

















‘ DRUGS

AND DIETARY

SUPPLEMENTS

CLASS II Recalls

Indicates a problem that may cause temporary or reversible bealth effects;
unlikely to cause serious infury or death

Name of Drug or Supplement: Problem: Recall Information

Children’s Motrin Bubblegum Suspension 4 oz bottle, Ibuprofen
100 mg/5ml; Presence of particulate matter: product intended for
destruction due to white fiber material found on packaging transfer
screen was possibly diverted to retail stores. Lot number HHM187,
exp. date 8/2006, McNeil Consumer and Specialty Pharmaceuticals.

Dollar General Delight brand Dishwashing Liquid
Antibacterial Hand Soap, Orange Blossom, 50 fl. oz; Microbial
contamination; Contaminated with the bacteria Pseudomonas
aeruginosa. Lots 10105T, 10115T and 10125T, Korex, Wixom, MI.

Children’s Tylenol Flu Suspension 4 oz bottle. Acetaminophen
160 mg, chlorpheniramine maleate 1 mg, dextromethorphan HBr 7.5
mg, pseudoephedrine HCI 15 mg per 5 ml suspension; Presence of
particulate matter: Product intended for destruction due to a small
piece of black foreign material observed on the packaging screen was
possibly diverted to retail stores. Lot number JAM149, exp.date
01/2006, McNeil Consumer & Specialty Pharmaceuticals.

Infant’s Tylenol Concentrated Drops Cherry Flavor 1/2 oz.
Acetaminophen 80 mg/0.8 ml; Presence of particulate matter: Product
intended for destruction due lint free cloth found in mixer was possibly
diverted to retail stores. Lot number JMMOQ75 exp. date 10/2006,
McNeil Consumer and Specialty Pharmaceuticals.

a) Children’s Tylenol Oral Suspension, (Acetaminophen), 160
mg/5mL (teaspoon), Bubblegum Yum Flavor; b) Children’s Tylenol Oral
Suspension, (Acetaminophen), 160 mg/5mL (teaspoon), Cherry Blast
Flavor; Presence of foreign substance; pieces of wire tie found,
product intended for destruction was possibly diverted to retail stores.
a) Lot numbers: JLM121, exp. date 9/2006, and JLM122, exp. date
9/2006; b) Lot number: JLM123, exp. date 9/2006, McNeil Consumer
and Specialty Pharmaceuticals.

Prednisolone Oral Solution, USP 15 mg/5mL (formerly
Prednisolone Syrup, USP 15 mg/5 mL); Degradant/Impurity level
exceeded specification requirements of not more than 0.50%. Lot
numbers 26503A and 27163A (8 oz bottles) and 26504A, 26505A and
26625A (16 0z bottles), Morton Grove Pharmaceuticals, Inc.

Children’s Tylenol Plus Flu Suspension Bubblegum Flavor 4 oz.
Acetaminophen 160 mg per 5 ml, chlorpheniramine maleate 1 mg per
5 ml, dextromethorphan HBr 7.5 mg per 5 ml, and pseudophedrine
HCI 15 mg per 5 ml; Presence of particulate matter: product intended
for destruction due to wood found on mesh screen was possibly
diverted to retail stores. Lot number JAM217, exp. date 2/2006,
McNeil Consumer & Specialty Pharmaceuticals.

Simply Sleep Mini-Caplets, (Diphenhydramine HCI) 25mg,
Presence of particulate matter: product intended for destruction due to
white fiber material found on packaging transfer screen was possibly
diverted to refail stores. Lot number JFM058, exp. date 5/2006,
McNeil Consumer and Specialty Pharmaceuticals.
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CLASS II Recalls consa

Name of Drug or Supplement; Problem: Recall Informaltion

Tylenol Arthritis Extended Relief Gaplets 100 count bottles.
Each caplet contains acetaminophen 650 mg; Presence of particulate
matter: product intended for destruction due to the possibility of
broken metal pieces from the compression punches being compressed
in the caplets was possibly diverted to retail stores. Lot number
HAM149, exp date 1/2006, McNeil Consumer & Specialty
Pharmaceuticals.

Tylenol Sinus Nighttime Caplets, Each caplet contains
Acetaminophen 500 mg, Doxylamine succinate 6.25 mg,
Pseudoephedrine HC! 30 mg; Mispacked: product intended for
destruction due to foreign object (ball bearing) found in blister card
was possibly diverted to retail stores. Lot number JMMO087, exp. date
7/2006, McNeil Consumer and Specialty Pharmaceuticals.

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. Visit www.recalls.gov for information about FDA recalls and recalls

issued by other government agencies.

Name of Product; Problem; Manufacturer and Contact Information

Baseball gloves. These Mizuno “Gamer” baseball gloves could
contain aspergillus mold. Such mold usually does not affect healthy
individuals, but could cause respiratory or other infections in
individuals with chronic health problems or in individuals who have
impaired immune systems. Mizuno USA, Inc., (800) 966-1211.

Holiday lights. These Mini Light and Chasing Light sets have
undersized and exposed wires, which pose a risk of electric shock and
fire hazards. Target, (800) 440-0680 or www.Target.com.

Bicycle handlebar stems. The recalled F99 (Force 99) Bicycle
Handlebar Stems can crack or break under normal conditions, causing
the rider to fall and suffer serious injury. Syntace USA, (800) 448-
3876, extension 233, www.syntaceusa.com, syntaceusa@syntace.com,
or Syntace USA, 1902 Milier Drive, Olney, lll. 62450.

Pilates balls. The plastic black clips at the end of the rubber tubing
of these pilates balls can come apart when in use. In addition, the
grommet used to hold the black rubber tubing could separate from the
nylon webbing. Consumers using the pilates balls could fall and be hit
by pieces that separate. LTD Commodities and The Lakeside
Collection, (866) 736-3654, (866) 847-4327,
www.ltdcommodities.com or www.lakeside.com.

Chain saws. Stihl-brand MS 192 T chain saws can leak fuel, posing
a fire hazard. A connection in the ignition grounding system could
loosen and create a spark, posing a fire hazard. Also the springs in the
clutch assembly could come out of position allowing a spring of the
clutch to be projected from the saw housing resulting in injury to the
user. Stihl Inc., (800) 610-6677 or www.stihlusa.com.

Power strips. The metal enclosure on Direct Connect 8 Power Strips is
not properly grounded, which could result in an electrical shock. Neptune
Systems, recall@neptunesys.com, or www.neptunesys.com/recall.

Electric lawnmower. When the handlebar is released on the
recalled 2005 Model NEUTON® Cordless Electric Lawnmowers, the
motor could continue to run, which causes the blade to continue to
spin. In addition, there is excessive heat build up in the wire coil
inside the housing and also in the safety key. Country Home Products,
Inc, (888) 294-5029 or www.CEM-TechAlert.com.

Snowmobiles. Cracks could appear in the starter ring gears of
certain Model Year 2006 Ski-Doo REV500 SS, REV 600 HO, and REV
600 HO SDI snowmaobiles, allowing gear fragmentation at high speeds.
The debris could act like projectiles and cause serious injury or death
to riders or bystanders. Bombardier Recreational Products Inc., (888)
864-2002 or www.ski-doo.com.

Fuel hoses. 12" Braided Flex Fuel Hose sold with certain Guardian®
Home Standby Air-Cooled Generators can leak if bent in an
unreasonable fashion during installation or upon completion of
installation. If an ignition source is present, a fire or explosion can
occur. Generac Power Systems Inc., (800) 949-7440 or
WWW.generac.com.
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Snowmobiles. The steering columns of certain Model Year 2006
Ski-Doo REV, RT, and RF snowmobiles could have a missing weld,
which could allow a steering component to become loose. This could
lead to a loss of control or possible collision causing serious injury or
even death. Bombardier Recreational Products Inc., (888) 864-2002 or
www.ski-doo.com.



Exercise in People Age 65 Years and Older Is
Associated with Lower Risk for Dementia

Summaries for Patients are a service
provided by Annals of Internal
Medicine to belp patients better under-
stand the complicated and often mysti-
Jying  language  of  modern
medicine.The full report is titled
“Exercise Associated with Reduced Risk
Jfor Incident Dementia among Persons
65 Years of Age and Older.” It 1s in the
17 January 2006 issue of Annals of
Internal Medicine (volume 144, pages
73-81). The authors are E.B. Larson, L.
Wang, ].D. Bowen, W.C. McCormick, L.
Teri, P. Crane, and W. Kukull.

What is the problem and what is
known about it so far?

Dementia is a condition that affects
memory and thinking enough to inter-
fere with normal daily activities. About
1 of every 10 Americans older than 65
years of age has some degree of
dementia. Poor memory alone is not
dementia, and some declines in short-
term memory are normal as people
age. Several diseases can cause demen-
tia, but the 2 most common are
Alzheimer disease and vascular demen-
tia. In Alzheimer disease, the buildup
of abnormal proteins damages brain
cells. In vascular dementia, low blood
flow to the brain damages brain cells.
There is no cure for dementia, so
strategies for preventing it are of great

interest.

Previous studies suggest that older
people who exercise regularly have
better mental function and a lower
chance of developing dementia than
do older people who do not exercise.
However, it is difficult to determine

People who exercised at
least 3 times per week
were less likely to
develop dementia than
those who were
less active,

whether this relationship is because
exercise actually prevents dementia
or because people with early demen-
tia become less active.

Why did the researchers do this
particular study?

To see whether people 65 years of
age and older who had normal
mental function and reported exercis-

ing regularly were less likely to
develop dementia over coming years
than those who reported being phys-
ically inactive.

Who was studied?

1740 people 65 years of age and
older who were members of Group
Health Cooperative in Seattle,
Washington. To be in the study, a
person had to have normal mental
function on a screening examination.

How was the study done?

The researchers collected informa-
tion about study participants’ mental
function, health, exercise, and
lifestyle at the beginning of the study.
The researchers asked participants to
report the number of days per week
during the past year that they did
each of the following activities for at
least 15 minutes: walking, hiking,
aerobics or calisthenics, swimming,
water aerobics, weight training,
stretching, or other exercise. The
researchers defined “regular exercis-
ers” as those who reported exercising
at least 3 days per week. They then
evaluated participants every 2 years
to determine if they had developed
dementia by using a standard set of
examinations done by physicians,

continued on page 10
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Name of Product: Problent: Manufacturer and Contact Information

Toy chair. A child can become lodged between the seathack and side
table of the Fisher-Price® Laugh & Learn™ Musical Learning Chair™,
possibly leading to an entrapment of the neck. This can pose a
strangulation hazard to young children. Fisher-Price, (866) 552-3914
or www.service.fisher-price.com.

Utility vehicles. The steering knuckle of Kawasaki 2005-2006 model
year Mule 600 Utility Vehicles can twist or break from wheel forces
transmitted to the steering system during operation. This can cause a
loss of steering control and possible collapse of the front suspension,
posing a risk of incident or injury to the operator or passenger.
Kawasaki Motors Corp., U.S.A, (866) 802-9381 or www.kawasaki.com.

Windbreaker jackets. These boy's windbreaker jackets with
drawstring have a drawstring through the hood, posing a strangulation
hazard to children. In February 1996, the CPSC issued guidelines to
help prevent children from strangling or getting entangled on the neck
and waist drawstrings of upper garments such as jackets and
sweatshirts. Hurley International, (800) 747-9994, help@hurley.com,
or www.hurley.com.
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OUTRAGE, from page 12

with this model, calling it “difficult to
imagine the proposed dichotomiza-
tion of the target population into
mildly-to-moderate overweight adults
with and without weight-related co-
morbidities [illnesses]...succeeding in
the real world .”

Results from clinical trials support
the FDA’s assesment. Of 247 subjects
with certain conditions that would
make the over-the-counter use of orli-
stat inappropriate, such as diabetes or
hypertension, only 32 percent made
the correct decision regarding use,
electing to consult with a physician or
not to use the drug. Moreover, becaue
of the mechanism that orlistat utilizes
to assist in weight loss (preventing the
absorption of fat from food as it is
digested), users may suffer from a
deficiency in certain fat-soluble vita-
mins. Clinical trials, however, showed
that only 54 percent of users took the
recommended vitamin supplementa-
tion according to the directions on the
label.

On average, orlistat users lost
about four to five pounds more than
trial participants who were random-
ized to receive a placebo over a six
month period. Data showed that as
time progressed and participants
returned to a diet with a normal
intake of calories, subjects regained at
least some of the weight that they
had lost and the gap between the
drug and the placebo narrowed. This
means that as users of the drug will
experience fewer of the benefits of
the drug as time progresses while

Of 247 subjects with
certain conditions that
would make the over-
the-counter use of orlis-
tat inappropriate, such
as diabetes or hyperten-
sion, only 32% made the
correct decision regard-
ing use, electing to
consult with a physician
or not to use the drug.

continuing to expose themselves to
its adverse effects.

Adverse effects are not an uncom-
mon problem with drugs designed to
assist in weight loss. Two striking
examples are the infamous “fen-
phen” combination, which caused a
serious heart condition, and sibu-
tramine (Meridia), which causes seri-
ous elevations in heart rate and blood
pressure. Over-the-counter diet drug
phenylpropanolamine (PPA) caused
hemorrhagic strokes, and the dietary
supplement ephedra, used for weight

loss, caused serious hypertension,
heart attacks, and strokes. Of these,
only sibutramine remains on the
market, despite over 40 deaths attrib-
utable to the use of the drug.

Orlistat, too, causes substantial
undesirable adverse effects that occur
with disturbing regularity — about
half of users (??source of this :Reuters
story) experience some form. The
most disturbing adverse effect are
gastrointestinal — users report prob-
lems with abdominal discomfort, gas,
and oily stools and loss of bowel
control. But orlistat may also interact
with other prescription drugs, most
significantly the blood thinning drug
warfarin. When taken under a
doctor’s supervision, this interaction
is less problematic, as it is easy for
the prescribing physician to monitor
a patient’s blood coagulation levels
and prevent unnecessary bleeding
episodes. But in an OTC setting,
patients may not even tell their physi-
cians that they are taking the drug,
thus opening up the possibility that
their blood will become too thin and
put them at risk for severe bleeding
episodes.

What, then, is the benefit of taking
this drug? With the cost of a 30-day
supply of OTC orlistat coming in at
about $55, users will certainly pay
dearly for every pound they shed. Is
minimal, short-lived weight loss it
worth the price of potentially serious
health problems? Is taking a pill with-
out evidence that it can prevent the
medical problems obesity brings with
it worth the risk? m

DEMENTIA, from page 9
nurses, and a neuropsychologist.

What did the researchers find?
The researchers followed partici-
pants for an average of 6 years. During
this time, 158 of the 1740 participants
developed dementia. People who
exercised at least 3 times per week
were less likely to develop dementia

10 ® February 2006

than those who were less active.

What were the limitations of the
study?

Exercise was self-reported and was
only reported at the beginning of the
study. The study sample was mostly
white and well educated, and all had
health insurance. The association
between exercise and dementia

might be different in less advantaged
populations. In addition, the study
suggests but cannot prove that exer-
cising delays the onset of dementia.

What are the implications of the
study?

Preventing dementia may be
another benefit of exercise in people
older than age 65 years. m



Over 2.2 Million copies of
Worst Pills, Best Pills books sold

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

We'll tell you: ;

e Which 181 drugs you should not use under any circumstances
Less expensive, more effective alternatives

Warnings about drug interactions

Safer alternatives to harmful drugs

Ten rules for safer drug use
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online drug database that includes:
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e Monthly updates delivered by email

e Up-to-the-minute email alerts about newly discovered drug dangers
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Many websites have information about prescription drugs, but worstpills.org is the only site where rigorous
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Why Over-the-Counter?
Diet Drug Poses Risks, Questionable Benefits

ushing questionably effective
P cures for hazily defined, chron-
ic conditions has long been a
signature sales strategy for the phar-
maceutical industry. But the approval
given by an FDA advisory committee
on January 23rd to allow the
prescription weight loss drug orlistat
(Xenical) to be marketed over-the-
counter brings the potential for the
utilization of that tactic to a new
level. As a prescription drug, orlistat
combines minimal efficacy with not-
insubstantial safety concerns. As an
over-the-counter medication, the
potential exists for these safety
concerns to multiply and cause seri-
ous harm.
Obesity in and of itself is a serious
health problem. Obese persons put

themselves at increased risk for type-
2 diabetes, cardiovascular problems,
and other health difficulties.
However, obesity interacts with other
risk factors, such as high blood pres-
sure, family history, activity level, and
smoking history, in a global assess-
ment of general health. Thus, simply
medicating obesity is unlikely to
prevent the health problems associat-
ed with being overweight. Indeed,
the professional product labeling for
Xenical, the prescription version of
orlistat, states that “the long-term
effects of orlistat on morbidity or
mortality [illness and death] associat-
ed with obesity have not been estab-
lished.”

Yet drug-induced weight loss
(often insignificant and/or unendur-

ing though it may be) without
accompanying lifestyle changes will
be exactly the “impact” that the over-
the-counter sale of orlistat will have,
Glaxo Smith Kline, the company that
will sell orlistat over the counter with
the brand name Alli (pending FDA
approval), argued that patients with
obesity-related illnesses were not the
intended consumers of the drug in its
over-the-counter version, arguing
that these conditions required the
supervision of a physician. This
meant, essentially, that anyone likely
to suffer from the adverse health
effects associated with obesity should
not take this drug to lose weight
unless they are under the supervision
of a physician. The FDA disagreed

continued on page 10
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