










Product Recalls 
December 9, 1999-]anuary 5, 2000 

T his chart includes recalls from the Food and Drug Administration (FDA) Enforcement Report fro drugs and Consumer 
Product Safety Commission (CPSC) recalls of consumer products. 

Notice that among this months recalls is a Class I recall of Albuterol, an inhalation aerosol for asthma, manufactured by 
Schering Laboratories, Inc., of more than 190,000 units which failed to contain the drng. 
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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 website is http://www.fda.gov. 
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Acetaminophen (Medi-First) 500 rng, OTC pain reliever, packaged in 2 
tablet unit dose packets; Class Ill; Mislabeling-Exterior holdlnw 
dispensing cartons labeled as non- aspirin ibuprofen 200 111J 

Acetaminophen Caplets Extra Strength, 500 rng, bottles of 100, 
OTC pain reliever; Class Ill; Mislabeling-Some bottles were 
incorrectly labeled as containing ibuprofen (200 rng) 

Acetaminophen Tablets Extra Strength, 500 rng, bottles of 100, 
OTC pain reliever under the following brand names: ARBOR, Chateau, 
Drug Guild, Equate, Food Lion, Good Sense, Kroger, Marquee, Nex, 
Shurtine, Spartan, Stop & Shop, Top Care; Class II; Tablet discolora­
tion due to mold (penicillin) 

Albuterol, Inhalation Aerosol, (Warrick Pharmaceuticals brand) 17 g, 
200 metered inhalations, Rx indicated for the prevention and relief of 
bronchospasm; Class I; Some units fail to contain active ingredient 

Ammonia Inhalants (Alcohol35%, Ammonia 15%), in 0.33 ml 
ampoule, 12 units per box, used to prevent or treat fainting via nasal 
inhalation; Class II; Mislabeling-Holding carton incorrectly labeled 
as amyl 

Clobetasol Propionate Topical Solution, 0.05%, in 25 and 50 mL 
bottles, Rx used as a topical treatment of dermatoses of the scalp; 
Class Ill; Exceeding USP total related substances testing prior to 
expiration date 

Compressed Medicinal Oxygen in Steel Tanks, (E, D, and M size), Rx 
drug for breathing therapy; Class Ill; Current good manufacturing 
practice deviations, including but not limited to lack of oxygen assays 

Dlabetae (Giyburide) Smg, 1 00 tablet bottles, Rx, for use as an adjunct 
to diet to lower the blood glucose in patients with non insulin­
dependent diabetes mellitus (Type II); Class Ill; Immediate bottle label 
shows two strengths 5 MG and 25 MG 

..WOES Capsules (kava kava, guarana, grape seed, uva ursi, com silk, 
cascara segrada), OTC in 12 count packages; Class Ill; Product WdS 

marketed without an approved new drug application 
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Lot #2091 EXP 7/03; 448 cartons distributed nationwide; Future Pak 
Ltd., Farmington Hills, Michigan. Recalled by Textilease Medique, Inc. 
(TMI), Skokie, Illinois 

Lot #9JE0735 EXP 9/02; 71,100 bottles distributed nationwide; Perrigo 
Company, Allegan, Michigan 

Lot #8EC037; 44,736 bottles distributed nationwide; Perrigo Company, 
Allegan, Michigan 

Batch #9-BBS-525 EXP 8/01; 190,679 units distributed nationwide; 
Schering Laboratories, Inc., Kenilworth, New Jersey 

Lot #3398C EXP 3/03; 40,608 inhalants distributed in undetermined 
area; James Alexander Corporation, Blairstown, New Jersey. Recalled 
by Moore Medical Corporation, New Britain, Connecticut 

Numerous lot numbers; 349,026 units distributed nationwide; 
Alpharrna USPD, Inc., Baltimore, Maryland 

Various lots produced between 8/7/98 and 8/17 /99; 6,000 cylinders 
distributed in Georgia; Option Care, Covington, Georgia 

Lot #0017181 EXP 6/01; 840 bottles distributed in New York; Med-Pro, 
Inc., Lexington, Nebraska 

All lots; 288 units distributed in undetermined area; Spectrum 
Distribution & Marketing, Inc., Beverly Hills, California 
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Ethex Dlsopyramlde Phosphate Extended-Release Cap· 
sules, 150 mg, in 100 capsule bottles, Rx for the treatment of 
documented ventricular arrhythmias; Class II; Dissolution 
failure 

Fluoclnolone Acetonlde Topical Solution, 0.01 %, in 20 and 
60 mL bottles, Ax non-sterile, topical solution used to treat 
corticosteroid-responsive dermatoses; Class Ill; Subpotency 

Fluoclnonlde Cream, 0.05%, in 30 gram tubes, Ax used as a 
topical corticosteroid; Class Ill; Subpotency at 24 month 
stability 

Hemorld.E Hemorrhoidal Suppositories, (Zinc Oxide 11 %/ 
Phenylephrine Hydrochloride 0.25% ), in boxes of 12; Class Ill; 
Subpotency of phenylephrine (stability testing) 

Hemorrhoid Preparation Suppositories (Rugby) in cardboard 
box containing 12 suppositories, OTC; Class II; Labeling­
Product lacks pregnancy-nursing warning 

Ibuprofen Tablets, 200 mg, bottles of 100, OTC pain reliever; 
Class Ill; Superpotency-Some tablets may be oversized 

Klaron® Lotion (Sodium sulfacetamide), 10%, in 2-ounce and 8-
mL units, Rx indicated for the topical treatment of acne 
vulgaris in individuals who have sensitive skin; Class Ill; 
Subpotency at stability 21 months 

Klonopln (brand of Clonazepam) Tablets, in bottles of 1 00 
tablets, Ax used in the treatment of seizure disorders: 0.5 mg, 
1.0 mg, 2.0 mg; Class Ill; Product had incorrect expiration 
date on label 

Levothrol~ Tablets (levothyroxine sodium tablets), 75 meg, 
100 meg, 125 meg, 137 meg, 150 meg, 175 meg, 200 meg 
100 count, Rx, indicated as replacement or substitution 
therapy for diminished or absent thyroid function; Class II; 
Subpotent 

Muscle MaglcJE Topical Analgesic CrEme (Methyl Salicylate 
10%, Menthol1% ), in 16-ounce and 8-pound units, OTC 
intended for effective temporary relief of minor pain and 
soreness of muscles and joints; Class Ill; Stability-Non­
uniformity in potency results to support labeled expiration date 

Neomycin and Polymyxin B Sulfates Solution for Irrigation, 1 
mL Ampul, for Schein Pharmaceutical label; Class II; Current 
good manufacturing practice deviations-Lack of data to 
support process validation(s) and defect investigations 

Lot #; Qnaulitr am/ /Ji.\lrilmtiou: .llalll!/itc/nrer 

Lot #L 14596 EXP 3/29/02; 6,338 1 DO-capsule bottles distributed 
nationwide; KV Pharmaceutical Company, Maryland Heights, 
Missouri. Recalled by Ethex Corporation, St. Louis, Missouri 

All lot numbers within expiration date; 219,079 units distributed 
nationwide; Bausch and Lomb Pharmaceuticals, Inc., Tampa, 
Florida 

Lot #7F306 EXP 6/00; 10,032 tubes distributed nationwide; Taro 
Pharmaceuticals, Bramalea, Ontario, Canada. Recalled by Taro 
Pharmaceuticals USA, Inc., Hawthorne, New York 

All unexpired lots; 1,227,948 units distributed nationwide and 
Puerto Rico; G&W Laboratories, Inc., South Plainfield, New Jersey. 
Recalled by Consumer Health Care Group, Parsippany, New Jersey 

Lot #906226; 1,182 boxes distributed nationwide; Hi-Tech 
Pharmacal, Inc., Amityville, New York. Recalled by Rugby Laborato­
ries, Norcross, Georgia 

Lot #9GE0151; 4,200 bottles distributed nationwide; Perrigo 
Company, Allegan, Michigan 

Lot 85292 EXP 1/00 and Lot 84899 EXP 9/99; Firm estimated that 
there were no trade units left on the market and approximately 1000 
(12 x 8 ml) units remained in the field at time of recall initiation, 
distributed nationwide and in the Caribbean; Rhone-Poulenc Rorer 
Pharmaceuticals, Collegeville, Pennsylvania 

Code and Expiration date: U0003 11/00, U0004 11/00, U0501 
12/00, U050212/00, U100211/00; 79,013 units distributed 
nationwide; Roche Pharma, Inc., Humacao, Puerto Rico. Recalled by 
Roche Laboratories, Inc., Nutley, New Jersey 

Lot Numbers: 1991 EXP 07/00, 99813, 109810, 109811 EXP 10/00, 
10984,10985,11981,11982 EXP 11/00,109813,119842,119844 
EXP12/00, 19914,19912,19913,19917,19918,19919,19926 
EXP 01/01, 2994 EXP 02/01; 251,34 7 1 DO-count bottles distributed 
nationwide; Forest Pharmaceuticals, Inc., Cincinnati, Ohio 

Lot Numbers: 7H39 and 8E53; 1,532 16-ounce and 408 8-pound 
containers distributed in Nevada, New York, Pennsylvania, and 
Texas; Mission Pharmacal Company (MPC), San Antonio, Texas 

Lots 96L260, 978320, 978910, 97F160, 97F220, 97J110, 97J320, 
98A350, 98A830, 988190; 876,375 units distributed nationwide 
and internationally; Steris Laboratories, Inc., Phoenix, Arizona 
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Norco Tablets 10mg/325 mg Hydrocodone Bitartrate/ Acetami­
nophen, Physician Samples, Cartons of 30's containing 15 
units of 2 tablets, Rx indicated for the relief of moderate to 
moderately severe pain; Class Ill; Labeling lacks approval 

Novollrul70130 PenFIIIA: (70% NPH, Human Insulin lsophane 
suspension 30% Regular, Human Insulin Injection-recombi­
nant DNA origin), 1.5 mL cartridges, 100 units/mL (U-1 00) in 
cartons of 5, Rx, intended usage is for individuals diagnosed 
with diabetes requiring Injections of insulin as prescribed by 
their physician; Class Ill; Mislabeling-Label lacks listing of 
phenol 0.068% as ingredienVpreservalive 

Pepcld (Famotldlne) Tablets, 20 mg repacked In unit dose 
blisters, Rx, overpackaged by Haines Pharmaceuticals; Class 
Ill; Repacking error-Some units may contain a multivitamin 

Phenylephrine Hydrochloride Ophthalmic Solution, 10%, 
5 mL dropper bottle, for Steris, Schein Pharmaceutical , 
Ophthalmics and Ocusoft labels; Class II; Current good 
manufacturing practice deviations-Lack of data to support 
process validation(s) and defect investigations 

Tebamlde (tm) Supposltorln (Trimethobenzamide), 200 mg, 
in boxes of 10 and 50, Rx used to control nausea and 
vomiting; Class Ill; Subpotency of Benzocaine and/or lack of 
assurance Benzocaine levels will remain within specification 
over labeled expiration date 

Tlnactln Antifungal Powder (tolnaftate 1%), in 45, 90, and 
108 gram shaker bottles, OTC topically applied antifungal 
powder; Class Ill; Subpotent (stability) 

Triamcinolone Acetonlde Cream 0.1 % in 1 pound jars, under 
the following labels: NMC Laboratories, Rugby Laboratories, 
Major Pharmaceuticals, Schein Pharmaceuticals; Class Ill; 
Lack of assurance that product will meet potency specification 
over labeled expiration date (superpotency) 

Trlllsate Tablets (Choline Magnesium Trisalicylate), 750 mg, 
500 count bottles, Rx nonsteroidal anti-inflammatory, 
analgesic and anti-pyretic preparation; Class Ill; Subpotent 
(choline content) 
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Lot number and expiration date: 53902R96F, 53903R96F, 
53901R96F, 53904R96F 11/98, 53904J98F 09/00, 53903M98F, 
53910M98F 10/00, 53901R98F, 53904R98F 11/00,53901A99F, 
53902A99F I 53903A99F I 53904A99F 01/01, 53901 C99F 03/01; 
222,472 cartons distributed nationwide; Watson Laborataories, 
Inc., Corona, California 

Lot Numbers: 9G14006 EXP 7/01 and 9J14015 EXP 9/01; 59,080 
cartridges distributed nationwide; Novo Nordisk A/S, Bagsvaerd, 
Denmark. Recalled by Novo Nordisk Pharmaceuticals, Inc., 
Princeton, New Jersey 

Lot #4616 EXP 10/99; 75,000 individual units distributed in Ohio, 
Massachusetts, Tennessee; Haines Pharmaceuticals Division, 
IMDS, Inc., Pompano Beach, Florida. Recalled by AmeriSource 
Health Services Corporation, Columbus, Ohio 

Lots 96L290, 97C660, 97J100, 97J840, 98D880; 150,242 units 
distributed nationwide and internationally; Steris Laboratories, 
Inc., Phoenix, Arizona 

Numerous lot numbers; 168,816 units distributed nationwide; 
G&W Laboratories, Inc., South Plainfield, New Jersey 

Code 45 Gram: 8E15AAG, 8E16AG, 8E17AG, 8E18AG, 8H16AAG, 
8H17AG, 8K24AAG, 8M03AG, 8N12AG; 90 Gram: 8E10AG, . 
8E11AG, 8E13AG, 8E14AG, 8E15AG, 8E12AG 8E18AAG, 8G01AG, 
8G01AAG, 8H13AG, 8H14AG, 8H15AG, 8H16AG; 100 Gram: 
9A06AG, 9A07AG, 9A08AG; 428,000 units distributed nationwide; 
Ash Corporation, Gulfport, Mississippi. Recalled by Schering­
Piough HealthCare, Memphis, Tennessee 

Numerous lot numbers; 102,381 units distributed nationwide; 
Alpharma USPD, Inc., Lincolnton, North Carolina 

Lot #71G1 EXP 3/01; 792 bottles distributed nafionwide; The P.F. 
Laboratories Totowa, New Jersey. Recalled by The Purdue 
Frederick Company, Inc., Norwalk, Connecticut 
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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 (CPSC), call their hotline at 1-800-
638-2772. The CPSC website is http:/ /www.cpsc.gov. 
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Backpack Child canters; Recall to Repair; The seat height adjustment 
strap on these carriers can slip out of the buckle. A child can slide 
downWdrd in the seat unexpectedly and could fall out of the carrier 

Candles; The painted surfaces on these candles can igntte, spar!<, bum 
rapidly, and drip wax, posing a fire hazard 

candles; Candle holder can crack when the burning wick touches the side 
of the glass, causing lacerations 

candles; The gold coating on these candles can ignite, posing a fire 
hazard 

Chrls1mas Ughts; Lights have undersized wires that can easily pull out 
of the plugs and individual light sockets, posing fire and shock 
hazards 

Infant car Seats/Carriers, Recall for repair; When used as an infant 
carrier, the handle can unexpectedly move from the intended 
carrying position, causing the seat to suddenly rotate 

Magnet Games; Paint on the magnets' metal figures contains amounts 
of lead that exceed federal standards for children's products 

Mountain Bicycles; Frames can break apart, causing falls and serious 
injuries to riders 

Mountain Bicycles; Frames can break apart, causing falls and serious 
injuries to riders 

Pokemon Ball; Either ha~ of the ball can become stuck on a child's 
face, creating a suffocation hazard to children under three years of 
age 

Selecta Wooden Toys; Balls Included with toys are banned because 
they present a serious risk of choking death to young children 

Sweatshirts; Zipper pulls can detach, posing a choking hazard 

l.ol #; Qlllllllil)' anti IJi.,lrilmtion: .lltlllt~jacturer 

KI.D.S. Expedition, Trek, Explorer, Country, Elite and Town models; 26,000 
sold nationwide from March through December 1999; Kelty, Boulder, 
Colorado (800) 423-2320 YMW.kelty.com 

Neiman Marcus "CerArte" candles in 22 different styles with painted metallic 
surfaces; 5,600 sold nationwide at Neiman Marcus stores through December 
1999; Neiman Marcus Group, Inc., Dallas, Texas (800) 685-6695 

Millennium candles in martini glass and sold in various fragrances; more than 
3,CXXJ sold from Odober through Noventer 1999 at SAMS CLUB Stores 
nationwide; Hanna's Candle Co., Fayetteville, Arkansas (888) 242-6627 

Golck:olored candles shaped like a Christmas tree or Cherub; 6,300 sold at 
Fashion Bug and Fashion Bug Plus stores nationwide from November through 
Decerrtler 1999; Fashion Bug, Bensalem, Pennsylvania (800) 478-2957 

Miniature lights and icicle-style lights; 100,000 sets sold In Pennsylva­
nia, Delaware, New Jersey and New York from November through 
December 1999; Jingle Bell Enterprises Inc., Philadelphia, Pennsylvania 
(800) 334-9627 

Model names: Infant Rider, Secura, Travel-About, Plus 4, Plus 5, Kolcrafl 
Infant Restraint, Kolcraftlnfant Car Seat and Playskoollnfant Car Seat 
manufactured from January 1, 1993through June 30, 1999; 754,000 sold 
nationwide; Kolcrafl Enterprises, Chicago, Illinois (877) n6-2609 

Magnetic Butterfly Rainbow--Item No. 6652-16, Magnetic Frog Fantasy­
Item No. 6653-16, and Magnetic Coral Reef CollaQEr~em No. 6654-16; 
21 ,000 sold nationwide from January through November 1999; Safari Ltd., 
Miami, Florida (800) 615-3111 

ABT 2000 rnodel16368; 3,700 sold a Sears stores nationwide from April 
1998through September 1999; Royce Union Bicycles Co. Inc., Hauppauge, 
New Yor1< (888) 366-3828 

ALX 1CXXJ model26809, ALX 1500 model26849, Aluminum 300 model 
number K6809; 1 8,600 sold nationwide from June 1998through September 
1999; Huffy Bicycle Co., Miamisburg, Ohio (800) 872-2453 

Included with Burger King kids meals, balls are plastic containers that hold 
Pokemon figures; 25 million sold nationwide; Burger King Corporation. 
Return ttem to any Burger King. 

Quatrino, Sorting Box and Favela shape sorter toys, and Kugelbahn ball chute 
toys; 2,400 sold nationwide from January 1997through November 1999; 
Kathe Kruse Doll Co., Troy, New Yor1< (800) 932-7141 

Long-sleeved pink or blue wtth heart-shaped zipper pull sold in size infantS 
months-girl size 16; 5,300 sold at Nordstrom stores nationwide in 
December 1999; Nordstrom Inc., Seattle, Washington (800) 695-8000 
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Primary Care, from page 5 
the United States: "It was the best of 
times, it was the worst of times, it was 
the age of wisdom, it was the age of 
foolishness, it was the epoch of belief, 
it was the epoch of incredulity, it was 
the season of Light, it was the season 
of Darkness, it was the spring of hope, 
it was the winter of despair, we had 
everything before us, we had nothing 
before us, we were all going direct to 
Heaven, we were all going direct the 
other way." For a primary care physi­
cian in the United States, the experi­
ence of managed care is just such a set 
of contradictions. Primary care physi­
cians are loved, and they are defiled. 
They are the answer to the problem of 
too easy access to specialty care, and 
they are the cause of the problem of 
too difficult access to specialty care. 
They are empowered by their control 
of capitated budgets, and they are 
damned for controlling these budgets. 
They have been liberated from the 
corrupting temptations of fee-for-ser­
vice medicine, and they have been 
seduced by the wickedness of fman­
cial incentives to limit care. They are 
expected to compensate for a seri­
ously deficient system of health insur­
ance fmancing, and they are victims of 
the grave limitations and discontinuities 
of the financing system. They are the 
type of physician everyone really 
needs, unless of course the person is 
actually ill, at which point a more 
qualified specialist should take over. 

We continue to await the unam­
biguous arrival of the golden age of 
primary care in the United States. 
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The Insider, from page 5 
Wigand could recite the damnable 
facts as a former high level execu­
tive. This may help to explain Brown 
and Williamson's reaction to the 
movie's release. The company ac­
cused Disney of stretching the 
truth-an ironic claim from a ciga­
rette manufacturer-and warned 
that it might sue. It also commis­
sioned a survey 
of movie pa­
trons, evidently 
designed to 
support its pre­
dictable allega­
tion, as part of 
any libel ac­
tion, that the 
movie inflamed 
public preju­
dice against the 
company and 
caused it finan­
cial harm. 

To briefly 
correct the 
film's view of history, the shot that 
launched the revolution was actu­
ally an award winning investigative 
piece by another 60 Minutes pro­
ducer, Walt Bogdanich, then with 
ABC News, who in February 1994 
exposed tobacco manufacturers' se­
cret manipulation of nicotine to 
addict smokers--more than a year 
before Wigand was interviewed. 
Bogdanich's expose featured an in­
terview in silhouette of the premier 
whistle blower, a former employee 
of RJ Reynolds code named "Deep 
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Cough." The startling report galva­
nized the U.S. Food and Drug Ad­
ministration to open its historic 
investigation of tobacco, prompted 
Congress to convene the hearing in 
which seven tobacco chief execu­
tives swore that nicotine was not 
addictive, and led to the filing of the 
first ever class action litigation on 
behalf of injured smokers-events 

that helped in­
spire Wigand 
to come for­
ward. 

So it seems 
oddly banal 
when Pacino's 
self righteous 
Bergman ex­
claims to his 
superiors, as if 
by revelation, 
"Big Tobacco is 
a story!" Ulti­
mately, how­
ever, the film's 
failure to tell 

the complete tobacco story does not 
diminish the power of its message. 
As bad as CBS looks, Big Tobacco 
fares worse. Perhaps the foremost 
impression is--in best Disney style­
the tobacco bosses' personification 
of evil. Brown and Williamson's 
Thomas Sandefur verily drips the 
stuff. 

By fueling public revulsion, the 
film should help speed the growing 
cultural tide against the tobacco in­
dustry and its lethal product-a valu­
able contribution by any measure. 

The Health Research Group was co-founded 
in 1971 by Ralph Nader and Sidney Wolfe in 
Washington, D.C. to fight for the public's 
health, and to give consumers more control 
over decisions that affect their health. 

Material in the Health Letter may not be re­
printed without permission from the Editor. 
Send letters and requests to HEAL Til LE1TER, 
Editor, 1600 20th St., NW, Washington, D.C., 
20009. 

Annual subscription price is $18.00 (12 is­
sues). Mail subscriptions and address changes 
to Health Letter, Circulation Department, 1600 
20th St., NW, Washington, D.C., 20009. 

Our Web site address is-~ 



Debate on FDA's Recent Decision on Herbal Products 

T he following is an NBC News tran­
scriptofthe]anuary8, 2000Satur­

day Today Show where Dr. Sidney 
Wolfe, Director of Public Citizen's 
Health Research Group, and William 
Soller of the Consumer Health care Prod­
ucts Association debated the FDA :s- re­
cent decision to allow herlJalsupp/ement 
manufacturers to sell products without 
proving their safety or effectiveness. 

Len Cannon (anchor): The Food and 
Drug Administration said this week mak­
ers of vitamins, herbs and diet supple­
ments can market their products for 
natural conditions like morning sick­
ness, hot flashes and memory loss with­
out having to prove they're either safe or 
effective. The ruling has set off a fJ.restorm 
of debate. Dr. Sidney Wolfe is director of 
Public Citizen's Health Research Group, 
a consumer advocacy organization. Wil­
liam Soller is with the Consumer 
Healthcare Products Association, which 
represents over-the-counter drug mak­
ers. Good morning to you both. Dr. 
Wolfe, I will start with you. The FDA has 
given the green light on this. It goes into 
effect February 5th. What's wrong with 
the law? 

Dr. Sidney Wolfe (Public Citizen :s­
Health Research Group): Well, the FDA 
won kudos around the world about 40 
years ago because they kept a drug off 
the market, thalidomide, which had 
caused hundreds of deforming birth 
defects in countries around the world. 
FDA said, 'This drug is too dangerous.' 
And because of safety reasons, a drug 
which is used to treat morning sickness 
in pregnant women, was kept off the 
market. Americans were spared. Now, 
based on what the FDA has said this 
week, a woman who is pregnant, who 
has morning sickness could walk into a 
store, pick up an herbal supplement or 
some kind of dietary supplement that 
can be advertised as saying, 'This is 
good for morning sickness.' She may 
not know because they may not have 
tested to see whether this drug causes 
birth defects, whether this drug was 
effective. So we've really taken a big 
step backward. In the last five years, the 

sales of herbal supplements and so 
forth have risen enormously. It coin­
ddes with the period when the FDA 
was road blocked from requiring safety 
and efficacy studies. Some companies 
do some tests to see whether the 
product's pure, but a third of herbal 
preparations found in California were 
contaminated with lead, or arsenic, or 
other kinds of drugs. 

Len Cannon: All right, let me stop 
you there and let me go to William Soller 
to respond to that. He's basically saying, 
Mr. Soller, that the consumers are being 
left unprotected. They put these supple­
ments on the market, they don't have to 
be proven or regulated by the govern­
ment. And is that true? 

Mr. William Soller (Consumer 
Hea/thcareProductsAssociation): That's 
not true. Dietary supplements as mar­
keted under the new rule, it's a regula­
tion, as well as the 1994law on which the 
rule is based, are safe and provide impor­
tant health benefits. What the rule does 
is provide the FDA with the benchmark, 
the standard, for its enforcement activi­
ties. And overall, this should be a good 
thing for consumers. The important thing 
to remember is that we have had five 
years of experience, since 1994, with the 
passage of the Dietary Supplement and 
Education Act. There have been no 
safety meltdowns. It's been nothing but 
a success story. And I'll remind you that 
when it was passed, this was one of the 
greatest grassroots efforts Congress ever 
saw in passing a piece of legislation. 
Consumers want to choose the right 
product. The rule, based on the 1994 
law, will help them to do that. 

Len Cannon: So, Sid Wolfe, let me ask 
you something. Is--do you have proof 
that these supplements, herbs, vitamins, 
have caused any problems, any safety 
hazards in the past few years? 

Dr. Wolfe: There is, actually. Most of 
the studies that have been published 
showing bleeding problems, liver toxic­
ity, kidney toxidty. I talked to a world 
expert kidney doctor in Oregon. A pa­
tient of his had to have a kidney trans­

plant because of using some herbs. So 
there are a number of published reports 

showing that herbal-or herbal and other 
food supplements--can cause problems. 
Dr. Soller says that these are safe, but the 
companies are not required by the FDA 
to show evidence that they're safe. A 
woman, again, as I said before, with 
morning sickness, could pick up in a 
health food store or a drugstore, for that 
matter, an herbal supplement that has 
never been checked out to see whether 
they cause birth defects. So it's nice to 
hear these homilies about, 'Trust us. It's 
safe and effective.' That's what the drug 
industry said 100 years ago. And fmally, 
we had to have laws requiring, before a 
drug came on the market instead of 
afterwards, proving it's safety and effi­
cacy. Even if the FDA has a suspidon, 
which they have a lot of times about the 
dangers of some of these substances, 
they can't take them off the market. 

Len Cannon: Well, let me get Mr. 
Soller to respond here. Mr. Soller, is it 
true that if the government isn't regulat­
ing these products, then--then who's 
watching out for the consumer? 

Mr. Soller: The government is regulat­
ing the products. And what we need to 
do is to cut through the hyperbole. The 
Food and Drug Administration and the 
Federal Trade Commission have ample 
enforcement authority that was not taken 
away in 1994 with the Dietary Supple­
ment Health Education Act. In fact, it is in 
place. And both the FDAand the FTC can 
take unsafe products off the market. .. 

Dr. Wolfe: After enough people have 
been killed. 

Mr. Soller: They preapprove the di­
etary supplements that are new ingredi­
ents. And they can ensure that the 
labeling and the advertising is safe and 
not misleading. 

Len Cannon: All right. Mr. Soller .. . 
Mr. Soller: These-this category .. . 
Len Cannon: Mr. Soller and Dr. 

Wolfe, thank you so much for joining us. 
I know you want to keep talking about 
this. We've run out of time. 

Dr. Wolfe: People need to watch out 
when they go to the drugstore. They 
need to watch out. 

Len Cannon: Thank you so much for 
joining us, both of you. 
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Flu Epidemic May Be Just a Flu Advertisement 

D r. Sidney Wolfe appeared in the 
following ABC World News To­

night story on january 11, 2000. 1be 
anchor was Peter jennings and the 
reporter was Ned Potter. 

Peter jennings: We are, many of you 
know, deep in the flu season. If we 
haven't had a touch ourselves, surely 
we know someone, who knows some­
one who has. There have been enough 
stories about how bad the flu is this year. 
That's the conventional wisdom. And 
then 1be Wall Street journal suggested 
that maybe there wasn't as much flu as 
there was advertising about flu. So we 
asked ABC's Ned Potter to check it out. 

Ned Potter: Emergency rooms are 
crowded with cases in some dties, and 
doctors take them seriously, 20,000Ameri­
cans could die from the flu this year. 

Dr. Dan Merges (San Francisco Eden 
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Medical Center): All of us are exhausted. 
Our nurses are absolutely frayed. The 
doctors are frayed. It's really been, it's 
been a real grind for us. 

Ned Potter: But according to the Cen­
ters for Disease Control, this year may 
not be any worse than the last several 
years. Look at this graph, showing how 
flu deaths rise each autumn. They reached 
epidemic levels in 1997, in '98, and again 
this last fall. So why is there an epidemic 
of attention now? Some doctors think it's 
less a matter of medidne than of market­
ing. Relenza, from Glaxo Wellcome, and 
Tamiflu, made by Roche, are billed by 
their makers as the first new flu medica­
tions in 30 years. The sales pitch is big­
time. On dty streets, actors hand out 
Granny's Chicken with Soup mix, with 
the message that you need more than 
chicken soup, you need Tamiflu. Local 
reporters get news releases from Roche. 

~0 

"Flu season strikes" in their dty. The 
result, Roche readily takes credit for 
sending people to the emergency room. 

Mike McGuire (Roche Marketing Di­
rector): We do believe that our PR efforts 
and our direct to consumer efforts are 
really raising awareness with consumers 
in driving them in for treatment sooner 
than what they have done before. 

Ned Potter: Consumer groups say it's 
all hype. They argue the new drugs are 
expensive and don't even work very 
well. 

Dr. Sidney Wo/fe(Author, "Worst Pills, 
Best Pills''): These drug companies are 
inflaming people's worries about the flu 
in order to sell their drugs. 

Ned Potter: Doctors agree, the flu is 
serious, but some of them say the drug 
companies campaign has reached epi­
demic proportions. Ned Potter, ABC 
News, New York. 

'Jedad pepkleJ uo p81UfJd @ 

'JfllWJ w-H 011110 epiiW JepJO hluow JO lpiiiP Jno.( ftOIOII3 

nt-'MIILLO oct-'OMJ. 0 

NOildll:I:)SBnS 

ut..-euoo 

.diZ 3.lY.lS 'A.UO 

SS3HOOY 

3l'ftN 

Ol tflll'j 'ttqlj l5otH11W 

IUIWIIO ~ 'MIIjllq IJO!I8IWOIUI ~ JO IUOfj:NIJJOO Je!Ue MMid 

LNOIJ.03UUO:> 
SS3UOOY LNOIJ.diU:>SBnS LDNIAOW 

600oz: -:>·a 'u0Ji!UJ11n£ '-£"N 'l~s 1p0z: 0091 
d11W9 q~ll tpt-H DnpJ:) :Jflqrld ·~ tpt-H 


