

















Product Recalls
December 8, 2000—January 10, 2001

UPPLEMENT ¢

D R U G S & DI ETARY
his chart includes recalls from the Food and Drug Administration (FDA) Enforcement Report for drugs and dietary
supplements, and Medical Devices, and Consumer Product Safety Commission (CPSC) recalls of consumer products.

The recalls noted here reflect actions taken by a firm to remove a product from the market. Recalls may be conducted 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 reasonable probability that the use of or exposure to the product will cause serious adverse health consequences
or death. Class II 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.

| Name of Drug or Supplement: Class of Recall: Problem

Etodolac Capsules (Lodine Capsules), 300 mg, in 100-unit
bottles, Rx used for arthritis and pain management; Cross contami-
nation with Acebutolol Hydrochloride, a beta-blocker drug

Class I Recall

Lot # Quantity and Distribution; Manufacturer

Lot #9991052 EXP 7/02; Approximately 935 bottles were distributed
nationwide; Wyeth-Ayerst Company, Guayama, Puerto Rico. Wyeth-
Ayerst Laboratories, Philadelphia, Pennsylvania

continued on page 8

NGOs, from page 6
one, that both parties benefit from the
collaboration; the other, that the Green
Party was compromised in the process.
While cooperation as an aim is com-
mendable and may aid in solving one
environmental issue, we believe it is
important that NGOs remain indepen-
dent in pursuit of the common good.
The conference ended with a dis-
cussion that also suggests a need for
vigilance by NGOs. The “bottom line”"—
the vital importance of profitability to
corporations—was agreed on, but at
the same time a need for constant,
open, proactive cooperation with NGOs
was stressed. Corporations were ad-
vised to adopt other proactive tactics
with NGOs, by assisting the process of
cooperation by bringing in NGO people
to their management teams. They
were urged to pay attention to younger
members of their organizations, who
are usually more inquisitive and will-

ing to raise more questions, and who
may be more sympathetic than their
elders to NGO concepts. To a by-
stander this raises the issue of whether
such a trend is favorable to NGOs or
actually an attempt to neutralize their
effectiveness—a question that must be
carefully followed.

The need to recognize the impor-
tance of NGOs was an obvious “call to
arms” to the corporations represented
at the Washington meeting. Later, this
concept was reinforced by Robert
Edelman, president and CEO of
Edelman PR Worldwide, in a statement
that as a result of increasing distrust in
the motives of corporations and gov-
ernments, NGOs will grow in impor-
tance, where the public is concerned,
in cases like “Mad Cow” disease, for
instance.

A not-so-subtly hidden agenda came
clear in the meeting’s basic message to
business—placate NGOs by making

them part of the “old boy” network.
Jonathan Wootliff, managing director
of Edelman’s global NGO practice,
cited as examples Home Depot’s alli-
ance with the Forest Stewardship Coun-
cil and the Chiquita partnership with
the Rainforest Alliance. In both in-
stances, the companies have ostensi-
bly adapted their business practices to
cooperate with their partner NGOs.
What adaptations were made by the
NGOs, if any, were not reported.

All this needs to be put in the
context of Nobel Prize-winning econo-
mist Milton Friedman'’s warning to cor-
porations about their behavior: “Few
trends could so thoroughly undermine
the very foundations of our free society
as the acceptance by corporate offi-
cials of a social responsibility other
than to make as much money for their
stockholders as possible.”

The bottom line: Caveat NGOs!
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Nanie of Drug or Supplement; Class of Recall: Problem

Collyrium Eye Wash, (Boric Acid) in 4-fluid ounce (118 mL) bottles,
OTC aqueous ophthalmic solution indicated for cleansing the eye,
under Wyeth and Bausch & Lomb labels; Class II; Phenol contamina-
tion

Lot # Quantity and Distribution: Manufacturer

Wyeth Ayerst lots 3981543, 3982156, 3982217 EXP 6/01, Bausch &
Lomb lots 3982224 EXP 7/01, 3982225 EXP 8/01, 3982226 EXP 9/01,
3991526, 3991172 EXP 1/02, 3991269 EXP 4/02, 3990414 EXP 7/02;
704,424 bottles distributed nationwide; Wyeth-Ayerst Pharmaceuticals,
Inc., Rouses Point, New York (contract manufacturer). Recalled by
Bausch & Lomb, Inc., Rochester, New York

Ibuprofen Tablets, 400 mg, in blister packs 10 x 10 tablets, Rx oral
nonsteroidal anti-inflammatory agent; Class IlI; Dissolution failure
(three month stability)

Lot #21392 EXP 12/01; 5,809 cartons were distributed nationwide;
BASF Corporation, Shreveport, Louisiana. Recalled by Watson
Pharmaceutical, Inc., (formerly Schein Pharmaceutical, Inc.), Florham
Park, New Jersey

Phenazopyridine Hydrochloride Tablets, 100 mg, in 100-count
bottles, Rx for urinary irritation; Class Il; Dissolution failure

Lot #046060; 16,987 units distributed in Alabama; Vintage Pharmaceu-
ticals, Inc., Charlotte, North Carolina

Premarin Tablets, 2.5 mg (Conjugated Estrogen Tablets), in 100-
count bottles, Class Ill; Dissolution failure

Lot numbers R9K00522, R9K00522A EXP 08/01 and ROK00608,
RIKO0G08A EXP 09/01; 5,086 100-tablet bottles distributed nationwide
and in Puerto Rico; Ayerst Laboratories, Division of Wyeth-Ayerst
Pharmaceuticals, Inc., Rouses Point, New York; and Wyeth Pharmaceu-
ticals Company, Guayama, Puerto Rico. Recalled by Bergen Brunswig
Corporation, Orange, California

Premarln Conjugated, 0.625 mg, 1.25mg, 2.5mg in 100 & 1,000 »
count bottles; Class Ill; Manufacturer failed to meet USP dissolution
specifications for Conjugated Estrogen

Lot #9990086 EXP 9/02 and EXP 12/03, Lot #999029U and Lot
#9990585W EXP 11/03, Lot #9980299 EXP 11/02, Lot #9980874 EXP
2/03, Lot #9990175 EXP 10/03; 108,394 bottles distributed nationwide
and in Puerto Rico; Wyeth-Pharmaceuticals Co., Guayama, Puerto Rico.
Recalled by National Pharmpak Svcs, Incorporated, Zanesville, Ohio

Pseudoephedrine HCL Tablets, 30 mg, in 24, 32, 48, 96, and 384-
count bottles, OTC Suphedrine under the labels: Finast, Super G, Stop
& Shop, Family Pharmacy, Medallion, Your 1st Choice for Value,
Brooks, DeMoulas Market Basket, Discount Drug Mart Food Fail, DR
duane reade, Family Dollar, Fred's, GU, Kinney Brand, Snyder, Medic
Drug, MS Pharmaceutical, Smart Choice, Equate; Class III; Failure to
validate manufacturing process (sequence of addition of components)

Numerous lot numbers; 8,139,867 bottles distributed nationwide;
Leiner Health Products, Inc., Wilson, North Carolina and Carson,
California

Skin Guardian, in 2-ounce aerosol cans, OTC topical skin protectant;
Class IMl; Product is an unapproved new drug

Any code shipped after 6/28/00; 2,640 units distributed in Oklahoma;
Unique Laboratories, Inc., Chatsworth, Georgia

Suphedrine Cold & Allergy Tablets (Pseudoephedrine HC 60 mg
& Chlorpheniramine Maleate 4 mg), in 24-tablet units, OTC; Class Ill;
Failure to manufacture as per validated method—(reduced blend time
and excessive ingredient amount)

Lot #0032996; 1,147,392 tablets distributed in Arkansas; Leiner Health
Products, Wilson, North Carolina and Carson, California

Synthroid Tablets (Levothyroxine sodium tablets) 112 meg
(0.112mg) and 200 mcg (0.2mg); Class II; Mispackaging

8 & February 2001

Lot numbers #00045501 and #00045517, physician samples; 30,474
boxes of four cards distributed in unknown area; Knoll Pharmaceuticals,
Jayuya, Puerto Rico. Recalled by Knoll Pharmaceutical Company,
Mount Olive, New Jersey
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Nane of Drug or Supplement; Cluss of Recall: Problem Lot # Quantity and Distribution; Manufacturer
Tegretol (carbamazepine), 200 mg, in 100 and 1,000 unit bottles, Rx Lot Numbers: 128B1120 EXP 6/02, 156B3063 and 158B3063 EXP
anticonvulsant; Class II; Dissolution failure 10/02, 170D4247 EXP 1/03, 121B9991 EXP 4/02, 13781238 EXP 6/
02, 144B1825 EXP 8/02, 150B2289 EXP 1/02, 155B2289 EXP 10/02,
and 17237018 EXP 9/01; 172,586 bottles distributed nationwide;
Novartis Pharmaceutical Corporation, Suffern, New York

Triaminic Vapor Patch Menthol Scent, Cough Suppressant, Lot Numbers; LE5S05342 EXP 6/02, LE505483 EXP 6/02, LE505503

(Camphor 4.7%/Menthol 2.6%) in boxes of six patches, OTC for the EXP 7/02, LE505536 EXP 7/02, LES05588 EXP 7/02, LES05680 EXP

treatment of cough; Class Ill; Pouch seal failures (opening along top, 8/02; 223,416 cartons distributed nationwide; Lectec Corporation,

sides and/or bottom) Minnetonka, Minnesota. Recalled by Novartis Consumer Health, Inc.,
Summit, New Jersey

Triple Sulfa Vaginal Cream (Sulfathiazole/Sulfacetamide/ Lot #.908034 EXP 2/01; 37,265 units distributed nationwide and in

Sulfabenzamide), in 2.75-ounce tube, Rx under Alpharma label; Class Puerto Rico and Canada; Alpharma USPD, Inc., Lincolnton, North

IIl; Subpotency of sulfacetamide at 12 month stability testing Carolina

Device recalls are classified in a manner similar to drugs, Class I, I or I1I, 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 1-800-FDA-1088. The FDA web

site is bttp://www.fda.gov.

Name of Device: Class of Recall: Problem

Lot # Quantity and Distribution: Manufactuyey

FastTake Compact Blood Glucose Monitoring System, used to All meters with serial numbers starting with K, L, M and N; 846,874
quantitatively measure glucose (sugar) levels in whole blood taken meters were distributed nationwide; Inverness Medical, Inc., Waltham,
during home care use, under trade names: One Touch FastTake Massachusetts. Recalled by LifeScan, Inc., Milpitas, California
Compact Blood Glucose Monitoring System (in the U.S. and Canaday);

PocketScan Compact Blood Glucose Monitoring System (in the United

Kingdom); EuroFlash Compact Blood Glucose Monitoring System (in

Europe); SmartScan Compact Blood Glucose Monitoring System (in

Asia, Middle East, Africa, Europe); Class II; The meter may display a

“y" character instead of a number in the test result

PESR @SS DS LI

Contact the Consumer Product Safety Commission (CPSC) for specific instructions or return the item to the place of purchase
for a refund. Foradditional information from the Consumer Product Safety Commission, call their hotline at 1-800-638-2772.
The CPSC web site is bttp://www.cpsc.gov.

Name of Product; Problem

Lot #; Quantity and Distvibution; Manufacturer

Bath Toys; Size, texture, shape and easy compressibility of the fish Scoop Pour ‘N Squirt and Bath Time Pals; 370,000 sold nationwide
toy make it possible for an infant to compress the toy and place itin his ~ from February 1999 to December 2000; Sassy, Inc. Kentwood,

or her mouth. If the toy reaches the back of the mouth and expands, it Michigan (800) 764-8323 www.sassybaby.com/safetynotice.html
may block the child's airway .

Battery Chargers; Charger can fail to automatically shut off after Chargers used with cordless power tools DEWALT (DW9107, DW3108)

battery is fully charged, which can cause the battery to burst, and pose and Black & Decker Industry & Construction™ (97015, 97016); 1.7

fire, burn and electrical shock hazards to consumers million sold nationwide from May 1996 through August 2000;
DEWALT® Industrial Tool Co., Baltimore, Maryland (866) 543-3401
www.dewalt.com
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Nanie of Product; Problem

Boots (toddler); The toggle, a small plastic ball attached to the laces,
can detach, posing a choking hazard to young children

Lot # Quantity and Distribution; Manufucturer

Boys' and girls’ styles sold in sizes 6 through 10; 38,000 sold at
discount department stores from September through December 1999,
BBC International, Boca Raton, Florida (800) 632-4450

Busy Poppin’ Pals Toys (Expansion of earlier recall); Small springs
inside toys can break loose, posing a choking and laceration hazard to
young children

Model 5446 Sesame Street; 170,000 sold nationwide from November
1994 through 1996; Playskool, Pawtucket, Rhode Island (877) 518-
9743

Educational Pull Toys (Recall to repair); The toy has a red plastic
connector on the pull string designed to separate under tension. Plastic
pieces can detach from the string when the connector is pulled apart
and could pose a choking hazard to young children

“Alphabet Pal” green caterpillar musical pull toy; 500,000 sold
nationwide from June 1999 through November 2000; LeapFrog,
division of Knowledge Kids Enterprises Inc., Emeryville, California
(877) 477-6641 www.leapfrog.com

Lawn and Garden Tractors; Hood latch on these tractors can
damage fuel tank and cause fuel to leak when the hood is raised and
lowered, presenting a fire and explosion hazard

Year 2000 models with 42, 46 or 50 inch mower decks, 16 to 25
horsepower engines and a foot pedal speed control—red and gray two
tone in color; 9,700 sold nationwide from November 1999 through
December 2000; White Outdoor Products Co. (subsidiary of MTD
Products Inc.), Cleveland, Ohio (888) 848-6038

Propane Gas (Recall to inspect); Propane may not have contained
enough odorant to allow consumers to smell leaking gas, presenting a
fire, explosion or thermal burn hazard to consumers

Cenex Harvest States Cooperatives (CHS), Inver Grove Heights,
Minnesota is voluntarily coordinating the testing of propane gas
delivered to dealers since June 1, 2000 in Idaho, Montana, Oregon,
Washington and Wyoming. Call (800) 635-3998 for more information

Scooters; Front of the folding mechanism, where steering column
meets the base of the scooter, can create a pinch-point. Fingers can be
injured while folding or unfolding the scooter

Excite Super Speeder |l and Viper models; 80,000 sold at Rite Aid
stores nationwide from August through December 2000; Excite Ltd.,
Hong Kong (888) 571-3731

Strollers; Lock mechanisms found on both sides of stroller can break
and create a pinch-point hazard. Young children can be injured when

Kolcraft Ranger and Ranger Quattro model numbers 46720 and 46721;
25,500 sold nationwide from January through Novemnber 2000; Kolcraft

their fingers, arms or hands are pinched between parts of the locking

mechanism

Enterprises Inc., Chicago, lllinois (800)757-4770

OUTRAGE, from page 12

and requires details. It apparently
doesn’t matter whether those claims
were ever paid.

For the Public Citizen officer who
would have to sign this form, answer-
ing most of the questions would be
easy: “I have no idea, because only our
insurance carriers have all that data,
and I don’t think they would give it to
us even if we asked.” But more impor-
tant from our perspective, we don't
think that any employer should have
access to that kind of highly private
information because it could be used,
legally or not, to the disadvantage of
the employee who is forced to provide
it.

Therefore, we at Public Citizen de-
cided as a matter of policy that, even if

10 & February 2001

we could get the information, we would
not ask for it since it is really none of
our business, even though it may di-
rectly affect the cost of our health
insurance program, which is our busi-
ness. Indeed, as we subsequently
learned, although some carriers did
not insist that we fill out this kind of
form before quoting us a price, almost
all of them had a policy such as that
reflected in the form’s last line: “Rates
contingent upon review and accep-
tance of medical information.”

In the end, we kept the same carri-
ers, albeit with a few changes and a
price increase that was less than we
had originally been told. In all likeli-
hood, the small increase was because
our carriers already had the answers to
the questions on the form, as well as

much more information about our em-
ployees and their dependents, from
which they were able to decide how
likely they were to make a profit at a
given level of premiums. We felt good
because we had not cooperated with
the massive invasions of privacy that
these forms demanded, but that was
only because our cooperation was not
needed.

The whole episode was particularly
distressing because Public Citizen is a
well-known consumer advocacy orga-
nization that might be expected to
resist this kind of personal interroga-
tion. Surely insurance companies are
at least as invasive when dealing with
other employers, who may be less
concerned about protecting the medi-

continued on page 11



OUTRAGE, from page 10
cal records of their employees.

This episode clearly illustrates how
the business of medical insurance in
America works today. The theory be-
hind group health insurance is that it is
supposed to spread risks and costs so
that the healthy subsidize the sick. That
is a fair trade-off since most of us at one
time or another will need some sort of
expensive medical treatment. The use
of these forms, however, makes clear
that insurance companies are doing
their best not to sell insurance, but to
sell prepaid services to people who are
unlikely to need much medical treat-
ment or, at worst, who will only need
fairly predictable and inexpensive ser-
vices. As a result, these companies are
no longer in the business of spreading
risk , but of avoiding risk.

If this trend continues, it will be-
come even more difficult for anyone to
obtain reasonably priced, moderately
comprehensive health coverage. Even
if insurance companies were prohib-
ited from asking for such private infor-
mation, before they signed up a group,
there is nothing to stop them from
“dumping” a group afterwards if its
medical costs go too high. Indeed,
health insurers already are dumping
patients if, after too many of them
actually need medical care, they are
deemed “unprofitable” as a group.
That's what happened to 100,000
people in North Carolina, South Caro-
lina and Georgia who subscribed to
Mid-South Health Plan, a subsidiary of
Trigon, a large managed care com-
pany. Trigon announced in October

1999 that, because of “an unexpected
increase in medical costs,” it would
close Mid-South. Trigon says it gave its
former customers six months to find
other coverage; but for any of those,
whose illnesses made them unprofit-
able in the first place, this was probably
quite difficult.

As the old saying goes, “there ought
to be a law,” but passing one that will
work is easier said than done. Con-
gress has already tried to deal with a
narrow aspect of the problem of refus-
ing insurance to people with preexist-
ing conditions, but the experiment has
been largely unsuccessful. In 1996, in
response to complaints that insurance
companies were refusing to insure
people who had potentially expensive
conditions (such as AIDS, but also
including pregnancy), Congress en-
acted a law that prevents outright dis-
crimination by providers of group health
insurance. The law also forbids charg-
ing higher rates for the sick than for the
healthy. But the law expressly allows
the insurer to raise the rates of the
group as a whole. This doesn’t end the
discrimination, it simply shifts the cost
to a somewhat larger group—but not
the entire community, let alone the
entire population of a state or region.
And for individuals who are not part of
a group, the law assures that they can
purchase medical insurance, but gives
them no protection against having to
pay outrageous amounts for it.

Another option for Congress would
be to establish a whole regime to
control health care prices—which
would include new rules and regula-

tions for insurance companies, hospi-
tals, doctors, and companies that sell
products and services to them. If it did,
of course, there would have to be a
significant, costly government enforce-
ment and regulatory program to see
that companies complied, not to men-
tion the internal costs for each com-
pany to be sure that it doesn’t violate
these inevitably complex laws. If such
a system were put in place, we could
pretend that the free market was still at
work, but it would be unlike any free
market ever seen in this country. More-
over, there is no guarantee that the
new laws would do anything more
than eliminate the very worst abuses,
while insurance companies would still
find a way to serve mainly the well and
the well-off.

Of course, if we had a system under
which there was no shopping around
for insurance coverage, and in which
the health care providers treated who-
ever came in the door and were paid
accordingly, the problem of group
dumping would disappear.

There is such a system, found in
almost all developed countries, in one
form or another. It's called national
health insurance. But the gods of con-
ventional wisdom in this country have
removed it from the list of options for
discussion. However, if you believe
that group dumping—and other simi-
lar flaws in our current system—should
not be allowed to continue, don’t be so
quick to dismiss a single payer system,
like Medicare, unless you have some-
thing else that will do the job as well.
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O .U .-T R A G

by L F ) TR T SHOWE

M O N T H

None Of Your Business

This article was written by Alan B.
Morrison, director of the Public Citizen
Litigation Group and Dr. Sidney M.
Wolfe, director of the Public Citizen
Health Research Group and Health
Letter Editor and was run in the Wash-
ington Post Outlook section on Janu-
ary 7.

not-so-funny thing happened
A when our employer, Public
Citizen, began to investigate
whether to renew its existing health
insurance policies or shift to other
carriers. We asked our insurance bro-
ker to obtain bids from our current
plans (an HMO and Blue Cross) and
from others that might be interested in
a group with about 90 employees.
What disturbed us were not so much
the prices—we’re used to annual sticker
shock—but the questionnaires that we
received from several of the new bid-

ders. They wanted to know more than
how many employees we had, how
many dependents, and of what ages;
they required detailed personal medi-
cal histories on everyone who would
be covered.

Here's the opening salvo of one
questionnaire: “Please answer the fol-
lowing questions to the best of your
knowledge. How many of your em-
ployees or dependents are pregnant?
Give due dates and explain any compli-
cations.” The next item asks how many
covered persons are “disabled,” with-
out distinguishing which of the term’s
several legal and medical definitions it
means. It goes on to ask whether any-
one has been hospitalized within the
past 12 months “or expects to be hospi-
talized in the next 12 months.”
Unsurprisingly for a group our size, the
answer is yes; so we are then asked to
“state reason(s) for hospitalization,” with

several lines left to fill in the details.
Those questions are intrusive
enough, but it gets worse. Question 4
asks the employer to go back 36 months
and find out whether anyone has been
diagnosed with any of 14 categories of
ailments. Along with such diseases as
cancer and diabetes, the insurance
company wants to know about highly
personal matters such as alcohol/drug
abuse, infertility, immune system dis-
orders (such as AIDS) and any psycho-
logical diseases or disorders. Again,
these are not just yes or no questions;
employers are asked to provide infor-
mation about when each diagnosis
was made, what the prognosis is, and
what treatment the patient is receiving.
And to be sure that nothing has been
missed, the last question asks whether
anyone has “incurred medical claims in

excess of $5,000 over the last 12 months”
continued on page 10
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