

















| 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

Air Pumps. Inflator Air Pumps can overheat and explode during use,
posing a risk of lacerations to the user and nearby consumers.
Sportsstuff Inc., (888) 814-8833 or www.sportsstuff.com.

Children’s Overalls. The coatings on the snaps in Starting Out Shirt
and Overalls contain excessive amounts of lead, posing a serious risk
of lead poisoning and adverse health effects to young children. Samara
Brothers LLC, (800) 985-9975, e-mail info@samararecall.com or
www.samararecall.com.

Ali-Terrain Vehicles. On some of the Kawasaki 2007 model year
KFX®50 and KFX®90 ATVs, the handlebar holder, tie-rod adjustment,
and tie-rod end nuts may not have been tightened to the proper torque.
Operation of the vehicle can cause the nuts to loosen, resulting in a
loss of steering control. This poses a crash hazard, which can result in
injury or death. Kawasaki Motors Corp., (866) 802-9381 or
www.kawasaki.com.

Christmas Mug Gift Sets. The buttons could detach from the plush
characters sold with the Holiday Time™ Christmas Mug Gift Sets,
posing a choking hazard to young children. Wal-Mart Stores Inc.,
(800) 925-6278 or www.walmartstores.com.

Cordless Saws. The switch on DEWALT DC305 Model Reciprocating
Saws can short circuit, posing a fire hazard. DEWALT Industrial Tool
Co., (866) 751-9562 or www.DEWALT.com.

Baby Feeding Spoons. After extended use, the soft plastic tip on
the BABYBJORN®) Feeding Spoons can loosen and break off, posing
a choking hazard to young children. BabySwede LLC, (866) 424-0200
or www.babyswede.com.

Baby Rattles. Small parts on the Plush Baby Rattles can break or
detach, posing a choking hazard to young children. Additionally, the
rattles’ plastic ring can break and expose sharp points. Target,

(800) 440-0680 or www.Target.com.

Cut-Out Tools. The cord wire in DEWALT Model DW660 Cut-Out
Tools could be damaged internally, posing a shock hazard to
consumers. DEWALT Industrial Tool Co., (888) 263-9051 or
www.DEWALT.com.

Frame Ornaments. Small parts on the Photo Frame Ornaments can
break or detach, posing a choking hazard to young children. Target,
(800) 440-0680 or www.Target.com.

Candle Holders. Pumpkin-Shaped Candle Holders can crack, break
or shatter when used with the tea light candles that accompany them,
yielding sharp pieces of glass that pose a laceration hazard. QVC Inc.,
(800) 367-9444 or www.qvc.com.

Children’s Hooded Sweatshirts. Children's Hooded Sweatshirts
with Drawstrings have a drawstring through the hood, posing a
strangulation hazard to children. In February 1996, CPSC issued
guidelines to help prevent children from strangling or getting
entangled on the neck and waist by drawstrings in upper garments,
such as jackets and sweatshirts. Seena International, (866) 927-5596
or www.brooklynxpress.com.

Fruit Slicer and Corer. The metal blade can separate from the
Farberware® Classic Series™ Fruit Slicer and Corer’s plastic handle
during use, resulting in cuts to consumer’s hands and fingers. Lifetime
Brands Inc., (888) 568-1533 or fruitslicer@lifetimebrands.com.

Gas Boilers. Bermuda BSI and Cayman CWI Series Gas Boilers can
generate excessive levels of carbon monoxide (CO) in the flue gases,
posing a risk of CO poisoning. Crown Boiler Co., (877) 597-3321 or
www.crownboiler.com.

Children’s Necklaces. The pendant on Children’s Butterfly
Necklaces contains high levels of lead. Lead is toxic if ingested by
young children and can cause adverse health effects. U.S. Toy Co. Inc.,
(800) 832-0224 or www.ustoy.com.

Gemstone Ring Party Favors. The Gigantic Gemstone Rings could
contain high levels of lead. Lead is toxic if ingested by young children
and can cause adverse health effects. Celebrate Express Inc.,
(888) 551-3995 or www.celebrateexpress.com.

Highchairs. The Graco® Contempo™ Highchairs can collapse if it is
not fully opened and locked into place from the storage position prior
to use. If the highchair collapses, a child occupying the highchair can
be injured. Graco Children’s Products Inc., (877) 445-1312 or

www.gracobaby.com.
’ d continued on page 8
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Conflicts of Interest Among Clinical Investigators

The jfollowing article appeared in
the November 1993 edition of Health
Letter. The topic remains as relevant
today as it was over 13 years ago
because there bas been no progress
made on this issue.

involved in a lawsuit against a
manufacturer whose product you
say caused you injury. During the
trial, you get the impression that the
judge is favoring your opponent —
ruling to his or her advantage on

Imagine the following: You are

motions, objections, evidence and
the like, and you end up losing.
Later, you learn that the judge had a
significant financial interest — stocks
and stock options — in the company
you sued. Would you suspect that
you had been had by a biased judge?
You bet! And would you be justified
in appealing on grounds of conflict
of interest? Again, yes; judges in this
situation have a duty to disclose any
interest and to remove themselves
from the case.

So, what about doctors who act as

clinical investigators, testing drugs for
pharmaceutical companies? Are they
also required by law or custom to
disclose financial interest in the
companies sponsoring their work? No
way! There is no law or regulation
preventing a clinical investigator from
holding stock, stock options, patents,
licenses or any other financial interest
in the company that makes the drug or
product he or she is testing. And the
Food and Drug Administration (FDA),
which oversees drug trials, does not

continued on page 9
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Name of Product; Problem: Manufacturer and Contact Information

Magnetic Construction Toys. Tiny magnets inside the building
pieces of the MagneBlocks™ Magnetic Construction Toys can fall out.
Magnets found by young children can be swallowed or aspirated. If
more than one magnet is swallowed, the magnets can attract each
other and cause intestinal perforation or blockage, which can be fatal.
Geometix International LLC, (866) 775-0265 or
Www.magneblocks.com.

Space Heaters. Oscillating Ceramic Heaters can overheat and
smoke, which could pose a fire hazard to consumers. Family Dollar
Stores, (800) 547-0359 or www.familydollar.com.

NOS Kit Bottles. An incorrect burst disc, a component of the NOS
bottle valve, may have been installed in the NOS Kits for Snowmobiles
and ATVs. If the bottle is overfilled and overheated, it could forcefully
burst, posing an.impact injury hazard to consurers.Nitrous Oxide
Systems, (800) 638-0032.

Strollers. Children can touch the rear tires when in the add-on seat
of the Phil & Teds e3 Strollers with doubles seats. This can pose an
abrasion hazard to children. Regal Lager Inc., (800) 593-5522, email
info@regallager.com or www.regallager.com.

Pool Heaters. MiniMax® NT STD Gas Pool Heaters can emit
excessive carbon monoxide (CO), posing a risk of CO poisoning in the
gvent of a vent leak in an indoor installation. Water Pool and Spa Inc.,

(866)-761-5272 or www.pentairpool.com.

Portable Generators. A ground fault circuit interrupter (GFCI)
installed on DEWALT DG2900 Portable Generators could fail to operate
properly, posing a risk of electric shock to consumers. DEWALT
Industrial Tool Co., (888) 742-9108 or www.DEWALT.com.

Teethers. The flexible plastic ring that holds the Bright Starts Star
Teether Beads and Bright Starts Teether Beads in place can crack or
break, and the beads can detach, posing a choking hazard to infants.
Kids Il Inc., (877) 325-7056 or www.kidsii.com.

Trim Assembly Kits. Heat from the light bulb can cause the Trim
Assembly Kits for Recessed Light Fixtures’ plastic trim to soften and
melt, causing the trim and lens to fall. This can result in laceration
injuries to nearby consumers. Progress Lighting Inc., (877) 369-4548
or www.progresslighting.com.

Remote Control Toy Helicopters. The Remote-Control Dragonfly
King HX-242 Helicopter (also known as the Micro R/C Helicopter)
battery can overheat and catch fire, posing a burn hazard to
consumers. ThinkGeek Inc., (888) 433-5788 or email
recall@thinkgeek.com.

Road Bikes. The Cannondale 2007 Model Road Bicycle's front brake
can fail, causing the rider to lose control and fall. Cannondale Bicycle
Corp., (800) BIKE-USA or www.cannondale.com.
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Trim Assembly Kits. Heat from the light bulb can cause the Trim
Assembly Kits for Recessed Light Fixtures’ plastic trim to soften and
melt, causing the trim and lens to fall. This can result in laceration
injuries to nearby consumers. Prescolite Inc., (866) 269-6318 or
www.prescolite.com.



CLINICAL INVESTIGATORS,

Jfrom page 8

even require that such arrangements
be disclosed.

More than 34 years ago, Dr. Sidney
Wolfe testified before a Senate hearing
on clinical investigators’ possible finan-
cial conflicts of interest.

What brought the issue to the
Senate’s attention was the clinical inves-
tigation of a soft contact lens. The
doctors doing the trials were paid not in
money (as is customary) but in stock
and stock options. The investigators
wrote optimistic repotts about the lens’
potential and the manufacturer’s stock
rose in response. Dr. Wolfe stated then:

How, under these circumstances,
can objective scientific inquiry
flourish? ... Why are practitioners
now (compensated only by the
patient, rather than by the patient
and the company, as before)
reporting what appears to be a
larger number and greater variety
of adverse reactions than did their
doubly-compensated counterparts
during the pre-market investiga-
tional stage? .. [Als long as the
manufacturers, medical schools
and the FDA continue to condone
such practices ... the American
public will be the victims.

More than two decades later — on

September 9, 1993 — the FDA
convened its Science Board to address
this long-standing question of financial
disclosure by investigators in clinical
trials. In attendance were speakers
representing the academic and scien-
tific communities, consumer organiza-
tions including Public Citizen’s Health
Research Group, manufacturers of
drugs and medical devices, and the
federal government. Public Citizen’s
responses to questions raised by the
Board were as follows:
1. Do financial interests of a clin-
ical investigator in the product
under study or the product spon-
sor bave the potential to bias the
outcome of studies undertaken by
the sponsor?

Yes. Investigators should not gain
financially from companies whose
products they are evaluating. For the
FDA not to have a policy in this area is
to invite investigator bias. An investiga-

tor may be unconsciously affected by
an economic incentive, causing him or
her to downplay negative data and
exaggerate favorable data. A financial
interest may affect the way research is
carried out, analyzed or reported.

According to an article in the August

1993 New England Journal of Medicine,
the basic purposes of conflict of inter-
est rules are to maintain the objectivity
of professional judgment and to main-
tain public confidence in professional
judgment. In many areas of life, restric-
tions on conflicts of interest are the
norm. For example, as previously
mentioned, judges are expected to
excuse themselves from cases in which
they have an interest, not only to elim-
inate bias, but to eliminate the appear-
ance of bias or partiality.
2. Is the potential for bias in this
area sufficient to warrant requir-
ing disclosure of these interests
to the FDA in some or all cases?

Yes. Disclosure is warranted, but
disclosure alone is not enough — it only
announces that the risk of bias is pres-
ent. Clinical researchers should
disclose all financial arrangements as
well as any ancillary ties to companies
whose products they are investigating,
such as educational activities support-
ed by the companies, participation in
other research projects funded by the
companies, and consulting arrange-
ments. Disclosure should be to the
FDA, to the medical center where
research is conducted, to organizations
that are funding the research, and to
journals that publish the results.

Furthermore, financial disclosures
ought to be made to the FDA eatrly in
the review process. We believe that
there is enough risk to subjects and data
integrity during the early stages that
financial disclosure ought to be made at
that time.

Investigators ought to have to

disclose information about themselves
and family members, such as parents,
children, and spouses.
3. Do certain types of financial
interest pose a greater potential for
bias (e.g., equity interests or other
Sforms of compensation where the
value of interest/compensation
may be influenced by the outcome
of the study)?

Yes. Researchers who might benefit

financially by distorting their work
have a conflict of interest even if they
do not actually distort [it]. The circum-
stances determine whether there is a
conflict of interest, not the outcome.
Associations with business which
could affect the outcome of a study
include direct employment and consul-
tancy, stock ownership, and patent-
licensing agreements.
4. Apart from outcome-dependent
interests, are there interesis that
should be of special concern to the
FDA (e.g., large retainer or consult-
ing fees)?

Yes. Of these, can a financial thresh-

old be identified below which the FDA
may reasonably assume that such
financial interests are unlikely to have
influenced the outcome of the study? It
would be very difficult to set a safe
threshold.
5. If the FDA were to require
disclosure of specified financial
interests beld by investigators,
what steps sbould the FDA take
to minimize the potential for bias
resulting from such studies?

Disclosure alone is not enough.

Researchers with outcome-dependent
interests should be banned from taking
part in studies. Any other payment by
the company, if allowed at all, should
be commensurate with actual efforts
expended on behalf of the company,
and should be disclosed to the FDA.
The FDA is already operating under an
enormous statutory burden and should
not be responsible for reducing the
potential for bias resulting from finan-
cial interests.
6. Are there forms of compensation
or financial interests that create a
significant enough risk of biasing a
study to cause the FDA not to rely
on the study?

Yes. When the sponsor and the

investigator are the same person, or are
closely related (business partners), as is
the case with many start-up device and
drug companies.
7. What could be the effects of such
a determination on the development
of drugs, biotech products and
medical devices?

It may delay the approval of some

continued on page 10
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CLINICAL INVESTIGATORS,

Jfrom page 9

drugs and devices, because the compa-
nies will be forced to repeat the studies.
8. Are there methods of minimizing
bias, e.g, blinding, independent
assessments of study endpoints,
participation of multiple investiga-
tors (most of whom bave no finan-
cial interest) that are or could in
some cases be adequate to protect
against the potential for biases
created by an investigator's finan-
cial interests? Should utilization of
such metbods be required (or
shown not to be needed) whenever

an investigator bolds and interest
in the product or the sponsor?

No. The FDA should not get
involved in determining whether or
not various methods employed by
companies are adequate to sufficiently
eliminate bias, or even whether such
methods are needed. Rather, there
should be a ban on such arrangements,
and a disclosure requirement. It is safer
and more responsible to decide in
advance to remove factors that tend to
distract researchers from concentrating
on medical and scholarly goals.

9. If the FDA were to require disclo-
sure of specified financial interests,

OUTRAGE, from page 12

benefit the few with severe symp-
toms, one has to wonder about the
effect on the many whose symptoms
are mild, intermittent or transient.

The other source is the drive to
find disease early. While diagnoses
used to be reserved for serious
illness, we now diagnose illness in
people who have no symptoms at all,
those with so-called predisease or
those “at risk.”

Two developments accelerate this
process. First, advanced technology
allows doctors to look really hard for
things to be wrong. We can detect
trace molecules in the blood. We can
direct fiber-optic_devices into_every
orifice. And CT scans, ultrasounds,
M.R.I. and PET scans let doctors
define subtle structural defects deep
inside the body. These technologies
make it possible to give a diagnosis
to just about everybody: arthritis in
people without joint pain, stomach
damage in people without heartburn
and prostate cancer in over a million
people who, but for testing, would
have lived as long without being a
cancer patient.

Second, the rules are changing.
Expert panels constantly expand what
constitutes disease: thresholds for diag-
nosing diabetes, hypertension, osteo-
porosis and obesity have all fallen in
the last few years. The criterion for
normal cholesterol has dropped multi-
ple times. With these changes, disease
can now be diagnosed in more than
half the population.

10 ® February 2007

Most of us assume that all this
additional diagnosis can only be
beneficial. And some of it is. But at
the extreme, the logic of early detec-
tion is absurd. If more than half of us
are sick, what does it mean to be
normal? Many more of us harbor
“pre-disease” than will ever get
disease, and all of us are “at risk.”
The medicalization of everyday life is
no less problematic. Exactly what are
we doing to our children when 40
percent of summer campers are on
one or more chronic prescription
medications?

No one should take the process of
making people into patients lightly.
There are real drawbacks. Simply
labeling people as diseased can make
them feel anxious and vulnerable — a
particular concern in children.

But the real problem with the
epidemic of diagnoses is that it leads
to an epidemic of treatments. Not all
treatments have important benefits,
but almost all can have harms.
Sometimes the harms are known, but
often the harms of new therapies
take years to emerge — after many
have been exposed. For the severely
ill, these harms generally pale relative
to the potential benefits. But for those
experiencing mild symptoms, the
harms become much more relevant.
And for the many labeled as having
predisease or as being “at risk” but
destined to remain healthy, treatment
can only cause harm.

The epidemic of diagnoses has
many causes. More diagnoses mean

should the FDA disclose these
Jinancial interests to the public? If
so, what is the appropriate forum
to release this information publicly?

Public disclosure of this informa-
tion in some useful form is critical.
The FDA cannot always do its job
alone. It is imperative that the public
be able to play some policing function
in this area. Our organization, and
others, often examine data submitted
to the FDA and bring problems to the
public’s and agency’s attention. Public
disclosure is a positive good in itself,
and it has a way of preventing substan-
tive abuses in the first place. m

more money for drug manufacturers,
hospitals, physicians and disease advo-
cacy groups. Researchers, and even the
disease-based organization of the
National Institutes of Health, secure
their stature (and financing) by
promoting the detection of “their”
disease. Medico-legal concerns also
drive the epidemic. While failing to
make a diagnosis can result in lawsuits,
there are no corresponding penalties
for overdiagnosis. Thus, the path of
least resistance for clinicians is to diag-
nose liberally — even when we wonder
if doing so really helps our patients.
As more of us are being told we
are sick, fewer of us are being told
we are well. People need to think
hard about the benefits and risks of
increased diagnosis: the fundamental
question they face is whether or not
to become a patient. And doctors
need to remember the value of reas-
suring people that they are not sick.
Perhaps someone should start moni-
toring a new health metric: the
proportion of the population not
requiring medical care. And the
National Institutes of Health could
propose a new goal for medical
researchers: reduce the need for
medical services, not increase it. ®

Dr. Welch is the author of “Should I Be
Tested for Cancer? Maybe Not and Here’s
Why” (University of California Press). Dr.
Schwartz and Dr. Woloshin are senior
research associates at the VA Outcomes
Group in White River Junction, Vi.



Over 2.3 Million copies of
Worst Pills, Best Pills books sold

Inside youw’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

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

Order your copy TODAY of the 2005 edition of Worst Pills, Best Pills book for only $19.95* and yowll
receive a FREE 6-month trial subscription to worstpills.org website, Public Citizen’s searchable online
drug database.

* Cost includes a non-refundable $5 shipping and handling charge.

Don’t wait another day. Order by visiting
www.citizen.org/HLFEB7
PLUS, youw’ll get a 6 month FREE trial subscription to worstpills.org
Expires 06/29/07

If you research drugs online,
you shouldn’t miss worstpills.org

Worstpills.org website is Public Citizen’s searchable,
online drug database that includes:

e The entire contents of the Worst Pills, Best Pills book. Plus, regular updates
(see what’s in WPBP book above)

e Analyses of pricing, advertising and other drug-related issues,

e Monthly updates delivered by email

e Up-to-the-minute email alerts about newly discovered drug dangers

All for only $15 — a special introductory rate.

Many websites have information about prescription drugs, but worstpills.org is the only site where rigorous
scientific analysis is applied to identify drugs that consumers should not use under any circumstances.

To order your worstpills.org subscription,
go to worstpills.org and when prompted,
type in promotional code: HLFEB7
* Expires 06/29/07 * Offer available to new online subscribers only *
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Essay: What’s Making Us Sick
Is an Epidemic of Diagnoses

This Article is by H. Gilbert Welch, Lisa Schwartz and Steven Woloshin.

The following essay appeared in the
January 2, 2007, edition of The New
York Times. We are republishing it
with permission of the New York
Times because il is a timely and
important topic that we feel would be
of interest to our readers.

January 2, 2007

or most Americans, the biggest
Fhealth threat is not avian flu,

West Nile or mad cow disease.
It’s our health-care system.

You might think this is because
doctors make mistakes (we do make
mistakes). But you can’t be a victim
of medical error if you are not in the
system. The larger threat posed by
American medicine is that more and

more of us are being drawn into the
system not because of an epidemic of
disease, but because of an epidemic
of diagnoses.

Americans live longer than ever,
yet more of us are told we are sick.

How can this be? One reason is
that we devote more resources to
medical care than any other country.
Some of this investment is produc-
tive, curing disease and alleviating
suffering. But it also leads to more
diagnoses, a trend that has become
an epidemic.

This epidemic is a threat to your
health. It has two distinct sources.
One is the medicalization of everyday
life. Most of us experience physical or
emotional sensations we don’t like,

and in the past, this was considered a
part of life. Increasingly, however,
such sensations are considered symp-
toms of disease. Everyday experi-
ences like insomnia, sadness, twitchy
legs and impaired sex drive now
become diagnoses: sleep disorder,
depression, restless leg syndrome
and sexual dysfunction.

Perhaps most worrisome is the
medicalization of childhood. If chil-
dren cough after exercising, they
have asthma,; if they have trouble
reading, they are dyslexic; if they are
unhappy, they are depressed; and if
they alternate between unhappiness
and liveliness, they have bipolar
disorder. While these diagnoses may

continued on page 10
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