














C ONS UM ER

Name of Product; Problem

Earthquake Gas Shut-0ff Valves; Valves could stick in the open
position allowing gas to flow freely, which poses a risk of serious
injury to consumers from fire and explosion during an earthquake

P R O D

[T C NN cont.

Lot #; Quantity and Distribution; Manufacturer

Northridge 2000; 600 sold in Washington from February through April
2001; Seismic Safety Products Inc., Wenatchee, Washington
(800) 948-3782 www.seismic-safety.com

Extension Cords; Cords have reversed polarity, which can present
electric shock and electrocution hazards

Black and about one to two feet long. The letters “MSL" are imprinted
on the cord's three-pronged plug. The single-receptacle cords have the
website, www.ziotek.com, printed on the cord; while the double-
receptacle cords have the name “ZI0 TEK" printed on the splitter;
12,000 sold in Cyberguys catalogs and on website from January
through March 2002; E-filliate Inc., Rancho Cordova, California (800)
327-6703 www.cyberguys.com

Gas Grills, Warning to Consumers; Design allows consumers to
light the grill at an air intake tube, instead of at the burner, gas inside
the tube ignites. The tube can reach temperatures of up to 750 degrees
Fahrenheit and present a burn hazard to consumers. In earlier models,
the grill collapsed creating a burn and fire hazard

Red Devil, lid also reads The Portable Outdoor Kitchen; 155,000 sold
nationwide from May 1998 through January 1999; e4L Inc. and
Quantum North America Inc., Encino, California. Contact the CPSC
hotline at (800) 638-2772 for more information

Hammer Drills; The on-off trigger can stick, or the lock-on button
can jam, posing a risk of physical injury to consumers

Model HD501; 6,000 sold nationwide from December 2001 through
January 2002; Ryobi Technologies, Inc. (RT), of Anderson, South
Carolina (800) 867-9624 www.ryobitools.com

Infant Car Seats/Carriers; When the seat is used as a carrier,
plastic handle can unexpectedly release from the carrying position,
posing an injury hazard to an unrestrained infant

Safety 1st and Beatrix Potter Designer 22; 26,000 sold nationwide from
January through April 2002; Dorel Juvenile Group Inc., Columbus,
Indiana (800) 536-1090 www.djgusa.com

Mountain Bicycles; Chainstay that holds the rear wheel in place can
fail, causing the rear wheel to separate from the bicycle, which can
cause the rider to lose control

16.5-, 18- and 19-inch Slayer and Edge full- suspension; 660 sold
nationwide from January 2001 through February 2002; Rocky Mountain
Bicycles, Delta, British Columbia, Canada (800) 663-2512
www.bikes.com

Portable Fluorescent Lamps; The ballast (the electrical part
located in the arm of the lamp) in these lamps can overheat, short-
circuit, and melt the insulating cover of the ballast causing the lamp to
fail and posing a burn hazard to consumers

Power Plus Automotive Chargers; When used under low voltage
conditions, the chargers can overheat, posing a fire hazard

Speaker Power Adapters; Power cord connector is not grounded,
posing a potential shock hazard to consumers

Total Gym Exercise Machines; Handles on these exercise
machines can detach during use and the cable attached to the handles
can break, resulting in injury to the user
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18 watt portable, designed to mount to a desk or sit on a base, Model
PS355 and PS360; 18,300 sold nationwide from January 2000 through
February 2002; Luxo Corp., Port Chester, New York (800) 222-5836

Plug into automotive cigarette lighters to charge power tool batteries;
18,000 sold nationwide from March 2000 through April 2002;
Milwaukee Electric Tool Corp., Brookfield, Wisconsin (800) 414-6527
www.heavydutytool.com

Included in Hewlett-Packard's P1534A External Amplified Speaker sets.
There is a label on the bottom of the speakers with the model number
“P1534-60001"; 93,000 sold nationwide from October 2000 through
April 2002; Philips Electronics, New York, New York (800) 870-7193
www.philips.com/us or www.hp.com

Total Gym(r) 1000 and the Total Gym(r) Pro; 310,000 sold nationwide
from June 1997 through October 2001; Fitness Quest Inc., Canton,
Ohio (800) 321-9236 www.fitnessquest.com

continued on page 11



Conflict of Interest?

Medical Journal Changes Policy of Finding
Independent Doctors to Write

The following story was reported on the
ABC Evening News on June 12, 2002 by
Jobn McKenzie.

sita caseof, “If you can't beat ‘em,
I Join ‘em?”

The New England Journal of Medi-
cinewill announce Thursday that it has
given up finding truly independent
doctors to write and review articles and
editorials for it, as a result of the
financial ties physicians have with so
many drug companies in the United
States. The Journal says the drug com-
panies’ reach is just too deep.

In 2000, the drug industry spon-
sored more than 314,000 events for
physicians—everything from luncheons
to getaway weekends—at a cost of
almost $2 billion. On top of that, many
doctors accept speaking and consult-
ing fees that link them to drug compa-
nies.

No publication in this country influ-
ences the way your doctor treats an
illness more than the New England
Journal of Medicine. Since 1812, the
Journal has scrutinized and published
thousands of clinical studies.

These “review” articles on drug
therapy can be pivotal. They tell doc-
tors the strengths and weaknesses of
new medications for everything from
high blood pressure to obesity to can-
cer. Now, the Journal will allow these
critical evaluations to be written by
people with financial ties to drug com-
panies.

“This change will allow us to recruit
the best authors, the people who have
experience with new treatments to
write these editorials and review ar-
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In 2000, the drug
industry sponsored
more than 314,000
events for physicians.

ticles,” said Dr. Jeffrey Drazen, the
medical journal’s editor-in-chief.

Under the new policy, doctors writ-
ing reviews in the Journal can accept
up to $10,000 a year from each drug
company in speaking fees and consult-
ing fees.

Concerns About Possible Bias

Not everyone thinks this is such a
good idea. “So if a doctor is doing that
kind of business with four or five
companies, he or she can get as much
[as] $40 to 50,000 a year and not violate
the new New England Journal policy,”
said Dr. Sidney Wolfe, the director of
the Public Citizen Health Research
Group, one of the country’s largest
medical consumer groups.

“The bias introduced by drug com-
panies paying writers of review articles
a large amount of money can have the
consequence of slanting articles and
influencing physicians in a way that
isn’t really in the best interests of their
patients,” said Wolfe.

The Journal, in a letter to its readers,
says the policy change is necessary
because it simply could not find enough

qualified authors who did not already
have ties to drug companies. “There
are areas where we simply have not
published anything because we didn’t
think we could get a person who was
good to write in an area that had
absolutely no interaction with a com-
mercial entity,” said Drazen.

But Jerome Kassirer, who was the
Journal’s editor between 1991 and 1999,
says he had no problem finding inde-
pendent authors. “There’s a lot of depth
in academic medicine, sufficient depth,
so that it’s almost always possible to
find a first class person to write an

== =
The Journal is
reducing the
prestige and
influence that it
has taken 190
years to build.

editorial or review article in which they
do not have a conflict of interest,” said
Kassirer, now a professor at the Tufts
University School of Medicine.

Some doctors are concerned that by
relaxing conflict-of-interest standards,
the Journal is reducing the prestige
and influence that it has taken 190
years to build.
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Nicotine Lollipops: Sweet,Addictive, and Illegal

By Rep. Henry A. Waxman, U.S.
House of Representatives (D-CA).

n April 3, 2002, I wrote to
OSecretary of Health and
‘ Human Services Tommy
Thompson to express my concern about
nicotine lollipops. These products—
known by trade names like NicoPop
and Likatine—were manufactured and
marketed by compounding pharma-
cies in violation of the federal law. I
urged Secretary Thompson to take
immediate action to pull these candies
from the market. One week later, on
April 10, the Food and Drug Adminis-
tration (FDA) sent warning letters to
three pharmacies, halting sales of the
lollipops. This was a welcome first step
towards increased regulation of the
many products on the market contain-
ing nicotine and making unproven
health claims.

Although I support innovative strat-
egies for smoking cessation, there were
three problems with nicotine lollipops.
First, these products pose serious risks
to children. Nicotine lollipops are new,
so there are no studies that examine
the use of these products by children.
Nevertheless, the potential for use by
children is obvious. Just consider the
list of available flavors, which include
Blueberry, Bubble Gum, Cherry, Cin-
namon Apple, Grape, Green Apple,
Hawaiian Coconut, Lemon, Lemon-
Lime, Licorice, Orange, Orange-Pine-
apple, Peach, Peppermint, Pina Colada,
Pineapple Splash, Raspberry, Root Beer,
Strawberry, Strawberry-Banana, Spear-
mint, Sweet Citrus, Tangerine, Tequila
Sunrise, Tropical Punch, Tutti Fruitti,
Very Berry, and Watermelon.

Moreover, pharmacists created and
marketed the products in ways that
might attract children. For example,
one Washington State pharmacist said,
“We do a good job of flavoring and
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masking any taste of the drug.” And a
pharmacy employee in Indiana said,
“They taste just like Dum Dum suckers
... you can'’t even taste the nicotine at
all.”

To prevent use by children, an ad-
dictive drug should not be masked by
sweeteners and sold as a lollipop with-
out a thorough review by the FDA and
strict safeguards. Yet no such review
had been conducted. Several pharma-
cies even sold the lollipops over the
internet without requiring a prescrip-
tion.

Second, the active ingredient in nico-
tine lollipops is a potentially unsafe
drug, nicotine salicylate. The salicylate
in nicotine salicylate has been associ-
ated with a devastating brain and liver
disorder in children, Reye’s Syndrome.
Moreover, unlike the forms of nicotine
in FDA-approved nicotine patches and
nicotine gums, the safety of nicotine
salicylate has not been established by
the FDA.

The section of federal law regulating
pharmacy compounding permitted
pharmacies to produce small quantities
of unapproved drugs only if the bulk
drug substance is a component of an
approved drug, and is found in the
United States Pbarmacopeia or Na-
tional Formulary monograph, or is
named by the FDA in a separate list.
Nicotine salicylate, however, does not
meet any of these criteria.

Third, nicotine lollipops were being
marketed on the basis of health claims
that had not been approved by the FDA
or substantiated scientifically. Pharma-
cies advertised that nicotine lollipops
are a treatment for nicotine withdrawal
symptoms in the same way as nicotine
gum and nicotine patches, two FDA
approved products are. One pharmacy
tried to convince customers that nico-
tine lollipops were better than other
smoking cessation products. Another

pharmacy even claimed nicotine sugar-
free lollipops are “ideal for persons
with diabetes.”

Such health claims are not sup-
ported by evidence. In contrast to the
many studies establishing the effec-
tiveness of the nicotine patch, gum,
and inhaler, I am not aware of a single
published study on nicotine lollipops.
Unproven claims may deceive con-
sumers and promote a potentially un-
safe drug. Under the law, it is simply
illegal to market a drug with health
claims that have not been approved by
the FDA.

Atthe same time that the FDA issued
warning letters to stop the sale of
nicotine lollipops, it also barred the
sale of nicotine lip balm. According to
advertisements, nicotine lip balm “looks
like a plastic ‘Chapstick’ but it contains
a dose of nicotine in a sweet flavored
base.” Each tube allegedly “provides
hundreds of small doses—equivalent
to approximately 100 cigarette breaks.”

Other products not covered by the
FDA'’s recent warning letter also raise
similar concerns. Advertisements for
nicotine water can still be seen on the
internet. Described as a smoking ces-
sation aid and sold as a dietary supple-
ment, this product promises, “all you
will taste is the water.” I believe the
FDA should take the unequivocal po-
sition that any product containing nico-
tine and making health claims must be
found safe and effective by the agency
before it can be lawfully marketed.
The FDA should build on the prece-
dent of its action against nicotine lolli-
pops and bring other products making
health claims under its jurisdiction. At
the same time, Congress must also take
action to bring all tobacco products
under the agency’s authority to protect
the public health.
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he National Cancer Institute

(NCD has just reorganized its

Web site to make accessing in-
formation much easier; it is has an
address that is easy to remember as
well: bttp.//www.cancer.gov.

The first thing that pops up is the
Home Page which is divided into five
major areas of interest: “Research Pro-
grams,” “Research Funding,” “Cancer
Information,” “Clinical Trials,” and
“Statistics”. Each of these headings has
a set of subtopics listed under it. Al-
though the section on research fund-
ing would be for those scientists who
wish to conduct NCI-sponsored re-
search, all other areas are of general
interest.

The Web site organization is a cas-
cade with increasing details as the user
progresses from page to page. For
example, if on the Home Page, one
clicks on the box “Cancer Informa-
tion,” a new page appears with eight
new related headings: “Types of can-
cer,” “Treatment,” “Prevention,”
“Screening,” “Coping,” “Support and
Resources,” “Literature,” and “PDQ”
(Physician Data Query). Clicking on
“Support and Resources,” for example,
brings up another new page that in
turn has six major topics from which to
choose: “General Support Information,”
“Finances,” “Hospice,” “Home Care,”
“Support for Children with Cancer,”

Cancer.gov

and “Other Information.” Under each
of these topics there is again a list of
two to seven areas of interest from
which one can further narrow the
search. Once this choice is made, the
next level brings up several pages of
text in the area of interest.

There are readily available sources
of help on almost every page. At the
bottom of most pages are a series of
choices (Home, Search, Site Map, Help,
etc.) that link the user to other parts of
the Web site. The Help function pro-
vides an overview of how to use
Cancer.gov including an 800 number
that can be called and a chat line,
“LiveHelp.” The latter is reached by
clicking the LiveHelp icon located on
the bottom right of most pages. A
dialog box will come up with “fre-
quently asked questions;” to progress
farther, you click the LiveHelp icon a
second time. At this point, you type in
your question and wait for the answer
from the Information Specialist to be
typed back. At the end, you have a
transcript of your “conversation.”

Other sources to be explored in-
clude “PDQ,” an NCI database, that
contains the latest information about
cancer treatments, screening, preven-
tion, genetics, and supportive care,
plus clinical trials. The “Statistics” site
has three general headings: “Under-
standing Statistics,” “Data Sources,” and

“Statistics by Cancer Type,” which pro-
vides an alphabetical list of cancer
types from which to choose.

Other tools available (on the top
right side of the page) include a dictio-
nary to look up medical terms, a site
map to get a general orientation of
what is available, and a search func-
tion, where one can type in a topic of
interest. The site map page includes
most of what is on the home page plus
three additional categories: “About
NCI,” “Search,” and “Espanol” (for Span-
ish-speaking readers).

To obtain documents from NCI, there
isan “NCI's Publications Locator” which
has lists of publications that can either
be ordered (20 at a time can be ordered
free of charge) or that can be viewed at
this site. Some publications are avail-
able in Spanish. A LiveHelp icon is also
available here if one is having difficul-
ties in finding or downloading docu-
ments.

There are many cross connections,
clear layout, links to related sites, and
lots of opportunities to ask questions.
Even though we may not agree with all
of the philosophies, for example NCI's
stand favoring screening mammogra-
phy for women under 50 (see the
January 2002 issue of the Health
Letter), this is certainly one of the best
organized and informative health Web
sites around.
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Ten Years Ago Today

The Suppressed Democratic Study Group’s “Stealth” Survey Surfaces

The following article was in the July
1992 Health Letter. Unfortunately, not
much bas changed.

Surprise! 70 Percent of DSG Poll Re-
spondents Demand Comprebensive
Overbaul of Health Care System.

he Democratic Study Group
I (DSG), a Capitol Hill think tank
organized in the 1950s to inform
its congressional members about legis-
lation coming to the floor of the House
and occasionally to push a particular
policy, recently published results of a
survey of 98 House Democrats on the
subject of health care reform. To
everyone’s apparent surprise, includ-
ing that of the polltakers, 70 percent of
the respondents believed that “we
should work to pass a comprebensive
overbaul of the nation’s health care
system.” (Emphasis added)

The level of opposition to “play or
pay” employer based plans, in which
insurance companies would continue
to play a dominant role, and the level
of support for a national single payer
health plan on the Canadian model
was surprising. First choice (among
five options) of 43 percent of those
surveyed and second choice of 11
percent (54 percent total) was “creat-
ing single payer national health insur-
ance by establishing a new public
program to cover the entire popula-
tion.” Only 15 percent said they were
likely to vote against a single payer
health reform plan.

In contrast, a mere 27 percent picked
“play or pay” as first or second choice
among the five approaches, while 36
percent said they were likely to vote
against any reform proposal based on
“play or pay.” While “play or pay” has
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been touted as a more “moderate”
reform approach, the polltakers were
surprised at how poorly it fared among
Democratic moderates. Southerners,
for example, opposed “play or pay”
more strongly than members from any
other region, with 54 percent saying
they would vote against any legislation
containing such a provision. When
asked whether they would vote against
a single payer plan, 73 percent replied
they would not.

Would  Would

Favor Oppose
(%) (%)
Single payer 54 15
Play or pay 27 36

This is in direct contrast to the con-
ventional wisdom, promoted by the
Senate Democratic leadership (includ-
ing Majority Leader George Mitchell
(ME), health committee Chairman Ed-
ward M. Kennedy (MA), Jay Rockefeller
(WV) and others) which holds that
single payer Canadian-style national
health insurance will never pass the
Congress.

Despite the fact that 60 percent of
those polled in the DSG survey said it
is “extremely important that we bring
health care reform to the Floor,” the
survey was not released until May 11th,
four months after it was completed.
When Health Letter recently questioned
Scott Lilly, executive director of the
DSG, about the timing of the release,
he replied that “the health care agenda
was not moving earlier in the year,”
and that the DSG has “limited re-

sources and large responsibilities.”

Contrary to Mr. Lilly’s recollection, a
series of Democratic “town meetings”
on health care was held with great
fanfare in December; Senator Kennedy’s
Labor and Human Resources Commit-
tee reported out its “play or pay” bill
during the last week in January; and
President Bush introduced his so-called
“health plan” on February 7, and for
the next two weeks the country was
deluged with print and electronic dis-
cussions of health care reform mea-
sures including the Russo Bill, the
closest thing to a single payer bill in the
House—but not a word about the DSG
poll, which by that time was well in
hand, but under wraps.

We agree that the DSG has “large
responsibilities,” but first among these
is to play straight with its members and
with the public that those members
represent. Perhaps some powerful
Democrats and their deep-pocketed
PAC friends in the insurance industry
were so alarmed by the DSG survey
that they did not want it circulated as
part of the 1992 health care debate and
conspired to silence the report. Far
better for everyone to think that true
health reform will “never pass the
House.” This is a year, however, when
the smart players are betting on the
unconventional wisdom.

What You Can Do

Call on your state’s two senators to
support a single payer bill (S. 2320)
introduced in the Senate last March by
Sen. Paul Wellstone (D-MN) and urge
your representative to introduce or
support companion legislation in the
House.
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tension for ephedra than for all other
dietary supplements combined (the
petition is available at bhttp.//
www.citizen.org/publications/
release.cfm?ID=7053 or by writing us
at 1600 20th Street, NW, Washington,
DC 20009).

The dangers of these products, com-
bined with the attractiveness of prod-
ucts that allegedly improve fitness and
strength, have led to a number of
deaths and serious damage in people
in the armed services. According to
Navy Surgeon General Richard Nelson,
“All three military services have docu-
mented medical cases where signifi-
cant adverse events and deaths have
occurred among active duty service
members taking certain dietary supple-
ments, specifically preparations con-
taining ephedrine alkaloids.” This led
to a Navy ban of the sale of ephedrine-
containing dietary supplements from
stores at Pearl Harbor and the Marine
base at Kaneohe Bay.

According to a May 13 “Fatality”
bulletin from Fort Hood, Texas—an
army base—there have been two deaths
in soldiers at that facility from using
ephedrine. At Fort Jackson, in South
Carolina, two soldiers died after taking
ephedra, and, in a statement issued by
Moncrief Army Community Hospital,
“We recommend that you don't take
ephedra at all. The bottom line: Ephe-
dra is a very dangerous herb that can
kill.”

As long as the FDA delays the inevi-
table ban of these products, cases such
as the following three (extracted from

medical records and being forwarded
to the FDA) will continue to occur
(note that two of the three occurred
since our petition to ban):

1) A 35-year-old previously per-
fectly healthy African-American man
using ephedra, well until the morning

| o e T
By now, there bave
been well over 100

deatbs reported to the
FDA in people using
epbedra containing
products

of 12/25/01. Complained of severe
occipital headache, went back to bed,
found by his wife blue and not breath-
ing; on arrival of emergency squad,
immediately intubated and had a
bounding pulse (indicative of hyper-
tension); brought to the hospital in
coma. Diagnosis of cerebellar bleed
and died on 12/31; autopsy showed no
circle of Willis aneurysm or other pre-
existing anatomic explanation for
bleed/death.

2) A 37-year-old woman with no
past medical history suddenly collapsed

4/02; no abnormal autopsy finding and
was thus assumed to have died of a
cardiac arrhythmia. At autopsy, no evi-
dence of a heart attack, atherosclerosis
or arteriosclerosis; non-lethal (thera-
peutic) levels of ephedrine and pseu-
doephedrine found in the blood. She
was 5'3”, 110 pounds and was using a
natural herbal energizer/diet supple-
ment for weight loss.

3) A 36-year-old male athlete (all his
life) involved in bodybuilding, without
a prior cardiac history, using ephedra
and exercising (8/01) and developed
acute onset of chest pain while sitting
up: blood pressure 181/88, pulse 98;
occasional multifocal PVCs (an arrhyth-
mia known to be caused by ephedra).
According tothe medical record, “ephe-
dra use exacerbated aortic outflow
shear {sic] force and contributed to
aortic root dissection” also rupture into
the pericardium; Aortic insufficiency
(damaged aortic valve) related to the
root dissection. Fortunately, with emer-
gency surgery, this man survived.

In summary, it should not require
further deaths or strokes in soldiers or
anyone else in this country for the FDA
and HHS to abandon their cowardly
position and ban ephedra alkaloids. If
officials in those agencies do not be-
lieve that these products “present a
significant or unreasonable risk of ill-
ness or injury” (the legal standard for
banning a dietary supplement when
there is evidence of harm at the recom-
mended dose), they are dangerously
risinformed, medically and legally.

C O N S U
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Name of Product; Problem

Toy Planes; Plastic air intake chamber of the air-powered toy planes
can burst, throwing plastic pieces, posing a laceration, bruise and

abrasion hazard

C T 7Sficont.

Lot # Quantity and Distribution: Manufacturer

Firestormer and Skyblazer; 137,000 sold nationwide from January
through May 2002; Spin Master Toys, Toronto, Ontario

(800) 622-8339 www.spinmaster.com

Toy Steering Wheel Attachments; Steering wheel can break away
from its base, allowing the small plastic turn signal and horn pieces to
come off, posing a choking hazard to young children

Sold on Jeep Cherokee stroller model 55120; 17,000 sold nationwide
from January through February 2001; Kolcraft Enterprises, Inc.,
Chicago, Illinois (800) 453-7673 www.kolcraft.com
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Department of Health and Human Services Fails to
Ban Ephedra or Issue Adequate Warnings

The following is astatement by Health
Letter Editor, Dr. Sidney Wolfe in re-
sponse to this decision.

Today’s announcement by the De-
partment of Health and Human Ser-
vices (HHS), which not only fails to ban
ephedra dietary supplements but also
fails to seriously warn against the use of
these products, should result in the
firing of all officials in HHS and the
Food and Drug Administration (FDA)
who are responsible for this dangerous
cowardice. The idea that more studies
are needed and that the more than 100
deaths and hundreds of other cases of
serious damage to users of these prod-
ucts—many of which are extremely
well-documented and have occurred
atrecommended doses—is not enough

for a ban is in sharp contrast to what
has usually occurred with the removal
of dangerous prescription drugs from
the market. Almost all of these bans or
withdrawals were based on well-docu-
mented case reports in which the only
plausible explanation for the deaths or
damage was the drug, as is the case
with ephedra. The idea of all but en-
couraging the use of dangerous ephe-
dra products and urging discontinuance
only in case of chest pain, irregular
heartbeat, loss of consciousness or
other symptoms pending, or actual
heart attacks or strokes, is a cruel
abdication of even the responsibility to
warn.

One year ago today, the Canadian
government warned Canadians “not to
use products containing the herb Ephe-

dra” because such products “may cause
serious, possibly fatal, adverse effects.”
On January 9 of this year, Health
Canada requested a recall of all ephe-
dra products “with labeled or implied
claims for appetite suppression, weight
loss promotion, metabolic enhance-
ment, increased exercise tolerance,
body-building effects, euphoria, in-
creased energy or wakefulness, or other
stimulant effects.”

By now, there have been well over
100 deaths reported to the FDA in
people using ephedra containing prod-
ucts and, as described in our Septem-
ber 5, 2001 petition to ban these
products, there are more reports of
death, stroke, arrhythmia, heart at-
tacks, chest pain, seizures and hyper-

continued on page 11
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