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Summary: Solutions to the pharmaceutical payment issues raised in the first part of this
two-part article cannot be left unresolved. Numerous options are presented in this article,
some ofwhich show little promise for inducing significant change, but others may be the types
ofapproaches that eventually will prove effective in bringing about uniform, adequate pay
ment for state-of-the-art cancer treatment.

rn
n the first part of this two-part article,
the fictional Mrs. Green came up
against some serious reimbursement

barriers that essentially denied her access
to the most promising treatment for her
ovarian cancer. To set the stage for the
following discussion about potential solu
tions to current and threatened chemother
apy payment delays and denials, let's
paint a significantly different scenario for
Mrs. Green.

Some elements remain the same. Mrs.
Green is being treated with combination
chemotherapy and one of the drugs is con
sidered to be "investigational." While still
under treatment, she makes plans to move
from Florida to the state in which her
daughter lives-Tennessee. Once again,
her Florida physician does not foresee any
problem in continuing her therapy in the
new state. This time, however, not only
does he refer her to a new oncologist, but
continuing payment for her current regi
men of treatment is guaranteed, regardless
of what type of insurance Mrs. Green has
or what state she lives in. In 1990, insur
ers, both private and govemmental, adopt
ed a uniform payment policy that covers
the costs of all effective treatment, whether
it's investigational or not. Efficacy require
ments are updated and reviewed by the
National Medical Practice Peer Review
Committee, which takes into account clini
cal trial data, monthly information from the
U.S. Pharmacopeia's Drug Information
manual, quality of life factors, and avail
able cost/benefit analyses.

Is this a plausible scenario after the
rather grim payment picture that was
painted in the first of these two articles?

(See "Proposed Payment Changes Raise
Quality, Innovation and Medical Judgment
Issues" in the Winter 1988 issue of the
Journal ofCancer Program Manage
ment.) Currently, there is considerable
doubt about the continuing adequacy of
payment for chemotherapy drugs, clinical
trials, and new technological advance
ments in cancer therapy. However, all
involved parties, from insurers to con
sumers, are looking at the impact that cost
containment measures are beginning to
have on quality of care. There are options
to be explored. The key may be to involve
all of the parties who have a stake in
health care delivery.

EXPLORING THE OPTIONS
Decreasing drug costs. Cancer practi

tioners, insurers, and purchasers of care
are all concerned about the increasingly
high cost of new chemotherapy agents.
What factors are involved in pharmaceuti
cal manufacturers' pricing structures and
can sufficient pressure be brought to bear
to decrease those costs?

In 1987,more than $5.4 billion was spent
on pharmaceutical research and develop
ment-an increase of 14.9percent from
1986. What was the retum on that invest
ment for pharmaceutical firms? A total of
21 new drugs and six new biological prod
ucts were approved by the FDA, and U.S.
pharmaceutical sales totaled $27 billion.

Earlier this year, Burroughs-Wellcome
Co., Research Triangle Park, NC,
announced that it would lower the price of
azidothymidine (AZT)-the only drug
known to prolong the lives of AIDS
patients-by 20 percent, because its own
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costs had dropped. However, according to
Kathy Bartlett of Burroughs' public affairs
department, AZT is not representative of
most pricing situations. "AZT went from
the laboratory to the market in less than
three years," Bartlett explains. Because of
that compressed timeframe, "there wasn't
time to determine the most cost-efficient
production process" before AZT was
placed on the market. And, Bartlett says,
production efficiencies were the reason
Burroughs was able to decrease the cost of
AZT nine months later. "That may not be
the case with other drugs," she notes.

In its most recent report, the Joint
Purchasing Corporation (JPC), New York
City, which conducts an annual price fore
cast for medical supplies, predicted price
increases of +0 to +5 percent for antineo
plastic agents. The major factors that
affect drug prices include research and
development costs, production costs, lost
interest on research and development
investments, and, in the case of such drugs
as AZT, the cost of financing continuing
research. Another costly factor is the time
required for FDA approval, which aver
aged 32.3 months for drugs approved in
1987. The Pharmaceutical Manufacturers
Association (PMA) estimates that in 1985
(the most recent year for which data are
available), 21 percent of R&D costs went
to Phase I, II, and III clinical evaluations,
and an additional 5 percent was spent on
Phase IV trials.

Once a chemotherapy agent has been
approved, a major determinant of price is
the amount of competition present
between manufacturers. Derwood
Dunbar, executive director of the Council



health care. That's a bitter pill for the
insurance industry to swallow," he says,
"particularly in the face of blue chip phar
maceutical firms."

Another criticism of the Treatment IND
rule is that it doesn't go far enough. At
the recent AMA/FDA meeting on
Treatment IND (see page 24 for indepth

The FDA's only mandates are
to determine what a drug

contains, how safe it is, and
that it is effective in at least one

disease, Yarbro says. "FDA
labeling was never meant

to dictate indications."

conference coverage), participants such as
William Garnett, professor, department of
pharmaceuticals, Medical College of
Virginia, Richmond, questioned why "the
information required for Treatment IND
did not constitute enough data to market
the drug, especially in the case of patients
with life-threatening diseases."

That opinion was echoed by John
Jennings, M.D., vice-president for sci
ence and technology, the Pharmaceutical
Manufacturers Association, who con
tended that because "Treatment IND
comes into effect at the end of Phase II
or in Phase III trials, the FDA has data
on which to judge a drug's uses. The
time has come," he said, "to examine the
overall criteria for drug approval."
Finally, George Rathmann, Ph.D., presi
dent and CEO of AMGEN, a biotechnol
ogy company (after pointing out the bar
riers to implementation of treatment
IND for small, innovative biotechnology
firms, such as how to monitor trials and
overcome approval delays resulting from
fragmented data) stated that "what's
needed is a second step by the FDA.
When the FDA's Treatment IND deliber
ations are complete, declare the product
as licensed for that indication. In that
way," he contended, "we offer benefits
to the desperately ill in time to help
them."

A formulary approach to technolo
gy. There are burgeoning fears among
such groups as the American Medical
Association, that the outpatient drug pre
scription amendment to the catastrophic
health care bill (H.R. 2470) will set the
stage for a "cookbook" approach to deter
mining the practice of medicine and,
thus, the application of new technologies.
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on Health (WBGH), notes that "the first
decade of cost management involved such
strategies as preadmission review." But
Amkraut says that large purchasers of care
are now "delving into the delivery of care .
There is nothing cost-efficient about poor
quality," she notes. The problem is, "quali
ty is much tougher to measure " than other

Patients will have to play
a large role in the pressure

brought upon insurers
and purchasers of care

to make interventive
therapies available

aspects of care, such as resource utilization .
Many of WBGH's members, "are using

case management," Amkraut says. And it is
in the area of case management that she
believes guidelines or at least references
about standard medical practice could be
most effective, because case managers are
looking at the patient's situation, available
resources, and "how to best manage the
delivery of care." In addition, reimburse
ment "rules and regulations are not as tight."

Determining treatment effectiveness.
Recently, Paul Ginsberg, Ph.D ., executive
director, Physician Payment Review
Commission (PhysPRC), said "One solu 
tion to increasing Medicare costs is likely
to be the 'encouragement' of professional
medical societies to become more active
in educating physicians as to what is
appropriate treatment."I That view is
being expressed by a growing number of
insurers and purchasers of care, especially

Q ALITY 1 B SI E COALITIO ' #1 PRIORITY: R EY
Quality of care head the Ii t of bu ine coalition' prioritie for the coming year,

cording to a urvey conducted by th Office of Health Coalition. & Private ector
Initiative of th Am rican Ho pital ociation. Th urvey, which too pia in
late 1987, reveal d that 0 of th 130 operating coalition in th nited tate aid
that quality of care will top th ir agendas in 19 . followed by uncompen ted care
(70), malpra rice (67), and mandat d h alth nefits (66).

orne of th major activitie that coalition are involved in includ ; educational
activiti (121), de igning employee h alth benefit (101),1 gi lative analy . is (90),
and legi lative advocacy (86).

With regard to the coli ction and evaluation of h alth care data-a high priority
among re ponding coalition 0 report that th y hay acce to a database, 77 ana
lyze data to id ntify utilization pattern ,and 74 u th data for charge and co t e al
uation . Th maj rity of coalition obtain th ir data from tate data agencie ,com
mi in, or con ortium . followed by employer claim record (42), Blu plan
(37), and comm rcial in urance c mpanie (30).
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Pharmaceutical Reimbursement... Gleeson, executive director, technology
management, Blue Cross and Blue Shield
Association, noted that there is "no excep
tion to [the Blues] FDA approval require
ment" for drug reimbursement "among any
of its 74 plans." However, she did note that
the Association's technology review com
mittee, which meets quarterly, will be

It would be "very useful
if benefits managers, who are

responsible for allocating
resources over 100,000

employees or more, had
some kind of clearinghouse

they could call with
questions about when a

treatment is useful, what
acuity of disease it

should be used for ..."

reviewing the current policy for chemother
apy reimbursement at its next meeting as
part of an overall review of the
Association's uniform medical policy on
drugs. She also noted that there is
"renewed interest in investigational drugs
as a result of the FDA's treatment IND rule.

However, Byrne from the Mass
achusetts Blues says that it is "not always
feasible" for local plans "to stick with full
FDA approval." The payment policies
adopted by local plans "may be more lib
eral" than national guidelines, Byrne says,
pointing out that the national plan doesn't
have to pay claims. It's hard, he notes, for
local plans to deny payment when physi
cians are submitting preadmission autho
rization requests and the drug treatments
they are requesting are supported with
citations from the medical literature or
with copies of peer-reviewed articles on
the treatment.

"In the vast majority of cases, we are
still reliant on FDA approval," Byrne says,
"but in the past 2 to 3 years, we have con
sidered exceptions. The burden of proof,"
however, rests with physicians. "If we can
be shown that an unlabeled indication has
a track record, we will basically view it as
an approved drug for that site."

In the end, regardless of variations
between insurers as to what they will or
will not cover, Goodspeed believes that
"to influence third-party payers, you need
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SUMMARY
Reimbursement issues will not be easi

ly resolved, but providers and organiza
tions, such as the ACCC, are looking hard
for solutions and ways to bring the issues
to the public's attention. A recent brief
article in USA Today, which simply stated
that many people are not taking advantage
of current clinical trials, provoked an over
whelming level of interest on the part of
consumers. The interest in state-of-the-art
cancer treatment is there; it's up to health
care providers to influence reimbursement
decisionmakers and to educate consumers
about the threats that such care faces, both
now and in the near future.•

Health Care Financing Administration
(HCFA) is constrained by law regarding
what Medicare can and can't pay for-a
situation that can be brought to the atten
tion of Congress and eased through legis
lation-"the majority of patients are on
private insurance." He has been "in touch
with various insurance companies and,
although the responses vary," he has not
detected any "real interest in lifting
research exclusions from the way policy
contracts are written." And he doesn't
believe that there will be any "real move
to change policies from within" either sec
tor. "The pressure must come from out
side," he says. 'The insurance industry is
unlikely to do anything without more of a
public outcry," and currently, there is "no
pressure on insurers with the exception of
those who are involved in clinical research
and the cancer patients and families who
are being denied coverage for clinical tri
als." However, the decentralization of the
insurance industry (there are 75 to 80
completely independent plans within Blue
Cross/Blue Shield alone), makes it "a
knotty issue to solve."

Government, as both a major insurer
and purchaser of care through the
Medicare and Medicaid programs, as well
as a payment policy decisionmake!' whose
lead other insurers often follow, must be
influenced. It is important for providers to
be able to make persuasive cases before
Congressional leaders.

Rep. Fortney "Pete" Stark (D-CA),

Can the issue be raised to the nation
al health policy level? Even though King
says that "from every aspect of the prob
lem and every level of player [chemother
apy reimbursement] clearly is a legislative
concern," he is "not convinced that health
policy can be influenced."

Wittes of NCI points out that while the

"The insurance industry is
unlikely to do anything

without more of a public
outcry," and currently, there
is "no pressure on insurers

except those involved in
clinical research and the cancer

patients and families who
are being denied coverage

for clinical trials."

chairman of the Ways & Means Health
Subcommittee, recently said that a "more
reasoned health policy debate" could be
brought about if "we can begin using real
empirical data. I can deal with balance
sheets and operating statements quite well,"
he says. "It's tough to "make numbers lie,"
and "comprehensive data will help."

When asked how
••••••••••••••••••••••• Medicare policy should be for-

mulated, Stark replied: "As a
wholesale purchaser of Medicare
services, our committee could go
to communities around the coun
try and take the lowest price
from any hospital in town. We
could go out and buy procedures
in the market. This is what a lot
of supply-side economists think
we should do-let the market
place decide.">

In another interview, Rep.
Henry Waxman (D-CA), chair
man of the House Energy and
Commerce health subcommittee,
acknowledged that "deficits are
driving health care policy in a
way that's doing a great disser
vice to Medicare patients and to
the nation's health care system.
The health care community must

bring that message to Washington." He
went on to speak of the "frustration" he
feels because "the politics of the deficit
seem to be the dominant politics of the
moment and are being viewed to the exclu
sion of the broader picture of trying to deal
with the deficit in a way that will not do
more hann to health care." He cited such
"deficit politics" as an "unrealistic way for
government to respond to the needs of
patients. Congress," he said, "has lost the
balance between cost savings and meeting
[people's] health care needs."J

Patients will have to playa large role in the
pressure brought upon insurers and pur
chasers of care to make interventive thera
pies available. According to Glenna
Crooks, Ph.D., a patient advocate with the
Pagonis and Donnelly Group, studies show
that patients have difficulty locating physi
cians to administer experimental drugs. The
patients who need these thera
pies, she says, are "growing in
number, they are vocal in their
demands, sophisticated about
experimental therapy, and knowl
edgeable about the drugs that are
available in foreign countries, but
not in the United States."
Moreover, Crooks points out,
"They are a willing group and
want to participate in clinical tri
als. And, finally, she says, "con
trary to the fears of researchers,
this group describes itself in non
litigious terms.'

What are providers to do?
'The goal of ACCC is advo

cacy of patients in the arena of
reimbursement, not necessarily
as the advocate of institutions
or individual members,
although institutions and mem-
bers will be served by that
patient advocacy," says ACCC President
David King. "As an advocate, we want to
try to ensure that the highest possible level
of quality of care is delivered in the most
cost-effective manner. To that end, inter
mediaries, third-party payors, purchasers
of care, including large businesses and
both individuals and groups of consumers,
potential patients, and providers of health
care all need to be intensely concerned
about these issues," King says. "We must
guard against the danger that our ability to
provide advanced state-of-the-art
improved care to patients will be damaged
by our cost-reduction efforts, either by
holding the line or delaying the imple
mentation of technology. We can't be
overzealous in restrictions in the name of
cost-effectiveness. The pendulum can
swing too far. If the ACCC successfully
fills the role of advocate for cancer
patients and their families, then we will be
[effectively] serving our members."

According to Mortenson, the
Association is planning at least one major
reimbursement conference that, like a pre
vious meeting last fall, will bring new
players to the discussion table, including
purchasers, representative of large, self
insured businesses, groups such as the
AARP and the AFL-CIO, as well as repre
sentatives of the insurance and phanna
ceutical industries. Such parties must be
educated about the issues and what is at
stake if cancer providers are to have any
real impact on future health care policy.
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