














ADVICE ABOUT VOLUNTARY REPORTING

Report experiences with:
* medications (drugs or biologics)
* medical devices (including in-vitro diagnostics)
* special nutritional products (dietary
supplements, medical foods, infant formulas)
* other products regulated by FDA

Report SERIOUS adverse events. An event
is serlous when the patient outcome is:

* death

» life-threatening (real risk of dying)

* hospitalization (initial or prolonged)

« disability (significant, persistent or permanent)
= congenital anomaly

* required intervention to prevent permanent
impairment or damage

Report even if:

¢ you're not certain the product caused the
event

 you don't have all the details

Report product problems — quality, performance
or safety concerns such as:

* suspected contamination
¢ questionable stability

» defective components

* poor packaging or labeling

How to report:
* just fill in the sections that apply to your report
e use section C for all products except
medical devices
« attach additional blank pages if needed
* use a separate form for each patient

* report either to FDA or the manufacturer
(or both)

Important numbers:
* 1-800-FDA-0178 to FAX report
* 1-800-FDA-7737 to report by modem

* 1-800-FDA-1088 for more information or to
report quality problems

* 1-800-822-7967 for a VAERS form
for vaccines

If your report involves a serious adverse
event with a device and it occurred in a facility out-
side a doctor’s office, that facility may be legally required
to report to FDA and/or the manufacturer. Please notify
the person in that facility who would handle such reporting.

Confidentiality: The patient’s identity is held in strict
confidence by FDA and protected to the fullest extent of
the law. The reporter’s identity may be shared with the
manufacturer unless requested otherwise. However,
FDA will not disclose the reporter's identity in response to
a request from the public, pursuant to the Freedom of
Information Act.
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Product Recalls
August 10—September 6, 2000
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his chart includes recalls from the Food and Drug Administration (FDA) Enforcement Report for drugs, 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 Supplewent; Class of Recall: Problem

Cortef(r) Oral Suspension (hydrocortisone cypionate) 10 mg/5mt.,
in 4 fluid ounce units; Class II; Product may not always be effective for
the treatment of congenital adrenal hyperplasia

Lot # Ouantity and Distribution; Mamifacturer

Lot numbers: 62CAT, 63CAT, 64CAT, 23CRW, 24CRW, 04CJX, 05CJX,
19DAJ, 98DXA and 91DTM; 144,357 bottles distributed nationwide and
internationally; Pharmacia Corporation, Kalamazoo, Michigan

Marquee Brand Menthol Sore Throat Spray (Phenol 1.4%),
OTC, in 6-fluid ounce bottles; Class III; Product is missing the tamper
resistant protection

Lot #9JV0178 EXP 8/01; 10,452 bottles distributed nationwide; Perrigo
Company, Allegan, Michigan

New Life Colostrum(tm) Cream (unscented moisturizing/repair
skin cream), in 2-ounce jars; Class II; Microbial contamination—
Pseudomonas putida and Tsukamurella paurometabolum

Lot #A2106990 EXP 1/01; Undetermined quantity distributed nation-
wide, Puerto Rico and Canada; Vege-Kurl, Glendale, California.
Recalled by Symbiotics, Inc., Sedona, Arizona

Orasone(tm) 5 Tablets (Prednisone Tablets), 5 mg, in bottles of
1,000, Rx anti-inflammatory agent; Class IIi; Dissolution failure (18
month stability)

Lot #89335; 3,765 bottles distributed nationwide; Solvay Pharmaceuti-
cals, Inc., Baudette, Minnesota. Recalled by Solvay Pharmaceuticals,
Inc., Marietta, Georgia

Device recalls are classified in 2 manner similar to drugs, Class I, II 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 bitp.//wuww fda.gov.

Nawe of Diug or Supplement: Class of Recall: Problem

Diode-pumped Solid State Micro Lasers, for various uses
including academia and industry applications; Class Jl; The laser
product failed to comply with the Federal laser product performance
standard in that products lack: beam attenuators, key controls,
emission indicators, remote interlock connectors and labeling

Lot #: Quantity and Distribution; Manufactuiey

Model numbers 43XX, 45XX, 46XX; 40 units were distributed
nationwide; JDS Uniphase, Manteca, California

Laser Pointers, wide range in academic, industry and consumer use;
Class II; Noncompliance with performance with the Federal laser
product performance standard in that products lack beam attenuators,
emission indicators, remote interlock connectors, and required labeling

Polaris Model DPGL Series 1000, 2000, 3000, 3000F and Mode! DPIR
Series 1000 and 2000;1,280 units distributed nationwide; Casix, Inc.,
Chatsworth, California
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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 1-800-638-2772.

The CPSC web site is hitp.//www.cpsc.gov.

Nawme of Product: Problem

All-Terrain Vehicles; Throttles on these ATVs can stick, preventing
the ATV from slowing down when released. This can cause the vehicle
to lose control and crash, resulting in severe injury or death

Bassinets. Recall to Repair; Infants can become entrapped in an
opening between the bassinet's side and mattress platform and
suffocate. Additionally, fabric can separate from the metal frame.
Infants can be injured when they scrape against or become caught in
the frame

Lot 2 Quantity and Distribution: Manufactuyer

Some 1999 and 2000 Scrambler, Sport, and Xplorer 400 models.
Polaris dealers will help consumers determine if their ATV is part of
this recall; 13,600 sold nationwide from December 1998 through July
2000; Polaris Industries Inc., Minneapolis, Minnesota (800) POLARIS
www.polarisindustries.com

“Le Cradle Bassinette;” 46,000 sold nationwide from January 1989
through May 2000; Kids Line Inc., Los Angeles, California (866)
LECRADL (532-7235)

Bicycle Indoor Training Stands; Flywheels, which are red or blue
can fracture in use. Metal pieces of broken flywheels can hit riders or
bystanders, causing cuts and bruises

Minoura, Schwinn, Performance or Univega brand stands with painted
red or blue exposed flywheels; 29,500 sold nationwide from January
1989 through December 1994; Minoura Company Ltd., Japan, and
Minoura North America, Fremont, California (800) 601-9592
http://www.minoura.co.jp/voluntary_recall.htm

Busy Poppin’ Pals Toys; Small springs inside the toy can break
loose, posing a choking and laceration hazard to young children; Busy
Poppin’ Pals 13 inch long white plastic toy with blue, yellow and red
buttons, levers and knobs of various shapes that, when activated, make
animal characters pop up from under the toy’s base

Model # 5415; 420,000 sold nationwide from January 1996 through
August 2000; Playskool, Pawtucket, Rhode Island (877) 518-9743
www.hasbro.com/consumer/safety.html

Children’s Riding Vehicles; Vehicles’ battery charger or wires can
overheat, presenting fire and injury hazards to children

Model names: Prowler, Dodge Ram, Corvette, SPX Motorcycle and
Honda, powered by one 6-volt battery and manufactured before April
2000; 294,000 sold nationwide from July 1998 through April 2000 Tek
Nek Toys, Mokena, IHlinois (877) 446-7719

Children’s Riding Vehicles. Recall to Repair; Vehicles’ battery
chargers can overheat, presenting fire and injury hazards to children

Model names: Go-Kart, Beach Splash, Sun Dream, Trail Tracker,
Rescue Patrol, and Chevy Z-71 Pick-Up Truck powered by two 6-volt
batteries, and were manufactured from July 1995 to December 1996;
113,000 sold nationwide from July 1995 through December 1997;
Empire Industries, Tarboro, North Carolina (800) 872-1869

Children’s Riding Vehicles. Recall to Repair; Foot pedals, which
activate the ride-ons, can stick in the “on” position

Power Wheels Harley-Davitson model numbers 74290, 74293 (with a
red body) and 74298 (with a black body); 218,000 sold nationwide
from September 1999 through August 2000; Fisher-Price, East Aurora,
New York (888) 289-9292
hitp://www.fisher-price.com/us/help/harley.asp

Gas Grills; Grills can be difficult or impossible to turn off and the
temperature control can matfunction. This poses fire, burn, and
explosion hazards to consumers

Suitcase Grill Model #15-3597291; 950 sold nationwide from March
through July 2000; Williams-Sonoma Inc., San Francisco, California
(888) 779-5173

Gel Pens; Because these pens contain an extra spring, the end caps
can shoot off with great force, posing a risk of eye and facial injuries

8 & October 2000

Included with Icee Black notebooks and Icee Black notepads; 7,400
sold nationwide from June through July 2000; Colorbdk, Dexter,
Michigan (800) 366-4660



Name of Product; Problem

Go-Karts. Recall to Repair; Karts have guards designed to help
prevent entanglements, but riders’ long hair or loose clothing still can
become entangled in partially exposed rotating components behind the
drivers’ seats, causing death or serious injury

Inflatable Playrings for Babies; Soft surface covers the baby’s
nose and mouth, restricting airflow, and posing the risk of suffocation

CcOill,

Lot = Ouantity and Distribution: Mauufucturer

First group have serial numbers lower than 1757022. Second group
have serial numbers within ranges: 1757022 through 1855821, and
3000010 through 3050632; 91,000 sold under Manco, Phoenix, Fox,
Rattler and Coyote labels nationwide from January 1983 through July
2000; Manco Products Inc., Fort Wayne, Indiana (800) 293-0795
http://www.mancoprod.com/recall.htm

Used as an activity center and looks like a pool float; 18,000 sold
nationwide at Walmart stores, and One Step Ahead mail-order company
from July 1998 though April 2000; Kinderkids™ Lawrence, Kansas
(888) 433-6251

Nightshirts (Girl’s); Fail to meet federal children’s sleepwear
flammability standards, could ignite easily and present a serious risk of
burn injuries; Long sleeved with a pattern of brown bears wearing pink
pajamas and the words “p.j. bear” printed on a white background

Identification code “GPU CF79761" and “Carter's” are printed on a
label sewn into the collar; 1,000 sold nationwide from May through
August 2000; The William Carter Co. (Carter's), Morrow, Georgia (888)
339-2129 www.carters.com/recall.html

Propane Cylinders; Cylinders can have missing or damaged internal
seals in the cylinder valves

Sleeve over the tank has writing “Blue Rhino™ and a drawing of a blue
rhinoceros. Cylinders have either three stars arranged in a triangular
shape under the top knob of the valve or the writing “B-75-3" on the
side of the valve; 4,700 sold in Pennsylvania, New Jersey, Maryland,
Delaware, Virginia, West Virginia, Florida and Mississippi from May
through July 2000; R4 Technical Center—North Carolina LLC, of
Hamptonville, North Carolina (866) 802-4492 or Blue Rhino

(800) 258-7466

Shirts and Rompers; Buttons can come off, posing a small parts
choking hazard to young children

Boys baseball shirts and one-piece rompers sizes 3 to 36 months;
120,000 sold nationwide from January through July 2000; The
Children’s Place, Secaucus, New Jersey (800) 839-3144

Starting Fluid (lubricant to aid starting gas and diesel engines); Cans
can leak as a result of internal to external corrosion. Fluid is extremely
flammable, posing a fire hazard

113,000 cans sold nationwide from November 1999 through August
2000 under Penray, Super-X and Service Pro brand names in 10.1
ounce cans. Number printed on the dome of the can ranges from 9305
through 9365; Penray Companies Inc., Wheeling, Illinois (800) 323-
6329

Swings; Children can maneuver out of the restraints and fall out of the
swings, resulting in serious injuries

Swivel Rocker; The base of the chair can crack, causing the person
seated in the chair to fall.

Lift 'n Lock outdoor swing with plastic “T"-shaped restraint shield to
hold children (ages 9 months to 3 years) model numbers 2092, 75960,
75970, 75973 or 75980; 2.5 million sold nationwide from January
1991 through August 2000; Fisher-Price, East Aurora, New- York (800)
343-1502 www.fisher-price.com

Echo swivel rocker chairs model # 189930 and mode! # 199930; 1,440
sold nationwide from January through May 2000; Tropitone Furniture
Co., Irvine, California (800) 654-7000

Tangled Treeples Toys Included in Kids Meal; Bottom of
container can fit over a child's nose and mouth, which could pose a
suffocation hazard to children under 3 years of age

The toy is a green plastic container with small, blue plastic animal
figures inside; 425,000 included with Kids Meals at KFC restaurants
nationwide from June through July 2000; KFC Corporation, Louisville,
Kentucky (800) CALL-KFC http://www.kfc.com/SAFETY.htm

continued on page 10
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OUTRAGE, from page 12
unsubstantiated advice.

Clerks in 36 of the 40 stores recom-
mended 38 different products for breast
cancer. The most popular single prod-
uct was shark cartilage and oil, recom-
mended by 17 stores. The frequent
recommendation of shark cartilage
speaks volumes about the quackery
that continues to take place in health
food stores.

Shark cartilage producers Lane Labs-
USA, Inc. and Cartilage Consultants,
Inc. agreed on June 29, 2000, to settle
Federal Trade Commission (FTC)
charges that they made unsubstanti-
ated claims about the efficacy of two
products—Benefin and Skinanswer—
in the prevention, treatment and cure
of cancer. The FTC asserted that in
addition to the unsubstantiated effi-
cacy claims, the companies falsely rep-
resented that clinical studies have
shown that Benefin and Skinanswer
are effective in preventing, treating,
and curing cancer, and falsely repre-
sented that the Food and Drug Admin-
istration (FDA) has evaluated the
effectiveness of Benefin. In separate
settlements, both companies are pro-
hibited from making unsubstantiated
health-related claims about any food,
drug or dietary supplement. In addi-
tion, the proposed settlement with Lane
Labs and its president Andrew J. Lane
included a $1,000,000 judgment. This
penalty is excessively soft. It is too bad

that the FTC cannot jail Mr. Lane,
Other frequent recommendations
by clerks dealt with plant products,
particularly those that could be taken
in tea form, such as essiac and wheat-
grass. Dietary supplements were also
suggested by a number of stores, with
coenzyme Q10 and vitamin C being
the most frequent recommendations.
A very small fraction of health food
store clerks were reluctant to provide
any information to the University of
Hawaii researcher. Clerks in four
stores did not make any product rec-
ommendations, whereas in 36 stores,
one or more products were suggested.
Clerksin eight stores suggested tothe
researcher that her mother participate in
a planned program (usually provided
by the store), such as consultation with
a store specialist, a personalized pro-
gram of products, or diagnostic “tests.”
These tests included such preposterous
practices as muscle testing. In this scam
the subject holds a tube of supplements,
with the expectation that their muscles
will “give way” when holding the tube
with the supplement that the individual
is deficientin. Other outlandish tests are
iridology, using a flashlight with a scope
to examine the irises of the eyes for
parasites in the glands and organs and
blood analysis which involves testing
the blood for “parasites and crystals.”
Clerks in nine of the stores (23
percent) suggested complementary/
alternative medicine practitioners, usu-

ally naturopaths and acupuncturists for
treating breast cancer.

Clerks said that some products were
“immune-boosters,” for example, shark
cartilage, maitake mushroom, coen-
zyme Q10, vitamins, Astragulus, chlo-
rophyll, garlic, and una de gato. Others
claimed that some products worked by
being “cleansing,” and others by bring-
ing the body back into “balance.” One
store provided a pamphlet about the
importance of the “cleansing principle,”
with a list of the “signs and symptoms
of toxicity,” such as “circulatory defi-
cits,” “high blood fats,” and “fatigue.”
In one case, essiac herbal tea was
recommended because it is “a gentle
but deep cleanser.” Similarly, one store
manager explained that the red clover
(Trifolium pratense) “cleansed the
blood” and that cancer was “primarily
a blood disease.” A clerk stated that a
chlorophyll product “cleanses” and
“balances.” One clerk asserted that
fresh-water algae chlorophyll balances
the “acidic bodies” typical of cancer
patients by making the body alkaline.
Chlorophyll also cleanses the body by
“stimulating bowel movement, aiding
in the discharge of toxins from the liver
and kidneys,” the researcher was told.

A list of the 38 untested, unproven,
and possibly dangerous products rec-
ommended by the health food store
clerks can be found on page 11.

Patients with a diagnosis of cancer

continued on page 11

coil.

Nawe of Product: Problem

Toys Included with Kids Meals; Bottom of container can fit over a
child’s nose and mouth, which could pose a suffocation hazard to
children under 3 years of age; Plastic, barrel-shaped container with
small, plastic tomato and ravioli figures inside

Lot # Quanlily and Distributiow: Manufacturer

310,000 offered with kids meals sold at Fazoli's restaurants nationwide
from January through August 2000; Fazoli's Management inc.,
Lexington, Kentucky (877) 401-7408 www.fazolis.com/recall.html

Walkers (three-sided push toy); Young children leaning forward
on the front of the toys can tip them over and fall. Also, the windshield
wipers on some of the toys, which stick out, can injure young children
when they fall

Get Up & Go Walkers; 246,000 sold nationwide from July 1997
through August 2000; Fisher-Price, East Aurora, New York (800) 343-
1502 www_fisher-price.com

Weather Radios; Radio can fail to decode certain signals broadcast
by the National Weather Service or can provide incorrect warnings of
severe weather that puts lives and property at risk

10 & October 2000

Model number WR-122 printed on the bottom. Writing on the radio
reads “NOAA Weather Radio” and “OREGON SCIENTIFIC;" 10,000 sold
nationwide from December 1999 through July 2000; Oregon Scientific
Inc., Tualatin, Oregon (800) 869-7779 www.websitetoday.net/osi



OUTRA_GE’f i p age 1 . Untested And Unproven Products Recommended For Metastatic
have a nghF to decide what level of risk Breast Cancer By Health Food Store Clerks
they are willing to accept in the treat- Number of Stores
ment of their disease. We feel strongly Herbs
that fully informed cancer Patients Agaricus mushroom 1
should have access to experimental Butterbur 1
treatments before these receive formal Chinese herbal combination product 1
Food and Drug Administration (FDA) Chlorella 1
approval if they and their doctors de- Chlorophyll 2
cide there is a sound basis for t.hmkmg Essiac combination produ(:[ 8
that an experimental treatment may Flax seed oil 3
slow the progress of the disease or Garlic 2
improve quality of life. Infact, the FDA Huang chi (4stragalus) 2
has had a long-standing policy of ex- Kombucha mushroom 1
pediting access to experimental treat- Maitake mushroom 7
ments for patients with serious and Mistletoe 1
life-threatening illnesses. Mushroom essence 1
The agency now operates the FDA Pau d'arco 3
Oncology Tools web site at: Pine bark extract 3
www.fda.gov/cder/cancer. The On- Red clover 2
cology Tools page was developed by Seaweed 1
the FDA'’s Division of Oncology Drug Una de gato 2
Products. The new web site will make Wheatgrass 5
it easier for patients to obtain reliable Nutritional and Food Supplements 2 = el o
information about different types of Antioxidants 1
cancer and treatments, as well as clini- beta-carotene 1
cal trials and patient support groups. Coenzyme Q10 5
Cancer is a frightening disease, mak- DHEA 1
ing some patients exceptionally vulner- Germanium 4
able to swindlers selling cures. We can IP-6 (vim@n B derivative) 4
think of little that is lower than health Multivitamins 3
food store charlatans selling false and Selenium 2
usually expensive hope, in the form of Vikmins: & G, E 3,52
dietary supplements and herbs, to can- Biological Products
cer patients and their families. Bee propolis 1
Fish oils (omega 3,6) 1
What You Can Do Natural progesterone 1
You should not, and cannot, rely on Pancreatic enzyme 2
the advice of a health food store clerk Parasite-killing agent 2
for health information. Shark liver oil 2
Shark cartilage 17
Thymus extract 1
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Victimizing the Vulnerable

Health Food Store Recommendations For Breast Cancer Patients

esearchers from the Cancer
R Research Center of Hawaii, part

of the University of Hawaii, sur-
veyed the recommendations for breast
cancer made by clerks working in
health food stores on the island of
Oahu. The results of the survey were
published in the August 2000 issue of
Archives of Family Medicine. The sur-
vey was conducted in 40 stores be-
tween April and August 1998.

One of the researchers represented
herself as the daughter of an advanced
breast cancer patient with bone me-
tastases and told the health food store
clerk that she was looking for cancer
products for her mother. She said her
mother had asked her to find out what
was available because it was hard for
the mother to talk about her disease in
public. The “daughter” indicated that

this was the first store she had visited
and that she was there just to gather
and record information, not to pur-

= = TS
The most
popular single
product was
shark cartilage
and oil
s B I )

chase anything at that time.
The clerks’ most common way of
providing information was referral to

information sources on cancer and
alternative medicine. Twenty-one stores
(53 percent) directed the researcher to
books, articles, and brochures, includ-
ing promotional material with ingredi-
ent lists, physician and patient
testimonials about various products’
effectiveness, and general advice such
as information about blood analysis,
and parasite treatment.

The most popular in-store reference
or suggested book to purchase was
Prescription for Nutritional Healing. Five
stores kept this publication on hand to
be used as a reference by clerks and
customers. This book is most notable
for its inclusion on the QuackWatch list
of Nonrecommended Books because it
promotes misinformation, espouses
unscientific theories, and/or contains

continued on page 10
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