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CAPITOL COMMENTS

Progress Report:
Assuring Access to Clinical Trials

by Jamie Young

P
rogress recendy made at
both the state and nation­
allevels continues to chip
away the barriers to clini­
caltrials faced by those

with cancer. In lateOctober, the
National Cancer Institute (NCI)
and the Department of Veterans
Affairs (VA)signed an interagency
agreementfor a clinicaltrials part­
nership for cancer.One month prior
to that,California becamethe only
state in the nation to guarantee ter­
minal patients who are denied exper­
imental treatment an independent
review by medicalexperts.Their
decision is binding on the plan or
insurer. Finally, after repeated
attempts, legislationin Illinois
requiring coverageof patient care
costs of Clinical trials passed the state
House of Representatives, setting up
the possibility that a law could be
passed in earlyJanuary 1997.

The VA operates an extensive
healthcaredelivery systemthat
includes t73 medicalcenters and
more than 400clinics. VA oUt.{Jatient
services register 30 million visits a
year. According to the interagency
agreement,"the VA medicalsystem
has substantial expertise in the diag­
nosis and managementof cancer and
has currently designatedor pro­
posed fifty-six institutions as com­
prehensivecancer centers." The
VA's Cooperative Studies Program
hassponsored a clinicalresearch

r.rograrn, includingcancerresearch,
or decades.Many of these institu­

tions are already affiliatedwith the
NCI's cooperative group program.

The interagency agreementbuilds
upon NCINA's existingrelation­
ship by creating a more formal
structure to cover the full range of
NCI-sponsored studies in diagnosis,

Jamie YOHng isACCC director for
statesocietjes and government
relations.
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treatment, and prevention. NCI
sponsorship includes trials reviewed
and approved by NCI staff,NCI
cooperative group studies, studies
conducted in clinical and compre­
hensive cancercenters underan NCI­
approved protocol reviewand sur­
veillancemechanism,and protocols
performed under the direct support
of an NCI peer-reviewed grant.

The fundamental features of
the NCIIVA partnershipan: to
1) increasethe accessof eleible
veterans to NCI-sponsored trials
of new approaches to the diagnosis,
treatment, and prevention of cancer
and 2) provide VA clinicalinvestiga­
tors with expandedopportunities to
participatein cIinica1 cancer research.

The VA will be responsible for all
medicalcare, including tests, treat­
ment, follow-up, management of
complications,and costs of com­
merciallyavailable drugs. for eligible
veterans participating in trials at VA
sites.The agreementstates. "the
NCI will provide funding for the
research costs of participation in
NCI-sponsored studies. 'Thesemay
include costs considered allowable
by PHS policy as well as the provi­
sion of any investigationalagents
used in the protocols. These research
costs will not be the responsibility
of the eligibleveteran participating
in the trial." The joint demonstra­
tion project began on January 1.
1997.and will be conducted for
three years.

LEGISI.A1IVE _
Assembly Bill1663,sponsored by
AssemblywomanBarbara Friedman
and AssemblymanDavid Knowles,
was signed by California Governor
Pete Wilson on September 27, 19%.
Numerous cancer-relatedorganiza­
tions were instrumental in the bill's
passage, including the Medical
Oncology Associationof Southern
California(MOASC)and the
Associationof Northern California

Oncologists (ANCO).
Under this new law, any patient

whose doctor hascenified that he or
she has a terminal condition with a
high probability of causing death
within two years is eligiblefor an
independent review process. 'The
expert review is triggered when a
health plan denies treatment recom­
mended by a doctor who has deter­
mined that standard therapies would
not be appropriate or effective.
Health plans would be bound by
the decision of the independent
experts. As a result, "terminal
patients can be assured that their
treatment decisionswill be made
on the basisof medical science,not
corporate profits," said Friedman.

'TheACCC Governmental
Affairs Committee reviewedthe
bill in September and chose not to
activelyseek introduction and pas­
sageof similar legislationin other
states until the implementation of
the law is further along. However,
ACCC has pledgedto assistMOASC
by participating in the process of
developing the regulations that are
necessary to implement the law.

House Bill 3168,the Illinois
clinicaltrials legislationsponsored
by Rep. Anne Zickus and Rep. Judy
Erwin, and backed by ACCC, the
Illinois MedicalOncology Society,
and the Illinois Division of the
American Cancer Society.hasbegun
to move rapidly mer months of
being bottled up in the House Rules
Committee. A hearing was held
September 10. 1996,in Chicago by
the House Health Care and Human
Services Committee. Committee
memberspresent for thehearingwere
generallyfavorable toward the bill.

'TheHealth Care and Human
Services Committee held another
hearing on the bill on December 4.
hearing testimony from ACCC
Board of Trustees member Dr.
Edward Braud,and promptly
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In the November/December 1996
Oncology Issues, Arkansas was
left off the legislative "scorecard."
Arkansas became the eighteenth state
to pass off-label drug legislation into
law when Governor Jim Guy Tucker
signed Senate Bill 816 on April 12,
1995. Effective July 28,1995, the
law requires coverage of off-label
uses of FDA-approved cancer drugs
when the off-label use is recognized
as safe and effective for treatment
of that specific type of cancer in
any of the three compendia or two
articles from major reer-reviewed
professional medica journals.

fourteenth state chapter members,
respectively. The ACCC Board of
Trustees proudly welcomes the
members of these societies to our
association. Complete listings of
members for both chapters are
listed on the ACCC website
(http://www.assoc-cancer-ctrs.org).

approved the bill unanimously. The
following day the bill was approved
by the full House of Rer.resentatives
by a 111-0 margin. The egislarure
does not end its current session until
the first full week of January, at
which time any bills that have not
been approved by both chambers
must be reintroduced to be consid­
ered in the new General Assembly
that convenes January 7, 1997.
IMOS, ACCC, and others are hope­
ful that the overwhelming support
of the House and the well-placed
support in the Senate may lead to a
happy new year indeed.

WELCOMING NEWSTATE
CHAPTERS
Two state oncology societies have
joined the ranks of ACCC state
chapters. The Nevada Oncology
Society, led by Dr. Mary Ann
Allison, and the Hawaii Society of
Clinical Oncology, led by Dr. Carl
Higuchi, became the thirteenth and
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have taken for granted that in a
managedcare world coding does
not count for much. The key to
maintaining income levels is to track
utilization. Whoever has the best
data wins. In addition, most cancer
practices are not capitated, and thus,
payment is directly related to cod­
ing. Approval for drugs is directly
linked to ICD-9 coding, so do not
neglect it.

Many practices do not appeal
denials nor go after money that is
owed to them. Physicians should be
aggressive about payment regardless
of source. Pharmaceutical compa­
nies can often assist you. Also
remember that patients may have
sources of payment that they don't
even know about. With managed
care, patients are responsible for
their coverage choices-s-even
Medicare patients. This means that
beneficiaries and employers should
be involved in denials, plan choices,
pre-existing conditions, and poor
chemotherapy coverage.

Make sure billing operations are
in gear. If more than 10 percent of
your receivables are more than 120
days, you are not in good financial
shape. The following are check
points to ensure that your office
stays on track.
• Percentage of collections are

70 to 80 percent for medical
oncologists.

• Substantial denials are reviewed
by a physician in the practice.

• Coding books-ICD-9, CPT,
and HCPCS-are from 1997.

• Medicare bulletins are up to date.
• All pertinent personnel under­

stand existing contracts and
their terms.

• Dru.gs are appropriately paid by
earners.

• Providers understand their EM
utilization.
To survive in today's competitive,

complex world, become an active
participant. Attend meetings of your
local oncology society. Exchange
ideas on how to manage the unman­
ageable. Don't allow yourself the
luxury of being outdated. You own
your destiny!
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