

















OSTEOPOROSIS, from page 6

Furthermore, the relationship of bone
mineral density to fracture is not clear:
an analysis of 11 separate studies with
more than 2,000 fractures concluded
that bone mineral density “can predict
fracture risk but cannot identify indi-
viduals who will have a fracture.” Bone
mineral density is only one factor to be
considered and may not be the most
important one; bone quality—the inter-
nal architecture—and rate of bone loss
are other important determinants.

Myth: “Half of white women over 50
will bave a fracture in their lifetimes.”
Fact: “Lifetime risk numbers can be
misleading because the risk of os-
teoporosis rises with age. For most
women the chance of breaking a bone
at 55 is remote, while the chance of a
fracture at 85 is significant. Don't let
misleading lifetime risk numbers steer
you into unnecessary treatment.”

According to Mark Helfand, director
of the Evidence-Based Practice Center
at Oregon Health Sciences University,
“. .. if you live to be 90, there’s a high
chance that when your mind goes you’ll
fall down and break your hip.”

Myth: “Hip fracture equals nursing
home equals death.”

Fact: It's not the hip fracture that leads
to death, it’s the fact that many women
who are frail, demented or suffering
from other serious health problems
often fracture their hips. Women who

benefits.”

The data from a definitive study of
whether estrogen replacement actu-
ally prevents hip fractures will not be
available for several years. Meanwhile,
for those most concerned with fracture
prevention, the advice of Dr. Susan
Love, UCLA breast cancer surgeon, is
todelay hormone replacement therapy
(HRT) until 65 or 70 (to keep overall
time on the drug low) so that one isn’t
trading a fracture for breast cancer.

The new bone-building drugs have
not only not been studied for longer
than four years, but all have potentially
serious side effects including esoph-
ageal ulcers and blood clots. A study
published in October 1998 found that
12 percent of women (1 in 8) using
alendronate (FOSAMAX) needed to
receive medical attention for gas-
trointestinal effects; 14 percent of those
required hospitalization.

Coupled with the risk of gastrointes-
tinal adverse events is the minimally
efficacious outcome with alendronate

(FOSAMAX).

Examples

In women who already had a verte-
bral fracture: One would have to treat
37 women for three years to prevent
one new vertebral fracture, ie., 36
women would have to take the drug
for three years with no benefit and with
the risk of a gastrointestinal or other
problem.

In women who had not had a frac-
ture: One would have to treat 500
women for four years to prevent one
hip fracture, i.e., 499 women would
have to take FOSAMAX for four years
with no benefit and only potential risks
(plus the expense of the drug). They
might, in fact, be at risk for both GI
adverse events as well as a wrist or hip
fracture, depending on their hip bone
mineral density.

A National Institutes of Health (NTH)
consensus panel that met last March
emphasized exercise as a way to re-
duce risk. Exercise improves not only
bone strength but cardiovascular fit-

ness and mental health as well. Unless
continued on page 8

Studies

gethip fractures and are relatively healthy
rarely die from the fracture itself.”
The National Osteoporosis Founda- =

PM women with low bone mineral density and one or more
vertebral fractures (treated for 3 years)

tion likes to cite the statistic that 20 N_ew vertghral fractore S'O:A’ 2'3:& '2‘7?’ 37
percent of women who break a hip Hip fracture 42oh || Ll |-L1% | 91
Wrist fracture 41% | 2.2% -1.9% | 53

will end up in a nursing home and be
dead within a year. “That’s true, but at
least half of them would have been
dead within a year anyway,” according
to Mayo Clinic epidemiologist L. Jo-

PM women with low bone mineral density and
no previous fractures (treated for 4 years)

New vertebral fracture

(All T scores) 43% | 2.3% -2.0% | 50

seph Melton.

Hip fracture (All T scores) 1.1% | 09% | -0.2% | 500
Myth: “Menopause is the most impor- Wrist fracture (All T scores) 3.2% 3.7% +0.5% | 200 (increased fracture rate)
tant cause of osteoporosis.” Hip fracture
Fact: “Menopause contributes to os- (T score -1.6 to -2.5) 0.4% | 0.8% +0.4% | 250 (increased)
teoporosis but is not the chief cause. Wrist fracture
For ‘most women. in their forties and (T score -1.6 to —2.0) 1.7% | 3.3% +1.6% | 63 (increased)

PM: postmenopausal
T-score: the number of standard deviations (steps) below the average bone density of a 35-year-old woman;
-2.5 qualifies, by definition, as osteoporosis but ~2.0 does not.

fifties, drugs taken largely to prevent
osteoporosis may carry more risks than
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A Better Quality Alternative
Single Payer National Health Reform

This article was published six years
ago in the November 1994 issue of
Health Letter. Unfortunately, with the
growing number of uninsured—more
than 40 million, it is just as vital today
as it was then.

LN

The following two statements were pre-
sented at a press conference announc-
ing the publication of an article on
quality improvement under a single
payer national bealth insurance in the
September 14, 1994 Journal of the
American Medical Association.

Dr. Sidney Wolfe,
Health Letter Editor and
Director of Public Citizen’s
Health Research Group
he temporary collapse of all
I efforts to end one of our
major national disgraces—the
fact that for Americans, health care is
not a right—is a proper time to look
at the damage which has already
been done to the quality of our health
care system without any legislation
to blame. The forces of greed—led
by the health insurance industry—
are fiercely pushing and shoving each
other to grab as much as they can of

the trillion dollar annual pot of health
care gold. En route, they have al-
ready done much to destroy the doc-
tor-patient relationship and worsen
the quality of medical care.

The 10-point list of quality prin-
ciples which the Physicians for a Na-
tional Health Program (PNHP) study
group is publishing clearly shows how
a single payer plan, modeled on the
Canadian system, will improve quality.
This contrasts sharply with all of the
other national health insurance pro-
posals which, by virtue of strengthen-
ing the hand of the health insurance
industry, will worsen quality even more
than the not-so-invisible hands of the
market have already done.

The list of quality-improving prin-
ciples is a blueprint for a national
health program which would make
our country a world leader instead of a
shameful laggard. The implementation
of this blueprint is inconsistent with the
continued existence of the health in-
surance industry. The sooner we real-
ize this, the better it will be not only for
the 40 million who are uninsured but
also for the other 210 million Ameri-
cans whose health care quality has
been dangerously eroded.

OSTEOPOROSIS, from page 7

one belongs to a family with a strong
history of fractures, the best course
appears to be to follow the usual advice
for good health: get regular exercise,
eat a healthy diet and avoid long-acting
sedative-hypnotic agents, quit smok-
ing, and treat impaired vision.

Conclusion

The use of these drugs should be
sharply curtailed, limited to women
clearly at very high risk of fractures: the
rest of us should make an effort to
follow a healthy lifestyle including regu-
lar exercise. We benefit both by build-
ing healthier bones and avoiding the
possibility of suffering adverse events.
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Physicians are taking courses for
credit, courses that are taught by M.D.s
financed by drug companies, the “les-
sons” being excerpts from company-
sponsored lectures. The courses are
available both on tapes that are mailed
to physicians, and on the web. These
propagandists espoused all the “myths”
discussed in this article, scaring physi-
cians and encouraging them to have
their patients get bone density scans
and, subsequently, start using drugs.
The drug’s benefits are extolled and
exaggerated while the likelihood of any
adverse effects is not mentioned. Pa-
tients need to educate themselves to
withstand this pressure.

Dr. Gordon Schiff,
President of Physicians for a
National Health Program,
Senior Attending Physician at
Cook County Hospital in Chicago
and lead author of the article.
n the Congressional debate,
I“quality” has become a code word
for maintaining the status quo in
health care. We wrote this article to let
the American people know what real
quality would be in a health care
system that took the patient and the
patient’s needs seriously.

As Dave Barry notes, commenting
on the foolishness of the current Wash-
ington health reform debate, there are
only two things that are agreed upon:
1) we have the best quality health care
in the world; and 2) something must be
done about it.

In fact, our health care system is
plagued with a myriad of health care
quality problems. Unfortunately what is
being done about themislikely toworsen,
not improve, health care quality.

America’s health care system is be-
ing rapidly corporatized. Decisions pre-
viously made by physicians are now
being made by corporate executives
exclusively focused on the bottom line.
Meanwhile quality problems smolder
as Washington fiddles with incremen-
tal reforms that will only compound
these problems rather than pursuing
the only approach likely to maintain
and improve quality—a single payer
universal financing system.

Over the past two years a task force
which includes some of the nation’s lead-
ing physician experts on health quality
and access have been delineating key
criterion for improving quality via health
system reform. The Physicians for a Na-
tional Health Program Quality of Care
Working Group report which appeared
in the September 14, 1994 issue of the
Journal of the American Medical Associa-
tion (JAMA) outlines 10 key principles
that are needed to truly bring “highest
quality” care to the people of the U.S.

The first criteria for quality must be



uncompromising support for universal
access. What is the quality for the more
than 10,000 uninsured patients on a
waiting list to the clinic I direct, the
General Medicine Clinic at Cook County
Hospital? What is the quality of care for
a diabetic patient we recently sent
home from our hospital who had a leg
amputated and a deep bed sore, for
whom we could not provide home
health or rehabilitation services be-
cause she was uninsured.

Multiple studies demonstrate how
the quality of uninsured patients, even
those who do receive health care suf-
fers. An even larger number of people,
who are insured, now report access
problems, such as limitations on ben-
efits and financial barriers, increasingly
obstruct their care. Only the single
payer plan provides for universal cov-
erage in this century. It is the only
Congressional plan that does not use
financial barriers, such as co-pays and
deductibles, to deter care and shift
costs to the patients. Cost barriers, as a
Rand Health Insurance Study has
shown, deter necessary care just as
often as care that is less needed.

While the reform debate focuses al-
most exclusively on how many people
Congress will “write off,” Congress com-
promised on universality, compromised
quality and the best route for quality
improvement has been largely ignored.

The second quality principle: the
need for a fair and unified system,
where medical interventions are deter-
mined not on ability to pay, as is the
case in our current system, but on
medical necessity. We reject the notion
that different people are entitled to
different standards of quality. The high-
est quality health care system can only
be achieved when rich and poor alike
are guaranteed the same kind of care.
All managed competition schemes build
multi-tiered systems where higher lev-
els of care are given only to those able
to afford to upgrade their benefits.

Thethird critical, and rapidly eroding,
Jfeature for quality bealth care is continu-
ity of care coupled with the ability of
Dpatients to freely choose their own provid-
ers. The days when physicians and hospi-

tals attracted patients based on the quality -

of the care rendered, are over. Patients are

assigned to a restricted panel of physi-
cians in health plans selected by their
employers who may change their insur-
ance with little or no notice. Both patients
and physicians face steep financial penal-
ties if they seek to continue ongoing
quality care relationships. Amazingly, even
though this quality-impairing restrictive-
ness on patient choice is justified as a cost
saving measure, in Canada where health
costs are 40 percent less than the U.S,,
patients face no such restrictions. Others
of the 10 key quality principles include:
Financial neutrality of medical
decisionmaking: combining the un-
cenrtaintieswhich pervade clinical medi-
cine with financial inducements to
order more, as under fee for service, or
less as in various managed care ar-
rangements, is a prescription for dis-
torted judgment and suboptimal
quality. 1t is difficult enough to decide
whether a patient with metastaticbreast
cancer should be advised to undergo
bone marrow transplantation. It is im-
possible to offer unbiased advice when
the health plan offers thousands of
dollars of bonus incentives for each
such procedure denied as was the case
in an $89 million lawsuit recently
awarded in California. Co-author Dr.
Andrew Bindman, Director of Primary
Care Research at the University of
California, points to a recent example
where managed care physicians were
threatened with $250 penalties each
time they referred a patient to an out-
of-network doctor. Financial neutrality
is essential to preserve the physicians’
role as the patient’s advocate.
Automating clinical information: to
both improve care efficiency, protect
confidentiality and create a unified
database to improve care. Every day
we, at Cook County, see dozens of
patients with problems such as abnor-
mal lab test results, or patients with
wounds but don’t know when they last
had a tetanus immunization. Withouta
clinical database, it is often impossible
to know details of past history and to
practice optimal medicine.
Meanwhile, the public is spending
hundreds of millions of dollars so that
each managed care system and hospital
develops and installs their own systems—
systems whose unstandardized “propri-

etary data” cannot be communicated with
each other. The data thus is unavailable to
contribute to medical knowledge or im-
prove patient care, bearing out the Insti-
tute of Medicine’s prediction of disastrous
results if a standardized approach is not
taken. Single payer equals a single unified
database.

Enbancedpublic accountability: the
6,000phbysicians in PNHP believe medi-
cine needs more, not less accountabil-
ity. There are really two malpractice
crises in our country. We only hear
about one from Congress—the one
doctors face with malpractice suits. But
the important malpractice crisis is the
one the patients face and calls for
increased public accountability. Pre-
vention of malpractice is a far greater
priority than protecting physicians ad-
dressing the causes and consequences
of failed bad medicine. The narrow
emphasis on antagonistic “all or none”
approaches such as lawsuits or exiting
one plan for another, constrains con-
sumers from maximally exercising
choices, sharing in decisionmaking and
being genuinely involved in oversight
and helping to prevent malpractice.

Health care will not be reformed by
measures that fail to address the qual-
ity-impairing features of our current
system. In each of our 10 critical mea-
sures a single payer approach moves
us towards a higher quality system,
whereas other approaches forfeit im-
portant opportunities to improve care.
Congress started out with a lofty ideal,
to reform and make America’s health
system function better for everyone.
But they have lost sight of this goal.

The massive show of public support,
evidenced for example by the unprec-
edented volunteer-collected one million
petition signatures for the California single
payer referendum (Prop. 186) shows that
rather than single payer being irrelevant
to the reform debate, the debate is in-
creasingly irrelevant to the public’s de-
siresand needs. Single payer means much
more than a particular financing struc-
ture—it is an expression of a commitment
to access, faimess, effidency, and we can
now add, quality.
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Medical Fluoroscopy: Radiation-induced Skin Injury

The following article was reprinted
JSfrom the November 1994 issue of the
Health Letter.

oday, most Americans would
I probably assume that risk of
exposure to dangerous levels
of x-rays in a hospital or doctor’s office
is too low to worry about. After all, the
hazards associated with use of x-rays
have been known by the medical com-
munity and the general public for de-
cades. Increased mortality from
leukemia and multiple myeloma (two
forms of cancer) was reported by radi-
ologists during the early years of use of
medical x-ray equipment, and increased
rates of thyroid cancer and leukemia
have been reported in children treated
with x-rays in the 1940s and 1950s for
tinea capitis (ringworm of the scalp)
and presumed thymus enlargement.
Complacent Americans may be
wrong in downplaying the risks. Ac-
cording to Dr. Bruce Burlington, direc-
tor of the Food and Drug
Administration’s (FDA) Center for De-
vices and Radiological Health, his
agency has received reports of occa-
sional serious radiation-induced skin
injuries to patients resulting from pro-
longed, fluoroscopically-guided inva-
sive procedures. Fluoroscopy is an
increasingly common procedure which
uses x-rays in order to provide the
doctor with a dynamic, or moving,
visualization, rather than a snapshot. It
is often performed by medical special-
ists who are not radiologists, and these
doctors—such as cardiologists and
gastroenterologists—may not be suffi-
ciently aware of the radiation risks.
Fluoroscopic procedures include
radiofrequency cardiac catheter abla-
tion and percutaneous transluminal
angioplasty (PTCA), among others.
During a meeting of the National
Electrical Manufacturers Association,
Dr. Burlington stated that his agency
has “become aware of significant prob-
lems, problems that we thought had
been solved a couple decades ago with
fluoroscopy standards, exposure stan-
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dards, [and] limitations on time.” He
indicated that new and increasingly
popular fluoroscopic procedures are
requiring “long on-times” and “high
image intensity with high radiation.”

Some of the injuries reported to the
FDA include inflammation of the skin,
temporary and permanent hair loss,
dry and moist desquamation (peeling
of the skin), invasive fibrosis (forma-
tion of fibrous tissue), dermal atrophy
(skin degeneration), telangiectasis (di-
lation of capillaries), dermal necrosis
(irreversible skin damage), and sec-
ondary ulceration (lesions likely due to
infection).

Furthermore, an assessment of
whether or not an injury has occurred
is complicated by the fact that effects
are not immediately apparent. In fact,
effects can take weeks to appear, which
makes possible a dangerous doctor-
patient combination: a caregiver who
is unaware of the potential risks from
prolonged exposure and a patient who,
when eventual skin breakdown oc-
curs, does not realize that there is a
cause-and-effect relationship. To deal
with this situation, the FDA has sent a
letter to 11 medical specialty associa-
tions, and has prepared a public health
advisory to send to risk managers and
heads of radiology and cardiology de-
partments in every U.S. hospital,
addressing ways to prevent radiation-
induced skin injuries. Five steps are
recommended, with specific associ-
ated actions to be taken by the facility
to avoid injuries without adversely af-
fecting the clinical objectives of the
procedure. The advisory states that
“procedures of the type described here
may also increase the risk for late
effects such as radiation-induced can-
cers in other tissues and organs.”

We applaud the agency’s recogni-
tion of the problem, and the actions it
is taking. However, you, the patient,
must be diligent as well.

What You Can Do
e If you undergo any of the proce-
dures listed in the accompanying box,

tell your doctor beforehand of your
concern about possible skin injury,
especially if you are elderly or diabetic.

¢ Tell your doctor to chart informa-
tion in your medical record, such as
exposure time and radiation dose rate,
which will allow for an estimation of
the dose your skin absorbed during
the procedure.

e If you notice any redness, inflam-
mation or other indications of radia-
tion-induced skin injury at the site of a
prior fluoroscopic procedure, notify
your doctor immediately.

» If you do sustain a skin injury after
a fluoroscopic procedure, notify the
FDA by phone at 1-800-FDA-1088.

Procedures Typically
Involving Extended
Fluoroscopic Exposure Time

e Vascular embolization

¢ Endoscopic retrograde
cholangiopancreatography

¢ Percutaneous nephrostomy,
biliary drainage or urinary/
biliary stone removal

¢ Radiofrequency cardiac
catheter ablation

e Percutaneous transluminal
angioplasty (coronary and
other vessels)

¢ Stent and filter placement

e Thrombolytic and fibrinolytic
procedures

* Percutaneous transhepatic
cholangiography

e Transjugular intrahepatic
portosystemic shunt

(These procedures are related
to problems with the heart, blood
vessels, bladder, gallbladder and
liver; your doctor can supply plain-
English explanations of each.)




OUTRAGE, from page 12
academic medicine was immediate.
The corporate conglomerates running
managed care companies had their
eyes fixed resolutely on the bottom
line and had no desire to subsidize
medical education, even though well-
trained physicians are essential to the
delivery of quality medical care. This
profit-only orientation combined with
the forces preceding the advent of
managed care to create an environ-
ment hostile to medical education:
sicker patients admitted for shorter
periods, reduced nursing staff, doctors
forced to see more patients, less time
for supervision of doctors-in-training
or bedside teaching, and less time for
doctors-in-training to read or attend
conferences. As Relman so aptly puts
it: “A market-driven, price-competitive
health care system has no incentive to
support a common social good.”

Strapped for funds, academic medi-
cine has turned to a source whose
resources are rather less limited:
multibillion-dollar pharmaceutical com-
panies. Increasingly, medical research
is funded by private industry, rather
than the federal government, although
important breakthroughs continue to
emanate disproportionately from re-
search conducted by the government
or with federal funding. Drug compa-
nies often contract directly with uni-
versities to conduct research, an
arrangement prone to conflict of inter-
est as recent examples of drug com-
pany-squelched research attest.

But the effects of the increasing
drug company presence in the halls of
academe reach beyond the research

arena into medical education itself.
Here’s Relman again: “Sales represen-
tatives are now welcome at most teach-
ing hospitals. They attend and support
educational conferences, are present
inthe operating rooms to advise on the
use of their companies’ new surgical
devices, and they lavish free meals,
free trips to medical meetings and all

[T SR e = * THR|
Increasingly,
medical research
is funded by
public industry

kinds of professional gifts on resi-
dents, students and staff in exchange
for the opportunity to hawk their
wares.”

A recent Public Citizen’s Health Re-
search Group study is the first to sys-
tematically examine the growing
phenomenon of Medical Education
Services Suppliers (MESSs), private
companies that assure educators that
their intent is educational while seek-
ing to modify physician ptescribing
behavior to favor a drug company’s
product. As one MESS declared bra-
zenly on its website, “Medical educa-
tion is a powerful tool that can deliver
your message to key audiences, and

get those audiences to take action that
benefits your product.”

The report, Medical Education Ser-
vices Suppliers: A Threat to Physician
Education (available at http://
www.citizen.org/hrg/PUBLICATIONS/
1530report.htm) demonstrates the ex-
tent and diversity of drug company
involvement in medical education, at
times without the knowledge of the
educated. Based on only the one-third
of MESSs surveyed who provided fi-
nancial data, we calculated that the
MESS industry had a 1999 income of
$643 million. Of this sum, $289 million
(45 percent) was earned through pro-
viding grand rounds ($115 million),
symposia ($114 million) and publica-
tions-related activities ($60 million).
An average of 76 percent of MESS
clients were pharmaceutical compa-
nies.

Medical education is too important
to be left to companies who stand to
benefit from pseudo-educational ac-
tivities that have more to do with
marketing than education. The only
practical solution that will preserve
objective, evidence-based residency
training is a prohibition on MESSs and
pharmaceutical companies providing
any “educational” activities whatso-
ever for resident physicians. This would
require a ban on drug company or
MESS-sponsored grand rounds presen-
tations, noon conferences, and dinner
meetings, as well as forbidding the
distribution of textbooks, handbooks,
pocket guides, reprints or any other
publications by drug companies or
MESSs to residents.
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America’s Ailing Medical Education System

an medical education survive
‘ the onslaught of market

medicine? This is the critical
question raised by Kenneth M.
Ludmerer in his book Time to Heal:
American Medical Education from the
Turn of the Century to the Managed
Care Era, reviewed in a recent issue of
The New Republic by Arnold Relman,
former editor in chief of The New En-
gland Journal of Medicine.

The book and Relman’s review, upon
which this article is based, trace the
development of the current medical
education system. In the nineteenth
century, medicine was primarily learned
through an apprenticeship system, in
which physicians-in-training accompa-
nied practicing physicians while they
worked. This was supplanted in the
twentieth century by a system in which
medical education became centralized

in university-affiliated teaching hospi-
tals. For the first time, carefully super-
vised residency programs in teaching
hospitals, operating under standards
created by national accrediting organi-
zations, came to dominate medical edu-
cation. Teaching was seen as an intrinsic
part of the mission of these hospitals;
strong educational and research pro-
grams were believed to lead to better
quality medical care.

This system flourished, graduating
more physicians, conducting more re-
search and putting medicine more
squarely on a scientific footing. But the
system was based on a foundation that
could not be sustained: because the
medical schools were never able to
fully cover the costs of medical educa-
tion, they drew funds instead from
federal research and training grants and
from public and private reimbursements

for clinical care. In the 1970s, federal
policies on research grants became
more restrictive, precluding their use
for clinical teaching, and in the 1980s,
the advent of more restrictive Medicare
payment policies further limited funds

available for medical education.
Academic medicine acted as if there
was no noose around its neck, letalone
one threatening to asphyxiate it. In
1984, Relman warned that these fly-by-
night funding arrangements would not
continue. He called instead for in-
creased public funding for medical
education, to be justified by a renewed
commitment by the schools to address-
ing the manifold health problems in
the United States. Social commitment
would be linked to social funding, he

argued. His call went unheeded.
Enter managed care. The effect on
continued on page 11
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