








workloads. This is an environment that 
breeds neglect of safety concerns. 

Indeed, based on information that 
has trickled into the public domain, a 
number of medicines, in addition to 
Pondimin and Redux, cry out for Con­
gress' informed and sustained atten­
tion. For example, in March 2000, the 
FDA requested Parke-Davis, a unit of 
Warner-Lambert, to remove Rezulin 
from the market because of its deadly 
liver toxicity. Congress has ducked any 
inquiry into FDA's delay in taking this 
step when at least nine other safer 
diabetes dmgs of presumably compa­
rable effectiveness were available for 
use. The FDA approved Rezulin on a 
"fast track" basis in 1997 over the 
opposition of medical officer John L. 
Gueriguian, who objected to its ad­
verse effects on the liver and heart. His 
review. was purged from FDA files. 
Why? By whom? 

As evidence ofRezulin's exceptional 
toxicity to the liver mounted, some 
FDA medical professionals strongly 
opposed continued marketing of the 
drug. Moreover, the agency freely ac­
knowledged that periodic liver moni­
toring eventually recommended for 
patients on Rezulin could not protect 
them from serious and even fatal liver 
failure. Why did FDA senior managers 
ignore all this? 

In the midst of revelations, particu­
larly by Pulitzer Prize-winning investi­
gative reporter David Willman of the 
Los Angeles Times, of severe internal 
agency strife over management's han­
dling of this hazardous drug, what was 
Congress' response? While warning 
FDA Commissioner Henney in a letter 
in March 2000 not to retaliate against a 
medical reviewer who had vocifer­
ously advocated immediate market 
withdrawal of Rezulin, a powerful 
House Committee chairman hastened 
to emphasize that "I take no position 
on the merits of the Rezulin contro­
versy," thereby ensuring no blemish 
on Congress' record of studied avoid­
ance of drug safety matters. However, 
when it came to FDA's apparent hesi­
tation to approve a new colorectal 
cancer therapy, that same chairman 
just one month later felt no compunc­
tion about questioning the FDA "on the 
merits" as he pressed the agency to 

Massive 
pharmaceutical 
litigation, such as 
that involving the 
catastrophically 
defective Dalkon 
Shield IUD, was 
often built on 
congressional 

revelations 

justify "why" this dmg "was not ap­
proved ... " 

Like Rezulin, the nonsteroidal anti­
inflammatory dmg (NSAID) Duract was 
withdrawn from the market by the 
Wyeth-Ayerst Laboratories unit of AHP 
due to its liver toxicity. In 1995, an FDA 
medical officer had concluded that 
Duract causes liver damage more than 
do other NSAIDs. Yet the FDA ap­
proved Duract two years later, although 
19 other NSAIDs were already on the 
market. Why? Congress didn't want to 
know. 

In March of this year, Organon re­
moved its surgical anesthesia dmg 
Raplon from the market after it was 
implicated in numerous reports, in­
cluding five deaths, of bronchospasm, 
a condition in which lung air passage 
muscles go into spasm and force the 
airways shut. In August 1999, an FDA 
physician noted that an alarmingly 
high 10.9 percent of adult and geriatric 
patients administered Raplon from a 
newly reported data set of clinical trials 
experienced bronchospasm and cau­
tioned that the frequency of this side 
effect "may be greater than originally 
suspected." Yet, just two days later, the 
FDA approved the dmg with labeling 
listing bronchospasm as occurring in a 
mere 3.2 percent of Clinical trial pa-

tients, less than one-third the rate sug­
gested by these studies. Why did the 
FDA rush to approve Raplon in the face 
of disturbing new revelations about its 
safety, to say nothing of letting Orga­
non downplay the drug's risks to phy­
sicians? No congressional panel has 
called the FDA to account for its regu­
lation of Raplon. 

The antihistamine Seldane was 
known to cause potentially lethal heart 
rhythm abnormalities years before it 
exited the market in 1998. Hoechst 
Marion Roussel, the dmg's manufac­
turer, also eventually produced Allegra, 
a breakdown product of Seldane con­
sidered responsible for the dmg's anti­
histamine effects which apparently does 
not cause such disturbances. Why did 
the FDA delay seeking a ban on Seldane 
until it had approved Allegra, since the 
market already contained at least one 
other one-a-day non-sedating antihis­
tamine without this nasty feature? Need­
less to say, Congress never confronted 
the FDA with this or any other question 
about its regulation of Seldane. 

For decades the FDA was com­
monly heralded as the world's premier 
dmg safety regulatory authority. But 
no more is this tme. Even a widely 
respected commentator like Richard 
Horton, editor of the prestigious Brit­
ish medical journal, The Lancet, has 
decried how the FDA "has become the 
servant of industry." His call for "an 
independent congressional audit of 
the FDA's dmg approval processes," if 
recent history is any guide, is likely to 
fall on deaf ears. 

Certain dmgs that remain on sale 
have also raised troubling safety is­
sues, as shown by their regulatory 
history. Congress has also turned a 
blind eye to these issues. One such 
dmg is Pharmacia & Upjohn's sleeping 
pill Halcion. In the early 1990s, the 
media reported that summaries of 
Halcion clinical studies sent to the FDA 
prior to approval understated Halcion's 
adverse behavioral effects, as reflected 
in raw data submitted to the FDA two 
decades earlier. The FDA's counter­
parts in several countries, including 
the United Kingdom, banned Halcion. 
But the FDA decided to permit the 
dmg to stay on the market. 

continued on page 6 
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Product Recalls 
August 18-September 10, 2001 

This 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. 

DRUGS & DIETARY SUPPLEMENTS 

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 wwwfda.gov. 

Class I Recalls 

Name of Drug or Suppleme11t; Class of Rem/~· Problem Lot #,· Qzumtity a11d Distributimz; Mat1Uf(lcturer 

MSM Eye and Nasal Drops, 1 fl. oz., OTC eye and nasal drop 
containing methylsulfonylmethane; Microbial contamination 
(Pseudomonas mendocina/Kiebsiella pneumoniae) 

All lots and codes; 44,000 bottles distributed nationwide, and in 
Puerto Rico and American Samoa; Allure Cosmetic, Inc., Hayward, 
California. Recalled by All That's Natural II, Inc., Gardena, California 

MSM Eye Drops, 1 fl. oz., OTC eye and nasal drop containing 
methylsulfonylmethane, packaged under the brand name "UB Ultra 
Botanicals MSM Eye Drops," manufactured for: Ultra Botanicals, 
Inc., Los Angeles, California; Microbial contamination (Pseudomo­
nas mendocina/Kiebsiella pneumoniae) 

All lots and codes; 18,026 bottles distributed nationwide; Recalled by 
Allure Cosmetic Inc., Hayward, California and Ultra Botanicals, Inc., 
Los Angeles, California 

UNSAFE DRUGS,jrom page 5 
In 1992, in a stunning admission to 

The New York Times, Dr. Alan Lisook, 
then a senior FDA investigative official, 
conceded that the agency has no good 
way of determining when clinical study 
summaries submitted by pharmaceuti­
cal manufacturers misrepresent under­
lying patient safety data. It is difficult to 
overstate the significance of such an 
admission. It strikes at the very heart of 
FDA's ability to assure that the clinical 
trial summaries upon which it bases its 
approvals completely and accurately 
reflect the experiences of study pa­
tients receiving new drugs. 

In 1996, a chairman of a House 
oversight subcommittee with jurisdic­
tion over the FDA publicly chastised 
the FDA for delays in submitting an 
agency task force report on Halcion. 
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But neither he nor . anyone else on 
Capitol Hill has held a hearing on this 
revelation or, for that matter, on any 
issue raised by the international con­
troversy surrounding Halcion. 

There is no telling how many addi­
tional matters of great urgency could 
be unearthed and revealed about the 
safety of withdrawn as well as mar­
keted drugs by congressional investi­
gators unfettered by confidentiality 
barriers to government and industry 
files and armed with subpoena power 
to hear from the many conscientious 
FDA employees who would help such 
an investigation. Yet, whether moti­
vated by an aversion to alienating its 
benefactors in the pharmaceutical in­
dustry or by a determination not to risk 
even the slightest possibility of public 
backlash against the hurry-up approval 

continued on page 7 

agenda it has imposed on the FDA, 
Congress has assiduously avoided even 
the pretense of overseeing drug safety 
regulation. 

Although the pharmaceutical indus­
try and the legislators beholden to it 
will bitterly resist informed, unshack­
led investigations of drug safety regu­
lation, it is long overdue for both 
Republican and Democratic leaders of 
the House and Senate to call for inves­
tigations of the pressure filled drug 
approval "sweatshop" Congress itself 
was instrumental in creating. To delay 
any longer is to further endanger pub­
lic health and safety with a continuing 
flow of drugs which should not have 
been approved and are banned only 
after leaving a path of unnecessary 
death and human suffering in their 
path. 



D R lJ G S & 0 I E T A R Y S U P P L E M E N T S cont. 

Nctme of Drug or SujJplemeut; Cluss of Recti I~· Problem 

Alupent (metaproterenol sulfate) Inhalation Solution, 0.4% 
(10mg/vial) and 0.6% (15mg/vial), packaged in 25 X 2.5 ml Unit-Dose 
Vials, under the Boegringer lngelheim label, and Metaproterenol 
Sulfate Inhalation Solution, 0.6% (15mg/vial) generic brand, 
packaged in 25 X 2.5 ml Unit-Dose Vials, under the Roxane Laborato­
ries label; Class II; Lack of assurance of sterility 

Antacid (liquid-regular and maximum strength) packaged in 1-gal. 
jugs and 12-fl. oz. bottles, each 5-ml. tsp. contains 200-mg. or 400-
mg. aluminum hydroxide, 200-mg. or 400-mg. magnesium hydroxide, 
and 20-mg. or 40-mg. simethicone. Packaged and distributed in 12-fl. 
oz. bottles under the following labels and sizes: York Antacid Liquid 
with Simethicone Antacid-Anti-Gas Original Flavor, 1-gal. container, 
Lot 0006052; ShurFine Fast Acting Antacid Anti-Gas Original, 12-fl. 
oz. bottles, Lot 0003018; Dollar General Regular Strength Fast Acting 
Antacid Liquid Antigas/Antacid Original, 12-fl. oz. bottles, Lot 
0006052; Smart Choice Liquid Antacid Plus Simethicone, 12-fl. oz. 
bottles, Lot 0006052; Class II; Total aerobic microbial count failures 
and lack of preservative effectiveness testing 

Clonidlne HCI, in bottles labeled as containing 1, 5, or 25 grams per 
bottle; Class II; Current good manufacturing practice deviation­
production records do not correspond to amounts of product 
distributed 

Cortizone 10 Plus (1% hydrocortisone) Cream, 1 and 2 ounce 
tubes: Class Ill; Contamination: product is cross-contaminated with 
the firm's Ben-Gay product (methyl salicylate, menthol, and camphor) 

Dynabac Tablets, delayed release (Dirithromycin) 250 mg, 10 and 
60 count: Class Ill; Related substance test failure at stability (12 
month) 

Fluocinolone Acetonide Ointment, 0.025%, in 15 gram and 60 
gram tubes, distributed under the E. Fougera & Co. Label; Class II; 
Lack of homogeneity leading to super-potency 

Lithobld (Lithium Carbonate) Slow-Release Tablets, bottles of 
100 tablets, 300 mg. tablets: Class Ill; Dissolution failure 

Lorazepam Tablets, 0.5mg, packaged as 30 tablets per 'bingo' card, 
140 cards per case; Class Ill; Container defect-the plastic material 
used to repackage the individual tablets is de-laminating 

Overtime Stimulant Tablets, 200 mg caffeine, sold in 100 and 500 
count bottles; Class Ill; Stability, there is no data to support labeled 
expiration date 

Perphenazine Tablets, 2mg, 4mg, 8mg, and 16mg strengths, 
packaged in 100 and 500 bottles; Class Ill; Tablet discoloration 

Lot #,· Qua11tity mul DistJ·ibutio11; Mmmjacturer 

Lot numbers and EXP dates: Alupent 0.4%: 057144 7/02, 780508 
5/02, 780507 4/02, 780506 3/02, 780505 2/02, 780503 12/01' 
780502 10/01, Alupent 0.6%: 69055211/02, 690551 8/02, 699554 
10/01, Metaproterenol Sulfate 0.6%: 992862 10/01: 662,650 vials 
distributed nationwide; Roxane Laboratories, Inc., Columbus, Ohio. 
This firm is part of the Boehringer lngelheim Corpor~tion 

Lot numbers and EXP dates: 0003018 and 0003048 EXP 3/02, 
0006052 and 0006092 EXP 6/02; Approximately 3,553 cases of 12 oz. 
bottles and 267 cases of gallon jugs were distributed in Oklahoma, 
Mississippi, Missouri, Maryland, California, Oregon, Arkansas, North 
Dakota, New York and Ohio; York Pharmaceuticals, Inc., Kansas City, 
Kansas 

Lot UC99021002, packaged 02/99, CAS: 4205-90-7 and Lot 
UC99021 002A, CAS #4205-91-8; 176 bottles distributed nationwide; 
Hawkins Chemical Inc., Minneapolis, Minnesota 

Lot numbers 2400453, 2400452 and 2400470 EXP 7/02; 441,336 
tubes distributed nationwide; Pfizer, Inc., Parsippany, New Jersey. 
Recalled by Warner Lambert Consumer Health Care/Pfizer, Inc., Morris 
Plains, New Jersey 

Eight different lots: 189,892 bottles distributed nationwide; Eli Lilly and 
Company, Indianapolis, Indiana 

Lot G018 EXP 1/03; 47,731 tubes distributed nationwide; Altana Inc., 
Hicksville, New York 

Lot 90574, EXP 7/01: 14,480 units distributed nationwide; Solvay 
Pharmaceuticals, Inc., Baudette, Minnesota 

Lot 18291 EXP 5/31/03; 10,588 cards distributed nationwide; Geneva 
Pharmaceuticals, Broomfield, Colorado. Recalled by Heartland Repack 
Services, Toledo, Ohio 

Lot numbers 6085 EXP 7/01 , 10362 EXP 2/03; 125 bottles distributed 
in Indiana: Nittany Pharmaceuticals, Inc., Milroy, Pennsylvania 

Numerous lot numbers: 50,000,000 tablets distributed nationwide; 
Zenith Gold line Pharmaceuticals, Northvale, New Jersey 
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D R U G S & D I E T A R Y S U P P L E M E N T S cont. 

Name of Drug or Suppleme11t; Clt1.~s of Recat~· Problem 

Tegretol Tablets (carbamazepine), 200 mg; Class II; Dissolution 
failure 

Vancerll42 meg (beclomethasone dipropionate) Inhalation 
Aerosol, 16.8g -200 metered actuations per canister; Class II; 
Potency-Lack of .assurance that canisters/product can meet specifica­
tions (high or low) 

Vloxx 50 mg Tablets (Rofecoxib Tablets), solid oral dosage form, 
bottles of 1 DO; Class Ill; Mislabeling-product fails to declare 
container is a bulk package not intended for dispensing and not child 
resistant 

White with Blue Specks Caffeine Tablets, 150 mg., 100 count 
and 500 count bottles. The label states manufactured for: Pittsburgh 
Pill Emporium, Pittsburgh, PA or Casey's Distributors, Williamsport, 
PA. The Casey labeled product is only for the 1 DO count size; Class Ill; 
Stability-there is no data to support labeled expiration date 

Yellow Rockets Tablets, 200 mg Caffeine, in 100, 250, and 500 
count bottles; Class Ill; Stability-there is no data to support labeled 
expiration date 

Lot #; Q11tmtity a11d Distributio11; Mmmfacturer 

Lot 232E9126, bottles of 1 ,000 tablets; 3,238 bottles distributed 
nationwide; Novartis Pharmaceutical Corp., Suffern, New York 

Lot numbers 1-AMA-202, 1-AMA-203, 1-AMA-204 and 1-AMA-205 
EXP 2/03; 322,644 canisters distributed nationwide; Schering Corp. 
Kenilworth, New Jersey 

Lot numbers and EXP dates: J931 0, J9311, J9312, J9313, J9314 
11/01; K2013, K2014 8/01; K2015, K2016, K2021, K2022, K2036 
3/02; K2026, K2031, K2033, K2034 5/02; K2037, K2708, K2709, 
L3164,L3165,L3166, L3174 11/02;L3175, L3176, L3179,L3180, 
L31811 /03; L3182 2/03; 622.427 units distributed nationwide; Merck 
Sharp & Dohme Quimica de PR (Arecibo Pharmaceutical Operation), 
Arecibo, Puerto Rico 

Lot #6076 EXP 2/02; 142 bottles distributed in Pennsylvania; Nittany 
Pharmaceuticals, Inc., Milroy, Pennsylvania 

Lot 10293 EXP 2/03; 1,083 bottles distributed in Iowa; Nittany 
Pharmaceuticals, Inc., Milroy, Pennsylvania 

MEDICAL DEVICES 

Device recalls are classified in a manner similar to drugs, Class I, II or III, 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, calll-800-FDA-1088. The FDA web 
site is http://wwwfda.gov. 

Nmue (if Device; Class tif Reetlf~· ProiJiem 

Insulin Pump (Animas R1 000); Class II; Infusion pumps may have 
defective vents causing unintentional dose of insulin 

Insulin Infusion Pump; Class II; Claim of waterproofing was not 
cleared 

Pride Jazzy Scooter; Class II; Tire exploded 

Revo Scooter; Class II; Scooter drive system may engage while 
parking brake is inactive 
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Lot #; Qucmtity cmd Distributi(m; Mmmfclcturer 

Numerous codes; 239 units distributed nationwide; Animas Corpora­
tion, Frazer, Pennsylvania 

H-TRONplus V100; 30,000 patients using the pump nationwide; 
Disetronic Medical Systems, St. Paul, Minnesota 

Model numbers: 1100,1104,1120,1170, PHC1; 61,510 units 
distributed nationwide, and in England, Brazil, China. Belgium, Italy, 
Murcia, and Australia; Pride Mobility Products Corp., Exeter, Pennsyl­
vania 

Models: SC60RRED, SC60RBLU, SC60RYEL; 1,152 units distributed 
nationwide and in Canada; Shanghai Global Fabtech Plastic Products, 
Shanghai. China 

• 
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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 1-800-638-2772. 
The CPSC web site is http://www.cpsc.gov. 

Name of Product; Problem 

Children's Cargo Pants; Toggle on the pockets of the pants can 
break off, posing a choking hazard 

Dollhouse Furniture Sets; Yellow paint on the furniture contains 
lead, which can present a risk of lead poisoning 

Infant Carriers/Slings; Welds of the metal rings that support the 
carriers/slings can break, posing a fall hazard to young children 

Oil Lamps; Glass can shatter when lit, posing a fire and laceration 
hazard 

Propane Camping Lanterns; Insufficient connection between the 
lantern and the propane cylinder can allow gas to escape and ignite 
unexpectedly, posing a potential fire and injury hazard 

Recumbent Bicycle Suspension Forks; Link pins in the forks can 
fall out, causing the rider to lose control of the bicycle 

Skateboard Helmets; Helmets failed required impact testing. Riders 
wearing these helmets are not adequately protected from falls and 
could suffer head injuries or death 

Strollers; Lock mechanisms, found on both sides of the stroller, can 
break and cause the stroller to suddenly collapse 

Toys; Toys can break causing small balls to be released, posing a 
choking hazard 

Lot #;Quantity mul Distribution; Mmmjt1cturer 

"Koala Baby" or "Little Legends" in navy, khaki, or stone color with an 
elastic waistband and drawcord; 7,000 sold at Kids "R" Us, Babies "R" 
Us, and Toys "R" Us stores nationwide from June through July 2001; 
Kids "R" Us and Babies "R" Us, divisions of Toys "R" Us Inc., Paramus, 
New Jersey 

Bathroom furniture-packaging for the set reads "Little Tree," 
"Distributed by Target Corporation," and "MADE IN CHINA"; 10,000 
sold at Target Stores nationwide from August 2000 through June 2001; 
XL Machine Ltd., Eden Prairie, Minnesota (866) 746-8097 
www.target.com 

Sold in a variety of colors, prints, and sizes. A large white label sewn in 
the slings reads in part, "MAYA WRAP" and "HECHO EN GUATE­
MALA"; 5,000 sold nationwide from January through July 2001; Maya 
Wrap, Omaha, Nebraska (800) 501-9979 

Rectangular and square designs; 16,000 sold at Discovery Channel 
stores and The Nature Company stores nationwide from September 
1999 through July 2001; The Discovery Channel Store, Inc., Berkeley, 
California (800) 752-1937 www.shopping.discovery.com 

Ozark Trail and Wenzel models; 290,000 sold nationwide at Wai-Mart 
from January 1999through August 2001; Wenzel Co., St. Louis, 
Missouri (800) 325-8368 www.wenzelco.com 

FX and RX models serial number starts with "F" and is followed by five 
digits or starts with "B" followed by one character and six digits; 1,400 
sold nationwide from December 1999through August 2001; BikeE 
Corp., Corvallis, Oregon (800) 231-3136 www.bikee.com/recall 

Black. blue and white with the name "World Industries" printed on the 
chin strap, the back of the helmet, and the inside padding. Yellow and 
blue cartoon characters appear on the sides; 10,000 sold nationwide 
from October 2000 through May 2001 ; World Industries Inc., Hunting­
ton Beach, California (888) 338-4562 

LiteSport model36122; 115,000 strollers sold nationwide from 
December 1997 through December 1999; Kolcraft Enterprises, Inc., 
Chicago, Illinois (800) 922-2130 

Two PC Tambourine Set, Bathtime Water Wheel, Funny Loco Wind-Up, 
Pull Back Duck in Boat; 110,000 sold at dollar stores nationwide from 
September 1999 through May 2001; STK International , Los Angeles, 
California (800) 536-7855 
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OUTRAGE, from page 12 
lected by the American Association of 
Poison Control Centers (AAPCC) which 
shows that there was a sharp increase 
from 1997 through 1999 in the number 
of adverse event reports for these 
highly pharmacologically active and 
dangerous drugs masquerading as "di­
etary supplements." 

FDA Analysis of FDA Adverse 
Event Reports 

The recently updated review of 
FDA's Center for Food Safety and 
Applied Nutrition's (CFSAN) Special 
Nutritionals Adverse Event Monitoring 
System (SN/ AEMS), including data 
collected from january 1993 until Feb­
ruary 2001, shows that ephedrine alka­
loid dietary supplements are associated 
with more reports of deaths, myocar­
dial infarctions, cardiac arrhythmias, 
hypertension, stroke and seizure events 
than all other dietary supplements com­
bined. According to the FDA analysis, 
during this interval there were: 

• 3,308 adverse events for all dietary 
supplements, 1,398 of these (42 per­
cent) for the ephedrine alkaloids (EA); 

• 137 reports of death, 81 deaths (59 
percent) associated with EA; 

• 38 reports of myocardial infarction/ 
heart attack, 32 reports (84 percent) 
associated with EA; 

• 98 reports of cardiac arrhythmias, 
62 (63 percent) associated with EA; 

• 144 reports of hypertension, 91 (63 
percent) associated with EA; 

• 85 reports of stroke, 69 (81 percent) 
associated with EA; and 

• 121 reports of seizure, 70 (58 per­
cent) associated with EA. 

Two earlier FDA-commissioned re­
views of a much smaller number of 
adverse events reported to the FDA 
involving the use of ephedrine alka­
loids (did not include data from 2000 
and 2001) confirmed the cardiac toxic­
ity of these chemicals. The first study 

10 + October 2001 

found that 47 percent of cases in­
volved the cardiovascular system (17 
cases of hypertension, 13 with palpita­
tions or fast heartbeat, 10 strokes). 
There were also 7 reports of seizures. 
The second study, by our co-petitioner 
Dr. Ray Woosley of the University of 
Arizona, found that of the 104 reports 
in which causation by ephedrine alka­
loids was very likely, there were 10 
cases of sudden death, 9 cardiac 
arrhythmias, another 23 possible ar­
rhythmic events, 3 heart attacks, 10 
cases of chest pain and 15 severe 
strokes. 

FDA Analysis of AAPCC Data 
The second source of data about 

ephedrine alkaloids is a recent FDA 
analysis of data collected by the Ameri­
can Association of Poison Control Cen­
ters (AAPCC), which clearly shows 
that the number of serious adverse 
events associated with ephedrine al­
kaloid dietary supplements is on the 
rise. The total number of adverse events 
related to EA increased from 211 in 
1997 to 407 in 1999, an increase of 196 
reports, almost a doubling from the 
number of reports in 1997. 

Between 1997 and 1999, AAPCC 
reports of central nervous system ad­
verse events with ephedrine alkaloid 
dietary supplements increased 19 fold 
from 11 to 211. Cardiovascular adverse 
events increased 2.4 fold from 85 to 
204, while gastrointestinal adverse 
events doubled from 70 to 140. 

Underreporting Flaws Result in 
Fewer Adverse Events 

The seriousness of the under­
reporting to the FDA database is dem­
onstrated by the fact that there were a 
total of 1,398 adverse event reports 
with ephedrine alkaloid dietary supple­
ments in the FDA database during an 
eight year period 0993-early 2001), 
but there were 876 ephedrine alkaloid 
dietary supplement adverse event re­
ports to the AAPPC database in just 
three years. Furthermore, the Texas 
Department of Health reported ap­
proximately 500 adverse events in the 
period between December 1993 and 
September 1995. The fact that in under 
two years a single state could collect 

over a third as many ephedra adverse 
event reports as SN/ AEMS has gath­
ered between january 1993 and Febru­
ary 2001 speaks to the pitiful 
inadequacy of the current FDA system. 
Furthermore, dietary supplement la­
beling does not include instmctions 
on how to contact either the FDA or 
the AAPCC which increases the likeli­
hood of underreporting of adverse 
events. When both of these limited 
monitoring systems indicate that a prod­
uct is causing hundreds of adverse 
events, thousands of consumers are 
likely being affected. 

Cardiovascular Complications of 
Ephedrine Alkaloids Use 

Randy Sasich, M.D., the son of our 
colleague Larry Sasich, Pharm D., MPH, 
was in an internal medicine residency 
at Barnes-Jewish, the main teaching 
hospital of Washington University in 
St. Louis . Within just a seven-month 
period, he took care of two patients 
admitted to the coronary care unit 
because an ephedrine alkaloid dietary 
supplement (Metabolife) had induced 
life-threatening cardiac arrhythmias. 
He is aware of a third patient, also 
discussed below, who used Metabolife 
and experienced an arrhythmia but 
was not hospitalized: 

Case 1-Apri/ 1999. This patient, a 
female in her late 50s, presented at the 
emergency room with a dangerously 
rapid rate of contractions of one of the 
large chambers of the heart, or ven­
tricles (ventricular tachycardia or V­
tach), after using an ephedrine alkaloid 
dietary supplement for weight control. 
She was admitted to the coronary care 
unit for observation. She was subse­
quently discharged. 

Case 2-Apri/1999. This patient, a 
female in her late 30s, suffered a heart 
attack (acute anterior myocardial inf­
arct) and cardiac arrest while using an 
ephedrine alkaloid dietary supplement 
for weight control. She was a smoker 
but had no evidence of previous ath­
erosclerotic disease of any significance. 
She suffered brain damage due to a 
lack of circulation. 



Case }-October 1999. A female 
nurse, age unknown, experienced a 
rapid heart rate while using an ephe­
drine alkaloid dietary supplement. The 
rapid rate was documented by her 
colleagues using an electrocardiogram 
(ECG or EKG). She was observed until 
her rapid rate resolved. 

These three cases of cardiac injury 
from ephedrine alkaloid dietary supple­
ments in one hospital in only seven 
months are further indication that ephe­
drine alkaloid toxicity is a much more 
common problem than the FDA and 
AAPCC data indicate. 

The AAPCC data show 416 ephe­
drine alkaloid dietary supplement re­
lated cardiovascular adverse events 
reported between 1997 and 1999. Ac­
cording to the SN/ AEMS data, the most 
common manifestations of injury were 
hypertension, stroke, arrhythmia, chest 
pain, and palpitations. 

The chart on this page shows the 
close chemical structures of PP A, ephe­
drine and amphetamine. Notice that 
PPA is identical to ephedrine except 
for the absence of a methyl (CH

3
) 

group. In fact, the body metabolizes a 
small portion of ephedrine to PP A 
which is also called norephedrine (nor 
meaning no methyl group). 

Central Nervous System Compli­
cations of Ephedrine Alkaloid Use 

The AAPCC data report at least 364 
neurologic adverse events associated 
with the use of ephedrine alkaloids in 
the period between 1997 and 1999. 
Compared to all other dietary supple­
ments combined, ephedrine alkaloid 
dietary supplements were responsible 
for the majority of reports of seizures, 
personality disorders, sleep distur­
bances, and headaches in the FDA 
database (SN/ AEMS). The literature 
also describes cases of agitation, hallu­
cination, seizures, psychoses, and ma­
nia. As with the arrhythmia reports 
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described above, all psychiatric mani­
festations resolved after the offending 
agent was removed. 

Some women reported continued 
use of ephedra-containing products 
despite adverse effects due to with­
drawal symptoms such as fatigue and 
weight gain. Furthermore, 7 out of 36 
users described frank ephedrine de­
pendence. The sale of ephedrine alka­
loid dietary supplements for the 
indications of weight loss and energy 
boosting almost guarantees a pattern 
of abuse. Since many consumers of 
dietary supplements consider them to 
be natural, and hence safe, a certain 
element of informed consent is lost 
when users are not properly educated 
about the likelihood of developing 
chemical dependence. This possibility 
is of particular concern in light of the 
increased risk of cardiovascular and 
central nervous system injury described 
above . 

Conclusions 
The wide range of adverse events 

associated with the consumption of 
ephedrine alkaloids demonstrates a 
significant and unreasonable risk of 

illness and injury. Especially because 
these risks are not balanced by any 
long-term benefits, it is imperative that 
you act quickly and decisively to pre­
vent future death and injury. This 
problem is exacerbated by the 
underreporting of ephedrine alkaloid 
dietary supplement use to physicians 
by patients, and by health care profes­
sionals to national data collection au­
thorities. The April 2001 report of the 
Department of Health and Human Ser­
vices Inspector General revealed that 
voluntary data collection methods cur­
rently available to the FDA are woe­
fully inadequate, and fail to account for 
99 percent of all adverse events associ­
ated with dietary supplements. The 
problem of underreporting is multifac­
eted and is beyond the scope of this 
petition. Even with the limited data 
available via the SN/ AEMS, AAPCC, 
and the medical literature, it is clear 
that ephedrine alkaloid dietary supple­
ments present an unreasonable risk of 
illness and injury to American consum­
ers. It is your responsibility to act upon 
our recommendation to remove ephe­
drine alkaloid dietary supplements from 
the market. Failure to do so will surely 
result in increased death and injury 
due to an unsafe product that has no 
proven benefit to consumers. 

We expect a rapid response to this 
urgent petition. From the perspective 
of defending the public health, you 
must be willing to take on this drug 
(ephedra)-pushing part of the dietary 
supplement industry. 

Consumers can report adverse ex­
periences with prescription drugs, non­
prescription drugs, medical devices, 
and dietary supplements to the Food 
and Drug Administration's Office of 
Emergency Operations by telephone 
at 301-443-1240 or over the Internet at 
wwwjda.govlmedwatch/report/con­
sumer/consumer.htm. 

Public Citizen's Health Research Group + Health Letter + 11 



OUTRAGE OF THE MONTH 

Do Not Use Ephedra 
This Is a Dangerous Substance and Should Be Taken off the Market 

1be following are excerpts from a 
letter sent in September to Health and 
Human Services (HHS) Secretary 
Tommy 1bompson by Dr. Sidney Wolfe, 
Health Letter Editor 

Th e Public Citizen H e alth 
Research Group, representing 
135,000 members , petitions the 

Food and Drug Administration (FDA) 
to ban the production and sale of 
dietary supplements containing ephe­
drine alkaloids. These dietary supple­
ments include, but are not limited to, 
those containing ephedra, ephedra 
extract, and ma-huang. The grounds 
for FDA action are that these products 
present "a significant or unreasonable 
risk of illness or injury under condi­
tions of use suggested or recommended 
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in the labeling" or, if the label is not 
specific, "under ordinary conditions of 
use." Therefore, under 21 USC 331(a) 
and 342 (t) HHS must declare these 
products adulterated and issue an im­
mediate ban on their sale and produc­
tion. 

You are known to be extremely 
concerned about food safety and these 
dangerous "food supplements" pose a 
clear threat to the safety of the food 
supply in this country for those who 
use them. Among the frequent targets 
of these ephedrine-containing prod­
ucts are young people for whom they 
are being promoted as athletic perfor­
mance enhancing. Due to the gravity 
of the situation , the Canadian equiva­
lent of the Department of Health and 
Human Services, Health Canada, re-
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cently issued a public advisory in june 
2001 "warning consumers not to use 
products containing the herb Ephe­
dra." Health Canada based its decision 
to release the advisory, in part, on the 
United States' FDA adverse event re­
ports. We urge you to immediately 
issue a similar advisory warning Ameri­
cans not to use ephedra-containing 
dietary supplement products while you 
review our petition for the ban re­
quested above. 

We have obtained an internal FDA 
analysis of recent adverse eve nt re­
ports to FDA's own database that dem­
onstrates that the ephedrine alkaloids 
are the most lethal and otherwise dan­
gerous dietary supplements . We also 
obtained an FDA analysis of data col-

continued on page 10 
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