans agreement is unique in that it
represents the first instance for which all private iosurers in
3 single state have vohumntaniy agreed to provide cancer



CUNICAL TRIALS: ARE THEY A GOOD BUY?
i

Table 5. State Leghkotive Eforts for Cancer Clinical Reirmbursement

dinical Tried Redtebutsamant Legishaion

Stazter fb-ﬁis‘uf!:-(;;v

Cate Yeoor Téiol Puspose - Phisse Cualified Triols znd Ponding liBiofives
Alabama None
Alasko MNone
Asizona 2000 Prevention, palliohon, IR I piH, BNiH COOP group, VA, FDA, entity meeting NI grant criteria,
freatment agadermin ngitions i Arrann
Arkansas Nong
Californic 2007 L NiM, FDA, DOD, DVA viaks of IND exermpt cgrugf,
Colorade Pone
Connecticsd 200 Prevartion, Featmend i {prevention); M, COOP groups, tDA, DOR, DVA
LUV
{treatmentd
Dectorwrre 2060 Frootmend s M, COOP groep, concer cevder, CCOP, DOD, DVA; pord of state
patients’ kol of rigghts
Thstrict of Columbia Mone
Flonidg Bill ivtraduced in 7001 did not progress through commitiee
Georgia 2000 [rechment 50V Bill introduced to amend current low to include adults in MNIH, COOP
group tials: did not progress through commitiee
1998 Treatment Ii, Pediginic ricks anly, MH, FDA, meets COG sfondards
Horwais None
ldaho Mone
iy 2000 Treatment Ii, H, B Terminally fl paticats with no stondord reotmers, NIH, DHHS, DAY
benefit must be offered but employer not required to purchase
2 Detechion, prevention, LB Bl introduced, referved fo comwmifies, P 'ﬁiofs
fregtment {detedtion,
Lo 199 B of Righs
UG Detection, prevention, i | COOF group, concer cender, FDA, TOD, DVA, Coalition of Mofionc!
treaiment Cuncer Cooperative Groups
Maing 19099 Treotment Mot specified DHHS, MNIH, COOP group, concer center
Marylund joee Prisvantion, i:-m};f i LY HiH, NiH COOP group, DVA, FDA, academic center in Morylond, 1RB
detection, freatment proved Irials of matifution with MPA from OHRP
Massachusets introduced in House ond Sencte, 1efered o commitice
Michigan dory ogreement, panding bnal sign-off
Hinneseia luniory ogreement, peadieg final sign-off
sippt 3
Missourt Bt introdduced i 200, o
Moiiana Mone
Pebroska MNore
ebros: Ple
spshiie A Froctment Y Bt COPsl FEA, DOD, DVA, IRB approved
Homy OHRP
1Y, Beovention, early iR M FRa, D00, DVAS
0001 detechan, treatment
Pow Mexico e a] Prevention, defedion, Y nir, COOP group, cancer cender, DO, DVA, NiH-quahified
froalunt nngoversment ugency
MNew York 20601 gill introduced for coverage of “experimental drugs” for breast concer;
referred Jo committee
torth Carcling 2001 Two bifls introduced, sl in commitice
Morth: Dakola None
Ohia ’ Coverage of tricls on indridual case basis
Chdehoma 200 Bl introduced, buf clinicol tiad dovse removed in conference commitiee
Cregon MNone
Pennsylvania Pib 851 Bifl reintradoced, stilf in commities
Rhode Islond 1995, Treotment i, W, NiR, NCH COOPs, DVA, FDA, NiH-gualified indute following NCI
19971 guidelings
South Caroling Mone
Sewth Doketa Possibie eoverage through off-lobel drug provision
Tennessee Possible coverage through off-lobel drug provision
Texos None
Utah Mone
Yermont 20G1 Prevention, earf}' Lo Y Cuncer frichs of Noris Cotten Cancer Center and Vermord hosp%?ofs
detection, trectment
Virgida 1559 Treatment i NiH, VA, FOA, acodemic center in Virginde
Waoshington Two bifls did not progress through conittee in 1999 and 2000; not yut
reintroduced
West Yeginio Nore
Wisconsin 1999 Voluntary ogreements by selecied payers ossecigled with UWCCC
Wyoming N

Assurance: OHRP, Office of Human Research Protection; UWCCC, University of Wisconsin Comprehenyive Cancer Certer.
*These projects will include an analysis of the economic impact of chinicol iriol reimbursemen

Fxponded benelits added ot the luter dote.
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Tabie 6‘ ?’ffvts%ﬁ imumncf: Plon Agreemsents for Cancer Clinical Trial Reimbursement
i imu wce Plan Agresments
Osqunm:hwv Yeor Triol Purpose Pricie Chiokbod Tl
Mew Jersey 199G, ention, early datection, rectment [N | NIH, FDA, DOD, DVATL
Association of 20007
Heaolth Plans
Ohie Med 200 Treatment i ML sl onlyt
United Heoltheore 2000 Pravension, diagnosis, freatmend [ A Tricls of COOP groups parficipoting in Coalition of
Matonol Cancer Cooperatve Groups and wiols of
the Codlitient
Aetpo US thoore f‘(.AVJ Mok spe Mot specifiad FDA, NOI, ar similor sationsf cooperative body

[xplmds'("i benefits a(,de{f af ?i«. et (fui@

TThese projeds will indude o

suit of a
f insurers,

clinical tral coverage. The agrecment was the r¢
cotiaborative effort of @ working group consisting ¢

consumers, and physicians, [n the face of reeent expansion in
state fegislation on health inswmnce, Michigan and Minnesota

i the New Jersey example by cncourag-

have recently followe

ing colfaborative sask forces to work with private msurers o

. [T S R o w
s chimcal el cove RS

Minnesota folr thal & voluplary agreciiend Amiong mswiers
avoided the aragomstic nature of mandated bealth coverage
and would more Tikely fead 1o a bro sdu definition of qualificd
chinical Uials than picverncal fegisiation. Voluntary instiatives
might also foster cooperation. E-{m rover, the task force fiomn
New Jersey slse wamed that oversight of the insurance

il e
sitdl warranted.

AECHCICS
DISCUSSION

A purndex exists in reimbursement puliery i which

Profmisig new  iher 40y

w

imsurers may refuse o cover
because 31 is available only through chmical tnals while
covering what is considered standard treatraent even though
it may oftes be incffective and someiimes more CHpEnsive.
Pilot siudies have found that the incremenial costs and
charges of clinical trial participants are sumilar or only
slightly greater than those incurred by patients not enrolied
onto ¢linical trials. It is expected that the large RAND/NCE
Cuosts of Clinical Trials Study. which addresses phase 1l and
phase 111 studies, the AACHNorthwestern University Clin-
jcal Trials Costs and Charges Projeet, which addresses
phase T stadics, and the economic projects built into several
of the health policy initiatives will provide cmpiricat data
that alfow for derivetion of generalizable estimates of the
costs of clinical mials. The smail cost increment observed in
pilot studies to date is justified by the additional bencfits that
clinical trials bring to all patients. If increased climeal il
enrollment could facilitate the completion of a trial that
demonsirales an inpovative therapy io be effective of a
current therapy 1o be meffective even a year earlier, thou-

7 cmciysxs of the economic mpact of chinicad trial reimbiorsement.

sands of lives could potentitaity be saved. Moreover, clinical
trials remain our best source of information on drug safety,
Pouring phase 1, 1, and Hi clinical trials, reporting of adverse
events is virtmally compiete, with comprchensive reports of
these events as well as assessiaents of possble or defmite

sy, Ddemtfication of sure but fatal wde

s for addressing chinloa!

trial reimbursement: higouon, legislation, and voluntary

cooperalion. Lifigation, as mipght be suggested by the bone
marrow Iransplant studics m breast cancer, may be unlikely
10 lead io the most coherent, cgalitarian, and estirely
soreatific refmbursement policy. Legislonon and voluntmy

industry initiatives are the most probable paths o rational

isions abont © n%ca‘: triad reimbursement.

healih policy ¢
initatives suck as the DODNCD cancer olmuesl

sTon projoci

vy staried sio

derrionsis

of participanis in the DOD demoustiaiion i
doubled from the year before and will most likely double

i farge privaie insurers,

apain this year. Several states, sev
and Medicare have apreed to reimburse for medical caie
that oceurs in the setting of cerfam clinical trisls, although
phase [ clmical trials arc frequently excluded. Medicare has
made the largest leap in extending roverage to all elmacal
triafs and drafiing criteria to extend the range of gualifed
clinical irials beyond those sponsored by the NIH. BVA, or
DOD. The New Jersey Working Group expects that their
health insurance couperative agreement, which covers 98%
of insured paticats in New Jersey, will merease the 33%
rate of New Jersey cancer patienis currently on clintcal trials
15% 1 3 vears.

Mest major improvements In cancer reatment have been
accomplished through controlied chnjeal trials. While @
Harnis Inferactive survey found that both the general public
as well as persons whe participated in cancer irials had a
favorable impression of clinical trials,” only 4% of cancer
patienis panticipate in these studies, If u:cmi&'mm]i to chirical



CUNICALTRIALS: ARE THEY A GOQOD BUYE

trials continues (o be poor, then the generafizability and
tmeliness of clinical tnal findings will be jeopardized.
Faroliing large numbers of patiems onlo chinical trals
freilitates franslational efforts te identify the most effective
medical treatmients, enhances comprehensive aSsEssmenis
of drug safety, and helps identify therapies that are fikely
be ineffective. Finally, #f empirical data continue (o show
that clindcal irials result b only modest iRCTeases in Costs,
and if broad-based pohicy mitatives continue to ocour, then
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there is no reasos that clinical trial coverage should not
ulimaiely be a penmanent benehit that is supported by

federal, state, and private sector policies.
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Confidential

Summary of Clinical Trail Experience
Unity Members in Dane County
Jan, 2004 - February, 2005

% of
Members Total

Total members with chemotherapy 137
Members on Phase 11 clinical trial 5] 4.4%

Total Charges

Chinical Trial Standard chemotherapy

Type of Cancer Patients Lowest Highest Patients
Lymphoma & Sarcoma $137.928 i $23.841 $142.543 4
Lung 581 644 i 389425 $140,057 4
Pancreas $124 603 1 332,760 3244435 4
Lterine 584 368 1 $32.979 $51.418 3

371712005






CANCER PATIENT PROTECTION BILL - List of Supporters

All Saints Healthcare

American Cancer Soclety-Midwest Division
American Lung Association of Wisconsin
Aurora Health Care

Children's Hospital of Wiscensin

Columbia St. Mary's

Covenant Healthcare

Froediert and Community Health

Green Bay Oncology

Gundersen Lutheran Medical Center
Leukemia & Lymphoma Society-W! Chapter
Marshfield Clinic

Medical College of Wisconsin

Oncology Nursing Society-Wi Chaplers
ProHealth Care

St Vincent Regional Cancer Center

UW Cancer Center Aspirus Wausau MHospital
UW Center for Patient Partnerships

UW Center for Tobacco Research and Intervention
UW Comprehensive Cancer Center

UW Department of Surgery

UW Health - UW Hospita!l & Clinics

UW Health - UW Medical Foundation

UW Health - UW Medical Schoot

Wisconsin Breast Cancer Coalition
Wiscensin Cancer Counci

Wisconsin Medical Socigty

Wisconsin Oncology Network

Wisconsin Women's Health Foundation, Inc.
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Of Eau Claire, as a member of the Hearing and Speech Examining Board, to serve for the term ending
July 1, 2009.

Dickinson, Loreli
Of Oconto, as a member of the Nursing Home Administrator Examining Board, to serve for the term
ending July i, 2007,

Kinast-Porter, Susan
Of Albany, as a member of the Nursing Home Administrator Examining Board to serve for the term
ending July , 2009.

Korabic, Edward
Of Shorewood, as a member of the Hearing and Speech Examining Board, to serve for the term ending
July 1, 2009,

Nosse, Larry
Of Wauwatosa, as a member of the Physical Therapists Affiliated Credentialing Board to serve for the
term ending July 1, 2009,

Shropshire, Mark
Of Appleton, as a member of the Physical Therapists Affiliated Credentialing Board to serve for the term
ending Juiy 1, 200%.

Senate Bill 284

Relating to: the investigation of child abuse or neglect reports in which a person who 1s not a caregiver
of the child is suspected of the abuse or neglect of the child; defining the persons who are considered to be
relatives of'a child or juvenile for purposes of the Children's Code and the Juvenile Justice Code; extending the
time for which a child may be held in custody when additional time is required to determine whether the filing
of'a petition inmitiating proceedings under the Children's Code 15 necessary; and the transfer of guardianship and
custody of a child to a county departiment of human services or social services in a county other than Milwaukee
County for the placement of a child for adoption in the home of the child's foster or treatment foster parents.

By Senators Roessler, Olsen and A. Lasee; cosponsored by Representatives Kestell, Townsend, Ott,
Jeskewitz and Musser.

Senate Bill 285

Relating to: granting the juvenile court child in need of protection or services jurisdiction over a child 6
years of age or over who 1s or should be enrolled in grades kindergarten to 5 and who is truant from school as a
resuit of the person having control of the child not causing the child to attend school regularly.

By Senators Roessler and Olsen; cosponsored by Representatives Kestell, Townsend and Ott.

Senate Bill 244

Relating to: granting a parent electronic communication with a child.

By Senators Stepp. Grothman and Darling; cosponsored by Representatives Vos, 1. Fitzgerald,
Gronemus, LeMahieu, Nass, Strachota, McCormick, Ballweg, Ainsworth, Hahn, Nischke, Sheridan, Lehman
and Musser.



Senate Bill 288

Relating to: coverage of certain health care costs in cancer clinical trials.

By Senators Stepp, Roessler, Brown, Darling, Erpenbach, Hansen, Kanavas, A, Lasee, Lassa, Olsen,
Risser, Wirch and Zien; cosponsored by Representatives Gunderson, Davis, Wasserman, Albers, Ballweg,
Benedict, Berceau, Bies, Boyle, Fields, Gronemus, Hahn, Hines, Kaufert, Krawczyk, Kreibich, Kreuser,
Lehman, Lothian, Molepske, Montgomery, Musser, Nelson, Ott, Pettis, Sheridan, Steinbrink, Townsend,
Turner, Van Akkeren, Van Roy, Vos and Vruwink.

Tler oo S Y UTITIRUUTY § B P B R TP fares wrosereey s tho Fin T it sy
The committve will hold an executive SESFLGN O HIE JOLGWIIE.
AB 385

Appointment of Steven Conway, of Athens, as a member of the Chirvopractic Examining Board, to serve for the
term ending July 1, 2009,

The appoiniment of Gerald Wilkie, of Eau Claire, as a member of the Council on Domestic Abuse, 1o serve for
the term ending July 1, 2008.

The committee may hold an executive session on any of the other items before the committee.

(8222720005 Senate Bill 288 was added 10 the lise of items (o he heard.

senator Carol Roessler
Chair






Hearing Procedures

Commuttee on Insurance
November 3, 2005

Call to Order:

“The Assembly Committee on Insurance will come to
order. Will members and visitors please take their seats.”
[Use gavel, if necessary]

Call of the Roll:
“The clerk will call the roll.”
{Clerk calls the roll]

“Representatives X, Y, and Z are excused. We will hold
the roll open for members that may be joining us later.”

Welcome:

“Welcome and thank you for being here. Today we are
holding a public hearing on Assembly Bills 553 and
Assembly Bill 617. As some members and citizens
wishing to testity have time constraints, I ask thar the
committee and visitors remain flexible so that we may
accommodate everyone here today.

Please note the memorandum on Clearinghouse Rule 05-
059 (INS 9) and the action taken by the Senate Committee
on Agriculture and Insurance.

Please also note there is an updated copy of
Clearinghouse Rule 05-066, which is also available online
through Folio.”



Committee Operations:

“Ifyou are here to testify before the committee, please fill
out a hearing slip and return it to a messenger. If you do
not want to speak, but want to register your position, you
may do so on the same slips. Anyone with time
constraints should indicate that on the hearing slips. We
will do our best to accommodate you.

Written restimony is highly encouraged. Please give it to
the messenger when you are called to speak.

Speakers are encouraged to summarize their remarks
rather than reading verbatim, and avoid repeating
previous speakers. Questions from members will follow
testimony.

To the extent possible, we will alternate between speakers
with different points of view on the subjects before the
conumittee.

It is our hope that we will be able to adjourn at a
reasonable hour so your brevity is appreciated.

Today’s proceedings will be recorded but not
broadcasted. Audio links and committee documents and
written testimony can be found online at
(www.RepNischke.com).

Are there any questions from members?”
Next to last person to testify:
“This is the last person to register on this topic. If anyone

else wants to speak, please complete a hearing slip and
give it to the messenger at this time.”



Adjournment:

“Thank you everyone who came today and sharing us
with your perspective. Thank you for those who stayed
until the end for your patience.”

With no other business before the committee, this hearing
is adjourned.”






Hearing Procedures
Committee on [nsurance
November 29, 2005

Call to Order:
“The Assembly Committee on Insurance will come to
order. Will members and visitors please take their seats?”
[Use gavel, if necessary]

Call of the Roll:
“The clerk will call the roll.

i{ }Lii\ L,,(i ip YUH -

“We will hold the roll open for members that may be
joining us later.”

Welcome:

“Welcome and thank you for bemg ere. Today we are
holding an executive session on! égieg}bb/ Bill 5531617,
e A
{ /Tand Senate Bill 258.

If z‘bere 1s no object. Jg_fg6 we will consider Senate Bill 2858
3ﬁerﬁssemb]y Bill 617/since they are compamon bills.

As some members have time constraints, I also ask that
the committee hold the roll open for members joining us
later.

Additionally, because of the short notice of our meetings,
vesterday I asked that members allow bill amendments
during our executive session in the morning.



Please note that to report our bills out, an LRB number is
required. If you have an amendment in the process of
being drafted, I ask that you at least provide the
committee clerk with a full LRB number including the
version (slash-number).

As a courtesy t0 amendmem‘ authors, I ask, if there is no
abjecz‘mn, that 3m8ﬂdmeﬂts be introduced by unanimous.
consent, so that we will consider on{y adoption’ 01" |
ameﬁdmems S

“Written testimony as well as a draft committee report was
emailed and hand-delivered to your offices last night for
your review.

Are there any questions from members?”
Committee Operations:

Assembly Bill 533: 7+~
1. Explanation of bill and amendment by Legislative
Council.
2. Subsﬂmtn fxm(,ndmcnt L.RBs03162

; s : ;" s J' / _‘ S "‘},"f

qucmbi\ Bill 617 fmd %nqu Bill 288
1. Explanation of both bills and amendment by
Legislative Counail
2. Consideration of ASA 1 (ILRBs0287) to AB 617.
Consideration of Assembly Bill 617 as amended.
4. Unanimous consent that the roll for Assembly Bill 617
apply to Senate Bill 288,

2

Assembly Bill 844
7 1. Explanation of both bill and amendments by
Legislative Council
2. Consideration of LRBaXXXX./ >



3. Consideration of LRBaXXXX" -
4. Consideration of LRBaXXXX /=
3

f

Consideration of LRBaX2OXX -
Consideration of ASA 1 (LRBQO%Q) to AB 844
7. Consideration of Assembly Bill 844 as amended.

Adjournment:

“Thank you everyone who came and engaged in the
discussion today. I will remind those present that
committee documents including a draft committee report
will be available online ar (www.RepNischke.com).”

With no other business before the committee, this
executive session is adjourned.”






CANCER PATIENT PROTECTION
LEGISLATIVE PROPOSAL

GOAL

The goal is to provide the most appropriate and cost effective treatment with the highest
likelihood of success for each individua! cancer patient in Wisconsin. The legislation
simply states that the routine tests for cancer treatment covered under an individual's
health plan would also have to be provided if the individual enrolls in a clinical trial.

JUSTIFICATION

Cancer can be financially devastating in addition to the toli it takes on body and psyche.
The high cost of cancer care is related to the cost of therapy, especially expensive
chemotherapeutic agents. Often such drugs are administered in the coniext of clinical
trials, studies aimed at continuously refining our understanding of the best therapy fora
specific cancer. These trials are where the newest drugs and combinations of drugs are
studied, often giving patients the best chance for a response fo treatment. This is also
the way we discover what drugs are not useful, thereby sparing patients the burden and
expense of therapy that is not helpful. For these reasons, many in the cancer care
community believe that care delivered in a clinical trial setting often represents the best
treatment option for cancer patients. However, because such trials may be considered
“research”, the routine care costs incurred by patients enrolied in these trials are often
not covered by insurers. Lack of coverage, in turn, limits the access of some patients to
this “state of the art” care. Many in the cancer care community think that coverage of the
routine care costs of clinical trials participation wiil actually decrease health care costs by
finding new treatments that are more effective with befter long term outcomes. For
these reasons, cancer treatment given in the context of clinical trials shouid be viewed
as routine and customary care.

1. UW Comprehensive Cancer Center is one of 38 NIH designated Comprehensive
Cancer Centers (CCGs) in the US. In addition to Madison, cancer clinical trials
also are conducted in many other parts of the state, including communities such
as Milwaukee, Appleton, Green Bay, Janesville, La Crosse, Manitowoc,
Marshfield, Menomonee Falls, Oconomowoc, Racine, Rhinelander, Waukesha,
and Wausau.

2. Currently 22 states have legislation or agreements for insurers to cover routine
care costs in cancer clinical trials. Over half of the CCCs are in the states with
legislation or agreements to cover routine care costs for clinical trials. Wisconsin
lags behind the other CCC states with insurance coverage of routine care costs.

3. Several studies published since 2000 have found that patient routine care costs
for cancer clinical trials are not appreciably higher than costs for patients not
enrotied in trials. Financial impact data collected by states with legislative
mandates also indicate that coverage of routine care costs does not seem to be
prohibitive.



4. Lack of insurance coverage for routine care costs in cancer clinical trials is a
significant barrier to many patients who might otherwise enroll in a trial and also
denies many cancer patients throughout Wisconsin access {o the range of new
cancer treatment options available in clinical trials.

5. Over 20 years of laboratory research breakthroughs on how cancer celis function
have provided the knowledge to develop new anti-cancer strategies. Many new,
potentially useful treatments are currently only available through clinical trials.

6. In 2000, Medicare began reimbursing routine care costs of clinical trials. The
change in policy not only gives 40 miilicn: seniors access to cancer clinical triais,
but could speed new cancer treatments into reguiar use,

7. For the vast majority of cancers that have spread (metastasized) there is no
curative treatment. Breast, colon, prostate, lung, and pancreas cancers with
widespread metastases are examples of incurable tumors. Al present, many
patients with these cancers receive standard cancer treatment that is expensive
and has many side effects with minimal benefits. Cancer clinical trials provide
the means to both develop successful treatments and offer more treatment
choices io patients.

The importance of Clinical Trials

Tamoxifen is an important medicine used in breast cancer treatment for the past three decades.
Eary in its use tamoxifen was prescribed only for older women, Clinical trials have shown that tamicxifen can
reduce breast cancer recurrence in women who have tumors testing positive for hormone receptors
regardless of age. For cancers where the hormone receplors are negative tamoxifen is not useful,

In the early 1990's after a new diagnosis and surgery for breast cancer tamoxifen was prescribed
for many years and often patients were told they would take it for the rest of their lives. Clinical frials
comparing jonger with shorter durations of tamoxifen showed that the majority of benefit was gained in the
first 5 years. Now it is standard to prescribe post surgery tamoxifen for only 5 years.

Therapy given within the framework of a clinical trial shouid be considered mainstream cancer care
and shouid be fuily supported in the freatment setling. The clinical trials process has been a standard
approach for cancer clinicians for many years. The numerous clinical trials done in breast cancer now
provide a very useful data base that guides our use of tamoxifen as well as chemotherapy. Clinical trials
results provide important information about toxicity comparad to benefit and define questions and directions
for new clinical irials and freatments.

PROPOSED LEGISLATION

Provide health care coverage of the routine care costs of cancer clinical trials approved
by one of the foliowing: National Institutes of Health (NIH), US Food and Drug
Administration (FDA), US Department of Defense (DOD), US Department of Veterans
Affairs (VA), or an institution that is approved by the Office for Human Research
Protections of the US Department of Health and Human Services.




