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PROPOSED PAYMENT CHANGES RAISE
QUALITY, INNOVATION AND MEDICAL

JUDGMENT ISSUES
Marilyn Mannisto
Managing Editor

Association ofCommunity CancerCenters

In 1990,a Florida woman is diagnosed as havingovariancancer. After surgeryand three
monthsof combinationchemotherapy, no trace of disease remains; however, becauseit was in an
advanced stage,her oncologistrecommends threeadditional monthsof treatment.

The woman feels healthy and sees no reasonto furtherdelayher plans to move by her daugh­
ter, who lives in Tennessee,once her physiciansayshe can easily referher to anotheroncologist
in that state.

Once the woman moves, however, her
new oncologist explains that one of the
drugs she previously was taking is not
approved by the FDA for the treatmentof
ovariancancer and, in the state of Tennes­
see, is not reimbursable. If she wants to
continue to receive it, she will have to pay
for it out of her own pocket, and it is an
extremely expensivedrug.

"But I also have Medicare," she says.
"Won'tcatastrophic insurance cover the
cost once I meet the deductible?"

"Unfortunately, no," the physician re­
plies. "The state Medicare intermediary
won't pay for off-labeldrug use either, de­
spite the fact that a number of physicians
in other states have had considerable suc­
cess in using this drug to treat your type
of cancer."

The woman and the oncologist fmally
decide to resume her former treatment, but
to substitute an FDA-approved drug for
the nonreimbursable agent she had been
receiving in Florida.

Two months later, the womanbegins to
experience abdominal pain. Biopsiesre­
veal recurrentcancer. She files three mal­
practicesuits: one against her Florida on­
cologist for not informing her that her
treatment regimencould be affected if she
moved out of state; one against her Ten­
nesseeoncologist for not providing the
most effectivecancer care; and one against
the state Medicare intermediary for en­
actingdiscriminatory payment policies.

If the above scenario was fact and not

fiction, this woman's attorney would,of
course, have to prove that the change in
treatment was responsible for the recur­
rence, that physicians are responsible for
knowing variations in reimbursement poli­
cies, and a numberof other legal points
would have to be proved. Nevertheless,
this "worsecase scenario" presents some
of the potential concerns and issues that
are now being raised with regard to
changes in chemotherapy reimbursement
policy---changes that have profound impli­
cations for continued access to current
agents, ongoing innovations in investiga­
tional drug treatment, and the prescription
of therapy on the basis of physicians' med­
ical judgmentrather than the reimburse­
ment policiesof third-party payors.

NO MORE 'BUSINESS AS USUAL'
In the past, third-party payorshave

underwritten the cost of clinical trials for
new chemotherapy drugs and, almost
across the board,allowedpaymentfor both
investigational combinations of existing
drugs and additional indications outsideof
the package insert uses initially approved
by the Food and Drug Administration
(FDA). However, timesare changing.
Cancer treatment is no longera "sacred
cow" in the eyes of either third-party pay­
ors or government

Although oncology treatments of all
types representonly a small proportion of
insurance carriers' health care payments,*
the volume of outpatient cancer treatment
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is increasing, investigational drugs carry
increasingly expensive price tags,and the
unbundling of inpatient chemotherapy and
radiation therapy charges is attracting
closer scrutiny of cancer treatment costs.

At the same time, third-party payorsare
facing intensive price competition from
such new health care delivery systems as
HMOs,and they are losingmarketshare
to large and smallbusinesses alike who,
in the face of 100percent increases in em­
ployeehealth benefitcosts, are optingfor
self-insurance as a better way to monitor
and control employee health consumption.

The federal government also has a large
say in reimbursement policychanges
through the Medicare program. The pro­
posed Medicare catastrophic insurance bill,
which is in House/Senate conference,
could result in physicians' medical judg­
mentsbeing challenged by privateinsurers
and government agencies purelyon the
basis of reimbursement considerations.

One sectionof the bill that is of particu­
lar concernto physicians is the outpatient
prescription drug program amendment,
which transfers all of the program's costs
for the elderly into a new federal program
and providesa stop loss or reduced risk for
seniorcitizens' out-of-pocket expenditures.
However, cost estimates for the catastroph-

-"Study of Third-PartyReimbursement Procedures
for the Assoeiationof Community Cancer
Centers; Touche Ross & Co., Chicago, August

1987.



A PAYORS' REVOLT?
The cost-reduction pressures that insur­

ers face arenot going to disappear. If any­
thing. the pressureto reducecosts is sim­
ply being shifted from the inpatient to the
outpatientside of the equation. How are
third-party payorsresponding? Blue Cross
and Blue Shield is beginning to demand
the type of efficacy. cost. and medical ne­
cessity information for chemotherapy
agents that they use to evaluateother new
technologies (see "How the BluesAssess
New Technologies").

Anotherstrategy of the Blues is to en­
force contractprovisions that requireFDA
approval. not only for new drugs. but for
all new drug indications. According to
Aleta Sindelar. a consumersafety officer
with the FDA. if an insurers' contract "is
limited to FDA approval. its my view that
it's legally right to say the drug is ap­
proved." If the contractsays that FDA ap­
proval is necessary for the indication.
"that'sdifferent." she says. but her argu­
ment to carriers is that "contract specifics
shouldbe delineated." (See the sidebar for
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phic insurance program alreadyrange from on the part of payorscould lead to signifi­
$3 to $12 billion.and there is considerable cant variations in reimbursement policies
pressureto keep the program budget neu- from state to state. In other words. a pa­
tral. As a result. the conference committee tient in Texas could receive a course of
is alreadyconsidering such cost-limiting therapy that is not available in Massa-
strategies as drug utilization review. The chusetts,
Senateversionof the bill allows for retro-
spective reviewof physicians' prescribing
practices to determine if they conform
with "standard medicalpractice," and it
empowers the Secretary of HHS to draw
up a list of approved drug utilization in­
dications based solely on criteriaand stan­
dards established by the HealthCare Fi­
nancing Administration (HCFA). And.
although it is no longer the intentof Con­
gress to use FDA labeling as the basis for
such a list of approved indications. pro­
fessional medical associations and soci­
eties areconcerned about the sources or
references that ultimately may be used.

The American MedicalAssociation
(AMA) is strongly urgingCongress to
clearlydefine "standard medical practice,"
and it believes that the authority granted to
the HHS and third-party payors shouldbe
curtailed. Providers are worried that if
physicians' prescribing practices are chal­
lenged by carriers-s-not on the basis of the
medical literature and sound medical judg­
ment.but on the basis of reimbursement
policy-v-patients' fair access to qualitycare
will be seriously threatened. They also
contend that such randomized judgments
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the formal views of FDA and HCFAon
drug labeling.)

Nevertheless. contracts with purchasers
can be modified. And Blue Cross and
Blue Shield has clearly stated that unlessit
begins to receive documented evidenceof
the efficacyof new chemotherapy indica­
tions. payment for those uses may not be
forthcoming. The Blue Cross/Blue Shield
Association "does not [evaluate] and is not
equippedto evaluate the eligibility of
drugs for third-party payment." says Susan
Gleeson.executivedirector. technology
management. However."the Blues are
trying to create new incentives for drug
manufacturers' to obtain FDA-appproval
for promisingnew indications." Gleeson
says. and to have package insertsrevised
accordingly. (See the short feature on
page 19 for an indepth look at the time
and costs involved in obtaining FDA
approval for new package insert indica­
tions.) In addition. HCFA. through its
reimbursement policy manuals, has al­
ready endorsedpaymentdenials for off­
label drug uses.

Cancer center administrators and oncol­
ogists can be assured that such a posture
on the part of Blue Cross and Blue Shield
has not gone unnoticed by other health
insurers. A survey of the top 25 members
of the Health InsuranceAssociation of
America(lllAA). representing 70 percent
of all privately-insured lives. reveals "an
overwhelming reliance (SO percentof the
18 responding carriers)on FDA approval
as the minimum criterion for paymentof
cancer chemotherapy," according to
Ronald Goodspeed. assistantmedical
director. CIGNA Corp.•and the initiator
of the survey.

PHYSICIANS AND LABELING
Rodger Winn, M.D.• chairmanof the

CCOP connected with the University of
Texas. M.D. Anderson Hospital and
Tumor Institute. Houston.says that "if it
comes to third-party payors only reim­
bursing for FDA·approved drugs and in­
dications. that would be a terribleblow to
patientcare. Physicians don't use the
packageinsert; they use current medical
literature to assist in treatmentjudgment"

That view is substantiated by a survey
of 200 practicingoncologists and hema­
tologists. conducted in April 1987.which
found that responding physicians' interest
in and knowledge of package insertswas



paymentlevels of 80 percentof charges,
oncologists try to limit patients' out-of­
pocketcosts. For instance, the Central
Floridagroup practice tries to limit patient
charges to 10 to 20 percentabove costs.
But oncologists and cancer program ad­
ministrators have limitedopportunities to
reducecosts or to formulate strategies to
cope with the dramatic paymentshortfalls
that can be expectedif FDA labeling is
used as the basis for reimbursement

George Bascom,M.D., an oncologist
with the Platte ValleyMedicalGroup,
Kearney, NE, says, "Ouroverallprofit
margin is not high. We only have abouta
10 percentmarkupon drugs,whichdoesn't
leave much room to cut back."Everson
adds that the current level of reimburse­
ment for therapy and drug costs is "ludi­
crous. No oncologist would havea break­
even operation on the basis of reimburse­
ment Most oncologists make up the

seriously limited. In fact, most ofthe
uses physicians' claimed were outside of
labeled indications were actuallyFDA­
approved uses and, similarly, most of the
uses they believed to be unlabeled treat­
ments were, indeed,FDA-approved indi­
cations.

The study also revealed that 65 percent
of responding physicians use antineoplas­
tic agents outside of FDA-approved indi­
cations. When physicians in the above
group were asked how many patients they
treat in this manner, the answers ranged
from 1 to 5 patientsper month (42 per­
cent) and 6 to 10 patientsper month (19
percent) for a mean averagepatient vol­
ume of 5.7 patientsper physician. (See
the article on page 21 about physicians' un­
labeleduse of commonchemotherapeutic
agents,and the cost implications of such
practices if paymentis denied.)

About 24 percentof physicians surveyed
stated that they do not use productsoutside
of packageinsert guidelines because (1)
they believepatients should only be
treated with approved standards of therapy
(46 percent) and (2) they are afraid of the
potential legal ramifications of such prac­
tices (21 percent). However, the majority
of respondents (71 percent) said they were
in the practiceof using antineoplastic
agents in an empirical mannerwhen stan­
dard drug protocols failed (46 percent),as
part of experimental drug protocols (17
percent), or when the current medical lit­
eraturesupported the efficacyof the drug
(9 percent).

Forty-five percent of responding physi­
cians maintain that if there is evidenceof
efficacy,products should be paid for by
insurance providers. However, a similar
numberof physicians (40 percent) already
indicateongoingproblems with third-party
coverageof such uses and say that regula­
tions are becomingincreasingly stringent
Only 21 percentof responding clinicians
believe that current payment policies for
chemotherapy agents are fair.

PROVlDERS'CONCERNS
Increasingly stringentpayment policies

could have catastrophic effects on cancer
centers, both hospital-based and freestand­
ing, and on private oncology practices
which, in particular, are already suffering
from inadequate reimbursement levels.

Lloyd Everson,M.D., Community
Hospital of Indiana,and a memberof the

ACCC board, believes that "everymedical
oncologistwith a high-volume practice
has had experience, on a case-by-case ba­
sis, of not gettingreimbursed for drugs
that are used in so-called 'off-PDR' applica­
tions."

Recently, according to Deborah Boyce,
administrator of the Center for Cancer
Treatmentat Orlando(FL.) Regional Med­
ical Center, four staff oncologists shifted
their entirechemotherapy outpatient prac­
tices from the privatesetting to the Cancer
Center at the hospital, becauseof inade­
quate reimbursement TrudyGraves,office
managerfor Hematology Oncology Asso­
ciates of CentralFlorida---the group prac­
tice to which the four oncologists belong»­
explains that although Medicare Part B
reimbursement usuallycoveredthe cost of
chemotherapy drugs,payments for neces­
sarymedical equipment, such as Huber
needles, syringes, and tubing, was either
woefully inadequate or nonexistent This
was the major reason for movingpatient
treatment to the outpatient clinic, where
overheadunderPart A Medicare is current- ·.·.u> < ••••••••••••••••••• <>••••••••••••••••••••••••••>•••••••••••••.••••••.> •.•••••••• >•.•.•.......
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discrepancies between reimbursement and
costs through laboratory, X ray, and other
charges."

The entireburdencan't be placedon in­
surers though. John Yarbro, M.D.,
Ph.D.,professor of medicine and medical
oncology, University of Missouri, has "an
example of wherephysicians are going
wrong." Yarbro was once told that an
HMO advised its oncologists, who were
undercontract, that it would not pay for
the delivery of chemotherapy for non­
smallcell carcinoma of the lung.When
Yarbro was asked how he felt about that
policy, he replied, "If you'regoing to
identify what not to treat, that's a pretty
good choice, because it doesn'tprolong
life, there are severeside effects, and it's
expensive." That judgmentalso applies to
irradiation of such tumors,he says. Yet,
he points out, "the vast majority of these
tumors get irradiated and the patients re­
ceivechemotherapy. As a result, a lot of
peopleare receiving ineffective and costly
treatments---eostly not only in termsof
dollars, but in regard to suffering and qual­
ity of life."

Bascom sharesa similarconcern about
appropriate decisionmaking. He points to
an NCI consensus development conference
at which the participants decided that
"there was no proof that adjuvent chemo­
therapy for breastcancer is effective in
post-menopausal women. But," he adds,
"60 to 70 percentof American oncologists
prescribe it Who'sright?" Variations in
physician practice patterns is a "significant
issue," Bascomsays. We can't expectin­
surance companies to give us a blank
checkfor those variations. They'repaying
the bill and they have a fiduciary obliga­
tion to theirprescribers."

We needconsensus amongpractitioners
and the best way is to have up-to-date
treatment information readilyavailable.
For instance, Bascom says, "are patients
whoreceive5-FUand Leucovorin that
muchbetteroff than those who are re­
ceiving5-FU alone? These issuesneed to
be examined; Leucovorin is a very expen­
sive drug."

LaurensWhite,M.D., professor of
medicine at the University of California,
San Francisco, and president-elect of the
California Medical Society, says that "you
can't let physicians have free reign" in
their treatment decisions, but there "should
always be room for physician judgment.

If there isn't, innovation is stifled."
Alongthe same lines,he says, "a more
flexible system of health care will occa­
sionally be abused, and I don't promote
that abuse,but if control mechanisms are
so severe thereis no potential for abuse,
you markedly decrease the opportunities
for innovation as well."

The bottom-line is that both variations
in treatment practiceand short-term "cook­
book"approaches to paymentpolicy­
making, affectpatients--they're the ones
who have the most to lose. A lymphoma
patientwho suddenly cannotbe reimbursed
for his bleomycin and adriamycin "is go­
ing to be hit hard," Bascom points out, be­
cause of the cost. "I'vealways tried to pre­
scribethe simplest and least expensive reg­
iments," he notes,but the effectof pay­
mentdenialswill varydepending on the pa­
tient's regimen.

As the cost of chemotherapy keeps in­
creasing and payment shortfalls increase,
"physicians are getting much more careful
about the type of drugs they provide, and
they are substituting cheaper drugs which
are effective, but to what degree?," White
worries.

Everson says, "We've just begun to
scratch the surface of new technology, but
it's moreexpensive and, regardless of sur­
vival improvements or increases in patient
benefit, if insurers and government won't
pay for such treatments, they won't be ad­
ministered."

"Evenunproven regimens offer terminal
patients hope," Winn of M. D. Anderson
pointsout. "It is extremely difficult to de­
ny suchpatients any kind of treatment
and, thus,deny them hope. How can reg­
ulations include the need for hope and ad­
dress the effectof treatment denialon the
mental quality of life of cancerpatients?"

THE TREATMENT IND RULE
Another part of the controversy is the

FDA'spublication, in 1987,of the Inves­
tigative New Drug (IND) Treatment Rule,
which allows the use of unapproved drugs
as treatment and not as part of a preapprov­
ed FDA protocol. The rule also permits
the commissioner of the FDA to deter­
mine,on a case-by-ease basis,whether the
use of an investigational drug should be
approved and, thus,eligiblefor third-party
payment. Although the IND rule is meant
to encourage continued innovation in can­
cer treatment, it may tum out to be the
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straw that breaks the insurance industry's
long-time backingof investigational can­
cerdrugs.

Goodspeed, in his HIAA survey, solic­
ited reactions to what he calls "the un­
answered question: Will most insurance
contracts considerdrugs in the treatment
IND category as experimental?" The sur­
vey shows that "approximately 38 percent
of respondents believe the new category of
FDA approval will affect their decision­
making regarding cancerchemotherapy
payments," Goodspeed says. Eighty-three
percentof respondents said they will not
categorically approvepaymentfor treat­
ment INDs, but a significantly smaller
percentage (67 percent) of thosesame re­
spondents said they will not categorically
deny payment. The majority of respon­
dents (61 percent) indicate that "requests
for paymentwill be handled by a review 0

each request with reference to policyor
contract language and subsequent applica­
tion of usualcriteria." Goodspeed pre­
dicts that "the heterogeneity of health in­
surance companies as a group, and the
variations in insurance contract language
within a given company, are likely to lead
to a diverseset of reimbursement deci­
sions" on the part of insurers. (Further
highlights of the HIAA studyappearon
page 14.)

The new rule has its detractors in both
the insurance and providersectors. Good­
speed of CIGNApointsout that the new
rule "exposes insurers to the reimburse­
mentcost of investigational treatments in
the phase II trial stageor even earlier."
Therein lies the growingcontroversy be­
cause,at a time when insurers are being
pressured by health care purchasers to find
further ways to reduce costs, the IND rule
could significantly increase the number of
new drug applications for increasingly ex­
pensive agents. In point of fact, "the num­
ber of applications have increased, since
the publication of the IND rewrite," says
Sindelarof the FDA.

Anotherconcern with the new rule,
voiced by Charles Moertel, M.D., at an
ACCC meeting last October, is its poten­
tial to tum "unproven drugs loose on the
general public"---an action that he said
will "unquestionably be damaging to the
oncologist who is committed to partici­
pating in carefully controlled research
trials." Moertel claims that the rule
promotes efforts to "obtain third-party
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paymentfor a nonresearch administration
of costlydrugs that have no established
safety or effectiveness." In essence," he
said, "it shifts the cost of new drug devel­
opmentfrom the stockholders of high-tech
drug companies ... to the back of an al­
readyoverburdened health insurance in­
dustry." (See the Fall 1987Issue of
JCPM for a full transcript of Moertel's
talk.)

THE SEARCH FOR SOLUTIONS
Withoutthird-party payor support, che­

motherapy research and development by
pharmaceutical companies, clinical trials,
and access to promising new cancer treat­
ments are all subjectto unacceptable con­
straints.

What steps need to be taken to ensure
that the creation of and participation in
high-quality clinical trials continue in this
country, as well as ongoing chemotherapy

research and development on the part of
pharmaceutical firms? Goodspeed says that
the Treatment IND category is "goingto
create a muchgreaterneed for up-to-date in
formation to be provided to insurance com­
panies," which will necessitate "the devel­
opmentof better information systems" to
help third-party payorsmake fair, construc­
tive payment policies for investigational
drugs. However, he also predicts that it
will be difficult to overcome currentcon­
tractual barriers to such payments. In
many instances, he warns, "policy provi­
sions may be the ultimate decisionmaker--­
a situation that can only be overcome if in­
surersare employing a case management
approach to patientcare."

Yarbro and White advocate publiceduca­
tion programs and the involvement of
such consumer advocates as the Associa­
tion of RetiredPersons(AARP) and the
Grey Panthers. "Theremustbe some

appeal to such groups," Yarbro says,
"and to any others who have a substantial
stake in good health care." But, he warns,
it has to be a "dignified approach to tell
personswho are interested in quality of
care what attempts at cost-cutting are com­
promising quality."

But the bottom-line is that purchasers'
interests drive the marketplace. It is the
privatepurchasers of healthcare, Good­
speed points out, who are spending approx­
imately$300 millionper day on employee
health benefits. "Openand accurate cancer
therapyinformation needs to be provided
to both insurers and purchasers of care on
the local, state, and national levels."

One increasingly expensive portion of
that healthcare bill is the result of new
technology. Everson believes that the re­
placement of ineffective, low-technology
therapy by effective, high-technology is a
"natural process." However, he warns,

14



------------
"high-technology treatments that are pro­
mulgated and set up as new standards of
therapy must be carefullyand rigorously
proven. Are they truly of benefit? I sus­
pect," he says, "that when the answer is an
unequivocal yes, consumers will demand
those treatments and they will be paid for
by government and insurers, but it's a
complexadministrative, legislative, and
political process that medicaland pro­
fessional societies need to be involvedin."

Goodspeed believes that "the appropriate
medical society should developa method
of review and approvalof therapeutic me­
thods analogous to technology assess­
ment" In his opinion, "it would be great
if an organization could speak for cancer
chemotherapy the way the American
Collegeof Physicians is attempting to
address the issue of clinicalefficacy."

Gleesonof Blue Cross/Blue Shield
agrees. The Association "does not want to
deal with making drug reimbursement pol­
icies," and "most insurers are not equipped
to evaluatedrug trials, but we will support
agencies that tackle the problem. We have
to have some kind of objectivegroup to
conductand/or evaluateclinical trials for
new applications."

In the absence of standardsof medical
care within the medicalcommunity, the
U.S. Pharmocopeia Drug Information In­
dex is beginning to examine the appropri­
atenessof taking on that role. According
to a statementit issued on November 25,
1987,65 percentof physicians favor incor­
poration of POI language in the draft of
the Senatebill. (It should be noted,

however, that at this time, the bill does
not containany reference to potential
sourcesor references that shouldbe used as
the basis for determining reimbursable
drug indications.) There may be some dis­
agreement amongphysicians with regard
to the timeliness of US POI information,
but the generalconsensus is that, at this
juncture, it has the most up-to-date infor­
mationon new drug uses and a numberof
involvedpartieswant it to be included as a
referenceif approved indications are desig­
nated as part of the outpatient drug pre­
scription amendment

The Public Affairs Committee of the
ASCO is "discussing reimbursement with
major carriers, discussing a legislative
approach with Senators and Representa­
tives to get Medicare to cover clinical
trials, which it currently does not; and to
discuss situations whereby changes in
Medicarecoverage can be effected," says
Karen Antman, M.D., chairman of that
committee. She contends that if Medicare
can be pursuaded to changesome of its
paymentpolicies,other carrierswill fol­
low suit

SUMMARY
The solutions are not simple; they can­

not be short-term. Unlike the carriers'
short-sighted paymentstrategy of "delay,
deny, and decrease," cancer treatment costs
are likely to rise faster and higherif effec­
tive existing therapies are curtailed and
ways are not found to increase, rather than
decrease, the timely introduction of new
technologies. Qualityof care issuesare at

stake. Patient survival, length of surviv-
al, quality of life, and access to effective
treatment are issues that rest in the bal­
ance. Research has proven that quality of
care increases and technology transfer takes
place only if there is significant involve­
ment in clinicalcancer research. Clinical
trials are the only sound,although incre­
mentalway, to improve survival rates and
qualityof life. Moreover, it has yet to be
proven that clinical trials significantly in­
crease costs of care. Certainly existing
therapies, alreadyproven to be of signifi­
cant effectiveness, must not be curtailed,
especially when medicalpractice shows
their promisefor new indications and in
new combinations. Providers, pharmaceuti­
cal manufacturers, government, consumer
advocates, payors,and purchasers must
work together to see that data on the effi­
cacy and promiseof both new and existing
drugs is disseminated quickly; they must
find ways to cut currentcancer treatment
costs; and they must find effective ways to
balancequalityand cost concerns. Those
goals will not be easily accomplished, but
fair solutions are possibleonly if the con­
cerns of all involved partiesare weighed
and judged under the light of one over­
ridingconcern: patient survival and quality
of life.•

In the Spring issueof the Journal.
potential solutions to the issues raised
in this article will be explored. with
representative viewpoints from all
concerned parties. from clinicians to
purchasers of care.
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