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AMERICAN MEDICINE'S
PERFECT STORM

-
A BRIEF HISTORY

In 1982, the Netkmal Governors Association sponseeed & confer-
ence in New Ordeans 10 explore innovetive ways Sor states 1o comtrol
thesr ansustainably increasing health care costs. | prosented rescasch that
| bad done as & Robert Wood Johnson Fellow showing the benefit of
ofering inner city of Cleveland families covered by Medicaid the optica
i enrolling in a health maintemance organization that would give them
scoess o private primary care doctoes. For famibies who opted to joim
the HMO, hopital admissions and emergency room visits had plum.
micted, immunizason rates and well-child care visits had improved, and
costs had gone down, All the pilot programs being prosented a1 this
conference were variations on the same theme, smd all came 10 the same
conchasion: establishing o relatiooship between each Modicad pationt
wnd a primary care doctor responsible for providing and coordinatieg
o medical care improved the quality of care and, mt the same time,
Jecreased costs,

Several weeks Mser, 1 moved from Cleweland 10 Massachusetts to
Ixgin my carcer a a family doctor. Initially, the bealth ssurance that
it of mry patients had, besides those with Medicare and Modscad, dd
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not cover my services (n the office. A few people had very expomsive
"Cadillac”™ health inverance that paid for all of thelr medical care and
drugs. An equally small number were insurad by the solie, recently started
HMO in castern Massachusetts, and were charged oaly a $3 co-paymen)
for office visits. The people who had chosem to enroll in this plan agreed
wmmmwymtdhlmﬂhmﬁthdr primary care (o cov-
erirg) doctor only.

Omdnnmmduahdmum all this changed HMOs and
managed caee plans swepe the country. Each year, more and more
patients ensoliad in these prograss, It wamn't long before nearly all of sy
patients who weren't oo Medicare or Medicaid were covered by some
form of HMO or masaged care plan,

What happened 10 health care couts? Per-porson health care expen-
dirsren, adjusted for inflation, moce than quadrupled gver the following
20 years. Starting in 2001, peemiums rone & whopping 43 percent over the
next throe years alone. Health care costs now sccomst for one-seventh of
the total GNF, up from 9 percent in 1980 to an estimated 15.5 percest in
2004, What scomed ke 2 major crisis in 1932 now looks trivial And as
we have seen, all the while our health cotcomes are lagging further and
further behind those of the other wealthy industrialined countries.

How is it that those sweeping changes, adopted 10 control health care
conts aed impeove the quality of care, had precisely the opposite effec?
People tend 10 point a finger at one of two culprits Many blame the
HMOs snd esanaged care companies for wresting control of medical dec-
sions away from doctons and unreasonably netricting care In oeder 10 sive
moncy. Others blame the excessive power of the medical indwtries and
particelasly the drug companies, with their exquisitely honed marketing
techniques, for the comenercialization of medical practice.

Looking for the vingle cause of the poor performance of the Ameri-
can healkth care system is fetile. The truth is choser 8o Pogo’s discomforn-
ing cpiphany: the enemy & us. We all have a redaticaship to the hoalth
Care systenx patients and potentzal patients, doctors and other health care
professionals, researchers, woekers in health care indatries, bealth policy
cxperts, povernmnent offscials, lawmakers, and (nvestors. We have all been
pulled imo this encemous and complex systom by our hopes and fears,
our myths snd idoclogies, our deducation sad parvuit of scientific knowl-
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odge, and omr personal and institetional apirations. As the interests and
energies of all these cdlements keep merging into an ever larger and more
powerfal sywiem, a perfect storm s gathering that s producing enoe-
mously expersave and dsturbingly ineffoctive health case, American
stvie,

THE GOLDEN AGE OF HMOS AND MANAGED CARE

Nothing has had mese Impact on the practice of medicine in the United
States than the rapid tramition from traditional indemnity insurance 1o
HMOs and managed care plans. And nothing could have prodaced mare
profound unintended consegeences,

Prioe o the era of managed care, indemnity saurance simply paid »
contracted percentage of the bills for covered services, which rarely
incloded office visits or prescription deugs, HMOy, on the other hand,
offered to provide vietually complete health care coverage foe a predeter-
mined price, In return for this more complete coverage, patients who
were enrolled in HMOs agreed 10 sccews medical care anly theosgh the
HMO, usually through thewr prissary care doctor. The barden of cost
control & placed on the health care providens, whose responshility, in
sddition 10 providieg medical care, is to keep the cont of care within 3
delined baadget, Managed care plans differ from HMOs in that the bur-
then of coat control & not put directly oa health care peoviders. Doctors
are not prepaid and do not work on a fised budget, but agree 10 accept o
fee schedule for their services and participate in oversight of the guality
and wolization of care~thus “managing” the care.

HMOs and managed care plans quickly came %o dominate health
lsurance i the United States. They appealed 1o employers because of
iheir promise of holding down insurance costs, which were increasiog
Ixtween 10 percent and 1B percent per year in the late 19805 and carly
19905, And they were actractive to paticats because, unlibe indemaity
urance, HMOs covered most medical services and drugs with relas
Hively small co-pays—similar 10 the very cxpemive Cadillac indemnity
(hens. In addition, by paying for primary care and preventive services,
and with long-term incentives that faveeed Slness prevention, these plans




8 OVERDOSED ANERICA

held out the promise of actually improving people’s health. The proapect
of & winwin issurance arrangement peoviding betier care for less
mmy.ﬂthdy%l“ﬂhw.w&erﬂ
changs in U.S. health insurance. In the lne 19705, almost all employee-
sponsored health insurance (95 percent) was the traditional indemnity
m.wwmam:m.gmomwmmw
for 92 pescent of employer-basd health inserance.

The period of the late 15805 and carly §990s was the golden era of
HMO% and ssanaged care plass, They appeared 1o have solved the probd-
kmdt'ﬂmh«llianunmoamlnaummmmy.m
care spending badgers that wosld have been unacceptable coming from
the government were crealed by competing independent health plans,
with employers choosing which to offer and employees useally (but not
sdwars) given a choice of soveral from which 10 choosauositive coverage
of the new plass by the media contributed to the enthusasm. Ia 1990,
stocies about the new types of health maurance were twice as likely to be
m«mmﬁw.mm-mwmmmm
the double-digit percentage increases i health insurance peemiums
the Late 19805 and early 1990x, bringing the annual rate of increase down
froen 2 peak of 1§ percent s 1969 10 less than 2 percent by 1996

PATIENTS BECOME CONSUMERS

e g0 through 3 Jot of paperwork to collect from their indemnity surs
ance. And because family doctors take care of 2 broader range of
lems than other primary care physiclans, most of my paticnis

s the medical gatckeeper had lethe mmpact on my practice.

Despite the discounted foes, 1 peeferred taking care of my patients
the new insurance plans. 1 could provide better care because patients
moee willisg 10 come in for routine exams and follow up visits.
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was removed as an impediment 10 the doctoe-patient relatiombip. Troe,
the bow co-pay Sor office visss contribuned to some nonessential patiess-
penerated visits, but most of these served to increase the paticnts’ trust
sod enhanced my sbdity 0o provide good care.

Patients were abso grateful for the peescription drug coverage that
was wsually part of the new imusance plana. In 1965, peior to the advent
of managed care, 93 percent of the cost of prescription dregs was pasd
directly by patients; by 1998 this was down %0 25 percent. Betwoen 1990
and 1997, cut-of-pocket expenditures for prescription dregs by people
who were covered by employer-based health Insurance went down by §
percent, During those same yeans, the actuad per-penson inflation-
sdjsated cont of peescription drugs in employer-based insurance plans
tripled.

Al the same time that the patients’ out-of pocket medical costs were
poing dowm, Americans’ faith in the benefits of the lasest medical science
was high. Sarveys done betwoen 1992 and 2000 showed that half agsin
natry Americans as Europesss described themselves as “very interested”™
in new medical discoveries (66 pervent wenus 44 percest), and almost
Iwice 3 many Americans over the age of 65 were “very interestied” in new
medical dacoverics as were European senlors (79 percent versus 42 per-
cent). Almost half of Americans belicved that health insurance oc the
prvernment should “pay for all new medical technologies.” One-thind of
Amenicans believed that “modern modicine can core alonost sy illaess
for people who have sccoss 1o the moat advanced techaology and trear-
ment.” Aad given thelr strong Interest and faith ' medical progress,
Americam were overwhelmingly of the opinion that moce rather than
less moncy should be spent oo “improving and protecting the nation's
health,” by an 11-%0-1 meargin. -

Medical isformation was becoming available oa the lnternet, and
e increasing modia coverage of the latest “breakthroughs™ im medical
soience further beightened peblic cothusisun sbout the kstest deved-
wpinents. {There was littde swareness that most of this formation
had been made avalable to serve commercial Interests; one study
thowed that the focus of 80 percent of Interset sites that address back
pon |s advertisiog, and oaly 12 percent of the sites were rated as “high-
aality™)
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The stage coudd net have been set maore perfectly for prescripeon
drug advertising 10 become 3 major force in American medicine. And so
it &d. In 199) the drug companics spent a paltry $55 millon on advers
tising drugs dsectly 1o consumers. Over the next 11 years, this increased
move than 50-fold to over $3 billioa in 2003, The ads appeal to viewers as
about which drugs they nec#—and resonate with the growing concern
that HMOs and managed care plass tend 10 withhold the best care 10
Ve money.

Largely freed of comcoma sbout omt-of-pocket comts, enticed by
advertismg and media coverage of developments in medicine, and
embeldened by » sense of autonony, patients began requeting, and then
demanding, specific tosts, drugs, and procedures. Indeed, It became
nearly smpuossble 10 conviace many patiepts that magr medical care was
not necessarily better. Rather than adopting lifestyle changes that could
prevent illnesses, many people began 10 believe that the latest “medical
breakthroughs™ were all that was noeded %0 koop them healihy. Frhiciat
Daniel Callahan in bis book Felie Hopes sums this up beasedully: :
market sells dreams and hopes as well as things” To exactly the same
extent that a person is seduced by the falie hopes and dreams offered by
the medical industry’s marketing efforts, the abilicy 8o trust his or her
doctor, especially a primary care docton, is eroded.

BACKLASH

It wasn't Jong, however, before the enthusianm sbout HMOs and
aped care plans started %o wane. News wories sbout HMOs
withholding care became a dominant theme, and by 1997, critical
were outnumbering positive ones by 3 scven-8o-ane margin. The
imsurance industry added grot 1o the mdl by imposing coe-day
hospaalizations for normal deliverses, seloctively contracting with
sors 50 that long-sanding doclor-patient eelationshigs were &
and trying 1o save money by avouding high -cost patients like thoswe
HIV/IAIDS. Patients” rights legidaticn cmscrged 6 & mugor political
& the public focused on restricted access to care, The public’s esteem f
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managed care companies plummeted. In 1997, 51 percent of those war-
veyed said that managed care companies were serving patients well; that
figure was down to 29 percont just four years laser.

The data abost the acvoal effect of managed care sell a very differem
sioey. The quality of care neither improved noe deteriorated under man.
rerned cut sot 1 be tree (like the myth of the estate tax causing the los
of the family farm), A articke published in the New Englond fowrnal of
Madicine showed that between 1989 and 1998, the freqoency with which
people saw thelr doctors did not change. There was mo shortening of vis-
s for managed care patients foe cither primsary o speclalty care vises; =
Eact, the duration of docver visits actually moreased by one 10 two min-
wies, Even the public anger at the withhalding of care by overly aggressive
or fmancially greedy “gatckeepens” turned out to be largely a myth: a stody
waducied by a nationwide managed care compary, United Healthcare,
dowed that fewer than one in 100 requests for refermals were being
denied, leading the insurer %o drop its requirement for primary care
approval of referrals, Still, as an Amserican researcher observed in a Cana-
dian medical journal, "Regaedicss of the evidence, there is a strong senti-
ment among both phyicians and patients that sanaged care & harming
quality of care” So what was the real peoblem?

Initial cost suvings had comne fairly easily. Doctoes, hoapitals, and
other health care providers had litthe choice but 10 sccept discouaned fees
» order 10 be included in the newly formed metworks of health care
peoviders; otherwise they risked losing acoou 8o their patients. These so-
caled volume discounts controlled prices during the transithon %o man-
had been factored in, this apparently exquinite sobation B controlling
conty—hocal health care budgets set by the marketplace instead of the
pversment—became the peoblem. When there were no mare cost sy
ings 4o be squorned out of the foes paid 1o health care providers, HMOs
s masaged care companies had omly one avenue openc they had %o
wtan 30 veally “manage” care, that is, coateol costs by clminating unnec-
rwary or wanclul care. (Of course, cuting down on advertising, execu-
bove salanies, and profits woeld have helped, toa )

Almost overmight, the hyperbolic hopes for managed care and appre-
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clation of the greater coverage quichly turned into Myperbolbic vilfication,
I one survey, 59 peroent of the people axpressed negative feelings about
HMOs and mansged care in general, but 69 percent of the same people
were satisfiod with the actual care they were receiving from their omn
HMO or managed care plan. Of course there were abuses and missakes on
the part of the health insurers, but why the dhange i public opasion?

Fach of the constmuenyg of this complex system felt threasened by

no choice but 1o loosen thelr managensent of cagg, Yearly increases if
health imsurance premiums once again started to halloon out of control,
nising sseadily fromn & low 2 percent annual increase i 1996 00 13,9 ¢
oot i 2003,

ronically, the sove into managed care created 3 histoek opportun
foc the modical industry. The cost-containment potestial of HMOs and
sasaged care plans wan, initially, 2 serious thevat to drug companies and
medical device manufacturers. But the broader coverage officred bry the ney
plans turned out o hawe the most profound unimended consequences
Instend of comuining health care conts, HMOx and munaged care plang
faclitated the almost unrestrained Increases in headdh care spendieg
followed. The captaion of the drug and other medical industries cortaimly
hadn’t planned this, but they kaew how 1o take advantage of oppoetun
when it camne knocking on their doos. After a brief period of dear
dark chouds could be seen gathening on the hovison,

THE DIMINISHING ROLE OF
PRIMARY CARE DOCTORS

Compansons both within the United States and between countries show
that accens b comprebenaive, famidy-ociented primary care service i the
distinguishing characteristic of health case systems that are both effieo
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at producing pood health and efficient st controlling conts. Nonetheless,
American medicine has become heavily dominated by specialty care over
the past 40 years. In 1965 there were a4 maany primary care doctors as spe-
culints in the United States. Since then, the ratio of primary care doctors
10 the US. population has remssined about the same, while the rario of
specialists has moce than doubled.

Most health policy experts recommend than between 42 percent snd
50 percent of doctors in the Usited States should be primsary care doc-
soes. [nstead 31 percent of doctors in the Usnited States practice primary
care and 69 percent arc spocialists, In order %0 correct this imbalance, the
Council on Graduate Medical Edecation (2 body extablished by Congress
% make recommendations about the supply and distridatioa of dociors
0 the US. Department of Health sad Human Services) recommended
Eraining at beast 50 percent of phiysiclans as prissary care doctoes. In 1998,
his goal was 0ot being met. Only 36 percent of ULS, medical students that
year reporied that primary care was their fiest choice of specialty. And 1o
show how quickly the medical cavironment (s changing, only foer yeans
later, interest in prisary case ssscag US. medical students plessmesed
by 40 percent, so that only about one oot of five stodents (21.5 percent)
entified primary care as his oc her first choice,

A rmnber of factors tarm medical students sway feam carvers in pri-
mary ¢are. The intellectual culture within the academic medical centers
where students are trained is dominated by spocialists, whose ideals of
“good” and “real” medicine are very different from the kinds of challenges
faced by primary care doctons. A survey of medical stodents showed that
waly three out of 1000 thooght that good students were eacouraged 10 go
i primary care Seclds. Most doctors are in their late twenties or carly
Werties when they finksh their training. They finith with an average debt of
over $100,000, at just abost the time they want 10 staet o family and get on
with their lives. The starting salary for many specialties is morce tham twice
et of primary care doctors. Asd 10 make this hoice even moee difficult,
e boundary between profossional responsibilities and personal tiese &
olten moee Murred in peimary care thas in other specialtion,

Nobody can blame these young doctors for not choosing prisaary
Carelt takes a tremendous amosst of commitment and idealsm 1o
vhoose 2 carcer that Is not supported by role models in training, carries
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lews prestige among poers, introdes more 00 oae’s penonal life, snd pays
far less than most other spocialties, A bright and concerned Harvard
Medical School student lamented 10 me that be really wanted to become
a podistrician and take care of childeen in 3 community-based peactice,
bat his enormeoun debt was forving Nem into 4 more lucrative sebspe-
cialty. The same stoey is heard over and over,

In addinon to the grosgng imbalance Between primary care doctoes
and specialists, the ever-present theeat of malpractice ltigation is also
increming the cost of American medical care, This threat ssay provide
some protection to patients and allow recourse for substandard care, bet
the justice meted out is inconsistent. In 2 New York Timer op-ed piece,
Philip K. Moward, asthor of The Collapre of the Commuon Goad: How'
America’s Lowasit Culture Undersalnes Owr Freedom, commented that
maost of the doctoes who do commit ice arg not sucd, and mwost .
of the lawswits brought against doctors are about situations in which
malpeactice was st comminied. Nonetheless, the current medical sl
peactice system consissently Sntorts our medical care. Doctors are aware
of the risk of 3 malpractice suit lurking in every patient visit, Three-fifthe
of doctors in the United States admit that they do more diagnostic tests
ing than is necessary becaune of the theeat of litigation. And wivy not? The
risk of ordering an extra test is nil, but the theeat of a kawsuit because of
# 1es1 not oedered is over present—even when the Belibood of serioy
discase is very low and ressonable professsonal judgment would sy
SeMt Witk DO BOCESSATY.

These extra tosts can snd often do set off & cascade effect, requi
even more tests 1o follow up on abnormal results, msany of which then
turn out to be normal, With the specter of malpractice loming, docors
foel justified & ordering almest any test, inchoding tests in which ¢
have 3 financlal imerest.

The rising cout of malpractice inwrance o cawsing a rebellion '
doctons forced o pay the peice for our Mtigious culture (and 2 fow bad doc
tors) regandiess of thair own track recond snd commitment 1o quality care,
Somme, caght between the ever-present fioars of litigasion and the me
ing costs of insurance, are shacding their awets aad practiceeg without
insarance, while others are beaving the practice of medicine altogether.

At the same timse that all of this is happening, the medical inde
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vion available 8o doctors (and %o their patients) is increasingly dominatad
by commercial intevests. The skies are darkening.

DRUGGING THE WATCHDOGS

Within the FDA. the doctoes, scientists, and statisticians are dodicated
0 making sure the dota about drugs and medical devices presented by
manufacturers justify their claims of safety and efficacy. Bat the FDA i
woderstafied, snderfunded, and under pressure, acconSing 10 s own
WMMWKM&WWIMMJIM
&qmm&m:m»modtntbanmhbdd a ser
vant of industey” by De. Richard Hortom, the editoe of the British journal
The Lamcer.

The FDA sed 10 be famous for moving at 3 glacial buresscratic
pace. In 1980, the General Accounting Office of Congress reported that
ihe EDA was inadequately staffed to keep up with its worklosd. In 1968,
political sction by AIDS activists drow attention 8o the very real need for
quichee access 10 potentially Besaving dregs. The ensuing political criss
reselted in the 1992 passage of the Prescription Deug User Fee Act, oth-
crwise knosn as PDUFA. The drug comspasies agreed to pay a $300,000
foe for each new drug application; s return, the PDA’s Conter for Drug
Pralustion and Research promised to adhcte 10 & speedier timetable for
ihe new drug appeoval proces. According 2o a 2002 GAO repart, & listhe
inore than half the cost of reviewing mew drug applications was funded
Iy wser foes from the drug indwmtry.

New . drug approval ceetainly became quicker, With PDUFA funds,
e FDA was able 10 increase the staff at the Center for Diog Bvaluation
wred Research, or COER, from 1 500 1o 2300, all assigned 10 expedite new -
Seug applications for patented (ot generic) drags. Ts the four years fol-
bowing the enaciment of PDUFA, the median length of teme the FDA
ook to deckde on priority pew.deug applications dropped from 20
moeths down 1o six months. At the ssme time, the average number of
inew drugs approved doubled.

funding by drug companics may have woemed like a good idea for
the cashh-strapped FDA, but what sbout protecting the consumer from
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the drug companies’ inflacace? How unbiased can CDER be when half
budget comes from the drug companies themselves? An ancsymoss we-
vey dome by Public Citizen in 1998 revealed that PDA review officers fe
Bhat standards had declined as pressare 10 approve new drogs increases
The FDA madicad officers who responded to the survey identified 27 new
felt sbould not have A similar report on CDER by the i
penerad of the US Department of Health 30d Human Services, pub
lished in March 200), found that 58 percemt of the medical officers said
that the six months allotsed for review of priority deugs i oot adey
and that one-third of respondents did not feel comfortable expre
their differing opinions. In the FDA's own Consumer Magasine, Dy, :
Woodcock, deector of CDER since 1994, wrote that tight desdines
drug approval were creating “a sweatshop eavironment that's causing
bigh stadfing turnover.” 3 D
The most dangerous comequence of these changes was that
sumber of deugs approved by the FDA bot later withdraws fram
market foe safety seasons increased from |6 percent of drugs app
betwoem 1993 and 1996 1o 5.3 percent between 1997 and 2000,
drugs that had been appeoved by the FDA after 1993 were wink
from the market because of serious health riska. The Los Angeles Tim
reportod that these drugs were swspected of cassing msoee than 100
deaths (though the number of deaths coudd actually be mach highe
because reporting of adverse drug events %0 the FDA is voluntary). Even
though nose of these seven drugs was lifesaving, accordiag o the Loy
Angeles Thes, “the FDA approved esch of those drugs while dusregardia
danger signs or et warnings from its own specialists” AN 10ld, 22
bon Americans, one out of every 10 adubes, had taken & drug that wi
Later withdrawn froen the market between 1997 and 2000,
The blood yugar—owering disbetes drug Rezulin is one of the dry
that was appeoved in haste by the FDW—and later withdrawn, but m
too kate for many Americass, The detalls of the story were fing prescates
i 2000 = a Pubreer Prize-winning series of imvestigative reports
Darvid Willman of the Los Angeles Times. Remarkably, as quickly ax med
ical pews travels, this sory had no “legs™ and went largely unheeded
Mmmwumm.mmmu'
same problems were still there, 3
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De. Richard Eastian was the disector of the NIM division in charge
of diabetes research, and in charge of the $150 milion Diabetes Preven-
tion Program swody. This lange study was designed 10 determine whether
disbetes could be prevented i people at high risk (overweight and with
mibdly chevated blood sugar levels) by drugs or by festyle interventions.
In June 1996 Dr. Eastman announced that Rezuln had boen sclectod 4
one of the two diabetex drugs 10 be included im the study—a real victory
for Warner-Lambert, the manufacturer of Resulin,

Also In 1996 Warner-Lambert submitted Rezulin to the FDA for
spproval, and it became the first diabetes drug to be given an acoeberated
review. The medical officer evaluating the sew drug application, Dr.
fohn L Gueriguian, was 3 19-year veteran of the FDA. His review recom-
mended that Rezulin sot be approved: the drug appeared to offer no sig-
aificant advantage over other diabetes drugs already on the market, and
# had a woerisome tendency 1o cause inflasamation of the liver. Warner-
| smsbert executives “complained about Guerigulan to the higher-ups at
the FDA" Dr. Guerigsian was then removed from the approval process
for this deug. When the Advisory Commitice met to decide on the
.;wdm&»dwmmmkmdmm‘sm.
cerns about liver saxicity. The FDW appeowed Rexelin in Febreary 1997,
s Beisk sales soon earned # “blockbuster™ stanes,

However, reports of £atal Bver toxicity due to Rerslin oon staned to
wpear. Notwithstanding reports of deathis in the United Seates as well &
= lapan, and the withdrawal of the deug from the Usited Kingdom
because of liver toaicity in Decermber 1997, Dr. Exstmsan and his colleagues
Aecided 10 continue treating volsstoers in the Diabetes Prevention Pro-
gram stody with Rerelie. Oaly after Audrey LaRoe Jones, & 55-year-old
inigh school seacher, died of liver failure in May 1998 did Rezulin stop
|~smw»mmaum.m-umm
ihat Rezulin was oot cesponsible for the liver fxilare that led 1o her death,

Despine the mounting reports of liver problems in the United States,
Reraiin was not withdeawn from the ULS. market vatd March 2000, Dy
that time, $1.3 billion worth of the dreg had been sold. The Los Avpeles
Fivwes reported that, all sold, Rezulia was suspected in 391 deaths and
linked 10 400 cases of Bver fallure. Looking back on his expericace, Dr.
Lseriguian 0 the Los Angeler Times, “Either you play games or you're
poing 10 be put off lemsits . . . & paciah”
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Asother FOA medical officer and former supporter of Rezulin, D,
Robert |, Misten, was threatenad with disssissal by the FDA. His offense
He provided a copry of a letter to members of Congress from himself an
other physician colleagues ot the FDA exprossing concern about the
FDAX fallure %0 withdraw Rezulin from the market after the FDA
linked it 50 63 deaths due 10 Frver fadure, Dr. Jamet B. McGill, an endoceis
nalogit who had particigated in Warner-Lambert’s varly studies of
Rezulin, %38 the Los Angeles Times that Warser-Lambert “diearly places
profits befose the lives of paticnts with disbetes™ .

In retrospect one wonders why the NTH and FDA continued 8o sug
port Rezulin foag afier it was known 80 be assockated with so m
deathe, One particularly trooblieg sspect of Rexulin's seemingly ¢
leged treatment was provided by David Willman's sevies in the Lo
les Times: Dr. Eastman, while in charge of di research st the
ssd oversceing the $130 million study In which Rerulin was inchade
wis receiving S7RA455 froms Warner-Lambert on top of his $1
annual sllary from the NIM. Between 1991 and 1997, Dr. Eas '
had received, acconding 1o the Los Angeles Times, “at Jeast $260,000 &8
consulting-related fees from & varicty of outside sources, including six
dreg manufacturen,.” None of this was part of the public record, but ¢
financlal relationship with Warmner-Lambert had been appeoved by twe
of Dr. Eastman's seperiors. And De. Eastman was by no means alone. In
fact, the Los Angeley Timoes reported that no fewer than 12 of the 23
researchers who were oversecing the 3150 million governments
spomoned diabetes stady as “principal iavestgaton”™ were receving foo
o research grants from Warner-Lambert,

One would think that, cece these drug companies’ lucrative consult:
ing contracts with high-ranking NI officlals with direct responsibali
bchtmpmlu‘mdmhdb«awwdwﬁh'ofday.a
wall wosdd have been quickly erected. Hardly. ks December 2008, [
MMMMNMWMM s

"Sub)m Na. 4% died while participating in & dreg study =t o
National lestieotes of Health on June 14, 1999, She was lamie Ann
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900, 3 42-year-old registered nurse, masried and a mother of two. Mrs,
Jacknon was the second persom who had died while participating in NIH
studies of a drug named Fludara, marketed by Berlex Laborasories. This
drug, which had been used 1o treat beskemia since 1991, wis being toted
vo wee If it helped patients with sstcimsmune discases. No more patsents
were encolBied in the study after the second death, but the study continoed
with the patients already enrolled foe another nine moaths, and termi-
iated caly when five of the remaining 12 patients developed abmormali-
thes in their Blood tests. Dr, Stephen 1, Katz was the disector of the NIH
satonal Institute of Arthritis and Musceloskeletal and Skin Discases,
which was conducting the study, According 1o the Les Angeles Thwves,
between 1996 and 2002 Dr, Katz received more than $170,000 in conwsit-
ing, fees from the German drag manufacvarer Schering AG. (It was dur-
ingg this time period that the fatal wody of Berlex’s drug Fludara was
MtgmM)MmebmhhnnM
wned subsidiary of Schering AG, described & #ts "ULS. business unit™
v, Katz sod the Los Angeles Times that he had been “unaware of any rels-
tonship between Berlex and Schering AG.” and therefoee unaware of a
potential condict of imerest. But, acconding 10 the Los Angeles Timer,
'uumm»wmmmmwum-un-uam
woe of Schering AG™

Drs Eastman and Katz were certaindy noc the only high-ranking
wiicials at the NIH to seceive consulting fees from the drug industry.
Another official had accepted $1.4 million plus stock options over an
11 -year period, while at Jeast ose of the companies for whom he was
omulting was isvolved with the woek of the kabarstory he directs a
ihe Natiomal Institute of Allergy and Infectious Diseases,

The financial conflicts of erest at the NIH are by mo means iso-
lated examples of drug company influence on the government oversight
ol the deug indutry, Because crucial recommendations sbout drug
srproval and dreg labeling are made at the FDAs Advisory Committee
pectings, federal loe “pencrally prohibits™ the participation of experts
who have financial ties 10 the prodocts being prosented ca these com-
imecs. An artiche in USA Today in September 2000 shows, however, that
Ihve I granted so marnry waivers-—800 between 1998 and 2000—that 54
w‘m:uummmmmummw
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'a&mﬂundni-mln&cdm‘amthqm-wmadnm:
muummdmmubmmmrmm
mmmmmmm«mwmm of
mhh%ww&ma&wwul«gu :
payment & for work not related 10 the drug being discussed.

ﬂnmde-&y«mdamtuthemlmhm’
protecting the public’s interest became dependent ¢
drug company largrsse.

THE GREAT AMERICAN DRUG LOBBY

None of this would have bees passible, of course, without the insatisble
appetite of politicsena for industry dollary. g ellorty on behalf o
the drug industry are unsivaled, It speht $177 mallion om lobbying in
Im-dzm.swnmbomuunhomdamiduam‘
ance. The drog industry bires 625 lobbyists, more than cac for cach
mdwmmmmmmmmm
campaign contridations for the 2000 election seems downright stingy
cnmpudﬁthcimnwc:inhmy‘;“ﬂmﬂlh((?ouldﬁh'.
ing any role in Pressdent Bush's desire to privatize Modicare!) The ]
milkon, however, docsn't incade the approximately $65 million for :
called issue ads ired by Citizens for Better Medicase. Though this organ
tration appeared 1o be a grassroots movement, it wis in fact
primarily, if not exclusively, by the dreg industry, and its ads tended %0
mmmmummdwhmmwmm_
ummuaqmwmmmmmia.
tbchh:me(qwﬂml’m-mdymntmwdn :
cans, who received about 76 percent of the drug industry’s financ
hlpnhdnlmm&uionmk.n‘awo&-&nwmw'
uﬁuhﬁmuu‘;b«n&mznlqdpmqmuwh

tican National Commitiee, 10 Chaties Heimbold. chairman and CEQ o
Wnl-hlnn&qu&mdtwblkunwofkplmn :
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ualimwhmhntﬂlbmmmdm‘m
uwﬂtdﬁmmkﬁmwmt.mmmm!ofk-
qh;fotabﬂmlmwmhmlubmmlmcliqm
w&anfuodswwrdmiudnp.ﬁalmcmnmc.uoi::
lk&dﬁwﬁmmm!ﬂmww
mwmmm-omsﬁnlyuﬂmwm
and Bospitals). .

muthwwde‘ﬁmqaphm-‘-
-mlkﬂmkﬁoo’dutwilpmﬂﬂhe‘nv&iv&fdehd?tm
mhmwrad-wtwthebahhmmrmldm-.s !
Wm‘mmmu»uﬁ‘\*“l’u‘mm«
‘.Mmammwmmmwunm
Mnmwum'mmwmm : o
wmnchaopcmindodm.mbnum.dmumm
listol- Myens Squibb 8o the Republican Natiooal Wnlm tens
of billioes of dollars a year on the Bne for the drug industry, what was =
mete $250,0000

Perhaps the storm chonds were being actively seodod.

Drug companies, governascat, docton, pasicnts, ixmlh:‘
-mmmh«pmwﬂnomdinmuddmwm

\hve excellence of our medical care, we are not realizing COMMENSATME
owuhm“fk&mﬁanhuﬂmqﬂmhpc::‘
m;.mdmtoonhuhngpoim.umrmmmi:m.
muhmdhmhaﬁ*mmlmh? mdncalm
lvumkdpbwnapu&po&wrdwmw»mm
Mhoammmo&r-mmdhyhscnmnm&lnlu.mbm
femation is the remlt of the commercial um. ddnpm.:z
mt'm&«wsmmwmmm
mmnammmdwmmmmmmdm
dedicated doctors rely 0n 10 make clinical decisions, s the subject
m‘\mc



