














Product Recalls

October 15 — November 14, 2004

his chart includes recalls from the Food and Drug Administration (FDA) Enforcement Report for drugs and dietary
supplements, and Consumer Product Safety Commission (CPSC) recalls of consumer products.

D RUGS

AND DIETARY

SUPPLEMENTS

The recalls noted here reflect actions taken by a firm to remove a product from the market. Recalls may be conduct-
ed on a firm’s own initiative, by FDA request or by FDA order under statutory authority. A Class I recall is a situation
in which there is a probability that the use of or exposure to the product will cause serious adverse health conse-
quences or death. Class IT recalls may cause temporary or medically reversible adverse health consequences. A Class
III situation is not likely to cause adverse health effects. If you have any of the drugs noted here, label them “Do Not
Use” and put them in a secure place until you can return them to the place of purchase for a full refund. You can also
contact the manufacturer. If you want to report an adverse drug reaction to the FDA, call (800) FDA-1088. The FDA

web site is www fda.gov.

continued on page 7

SINGLE-PAYER, from page 5

pool that would pay 75 percent of
“catastrophic” illness bills. Crucial
elements might survive even if the
GOP continues to control the House
— mainly because of forceful back-
ing from pragmatic business leaders.
For example, the Chamber of
Commerce signed on early to Kerry’s
pool idea, calling it “a seed for bipar-
tisan reform.” In late October the
New York Times reported that the
Chamber was acclaiming the idea as
“a worthy concept, an excellent use
of federal tax dollars,” while some
Senate Republicans are pushing it,
and “lawmakers and lobbyists say
that regardless of who wins the pres-
idential election, Congress will soon
take up the idea.” To be sure, Kerry’s
scheme may face attacks by the usual
suspects and the lawmakers they
buy. One influential critic, the
National Business Group on Health,
has more than 200 members, includ-
ing at least a dozen drug and
medical-device manufacturers plus
three dozen healthcare providers and
insurers. A Wal-Mart vice president
sits on its board.

Advocating universal health cover-
age while the GOP controls the White
House and Congress would be “tilting
at  windmills,” DaimlerChrysler’s
Dennis Fitzgibbons told me. Maher
said any industry subject to govern-
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ment regulation “has got to be
concerned about irritating the regula-
tor,” meaning the Bush Administration.
A single-payer reform proposal, by
seeking to eliminate the insurance
industry, he warned in his article,
would make it and many other busi-
nesses “instant and unnecessary oppo-
nents.” He recommends other forms of
tax-financed universal health coverage
that would use the industry. An exam-
ple would be a system in which
employer/employee payroll taxes
would finance coverage for the work-
ing population, with employees
offered several choices of health plans,
as the Federal Employees Health
Benefits Plan does. A Medicare equiv-
alent would provide for the elderly
and nonworking population.

“I don’t believe [single-payer] will
be achievable in my lifetime,” says
Ron Pollack, executive director of
Families USA. Ideologues “will never
support it.” Industries heavily invest-
ed in the present system “will spend
every last dollar to stop it.” He recog-
nizes that on “a blank slate,” employ-
er-based coverage “absolutely” makes
no sense. But “in terms of political
feasibility,” trying to dismantle the
present system would make matters
“much worse,” he told me. “The most
important thing is the achievement of
affordable, high-quality health cover-
age for everybody.” To him, the

crucial question is: “At what point are
we willing to say that there’s a higher
principle in truly moving toward
universal coverage than in knocking
our heads against a stone wall, in
absolute frustration about a method-
ology [single-payer] that is not going
to be achievable in our lifetime?”

Surely in a Republican Washington
the prospects for publicly financed
universal health insurance are
remote. But Washington isn’t every-
where. Deborah Richter, a Vermont
physician, believes it could still be
enacted in every state. As president of
Vermont Health Care for All, she’s
been campaigning to that end in her
own state for five years, with impres-
sive results. (See page 10.) Universal
access to affordable, high-quality
healthcare should be conceived “as a
public good, as are roads, education,
and police and fire protection,” she
says. Making it “a practical issue
works. Trying to win support for it by
making it a moral issue never works.”
By resisting the merger of practicality
with morality that universal health
care embodies, Corporate America is
blowing a supreme opportunity to do
well by doing good. Enlightened self-
interest this is not. m



Name of Drug or Supplement: Class of Recall; Problem

Lot #: Quantity and Distribution; Manufacturer

A+D Original Qintment (Lanolin, 15.5% and Petrolatum, 53.4%), 4
oz tubes and 1 Ib. jars.; Class IIl. Mislabeling: The Spanish text on the
labeling incorrectly states 7 “horas” (hours) instead of 7 “dias” (days).

Numerous lots; 409,382 units distributed nationwide;
GlaxoSmithKline Inc; Zebulon, NC

ADVAIR DISKUS(r) Inhalation Powder, (fluticasone
propionate/salmeterol inhalation powder), 100/50mcg, one Diskus
Inhalation Device containing 1 Foil Strip of 60 blisters, For Oral
Inhalation Only, Rx only, Class II. Defective container; patients may not
receive medication as it is advanced through the Diskus unit.

Lot Numbers 4CL035; 4G01A2, 4G02A2; no expiration date provided;
14,160 tubes and jars distributed nationwide; Schering Plough Corp.,
Kenilworth, NJ

ACEONZ Tablets, (perindopril erbumine), 2 mg, 100 count bottles,
Rx only, Class IIl. Degradation Failure.

Numerous lots; 22,287 bottles distributed nationwide and in Puerto
Rico; Solvay Pharmaceuticals, Inc.; Marietta, GA

Diltiazem Hydrochloride Extended-Release Capsules, USP;
120 mg, 180 mg, 300 mg; 90 count bottle, Class Ill. Dissolution
Failure.

Lot Nos. 0303701, Exp. 10/05; P03579, Exp. 11/04; 34,786 bottles
distributed nationwide; Biovail Laboratories, Inc., Carolina, PR

Isosorbide Mononitrate, 30 mg. Extended release tablets, Rx only,
100 count bottles; Class II. Mislabeling: The label does not declare the
presence of the following inactive ingredients: hydrogenated castor oil,
lactose monohydrate, microcrystalline cellulose and falc.

Lot No. 43480001; Exp. 08/2007; 39,322 hottles distributed nation-
wide; Schwarz Pharma Manufacturing; Seymour, IN

Pharmacist Formula, Enteric Coated Aspirin Tablets, 325 mg,
100 count bottles, OTC; Class Ill. Dissolution Failure.

Lot Nos. 2HA0359, 2HA0629, 2MA0356, 2MA0694; 25,114 bottles
distributed nationwide; Leiner Health Products LLC; Carson, CA

Tiazac (diltiazem HCI} 300 mg, 120 mg, 240 mg, and 420 mg
capsules,30, 90 and 1000 count bottles, Rx; Class Ill. Dissolution
Failure.

Numerous Lots;27,240 bottles distributed nationwide; Biovail
Laboratories, Inc.; Carolina, PR

TIAZAG Capsules (diltiazem hydrochloride), 180mg and 300 mg,
Class IIl. Dissolution failure (by manufacturer).

Numerous lots; 13,320 bottles x 90 and/or 30 count repacked bottles;
Amerisource Health Services, Corp; Columbus, OH

‘ MEDICAL DEVICES

Device recalls are classified in a manner similar to drugs: Class I, II or III, depending on the seriousness of the risk
presented by leaving the device on the market. Contact the company for more information. You can also call the FDA’s
Device Recall and Notification Office at (301) 443-4190. To report a problem with a medical device, call (800) FDA-
1088. The FDA web site is www.fda.gov.

Name of Device; Class of Recall: Problem

CooperVision Proclear compatibles (omafilcon A). Tinted soft
contact lenses in a buffered 0.9% saline solution; Class I1. Identified
lots of Proclear Compatible contact lenses are counterfeit and may not
be sterile.

Sterile Multi-Purpose Solution, NO RUB, for soft hydrophilic

contact lenses. 12 fl oz. bottles. Sold under the following brand names:

Lol # Quantily and Distribution: Manufacturer

Numerous lots; 82,268 units distributed nationwide and international-
ly; 1-800 Contacts Inc., Draper, UT

All Codes; 2,252,664 units distributed nationwide; K C
Pharmaceuticals, Inc.; Pomona, CA

Family Dollar, HomeBest, HEB, Meijer, Food Lion, Health PRIDE, Stop
and Shop, Super G, Sunmark, Brite-Life, Wegmans, Our Family,
Healthy Generations, GoodSense, Winn Dixie, Finast, Western Family,
K C Pharmaceuticals; Class Il. Routine testing indicates product does
not meet the expiration date in all cases.

continued on page 8
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CONSUMER PRODUCTS | |

Contact the Consumer Product Safety Commission (CPSC) for specific instructions or return the item to the place of
purchase for a refund. For additional information from the Consumer Product Safety Commission, call their hotline at

(800) 638-2772. The CPSC web site is www.cpsc.gov.

Name of Product; Problem

Barbeque Grills. Gas leak and fire hazard. The burner tubes may not
fit fully into the gas valves. If a consumer pulls on the console, the
metal may flex and the gas valves may disconnect from the burners,
releasing gas and creating a fire risk that could cause injury and prop-
erty damage.

Lot #; Quantity and Distribution; Manufacturer

Five-burner Vermont Castings barbeque grills; about 12,500 sold in
Canada and the U.S. from January 2004 through September 2004;
CFM Corporation, Mississauga, Ontario, Canada; (866) 333-4833;
www.cfmcorp.com

Basketball Shoes. A portion of the sole of the heel can separate or
tear during use, which can result in injuries.

Adidas Superstar Ultra and Pro Team Shoes; about 187,000 pairs sold
nationwide between January 2004 and October 2004; Adidas America
Inc.; Portland, OR; (877) 568-4632; www.adidas.com/recall

Bicycle Forks. The steering tube on the bicycle fork can crack or
break, causing a sudden loss of steering control and causing a fall
hazard to bicyclists.

Salsa Campeon Bicycle Fork with the Salsa model F-01 Campeon
frame set in either White/Black or Red/Black; about 500 sold nation-
wide from April 2004 through June 2004; : Quality Bicycle Products,
Inc.;Bloomington, MN; (952) 941-9391

Bicycle Suspension Forks. The top of the Manitou bicycle suspen-
sion fork, when fully compressed, may contact the front tire, resulting
in a loss of control of the bicycle and presenting a fall hazard to a
bicyclist.

2005 Manitou Nixon, Stance and Sherman bicycle suspension forks
installed on various high-end mountain bicycles; about 8,032 sold
nationwide from July 2004 through September 2004; (800) 423-0273;
http://www.answerproducts.com

Break Cleaner and Brake Parts Cleaner. The affected aerosol
cans contain a defective spray valve that might stick when depressed,
possibly emptying the can's flammable contents.

Pyroil(r) Brake Parts Cleaner and NAPA(r) Brake Cleaner; 2.8 million
cans sold nationwide from March 2004 through September 2004; The
Valvoline Company, a Division of Ashland Inc., Lexington, KY:

(800) 255-3533

Cell Phone Batteries. Some of the cell phone batteries supplied by
the battery manufacturer may be counterfeit. This can cause the batter-
ies to short-circuit, overheat and pose burn hazard to consumers.

Children’s Bathrobes. These robes fail to mest the children’s sleep-
wear flammability standards, posing a risk of burn injury to children
due to the possible ignition of the garment.

Batteries in Kyocera Wireless Corp. Cell Phones; about 1 million sold
nationwide from December 2003 through September 2004; Hecmma
Group; El Paso, TX; (866) 559-3882; (888) 897-2872;
www.petit-bateau.com

Children’s bathrobes, labeled, “Petit Bateau” on the center-back neck
edge; about 2,700 sold nationwide from February 2002 through June
2004; Petit Bateau; Millburn, NJ

Children’s Chairs. Choking hazard from red plastic feet that can
detach from chair legs.

Fargalad multi-color children’s chairs; 7,279 sold at IKEA stores
nationwide from May 2003 through September 18, 2004; IKEA Home
Furnishings; Plymouth Meeting, PA; (888) 966-4532;
www.ikea-usa.com

Electric Blankets. When the temperature controller on the blanket is
reset multiple times or the blanket is folded or covered with additional
blankets, the blanket can overheat. This can result in smoldering and
melting, posing a burn hazard to consumers.

Bilt-Safe and Comfort Max Electric Blankets; 13,720 sold to consumers
nationwide from October 2003 through February 2004; Bilt-Safe
Technologies Inc.; Erwin, TN; (800) 905-0799

Electric Pressure Washers. The electric motor in the pressure
washer can overheat and melt the housing, possibly igniting nearby
flammable materials or exposing live electrical parts.
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BLACK CAT(r) Electric Pressure Washer; about 30,500 sold nationwide
between March 2002 and September 2002; Shanghai MeiHao Elsctric
Co. Ltd.; Shanghai, China; (800) 304-1316



CONSUMER

Name of Product; Problem

Gas Grills. As consumers adjust the gas pressure regulator (on/off
gauge) leading to the propane cylinder, the label on the valve can
become positioned in such a manner that it is difficult to read. This
can cause consumers to inadvertently leave the gas valve on, posing a
fire hazard.

PRODUCTS

cont.
Lot #: Quantity and Distribution; Manufacturer

Beefmaster Explorer Outdoor Gas Grill Model Number 720-0001;
10,900 sold nationwide from January 2002 through June 2003;
Nexgrill Industries Inc.; Walnut, CA; (800) 913-8999;
info@nexgrill.com

Handlebar Bags. The plastic, handlebar-mounted, quick-release
bags can fall off the bicycle while it is being ridden, causing the rider
to crash.

“Crossroads” and “Perimeter” Handlebar Bags; about 2,600 sold at
Cannondale bicycle stores nationwide from September 2003 through
August 2004; Cannondale Bicycle Corp., of Bethel, CT; (800) BIKE-USA

Headlamp Batteries. The headiamp battery may overheat, posing a
burn or fire hazard to users.

Soliras Headlamp Lithium lon Batteries; about 1,000 sold nationwide
from March 2004 through May 2004; Black Diamond Equipment Ltd.;
Salt Lake City, UT; (801) 278-5544; www.blackdiamondequipment.com

Lawn Chairs. The chair arms can break, posing a fall hazard to
CONSUMErs.

Mainstays Garden Folding Lawn Chairs; about 20,700 sold at Wal-
Mart stores nationwide from January 2004 through March 2004; Rio
Brands; Philadelphia, PA; (800) 866-8520; www.riobrands.com

Light Fixtures. The decorative metal rings on the ends of the lamp
fixtures can detach. Consumers could suffer minor burns if they touch
the hot rings.

Hampton Bay(r) halogen light fixtures; about 1,400 sold at Expo Design
Center stores from February 2004 to August 2004; Expo Design Center,
a division of The Home Depot; Atlanta, GA; (800) 553-3199

Lunch Kits. The pull-up drinking spout can detach from the bottle,
posing a choking hazard to young children.

Care Bears Lunch Kits with Water Bottles; about 13,000 sold at Kohl's
Department Stores nationwide from July 2004 through September
2004; Sky High International LLC; New York, NY; (800) 868-7870,
www.kohls.com

Mattress Pads. These mattress pads fail to meet the federal manda-
tory standard for flammability under the Flammable Fabrics Act. They
pose a serious risk of burn injury or death to consumers if exposed to
smoldering or burning cigarettes.

Mattress pads are natural colored, made of 100 percent cotton
Chenille, and were sold in twin, full, queen, king and California king;
about 2,900 sold nationwide from December 2003 through March
2004; Chris Arlotta Enterprises Ltd.; New York, NY; (888) 779-0711

Pouch Laminators. Improper wiring at the heating coil could cause
the pouch laminators to overheat and become a fire hazard.

H300 and H200 model HeatSeal(tm): Pouch Laminators used to lami-
nate documents and photos; about 34,600 sold nationwide from
September 2003 through September 2004; General Binding Corp.,
Northbrook, IL; (800) 541-0094; www.gbcoffice.com

Radiant Heaters. Recessed thermal protector may cause a fire
hazard if heater is left on while covered by a blanket or similar item.

Aloha radiant heaters, Model 02931; about 30,000 sold at Wal-Mart
stores nationwide from mid-September 2002 through April 2003;
Aloha Housewares Inc.; Arlington, TX; (800) 295-4448

Rattles. The spiral section of the rattle can come apart, releasing
small balls inside. This can pose a choking hazard to young children.

Earlyears(r) Spirolly Rattle; about 1,600 sold nationwide from August
2004 through September 2004; International Playthings Inc.;
Parsippany, NJ; (800) 445-8347; www.intplay.com/recall

Safes. These safes can be opened without the use of a combination
by jiggling the door knob. This could allow unauthorized access to a
hand gun and the potential for serious injury.

Stack-On Strong Box Safes; 1,320 sold nationwide (period not provid-
ed) through gun supply stores, sporting good stores, and safe retail
stores; Stack-On Products Company,;Wauconda, IL; 800-323-9601

Toy Cars and Washing Machines. The multicolored beads inside
the toys can become accessible to children, posing a choking hazard
to young children.

Toy Ice Cream Car, Police Car and Washing Machines; about 128,880
sold nationwide from June 2000 through September 2004; Tai Tung
International, Inc.; of Los Angeles, CA; (800) 516-2988

continued on page 10
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The View From Vermont

By Morton Mintz

Originally published by Morton
Mintz in the November 15, 2004 issue
of The Nation. Read and subscribe to
The Nation at www.TheNation.com.

r. Deborah Richter has advo-
Dcaled state-sponsored health
insurance for every Vermonter

at nearly fifty Rotary Clubs plus cham-
bers of commerce and boardrooms.
The reservations she heard from the
business community are (1) they don’t
trust the government with healthcare,
and (2) they fear that initially accept-
able tax rates would soar as people
came to view universal health cover-
age as a “blank check.” “I agree with
the business community to some
extent,” Richter told me. Under univer-
sal healthcare, decisions would have to
be made about “egalitarian rationing,”
so as to meet everyone’s basic needs
while denying some things to anyone.
To pay the bills, public funds now
financing Medicare, Medicaid and
other government programs would,
with a federal waiver, be funneled into
a unified system. Payroll taxes — 5.8

percent on employers, 2.9 percent on
employees — would replace premi-
ums and deductibles. There would be
a $10 co-payment for most services.
The annual cost to employers would
be about $1,450 per worker, far less
than the cost of insurance premiums.

Yet pay-as-you-go
does not guarantee
bealthcare to each
of us should we get
sick or be injured,

“Savings could go to prevention and
public-health improvement, further
reducing long-term costs,” Richter
said. “Losing or changing jobs would
not mean losing or changing health
insurance. Most families and employ-
ers now paying for insurance would

have decreased costs. Family impover-
ishment and bankruptcy due to illness
would be eliminated. The cost-shifting
that plagues our hospitals would be
eliminated.”

Richter senses “an increasingly
positive response” to this plan
because business people, especially
manufacturers, are “getting killed” by
the rising costs of healthcare. And they
are disturbed — ’feel like theyre
reneging” — when they must cut back
benefits, she said. One employer of
100 Vermonters, hit by a 58 percent
rise in a single year and expecting a 15
percent increase on top of that the
next, told Richter he was thinking of
moving his operation to Canada.

Richter believes the current system
focuses excessively on payment for
care of the sick — ”pay as you go,”
she calls it. The “nutshell problem”
with this is that it demands “a massive
bureaucracy to limit individual utiliza-
tion and to administer payments,” she
says. “The number of healthcare
administrators needed to limit individ-
ual utilization” increased 2,500 percent
between 1970 and 2000, while the

continued on page 12

CONSUMER

Name of Product: Problem

PRODUCTS

cont.

Lot #; Quantity and Distribution; Manufacturer

Utility Lighters. The utility lighters may spill fue! from the nozzle
when first used, causing a potential fire hazard through a secondary
source of ignition.

Zippo MPL (Multi-Purpose Lighters) 101,557 sold nationwide from
October 2003 to September 2004; Zippo Manufacturing Company;
Bradford, PA; (888) 670-2940; www.zippomplrecall.com

Utility Vehicles. The lower steering shaft assembly may have a
missing or misplaced weld that connects the steering wheel to the
steering gear box assembly. If a weld is missing or misplaced, the
lower steering shaft assembly could fail, causing the operator to lose
control of the vehicle.

Polaris “RANGER 4x4" Utility Vehicles; about 2,150 sold nationwide
from June 2004 to September 2004; Polaris Industries, Inc.; Medina,
MN; (800) 765-2747; www.polarisindustries.com

Utility Vehicles. Loss of brake system pressure can decrease the
effectiveness of the brakes.

John Deere Gator HPX Utility Vehicles; 14,746 sold nationwide from
December 2003 to October 2004; Deere & Company; Moline, IL; (800)
537-8233; www.johndeere.com

Water Dispensers. The hot water faucet on these units has a child-
resistant safety feature to prevent young children from accessing the
hot water. The device can malfunction so that the faucet will not turn
off, causing burn injuries to children.
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Avanti Water Dispensers, model numbers WD32, WD 50, WD 50.1,
WDT51, WDR 52 or WHC 59; about 124,000 sold nationwide from
July 2000 through August 2004; Avanti Products Inc.; Miami, FL;
(800) 366-0339; www.regcen.com/waterdispenser
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e\ ATTENTION
o e G Health Letter readers!
Worst Pills, Best Pills,
ot et o e the bOOk, is back
ESLSH in a brand new edition.

Now in its 4th edition, Worst Pills, Best Pills is
a reference guide for patients.

Inside you’ll find easy to understand information on 538 prescription drugs including
200 top-selling drugs like Celebrex, Crestor, and Paxil.

We’ll tell you:
* which 181 drugs you should not use under any circumstances;

* less expensive, more effective alternatives,
* our evaluations of 13 top-selling dietary supplements;
* warnings about drug interactions;
* safer alternatives to barmjful drugs; and
* ten rules for safer drug use.

In short, Worst Pills, Best Pills gives you the information you need to defend yourself from
harmful and ineffective drugs.

Order your copy of the 2005 edition of Worst Pills, Best Pills for only $19.95 * today and
you'll receive a FREE 6-month subscription to Public Citizen’s searchable, online drug
database including up-to-the-minute email alerts about newly discovered drug dangers and
analyses of pricing, advertising, and other drug-related issues, and more.

To order your copy, visit www.citizen.org/wpbp/hlad35.
Or, write to: Worst Pills Best Pills, 1600 20th Street, NW, Washington, DC 20009.

*The cost includes non-refundable $5.00 shipping and handling fee.

If you’re interested just in subscribing to Worst Pills, Best Pills News online, we
have a special offer for you. Get an online subscription with all the additional benefits.
Only $12 per year—52% off the regular $25 price!

Visit www.worstpills.org.
Log on today and read a FREE issue of the newsletter.To receive the discount, you'll be asked
to enter the discount code: HLDEC4.
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Note to Readers:
We thought the opening article of this issue was outrage (or outrageous) enough,

so, because of space constraints, we are not printing another
“Outrage of the Month” in December.

PAY-AS-YOU-GO, from page 10
number of doctors increased by only
150 percent, she pointed out.

“Yet pay-as-you-go does not guar-
antee healthcare to each of us should
we get sick or be injured,” Richter
continued. “People who need disease
management to avert, delay or moder-

ate serious medical disorders don’t get
it. Diabetics are an example. How can
they get disease-management without
health insurance? And how can they
get that insurance when for insurers
— businesses whose first obligation is
to the shareholders — the game is to
insure healthy people? “We’re headed

for a train wreck,” Richter warned.
“We must replace pay-as-you-go, with
its emphasis on individuals, with the
‘investment model,” in which the
whole society invests in a public good
that we all may need but cannot
provide for.”
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