














DRUGS

Name of Drug or Supplement; Class of Recall; Problem

Prozac Capsules Weekly (Fluoxetine Hydrochloride), Delayed
Release Capsules, 90 mg fluoxetine, 4 capsules blister pack, Rx Only;
Class IIl; Mislabeling; Lot number and expiration date are not printed
on the external carton labeling.

AND DIETARY

SUPPLEMENTS

cont,

Lot #; Quantity and Distribution; Manufacturer

Numerous lots; volume distributed nationwide unknown; Lilly, Eli &
Co., Indianapolis, IN

Tilade Inhaler (Nedocromil Sodium Inhalation Aerosol), 16.2 g.
canister, 104 metered actuations, For oral inhalation only with accom-
panying mouthpiece; Class Il;Tilade Inhaler (Nedocromil Sodium
Inhalation Aerosol), 16.2 g. canister, 104 metered actuations, For oral
inhalation only with accompanying mouthpiece; Class II; Container
defect: misplaced side holes on metering valve stems causing a lower
dosage delivery to patient.

Zyprexa Tablets (Olanzapine), 5-, 10-, 15-, and 20-mg., 60-tablet
bottles, Rx only, Class II; Counterfeit: An unknown number of bottles
bearing these lot numbers are counterfeit, in that they have been
repackaged, relabeled and/or may contain different strengths or mixed
strength tablets differing from their labeled contents and/or bear
extended expiration dates, as the source of the repacked and/or rela-
beled bottles is unknown.

Lot A30007A, Exp. Jan 2005; 14,111 canisters distributed nationwide;
Aventis Pharmaceuticals, Inc., Kansas City, MO

Numerous lots; 31,553/60-tablet bottles distributed nationwide; D & K
Healthcare Resources, Inc., Saint Louis, MO

MEDICAL DEVICES

Device recalls are classified in a manner similar to drugs: Class I, 1I or ITI, 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

BD Blood Glucose Test strips. BD Latitude, 100 Test Strips 100
Bandelettes Reactives, Class II; Test strips may not be meeting specifi-
cations at the lower range of glucose values.

Lot #; Quantity and Distribution; Manufacturer

Catalog # 322002 (fifty count packaging) Lot Number: 2064256
Catalog # 322003 (one hundred count packaging) Lot Numbers:
2064256, 2064273, 2071280; 754,800 strips distributed in Canada;
Becton Dickinson Canada, Inc., Oakville, ON

Disetronic D-TRONplus Insulin Pump; Class II; Lack of assur-
ance of reliability and notice to D-tron+ users to examine pump keys
for punctures, not to use pumps with punctured keys near water, and
to alert users to the possibility of a sticking piston rod.

All units; 8,000 distributed nationwide; Roche Diagnostics, Corp.,
Indianapolis, IN

Disetronic H-TRON V100 Insulin Pump and Disetronic H-
TRONplus Insulin Pump, Class II; Lack of assurance of reliability,
due to quality system regulations violations, plus notice to users not
to expose pump to water.
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All units; 2,082 distributed nationwide; Roche Diagnostics, Corp.,
Indianapolis, IN



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

Air Rifles. The air rifles can discharge unexpectedly when the user
closes the barrel, posing a serious risk of injury to consumers and
bystanders.

ATVs (all-terrain vehicles). The lower front suspension arm can
separate from the steering assembly, resulting in a loss of steering
control and posing a serious risk of injury to the rider.

Back-Up Power Supply Devices. When used in conjunction with
another power protection device, the power supply device can spark,
posing a fire hazard to consumers.

Batteries. The batteries originally provided with the flashlight may
overheat or explode presenting a potential for fire or personal injury.

Bicycle Floor Pumps. The bicycle pump can become over-pressur-
ized with air, forcing the handle to quickly and unexpectedly rise
upward, possibly injuring the user.

Board Books. A plastic replica of a balloon attached to the book can
detach, posing a choking hazard to young children.

Bottled Water with Push-Pull Sports Cap. When pulled to open,
the drinking spout on the sports cap can unexpectedly come off,
posing a choking hazard for young children.

Lot #; Quantity and Distribution; Manufacturer

Crosman Model numbers RM177, RM177X, RM677, RM677X, RM877
and RM622; 1,500 sold nationwide from June 2001 through August
2001; Crosman Corporation, East Bloomfield, NY; (800) 724-7486;
WWW.Crosman.com

Kawasaki Prairie ATVs; 2-wheel and 4-wheel drive Prairie 200 and 400
models; 75,000 sold nationwide from September 1996 through
December 2000; Kawasaki Motors Manufacturing Corp. USA, Lincoln,
NB; (866) 802-9381; www.kawasaki.com

Energizer-brand UPS Model ER-PRO1000; 2,100 sold nationwide;
Technuity Inc., Indianapolis, IN; (877) 577-0046; www.technuity.com

Fuji Power and A&T Fuiji Power CR123A 3-volt lithium batteries origi-
nally provided with Galls(r) H.A.L.0. Tactical Flashlight; 10,084 sold
nationwide from June 2001 through May 2003; Galls Inc., Lexington,
KY; (800) 477-7766

Chrome, with “Park Tool USA" written in white letters on the side;
4,000 sold nationwide from March 2003 through August 2003; Park
Tool USA, of St. Paul, MN; (888) 568-4959; www.parktool.com

Dora the Explorer heavy-cardboard book has “Whaose Birthday Is It?”
printed on the cover in yellow letters; 26,000 sold nationwide during
August 2003; Simon & Schuster Inc., New York, NY; (800) 223-2336;
www.simonsayskids.com

Sold under the brand names Dannon Fluoride to Go, Pure American,
Enon Springs, Alhambra Junior Sport Drinking Water and Sparkletts
Junior Sport Drinking Water; sold as singles and multi- packs in 8-0z.,
8.5-0z, and .33-liter sizes; 3.2 million sold nationwide from March
2002 through September 2003; CCDA Waters LLC; Atlanta, GA:

(800) 322-4616

Bunk Beds. These bunk beds have openings between the guardrails
and between guardrails and the end structures that are too large. A
child's body could slide between the opening and become trapped by
the child's head. This poses a strangulation hazard to children.

“Candle and Soap Making For Dummies” Book. The instruc-
tions in the book for making lye combine sodium hydroxide and water
in an incorrect order. This could cause the mixture to bubble over,
posing a burn hazard to consumers.

Models S130, $131, $132, §133, S$135, S136, S116, and S117
(model numbers on top front railing); 3,600 sold nationwide from
September 2002 through May 2003; Home Line Industries,
Philadelphia, PA; (800) 523-3310

Paperback, cover is black and yellow with photograph of candlesticks
and soap; 5,400 sold nationwide from August 2003 through September
2003; John Wiley & Sons Inc.; Hoboken, NJ; (877) 762-2974;
www.wiley.com

continued on page 8
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CONSUMER

PRODUCTS

Cconlt.

Name of Product; Problem

Ceiling Fans. About 80 of these units were improperly assembled
with a metal sleeve that could cause exposed wiring. If this occurs,
consumers are at an increased risk of receiving an electrical shock
during installation or removal.

Lot #; Quantity and Distribution; Manufacturer

Aire Tek ceiling fans, mode! number 355-6645; 1,200 sold nationwide
from January 2002 through May 2002; Vaxcel International Co. Ltd.,
Glendale Heights, IL; (800) 482-9235

Eddie Bauer Propane Lanterns. The lanterns could produce high
levels of carbon monoxide (CO}), posing a risk of CO poisoning to
consumers if the lantern is used indoors.

Ocean blue with two mantles, the lantern has a glass globe, electric
ignition, and an extra-large hood and handle; sits on a plastic base;
12,300 sold exclusively at Target stores nationwide from February 2003
through July 2003; The Wenzel Company, St. Louis, MO; (800) 972-
3151; www.wenzelco.com

Gas Grills. The bottom edge on the front control panel is sharp and
can cause facerations to the hands.

Member's Mark(r) Gas Grills; model number Y0005XC-2; 50,000 sold
exclusively at Sam's Club stores nationwide from August 2000 through
December 2001; Grand Hall Enterprise Co. Ltd., Taiwan; (888) 735~
5709

Gas Regulators. Some of these regulators were assembled with an
undersized seat disc that could become dislodged and leak propane

gas. Propane gas is highly flammable and could ignite causing a fire
or explosion. Consumers should immediately close the valve on the

service cylinder if LP-Gas leakage is detected.

Hand-Held Hair Dryers. Some of these hair dryers do not have an
immersion protection device on the power cord and could present a
serious electrocution hazard if dropped in water.

Marshall Gas Controls Model 451 and 452 LP-Gas regulators on Char-
Broil(r), Kenmore(r), and Thermos(r) brand LP-Gas Grills; 35,000
distirbuted nationwide from April 2003 through May 2003; Marshall
Gas Controls, S.H. Leggitt Company; San Marcos, TX; (800) 241-
7548

Blason Turbo Style model 4030; 700 sold nationwide from May 2002
through June 2003; Blason International Trading Corp., Miami, FL;
(888) 625-2766

Human Transporters (HT). Under certain operating conditions,
particularly when the batteries are near the end of charge, some
Segway HTs may not deliver enough power, allowing the rider to fall.
This can happen if the rider speeds up abruptly, encounters an obsta-
cle, or continues to ride after receiving a low-battery alert.

All Segway HT i167 (“i Series”) models; approximately 6,000 sold
nationwide from March 2002 through September 2003; Segway LLC,
Manchester, NH; (877) 889-9020

Lawnmowers. If the lawnmower strikes an object with sufficient
force, the crankshaft can bend. Vibration created by a bent crankshaft
can eventually result in a fatigue failure of the Roto-stop(tm) blade
brake control assembly. This can allow the cutting blade to continue
rotating after the blade control lever is released, posing a risk of injury
to consumers.

Honda Harmony Walk-Behind Lawnmowers; 30,000 sold nationwide
from November 2000 through June 2003; Honda Power Equipment
Manufacturing Inc., Swepsonville, NC; (800) 426-7701;
www.hondapowerequipment.com

Melting Pot Gift Sets. The melting pots can produce excessive
flame and/or ignite presenting a fire and burn hazard to consumers.

Notebook Computers. Users could receive a mild electric shock
when the recalled computers are connected to a phone line and the
phone rings.

Packaged in a heart-shaped paperboard gift box with a ceramic melting
pot (simmer pot), four individually wrapped scented wax melters of
various scents, and six tea light candles that have “Lang” printed on
the top; 9,000 sold nationwide from May 2003 through August 2003;
Lang Candles Ltd., Delafield, WI; (888) 526-4011

Sony VAIO notebook computers with model numbers PCG-FRV25 or
PCG-FRV27; 5,600 sold nationwide from June 2003 through July
2003; Sony Corporation;Tokyo, Japan; (800) 880-9743;
www.sony.com/pesupport

Pacifiers. These pacifiers fail federal safety tests, come apart, and
¢an pose a choking hazard to infants and small children.
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Mode! numbers 35826, 35827, 35828, 35829; 154,000 sold in Kroger-
owned stores nationwide from August 2002 through August 2003;
Apothecary Products Inc., Burnsville, MN; (800) 632-6900

continued on page 9



DO NOT USE!

Asthma Drug Montelukast (SINGULAIR) For
The Treatment Of Hay Fever

The Food and Drug Administra-
tion (FDA), on January 23, 2003,
approved the asthma drug
montelukast (SINGULAIR) for the relief
of symptoms of seasonal allergic rhini-
tis (hay fever) in adults and children
two vyears of age and older.
Montelukast is a member of a family of
drugs known as leukotriene inhibitors.

Montelukast is marketed by Merck
& Company of West Point, PA and
was originally approved for asthma
in February 1998.

We already listed montelukast as a
Do Not Use drug for asthma in the
Companion to the 1999 edition of
Worst Pills, Best Pills for two primary
reasons.

First, the National Institutes of
Health’s 1997 Guidelines for the
Diagnosis and Management of
Asthma said of the leukotriene
inhibitors that “further clinical experi-
ence and study are needed to estab-
lish their roles in therapy.” At this
time, the role of the leukotriene
inhibitors in the management of asth-
ma is still far from established.

Second, the leukotriene inhibitors
are promoted as useful in helping

patients reduce their dosages of
steroid drugs, for example triamci-
nolone (AZMACORT). The Cochrane
Database of Systematic Reviews
published in 2002 found, in compar-
ing leukotriene inhibitors to placebo

..the drug bas not been
shown to be more
effective than the oral
antibistamine
loratadine, at almost
eight times
loratadine’s cost.

in people also using steroids, that the
dosage of inhaled steroids can be
safely reduced without requiring the
use of leukotriene inhibitors.

Furthermore, the dose of leukotriene
inhibitors required to achieve a
significant reduction in steroid
dosage is several times the currently
approved maximum dosage.

In a triumph of advertising over
science, despite these serious ques-
tions about its effectiveness, almost
13.5 million prescriptions were
dispensed for montelukast in U.S.
pharmacies in 2002 at a cost of almost
$1.2 billion.

The recent approval of montelukast
for seasonal allergic rhinitis was based
on five clinical trials. All of the trials
were similar in design. There was a
total of 5,029 patients involved, of
whom 1,799 were treated with
montelukast. Patients in the trials were
15 to 82 years of age with a history of
seasonal allergic rhinitis, a positive
skin test to at least one allergen, and
active symptoms of seasonal allergic
thinitis.

The effectiveness of montelukast
in the five trials was assessed using
the average change from the begin-
ning of the study in daytime nasal
symptoms score. This score is the

continued on page 10

CONSUMER

Name of Product; Problem

Pocket Knives. The black plastic handles of the pocket knives can

crack, posing a risk of injury from the blade.

PRODUCTS

conl.

Lot # Qu;;}tity and Distribution; Manufacturer

Model 425BK MiniBuck Black Knives; 2,000 sold nationwide from

July 2003 through September 2003; Buck Knives Inc.; EI Cajon, CA;

(800) 215-2825

Treadmills. Fire hazard because of overheating and ignition of dust
inside the treadmill's hood. The dust accumulates because of lack of

regular maintenance.

Cybex or Trotter Treadmills, models Cybex 400T, Cybex 410T, Trotter
510, Trotter 525, Trotter 535 and CXT+; 33,719 sold natiowide from

September 1993 through October 2001; Cybex International, Inc.,
Medway, MA; (888) 678-3846; www.cybexintl.com

Wooden Toy Cars. The wheels on the toy car can come off, posing a

choking hazard to young children.

Sonato wooden toy cars, part of Wooden Baboy Toys Set of 5; item

#828143; 600 sold at Magic Cabin catalogs and web site from
December 2002 through August 2003; Magic Cabin Inc., Dayton, OH;
(888) 623-3655; www.magiccabin.com

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



MONTELUKAST, from page 9
average of individual scores of nasal

congestion, rhinorrhea (runny nose),
nasal itching, and sneezing as
assessed by patients in the trial on a
0 - 3 point scale.

Four of the five trials found
montelukast superior to a placebo
(an inactive “dummy” drug). In the
fifth trial, montelukast was compared
to an active antihistamine, loratadine
(CLARITIN). In this trial, the score for
loratadine was superior to that of
montelukast.

The Medical Letter On Drugs and
Therapeutics, a highly respected,
independent source of drug informa-
tion written for health professionals,
reviewed montelukast for hay fever
in their March 17, 2003 issue, and
concluded:

Montelukast (Singulair) might
be as effective as an oral anti-
histamine for treatment of
seasonal allergic rhinitis (more
data are needed), but it is less
effective than an intranasal corti-
costeroid, and more expensive
than either.

We agree. Intranasal cortico-
steroids, or steroids, are also effective
for hay fever. The Medical Letter was
referring to studies showing that fluti-
casone (FLONASE) was better than
either montelukast or loratadine for
hay fever. Some other intranasal
steroids on the market are
beclomethasone (BECONASE AQ)
and  budesonide (RHINOCORT
AQUA).

Overall, montelukast is an unre-
markable treatment for hay fever, as

Retail Cost of a

Drug 30-Day Supply | Notes

montelukast (SINGULAIR) $95.59

desloratidine (CLARINEX) $77.59

budesonide (RHINOCORT $74.59 a dose of two sprays in each

AQUA) nasal spray nostril once daily would last
30 days

Non-prescription loratadine $12.49 based on the cost of 24

(CLARITIN) tablets of $9.99

Non-prescription generic $8.09 based on the cost of 100

chlorpheniramine, tablets of $8.99 and a dose of

4-milligram tablets one tablet three times a day

(CHLORTRIMETON)

is loratadine or its close chemical
relative desloratadine (CLARINEX),
for that matter. We wrote about
desloratadine in the March 2002
Worst Pills, Best Pills News.

Our recommendation, as it has
been for years, for the initial treat-
ment of hay fever remains generic
chlorpheniramine on the basis of
both effectiveness and cost. The
non-prescription antihistamines such
as generic chlorpheniramine (brand
name CHLORTRIMETON) are effec-
tive, perhaps equally or more so,
than prescription antihistamines.
The drowsiness that may be experi-
enced by some people using generic
chlorpheniramine can be avoided in
many people by starting with a low
dose and slowly working up to a
dose that relieves symptoms without
sedation.

Cost is always an important
consideration, particularly when the
effectiveness of a drug such as
montelukast is only marginal. The

table above lists the retail prices of a
month’s supply of some of the drugs
mentioned in this article for compar-
ison. The prices were obtained from
a Washington, DC chain pharmacy.
In summary, there are two reasons
why we have listed montelukast as a
Do Not Use drug for the treatment of
hay fever symptoms. First, the drug
has not been shown to be more
effective than the oral antihistamine
loratadine, at almost eight times
loratadine’s cost. Second, the price
discrepancy is even more outrageous
when the comparison is with generic
chlorpheniramine, which is as effec-
tive as prescription products like
SINGULAIR and CLARINEX.

What You Can Do

You should not use montelukast
for the treatment of hay fever symp-
toms because of its meager effective-
ness and exorbitant cost.

OUTRAGE, from page 12
is actually housed on the FDA’s own
web site.

From there it is downhill all the
way. In 1997, the FDA agreed that all
information for consumers should be
based on material that is provided to
doctors, which itself sometimes
includes FDA-approved information
for patients. So we took the agency
at its word and compared the new
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web site to the FDA-approved
patient information on PREMARIN
(conjugated estrogens), a Wyeth-
Ayerst Laboratories product that is
the leading brand of HRT. This
comparison shows several gaping
holes in the web site information.
For starters, although FDA regula-
tions regarding prescription drug
information for consumers mandate
that the information in the “black-

box warning” (the strongest type of
warning the FDA can require) must
appear at the beginning of written
information intended for patients,
the Collaborative Campaign relegates
this material to its sixth topic,
after the benefit information and
other data about hormones and
menopause.

The Collaborative Campaign web
site lists conditions under which



OUTRAGE, from page 10

women should never use HRT
(contraindications), but these are
displayed in a sidebar under yet
another listing of the benefits of the
hormones. In contrast, the FDA-
approved Premarin information for
patients prominently advises women
not to take Premarin if they have
certain conditions such as cancer,
vaginal bleeding, heart attack or
stroke.

Moreover, the web site makes no
mention of the symptoms of
hormone-induced illness or of steps
to take if such symptoms occur.
References to alternative therapies
for osteoporosis are similarly missing
in action. Both are present in the
FDA-approved patient information.

Why would the FDA go to such
effort to create this grossly misleading
information, when it simply could
have linked users to its own general-
ly well-crafted information for
patients? A possible explanation can
be found in a Washington Posi
report, which noted that, “... there
was direct and indirect pressure on
the FDA ... from the largest maker
of hormone products, Wyeth
Pharmaceuticals” during the develop-
ment of the Collaborative Campaign.

Recently, FDA Commissioner
Mark McClellan said: “I consider it a
public health hazard when people
are misled by false claims.” But a
man cannot (or, at least, should not)
survive on rhetoric alone, and the
facts speak otherwise. Since 1998,
when the FDA's drug advertising
division took 157 enforcement
actions for false or misleading ads,
the number of such actions has
plummeted an astonishing 86% to a
projected 22 actions so far in 2003.
How come? This is not because the
drug industry has cleaned up its act,
but in part because the FDA has
quietly changed the rules. The

agency now requires an additional
layer of internal legal review before
actions can be issued. And its chief
lawyer, at one time a hatchet man for
various industries, including tobac-
co, has long been hostile to many
attempts to regulate commercial
speech.

So, Dr. McClellan, we have a
modest proposal for you: In order to
pump up your agency’s flagging
enforcement statistics, why don’t you

launch an investigation into why the
FDA permitted this misleading web
site? Maybe you'll consider bringing
an action against yourselves, the way
you would against any company that
produced information as contrary to
FDA regulations as the Collaborative
Campaign has turned out to be. The
enemy, indeed, seems to be “us” —
or at least those charged with
protecting us.

drug warnings

Announcing

Worst Pills, Best Pills News Online
—The fastest way to get the latest

To learn more about a subscription to
Public Citizen’s Worst Pills, Best Pills News
Online, visit www.worstpills.org.

Log on today and read a FREE

issue of the newsletter.

Subscribe today and get 40%

OFF the cover price.

To receive the 40% off discount, you’ll be
asked to enter the discount code: HLNOV4.
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OUTRAGE

OF THE

MONTH

We Have Met the Enemy and He is Us

‘acrlcn Pogo, the late-
lamented comic-strip
denizen of the
Okefenokee Swamp, remarked that
“we have met the enemy and he is
us,” he might well have been talking
about one of the country’s key
guardians of health, the Food and
Drug Administration (FDA).

Over the past several months,
medical journals and the popular
press have been awash in a tide of
bad news on hormone replacement
therapy (HRT). HRT causes blood
clots. HRT causes breast cancer.
HRT increases the risk of cardiovas-
cular disease instead of preventing
itt.  HRT does not prevent
Alzheimer’s disease or memory loss,
but may instead cause dementia.
Women, after decades of being
persuaded by physicians on the
receiving end of drug company

propaganda to take this now largely
discredited therapy, have every right
to be confused.

So the FDA’s announcement on

Moreover, the web site
makes no mention of
the symptoms of
hormone-induced
illness or of steps to
take if such symptoms
OCCUr,

September 9 of a “Collaborative
Campaign to Inform Women About
Menopausal Hormone Therapy”
sounded as though it might
hold some promise; that is, until
you actually went to the
Collaborative Campaign web site
(www.4woman.gov/menopause).
Instead of the dry, fact-filled expla-
nation of the risks and benefits of
HRT one might expect from the FDA,
the opening page on the site
contained no substantive information
whatsoever. Instead, the page, which
is entitled “Menopause and Hormone
Therapy” and is completely unneces-
sary from a web design perspective,
offers only a collage of photographs
of attractive seniors frolicking in sun-
drenched fields and riding bicycles.
One must then click on this image to
reach the information on HRT, which

continued on page 10
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