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Caklins

Nawe of Product; Problem

Girls’ Jackets and Vests; Zipper pull and metal ring on these
garments can detach, posing a choking hazard to young children

cont.

Lot # Quantity and Distribution; Manufacturer

Baby Cool and Kid Cool polyester fleece, pink or violet; 5,100 sold
nationwide from September through October 2001; Kid Cool LLC, New
York, New York (800) 315-2376 www.sears.com

Lanterns; Lanterns can crack or catch fire due to excessive heat from
the tealight candles

Votive Snowman Holiday Porcelain Lanterns; 33,000 sold through LTD
Commodities mail-order catalogs from September through November
2001; LTD Commodities Inc., Bannockburn, Hilinois (866) 736-3654

Minl-bicycles; Front fork assembly can loosen or break

Midget Racer, 31-inches long, 23-inches high; 28,000 sold in New
Jersey, New York, Rhode Island, Minnesota and Massachusetts from
QOctober through November 2001; Kent International Inc., Parsippany,
New Jersey (800) 451-5368

Outdoor Lighting Timers; Timers have reversed polarity in the
wiring, potentially allowing a current to flow through a consumer's
body, posing a shock hazard

Model HOT100; 50,000 sold at Menards stores nationwide from
October 2000 through October 2001; Homemaster Inc., Eatontown,
New Jersey (800) 443-0224 www.home-master.net

Portable Generators; A small hole in the generator's fuel tank, where
it mounts to the frame, can leak fuel and pose a fire hazard

Porter-Cable model BSI550-W, date code 09-10-01; 600 sold
nationwide from September through October 2001; DeVilbiss Air Power
Co., Jackson, Tennessee (866) 422-4282 www.devap.com

Power Mowers; Stress cracks can develop in the mower’s fuel tank,
allowing gasoline to leak and posing a risk of fire and burn injuries

SilverPro and GoldPro Series walk-behind, 21- inch mowers powered
by 2-cycle Duraforce engines; 90,000 sold nationwide from December
2000 through November 2001; Lawn-Boy Inc., Bloomington, Minne-
sota (800) 444-8676 www.lawnboy.com

Scuba Diving Devices; Overpressure valves can stick in the open
position, posing a drowning hazard to divers

Used with Buoyancy Control Systems, all overpressure valves with red
pulls are included in recall; 3,500 sold nationwide from November
1997 through November 2001; Diving Unlimited International (DUI)
Inc., San Diego, California (800) 325-8439 www.DUI-Online.com

Shower Doors; Hinges can fail, causing the shower door to fall

Kohler Helios and Sterling Freestyle models made from January 1997

through September 2001; 41,000 sold nationwide from January 1997

through October 2001; Kohler Co., Kohler, Wisconsin (866) 782-6329
www.kohler.com/doorrecall

Spa Heaters; Heaters have an internal electrical connection that can
overheat and ignite the heater and spa, posing a fire hazard

No-Fault 6000 model spa heaters sold with Hot Spring and Tiger River
spas; 142,000 sold nationwide from January 1997 through January
2001; TruHeat Corp., Allegan, Michigan (800) 858-2122

Toys; Tips on the links that snap together like a chain can break off,
posing a choking hazard to young children

Pop Links model 883, variety of colors and shapes; 20,000 sold
nationwide from June through November 2001; Kids Il Inc., Alpharetta,
Georgia (877) 325-7056 www_kidsii.com

Toys; Button covers on the toy can come off, posing a choking hazard
to young children

Round plastic baby toy with a face on the front, a red and blue
“teethable ear” on each side; 8,800 sold nationwide from June through
September 2001; Baby Buzz'r International, Sandy, Utah

(866) 222-9289 www.babybuzzr.com
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Health Research Group Asks New Mexico to

On November 2, 2001, Dr. Sidney Wolfe
wrote the following letter to Jobn
Romine, MD, President, of the New
Mexico State Board of Medical Exam-

iners.
L

that Dr. Fred Pintz, the Chief

Medical Officer of the State of New
Mexico, has flagrantly violated a prin-
ciple implicit in the New Mexico Medi-
cal Practice Act by providing
authorization for the acquisition and
provision of the drugs to be used by the
New Mexico Department of Correc-
tions in the execution by lethal injec-
tion of Terry Clark, scheduled for next
Tuesday, November 6th. Unless Dr.
Pintz is willing to immediately revoke
his order for providing these drugs and
ensure that the drugs are returned to
the pharmacy in the State Department
of Health, 1 urge that there be an
emergency suspension of his license to
practice medicine with the plan to
permanently revoke it.

In 1992, the American Medical Asso-
ciation (AMA) articulated a position
condemning the participation of physi-
cians in state executions. A 1994 joint
statement by the AMA, the American
College of Physicians, the American
Nurses Association and the American
Public Health Association, Health Care
Professional Participation in Capital
Punishment: Statement from Profes-
sional Societies Regarding Disciplin-
ary Action, recommended that “state
professional licensure and discipline
boards treat participation in execu-
tions as grounds for active disciplinary
proceedings, including license revoca-
tion.” The New Mexico Medical Prac-
tice Act has been interpreted to defer to
the AMA’s position on this issue, and
thus, Dr. Pintz’s participation in this
planned execution clearly violates the
ethical and legal principles governing
the Board of Medical Examiners.

I have learned from several sources
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Sanction Doctor

Since the Medical Officer of the
Department of Corrections left New
Mexico several months ago and be-
cause the company contracted by the
state to provide prison health services
refused to be involved in the execution
of Terry Clark, the Governor asked the

B co T
In 1992, the
American Medical
Association (AMA)
articulated a
position
condemning the
participation of
physicians in state
executions

Secretary of Health, Alex Valdez, to
facilitate the provision of the drugs for
the lethal injection. Valdez asked a
state pharmacist to obtain the drugs
but the pharmacist allegedly refused
unless so ordered by a physician. Thus,
Dr. Pintz, the Chief Medical Officer of
New Mexico, was asked tofacilitate the
acquisition of the drugs so they could
be provided to the Department of
Corrections.

There have been 739 executions in
the United States since 1976, including
574 by lethal injection. In most, if not all
cases, physicians have been involved in
one or more of the activities proscribed
in the 1994 Joint Statement which in-
clude: ....“Prescribing, preparing, ad-

ministering or supervising injection
drugs....prescribing or administering
tranquilizers and other psychotropic
agents and medications that are part of
the execution procedure....monitoring
vital signs....determining the point at
whichtheindividual hasactually died....”

Such participation unequivocally
contravenes the Oath of Hippocrates
as well as the AMA Code of Ethics.
Unless these important codes are acted
upon, adherence to them will be dan-
gerously low. The only way to accom-
plish this is to revoke the license of any
physician who so participates in any
way in the execution of a person. Dr.
Pintz is the first such physician whose
identity has come to my attention.
Unless the New Mexico Board takes
immediate action to suspend and re-
voke his license if he refuses to reverse
the violent course of action which he
has facilitated, the Board will have
failed in its responsibility to uphold the
legal and ethical principles under which
it must operate.

L ]
Epilogue:

The NM Board decided to call Dr.
Pintz and warn him that unless he
reversed his decision to participate in
the lethal injection by facilitating the
acquisition of the necessary drugs, the
Board might take an action against his
license. Dr. Pintz recanted and the
drugs which had been obtained with
his permission were returned. Unfortu-
nately for the person on death row, the
drugs were nevertheless obtained with-
out the involvement of Dr. Pintz and
the execution was carried out. An im-
portant precedent was set, however,
wherein a state medical board has
successfully threatened a doctor-lic-
ensee against participation in an ex-
ecution because the board correctly
sees this as a violation of the state
medical practice act as discussed in the
above letter by Dr. Wolfe.



New Study Shows Low Income Minority Seniors
Restrict Use of Prescription Drugs

study of a large, nationally rep-
resentative sample of older
Americans, published in the
December 4, 2001 issue of the Journal
of General Internal Medicine, has found
that 43 percent of those people without
prescription drug coverage who are of
minority ethnicity, have annual incomes
of less than $10,000 and have out-of-
pocket prescription drug costs of more
than $100 per month reported restrict-
ing their use of prescribed medicines.
The study was conducted by re-
searchers from the University of Cali-
fornia, San Francisco, Department of
Medicine, who collected information
from a random sample of almost 5,000
Americans, 70 or older, with and with-
out drug coverage, who regularly used
prescription medicines. Even one of
three risk factors—ethnicity, income
and out-of-pocket drug costs of more
than $100 a month—made it signifi-
cantly more likely that people without
prescription drug coverage would be
forced to restrict their use of medica-
tions due to cost.
In the study, 20.9 percent of minor-
ity subjects, 15.6 percent of those with

annual incomes under $10,000 and
13.4 percent of those with out-of-pocket
prescription drug costs of more than
$100 per month experienced medica-
tion restriction due to cost. Looked at
from a different perspective, low-in-
come study participants lacking pre-
scription drug insurance were about 15
times more likely to limit their use of
prescription drugs than low-income
participants with full coverage.

Thus, in the absence of a prescrip-
tion drug benefit, some of the country’s
most vulnerable seniors are most likely
to go without the medicines they may
need to maintain their health. The
study’s authors note that previous stud-
ies have shown that “policies designed
to limit medication use may have seri-
ous consequences for patients’ health,
resulting in increased emergency de-
partment visits, nursing home admis-
sions, [and] use of emergency mental
health services.”

“These findings bring to the fore the
idea that when you judge societies by
how they treat their most vulnerable
members, the United States ranks very
low,” said Dr. Sidney M. Wolfe, direc-

tor of Public Citizen’s Health Research
Group reacting to the study. “Our coun-
try fails to provide health insurance for
about one-seventh of our population
and fails to provide prescription drug
coverage for millions of Medicare-cov-
ered older Americans who cannot af-
ford to purchase drug coverage on
their own.”

The results of the study are consis-
tent with a November 20, 2001 Harris
Poll of a random sample of 1,010 adult
Americans that found 39 percent of
people with annual incomes of less
than $15,000 a year had not filled a
prescription for medicine in the previ-
ous 12 months.

Dr. Michael Steinman, the lead au-
thor of the study, works in the Depart-
ment of Medicine, San Francisco
Veterans Affairs Medical Center and at
the University of California, San Fran-
cisco.

A copy of the Harris poll is available
at: bttp://www.harrisinteractive.com/
news/newsletters/bealthnews/
HI_HealthCareNews2001Vol1_iss32.pdf

THIS BOOKMAY SAVE YOURLIFE

In the 800-page, 1999 Edition, Worst Pills, Best Pills, Dr. Sidney Wolfe . . .

. . . warns of 160 pills you should not use, and offers 296 safer alternatives
. . . tells you how to dramatically slash your pharmaceutical bills
. . . tells you which drugs should never be taken in combination

Visitwww.worstpills.org

WORST PILLS/BEST PILLS can be yours for a
special subscriber price of $11.50, plus a $4.50

shipping and handling charge per book.

ORDER TODAY! Please fill out your name and address for proper
processing:

Name
Address

Please charge my copy fo:

QVISA OMC 0O AmEx 0 Disc.
Card number City
Expiration date
Signature

State Zip

Subtotal
$16.00

Amount
$11.50

Ship/Handling
$4.50

Quantity

BOPHL

Please make checks payable and send order to: Public
Citizen, 1600 20th Street, NW, Washington, DC 20009

WORST PILLS/
BESTPILLS

Public Citizen’s Health Research Group ¢ Health Letter ¢ 9



What Ails the Mass. Board Of Medicine?

The following articleis reprinted from
the Boston Globe and was written by
ArnoldS. Relman, MD, professoremeri-
tus in the Departments of Medicine and
Social Medicine at Harvard Medical
School and former editor in chief of the
New England Journal of Medicine.

T he front page of the Globe on
January 1 had a story about the
failure of the state’s Board of
Medicine to discipline an orthopedic
surgeon with a long history of malprac-
tice. Similar stories appear from time to
time. Is the board as ineffectual in its
disciplining of incompetent doctors as
these stories would have you believe?
And if the charge is even partly true,
why is that? Having recently retired
after six years on the board, I can offer
some answers.

First, while not nearly as feckless as
the news reports imply, the board is
not providing the kind of protection
against substandard practitioners that
the public has a right to expect. Massa-
chusetts is not different from many
other states in this respect, but that
doesn’t justify its poor performance. So
the answer to the first question is a
qualified yes.

There are too many substandard
practitioners in this state who may
never even be identified, let alone
reeducated or disciplined, including
some who endanger their patients and
ought to be removed from practice.
There are many explanations, the most
obvious and indisputable of which are
the failure of state government to pro-
vide adequate financial support and its
habit of allowing cronyism and patron-
age to influence appointments, poli-
cies, and operations.

Almost all of the board’s budget is
offset by medical licensure fees col-
lected by the state, so the state makes
essentially no contribution. The board
is left underfunded, understaffed, and
unable to meet all of its responsibili-
ties. The five physicians and two “pub-
lic” members on the board are
overworked and vastly underpaid (they
get $35 for each day they work). In
addition, its professional quality and
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independence are often compromised
by political interference that goes be-
yond the legitimate claims of account-
ability.

At least as great an impediment to
the board’s effectiveness are the re-
strictions of its actions by lawyers and
some ill-conceived provisions of the
law. Hospitals hire lawyers and admin-
istrators to protect them from being
sued. They call it “risk management.”

When the focus is on patient safety
and prevention of medical mishaps,
“risk management” is fine, but too
often it simply becomes a legally man-
aged cover-up of the facts. Board in-
vestigations of alleged malpractice or
substandard care are often frustrated
by the reluctance of hospitals to coop-
erate “on advice of counsel.”

Such cover-up gains support from a
1987 ruling of the state’s Supreme
Judicial Court that the proceedings of
hospital peer review committees are
protected from disclosure.

Another legal obstruction to effec-
tive disciplinary action is the widely
held conception that medical licen-
sure, once granted, is the private prop-
erty of the licensee and therefore can
be limited or revoked only through a
full legal process. Board hearings are
conducted as if they were courtroom
trials, with lawyers doing most or all of
the talking for their physician clients.
Often, testimony submitted by both
sides is evaluated in separate hearings
by administrative magistrates.

Contested decisions are reviewed
by the courts.

But a medical license is more a
privilege than a property right. It is
granted and renewed by the state only
after the applicant has satisfied re-
quirements established by profession-
als who, while acting under state
authority, are following standards that
can only be established and inter-
preted by the profession. The applica-
tion of legal procedures to medical
disciplinary proceedings always de-
lays and often stymies the process, and
it risks producing a result that is medi-
cally unsound. By making licensure a
property right and relying on legal

process rather than on the medical
judgment of the board and its consult-
ants, the state is in effect placing the
business interests of physicians ahead
of the welfare of patients.

Last but not least, the Massachusetts
board, like state boards generally, has
to contend with the suspicion and
timidity of most practicing physicians,
who understandably are reluctant to
become involved in an investigation of
a colleague’s alleged misbehavior. The
board is often frustrated by its failure to
gain testimony from an accused
physician’s colleagues and by the un-
willingness of even its own expert
witnesses to make judgments about
the competence of a physician.

Practitioners who are whistle-blow-
ers have little to gain from what is often
a major investment of time and effort
while they risk the ostracism of col-
leagues and possible countersuits by
the accused. At the least they ought to
be protected against such legal repris-
als.

Given all these difficulties, the Mas-
sachusetts board does well to accom-
plish what it has, but under present
constraints it cannot do a really good
job of protecting the public interest. A
good way to start improving things
would be to give the board adequate
financial support and greater indepen-
dence and authority. Most of all, it
needs some relief from the paralyzing
notion that medical licensure is prima-
rily a property right that takes prece-
dence over public safety.

LIS

The problems with the Massachu-
setts Medical Board, described by
former Board member Dr. Arnold
Relman, apply to a large proportion of
medical boards in the United States. In
our rankings of state medical boards,
based on the rate of serious disciplin-
ary actions 1000 physicians, Massachu-
setts has consistently been among the
poorest performing boards in the coun-
try. For serious disciplinary actions it
took in 2000, the state was 45th in the
country and between 1991 and 2000 its
rank was never higher than 37th and
was as low as 48th.



FDA Action on Red Cross Long Overdue

year ago, Public Citizen re-
A quested the U.S. Food and Drug
Administration (FDA) to ask
that the American Red Cross (ARC) be
held in contempt of court because of
longstanding, dangerous practices that
are jeopardizing the safety of the U.S.
blood supply. On December 13, 2001,
the FDA finally made that request.
While we are pleased the govemn-
ment took action, it is long overdue,
and we urge the court to act swiftly.
Records indicate that the Red Cross has
not come into compliance with a 1993
consent decree or with U.S. laws and
regulations concerning blood and blood
products.
The importance of having a safe

blood supply cannot be overstated.
The American public relies heavily on
the Red Cross blood supply, and pa-
tients should know that when they
receive blood, it will not be tainted.
Records indicate that the ARC has im-
properly released blood products con-
taining cytomegalovirus, a virus that
can cause blindness in newborns. Also,
FDA inspectors found that blood do-
nors had incorrect histories and that
Red Cross staff failed to follow test kit
instructions for HIV.

Although the FDA insists the blood
supply is safe, these findings cause
grave concern. If proper procedures
are not followed, it is only a matter of
time before someone is seriously

harmed. That would be inexcusable,
particularly given the fact that the gov-
ernment has known about the Red
Cross' violations for well over a de-
cade. Even the ARC's former president,
Dr. Bernadine Healy, said in an August
14, 2000, meeting that she found the
FDA'’s findings “alarming” and that the
severity of the situation held the poten-
tial for “grave impact” to patients, court
records show.

We strongly support the efforts to
hold the Red Cross in contempt of the
consent decree. Unfortunately, given
the lengthy history of this case, the
fines that would accompany a con-
tempt of court citation appear to be the
only way the Red Cross will respond.

Canadians Begin Recall of Dangerous Drug
Supplement Ephedra

n January 9, 2002, Canadian
O regulatory authorities an-

nounced the initiation of a
voluntary recall of certain products
containing the drug supplement Ephe-
dra and one of its pure chemical con-
stituents, ephedrine. Ephedra and
ephedrine are mostly found in dietary
supplements promoted for weight loss
and energy enhancement. If voluntary
compliance with the recall is not
achieved, the option for stronger regu-
latory action, including the seizure of
violative products, was left open.

Public Citizen’s Health Research
Group has already filed a petition to
the Food and Drug Administration to
ban all ephedrine-containing dietary
supplements. You can access the peti-
tion at wwuw.citizen.org/publications/
release.cfm?ID=7053 or by writing to
us fora copy at Health Research Group,
1600 20th Street, NW, Washington, DC
20009.

The Canadian decision was reached
after a risk assessment concluded that
these products pose a serious health
risk. Adverse events including stroke,
heart attacks, heart rate irregularities,

seizures, psychoses and deaths have
been reported in association with the
use of some products containing Ephe-
dra or ephedrine.

This recall deals with the following
types of Ephedra or ephedrine prod-
ucts:

1. Products having a dose of more

than 8 milligrams of ephedrine or with
a label recommending more than 8

P e v i |
You should not use
Epbedra or
ephedrine-
containing drugs

milligrams per dose or 32 milligrams
per day and/or are labeled or implied
for use exceeding seven days.

2. All combination products contain-

ing Ephedra or ephedrine together
with another stimulant such as caffeine
and other ingredients which might in-
crease the effect of Ephedra or ephe-
drine in the body.

3. Products with labeled or implied
claims for appetite suppression, weight
loss promotion, metabolic enhance-
ment, increased exercise tolerance,
body-building effects, increased en-
ergy or wakefulness, or other stimulant
effects.

This action by the Canadian authori-
ties is a rational regulatory policy to
protect their citizens from dangerous
drug supplements. In this country, the
public must face alone the irrationality
of an unregulated market for drug
supplements because of the Dietary
Supplement Health and Education Act
enacted in 1994.

What You Can Do

You should not use Ephedra or
ephedrine-containing drugs. They are
dangerous and without a legitimate
medical use.
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The AMA Does It Again

T he American Medical Associa-
tion (AMA) has added another
chapter to the seemingly end-
less succession of extremely poor, dan-
gerous choices for executive vice
president of the organization. The an-
nouncement that the new AMA chief
executive, Dr. Michael Maves, is the
former president of Consumer
Healthcare Products Association
(CHPA), the trade association repre-
senting the herbal, dietary supplement
and over-the-counter drug (OTC) in-
dustries (presumably with the approval
ofthe AMA’s Board of Trustees), threat-
ens to bring this troubled and dying
organization from the early part of the
21st century back to the 19th century.
In that earlier era, before medicines
had to be proven safe and effective
before being sold, patent medicines,
some of which were referred to as
snake oils, ruled the roost.

To the extent that CHPA now repre-
sents the herbal/dietary supplement
drug companies, and to the extent that
a large proportion of these products
lack evidence of safety and efficacy,
this appears to be another deadly em-
brace for the AMA.

Even in the realm of OTC drugs,
CHPA funded and signed off on the
design of a Yale study on the decon-
gestant and weight reduction drug,
PPA (phenylpropanolamine). Butwhen
the study showed a significant increase
in hemorrhagic strokes in people using
products containing the drug, CHPA—
under the leadership of Dr. Maves—
denounced the study. In the 1980s, the
predecessor to CHPA, the Non-Pre-
scription Drug Manufacturers Associa-
tion, was instrumental in delaying the
addition of warning labels on aspirin
concerning the increased risk of Reye’s
Syndrome in children with flu or chicken

pox who took aspirin. As a result of the
delay, hundreds more children died or
sustained brain damage.

We urge all physicians who still cling
to their AMA membership—despite
its embrace of the Sunbeam
scandal (anuncritical proposed endorse-
ment of products under the leadership
of Dr. John Seward), the real estate
scandal (under the leadership of Dr.
James Sammons) and the recent pre-
dictably poorleadership of Dr. E. Ratcliffe
Anderson—to resign from this dying
organization, which once represented
more than two-thirds of American doc-
tors but soon will represent less than
one-third. The hundreds of dollars of
patients’ money, which goes to pay for
annual dues, could be better spent.
Subscriptions to excellent medical jour-
nals such as the Journal ofthe American
Medical Association are available to
non-members as well as members.
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