










Product Recalls 
january 6-February 9, 2000 

This chart includes recalls from the Food and Drug Administration (FDA) Enforcement Report for drugs and medical 
devices and Consumer Product Safety Commission (CPSC) recalls of consumer products. 

D R 1l G S & D I E T A R Y S l; P P L E :\tl E N T S 

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 . 

.Yawe or SufJfllemeut; Class 1!{ Rem//: Pm/Jiem 

Cyndal HD Cough Syrup (Hydrocodone Bitartrate 1.57mg/ Phenyle­
phrine Hydrochloride 5mg/Chlorpheniramine Maleate 2mg), in 16 
fluid ounce and 1 gallon containers; Class Ill; Subpotency of the 
phenylephrine (50%) due to incorrect weight addition in batch 
production 

Dlltlazem Hydrochloride Extended Release Capsules, 120 
mg, 10Q-capsule bottles, Rx for angina pectoris due to coronary 
artery spasms; Class Ill; Dissolution failure at3 months stability 

Esglc-Pius Tablets (butalbital 50mg, acetaminophen 500mg, 
caffeine 40mg), in 100-tablet bottles; Class Ill; Mislabeling­
Bottles contain capsule form of the same ingredient product; not 
the labeled tablet form of product 

Mega Min Dietary Supplement, in 1 DO-tablet bottles, OTC dietary 
supplement; Class Ill; Some bottles labeled as "Mega Min" 
actually contain a different supplement-"Formula 7" 

Naproxen Tablets, 500 mg, in 100, 500 and 1 ,000 tablet bottles; 
Class II; Metal wire/particle contamination 

Neomycin and Polymyxin B Sulfates and Hydrocortisone 
OTIC Solution, Rx, 3.5mg/10,000 units/10mg (1%), 10 mL with 
sterile dropper; Class Ill; One unit was found to contain Hydrocor­
tisone Otic Suspension not Hydrocortisone Solution as labeled 

Potassium Chloride (Kior-Con) Packets, 20mEq/4-ounce 
packets, Rx; Class Ill; Mislabeling-Exterior plastic holding 
packet incorrectly labels the product as 20 mEq granules not 10 
mEq tablets 

Quinidine Gluconate Extended Release Tablets, 324 mg, in 
1 DO-tablet bottles, Rx for atrial fibrillation/flutter and suppression 
of ventricular arrhythmias; Class Ill; Dissolution failure (12 month 
stability 8 hours time point) 
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Lot #;Quantity and f)istrilmtion; .1/mu!ftlcturer 

Lot #91949; 118 gallon bottles and 7,032 pint bottles distributed in 
southeastern United States; Great Southern Laboratories (GSL), 
Houston, Texas 

Lot11829 EXP 2/01; 9,597 bottles distributed nationwide; Teva 
Pharmaceuticals USA, Sellersville, Pennsylvania 

Lot #90248A 1 EXP 8/01; 999 bottles distributed in New York; Med­
Pro, Inc., Lexington, Nebraska 

Lot 019-3061; 48-72 bottles distributed in southeastern United States; 
Vitalabs, Inc., Jonesboro, Georgia 

Lots 105921, 106119, 106583, 106584 04/02, 106585, 106585 05/02; 
8,209,100 bottles distributed nationwide; Geneva Pharmaceuticals, 
Inc., Broomfield, Colorado 

Lot #2051 01 EXP 4/01; 45,808 units distributed nationwide; Bausch 
and Lomb Pharmaceuticals Inc., Tampa, Florida 

Lots 18264 1 EXP 2/01 , 18308 1 EXP 4/01 ; 50 1 DO-packet boxes 
distributed in Colorado; Med-Pro, Inc., Lexington, Nebraska 

Lot 39239 EXP 8/01; 5,836 bottles distributed nationwide; Mutual 
Pharmaceutical Company, Philadelphia, Pennsylvania 
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Quinidine Gluconate Extended Release Tablets, 324 mg, in 
100, 250, and 500-tablet bottles, Rx anti malaria and antiarrhyth­
mic; Class Ill; Product may not meet dissolution specification over 
labeled expiration period 

Radle Electrolyte Formula, liquid, in 8-ounce clear plastic bottles, 
OTC dietary supplement to help the body heal itself naturally; 
Class II; Product contains catechol (carcinogen) 

Vancerll(r) Double Strength Inhalation Aerosol, (Beclomethasone 
Dipropionate), 84 meg, in 5.4 g inhalers, 3 per holding carton, Rx 
indicated for maintenance treatment of asthma; Class II; Some 
units may not contain any active drug substance 

Lot #; Quautity ami Distrilmtiou; Jlmll!fiu:turer 

Lots C8D0669, C8D0670, C8B0265, C8B0266, C8D0671, C8D0672, 
C8D0673, C8B0263, C8B0264 EXP 04/00, C8E1066, C8E1068, 
C8E1 070, C8E1 071, C8E1 067 EXP 06/00, C8F1173, C8F117 4 
C8F1170, C8F1171 EXP 07/00, C8F1234, C8F1235 EXP 08/00; 
30,050 bottles distributed nationwide; Danbury Pharmacal, Inc., 
Carmel, New York. Recalled by Schein Pharmaceuticals, Inc., Brewster, 
New York 

All B-ounce products; Approximately 20 bottles distributed in California 
and Nevada; Medical Research Products, also known as Consolidated 
Marketing Ltd., Miami, Florida. Recalled by Hope For Life Foundation 
of Southern California, Mission Viejo, California 

Lots 9-DMT-157, 9-DMT-158, 9-DMT-160, 9-DMT-161, 9-DMT-163 
EXP 7/00; 82,029 units distributed nationwide; Schering Laboratories, 
Inc., Kenilworth, New Jersey 

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 details. You can also call the FDA's Device Recall and Notification 
Office at (301) 443-4190. To report a problem with a device, call1-800-FDA-1088. The FDA website is http://www.fda.gov . 

. \ tlllle t~l /Jel'ice: Uas.\ t~f' Re('{l/1,· JJrofJ/em 

Mlni-Med MMT-5081nsulln Pump, indicated for the continuous 
delivery of insulin at set and variable rates for the management 
of diabetes mellitus in persons requiring insulin; Class II; 
Pump's software has an error in displaying current basal rate 
profile 

Lot #; QmmtiiJ' aud Distrilmtiou: MmllijtKtm·er 

Serial numbers with suffix numbers -20A2, -20A3, -20A4, -20A5; 
2,909 units distributed nationwide; Mini-Med, Inc., Sylmar, 
California 

C 0 N S ll M E H P R 0 D ll C T S 

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. 

\a me t!( Product: Pro/Jie111 

Baby Garments; Rose-shaped buttons can detach, posing a choking 
hazard to young children 

Children's OVeralls; Snaps can detach from garments, posing a 
choking hazard to young children 

Lot #; Quaufily ami /Jistrilmtiou: .Halll!f'actm·er 

One-piece coveralls, and two-piece, babydoll-style top and legging 
sets. 100 percent cotton garments in sizes 0-3M to 24M. Writing on 
collar labels includes, "MADE IN CHINA" and "Peek-A-Babe"; 9,800 
sold at Shopko stores nationwide from June through October 1999; 
Shopko Stores, Green Bay, Wisconsin (800) 791-7333 
www.shopko.com 

Blue denim size 6 months-4T and red, navy and green overalls lined 
with red check flannel size 6 months-3T; 7,700 sold nationwide 
through their stores, web site, and catalog from January through 
December 1999; L.L. Bean Inc., Freeport, Maine (800) 555-9717 
www.llbean.com 

Public Citizen's Health Research Group + Health Letter + 7 



C 0 N S lT M E R P R 0 D lT C T S , co11t. 

.\'a me (~/'Product: Pro/Jiem 

Computer Armoires; Upper doors or upper door components can 
fall off, causing injury to nearby consumers 

Engines and Fuel Filters; Fuel filters on these engines can leak 
gasoline, posing a fire hazard to consumers 

Fire and Smoke Suppressants; Product does not suppress fires 
and could intensify fires 

Fleece Robes (Ladles); Robes fail to meet federal flammability 
standards for clothing and can ignite readily, presenting a serious 
risk of burn injuries 

Furniture Refinisher; Product and vapors can seep from nozzle 
base, posing risk of fire and chemical injuries 

ln·llne Skates; Plastic brake mount could crack and fail, causing 
skater to fall and suffer serious injury 

Keychalns sold with teddy bears; Skateboards' wheels can come 
off, posing choking hazard to young children 

Novelty Lighters; Lighters do not have any child-resistant mecha­
nisms, presenting a fire hazard 

OVen Cleaner; Contents can spew out because of improperly attached 
valve assembly that can separate from can. Direct contact with 
contents poses risk of chemical burns to skin and eyes 
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Lot #; QwrnWJ' aru/ Di.~trilmtion; Mtrrrr!facturer 

Monarch style models 2549 (washed pine), 2649 (woodland oak), 2749 
(classic cherry), 8449 (fruitwood) and 9649 (amber oak); 212,400 sold 
nationwide from July 1997through December 1999; Sauder Woodworking 
Co., Archbold, Ohio (888) 800-6315 

Identification tags on side of red or black engines with model numbers 
294442, 294447, 303442, 303447, 350442 or 350447, Only engines with 
9-quart fuel tanks manufactured by Briggs & Stratton are part of this recall. 
Also involved in recall are replacement filters that were sold separately; 
2,600 engines and 4,600 filters sold nationwide from March through 
November 1999; Briggs & Stratton, Milwaukee, Wisconsin (800) 999-
9444 

16-ounce aerosol cans are red, orange, yellow, black and white with a red 
plastic cap and aerosol button. Wording on front of can reads in part, FIRE 
CAP .. .FIRE and SMOKE SUPPRESSANT. FOR USE ON SMALL SPOT 
FIRES ... ; 136,000 sold at Snap-On Tools dealers, Home Shopping 
Network Inc., and direct market distributors, including Mid-State Fire 
Systems, and Contract Filling Inc. nationwide from February 1996through 
September 1999; The Colbra Group (now out of business). Return it to the 
place where purchased for a full refund. Consumers should call CPSC's 
toll-free hotline at (800) 638-2772 for instructions on returning the 
product to the place of purchase. 

Five different styles of white, blue, ivory, beige and gray recalled robes 
(sizes XS through L) made of 90 percent cotton and 10 percent polyester 
fleece. Robes contain sewn-in label HANRO of Switzerland; 2,100 sold 
nationwide from October 1999through January 2000; HANRO USA Inc., 
New York, New York (800) 889-7443 

Formby's Conditioning Refinisher, 32-ounce metal can with lot numbers 
A961600, A96161 0, A961620, A961630, A967270 and A969330 in black 
ink on bottom of can; 3,000 cans sold nationwide from October 1999 
through January 2000. Sherwin-Williams Co., Cleveland, Ohio and 
Brockway Standard Inc., Atlanta, Georgia (800) 523-9299 

FLIGHT ALX brand model S00161 or S00162; 12,000 sold nationwide 
from August through November 1999; K2 Corporation, Vashon, Washing­
ton (800) 426-1617 www.K2skates.com/flight_recall.htm 

Miniature skateboard attached to Zany Brainy Z.Z. Jamboarder. teddy bears; 
15,500 sold nationwide through their stores, web site and catalog from 
November through December 1999; The Vermont Teddy Bear Co., 
Shelburne, Vermont (877) 293-2327 and Zany Brainy, Inc., King of 
Prussia, Pennsylvania www.zanybrainy.com 

Intruder and Jupiter models with brand name Prometheus; 4,000 sold at 
tobacco stores nationwide from March 1997 through February 1999. 
Lighters were advertised on their web site www.prometheuskkp.com; 
Prometheus International Inc., Bell, California (800) 229-5233 

EASY-OFF Heavy Duty 16 oz. lot B9305-NJ2; 50,000 cans sold nationwide 
from November 1999 through January 2000; Reckitt & Colman Inc., 
Wayne, New Jersey (888) 993-3389 continued on page 9 
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Supplement Regulations, from page 5 
want to discuss possible outcomes yet, 
but in the meantime, the statement said, 
the "FDA urges all pregnant women to 
consult their health care provider before 
taking any dietary supplements or medi­
cation." 

Yesterday~ statement marked the lat­
est flare-up in the FDA~ prolonged, con­
fusing and often acrimonious efforts to 
regulate the booming diet supplement 
industry, which under current law can 
make and sell newproductswithoutprior 
FDA approval as long as manufacturers 
do not claim to prevent, treat or cure a 
disease. 

On january 6, the FDA issued a rule 
narrowing its definition of"disease" and 
giving diet supplement companies much 
greater freedom in making claims that 
relate to the ·~tructure" or junction" of 
the human body. For example, the new 
rule said that jor the relief of occasional 
sleeplessness" is an acceptable "stntctun>/ 
function" claim, while "helps to reduce 
difficulty falling asleep" is not because it 
implies insomnia, ·~ disease." 

Manyconsumeradvocacygroupswere 
incensed because they had hoped the 
new rule would tighten labeling regula-

continued from page 8 

tions rather than loosen them up. Of 
parlicular concern were the examples 
that characterized "ordinary morning 
sickness" and "leg edema associated with 
pregnancy" as legitimate structun>/func­
tion claims. 

Dotzel acknowledged that ·~series of 
letters" like Wolfe~ "raised concerns about 
safety issues about the use of diet supple­
ments during pregnancy, " and caused 
the agency to issue the statement and 
advertise the hearing. 

Manyconsumeradvocatesandhealtb 
care experts have charged that the lack of 
regulation in the supplement industry 
has caused a dangerous free-for-all 
among companies competing for busi­
ness in a growing market worlh $12 
billion per year. 

Wolfe noted that a website for "Snow­
bound Herbals" described the herb "black 

Using multiple vitamins, includ­
ing folic acid (which actually pre­
vents birth defects) and iron is 
very important for pregnant 
women to do in consultation with 
their physician, nurse-midwife, or 
nurse practitioner. 

cohosh" as "useful in pregnancy" be­
cause it "tones uterus" and "regulates 
contractions at birlh, "although it should 
be taken "only in the third trimester. " 1be 
company did not return telephone calls 
seeking comment. 

By contrast, the Natural Medicines 
Comprehensive Database, compiled by 
pharmacists and physicians as a refer­
ence guide for health care providers to 
sorl out conflicting claims, describes black 
cohosh as "unsafe"for pregnant women 
because it bas "menstrnal and uterine 
stimulant effects." 

What You Can Do 

The larger issue, because there are 
still dangers lurking about because 
of the remaining aspects of the 
1994 Dietary Supplements Law, is 
how many further disasters will 
have to occur before this law is 
significantly amended or, better 
yet, repealed. Write to your sena­
tor or representative urging intro­
duction and support of such 
legislation. 

C 0 N S lT M E R P H 0 D lT C T S , co11t. 

\"auw of l'rodud: l'ro/J/1'111 

Pull Toys; Wooden wheels and pegs could come off, presenting 
choking hazard to young children 

Race Car Collectibles; Fluorescent light base of unit becomes 
extremely hot and can melt, presenting a fire hazard 

Snowblowers; Fuel can leak from the fuel-line connection, posing a 
fire hazard 

SWeatshirts (Men's); Sweatshirts, which fail to meet federal 
mandatory standards for fabric flammability, could ignite readily 
and present a serious risk of burn injuries 

Toy Chests; The lids on these toy chests could fall onto a child's head 
or neck 

Lol #; Qntllllily a111l 1Jislribulio11: .1111111(/"ilclurt'r 

Enchanted Garden Inchworm, item number EG150; Merry Meadows Cow, 
item number FS150; and Sunny Safari Blue Elephant, item number 
SS150; 3,400 sold nationwide from July through December 1999; 
Manhattan Group LLC, Minneapolis, Minnesota {800) 541-1345 

Illuminated race car panels include Tony Stewart Horne Depot Car, Jeff 
Gordon Dupont Car, Dale Earnhardt GM Goodwrench Car and Dale 
Earnhardt Jr. Budweiser Car; 1 ,600 sold nationwide during December 
1999; Action Performance Companies Inc., Phoenix, Arizona {888) 810.. 
4057 

Ariens orange models 938010, 938011, 938012, 938015 and 938016 
and Lesco green model LSS522; 27,000 sold nationwide from July 1997 
through January 2000; Ariens Co., Brillion, Wisconsin {888) 927-4367 

Long-sleeved gray with phrase Made in USA on neckline label; 2,000 
sold at Eddie Bauer stores nationwide from March through May 1999; 
Eddie Bauer, Richmond, Virginia {800) 426-6253 

Oak Models 841LQ and 1814LQ; 400 sold at furniture stores nationwide 
from January through November 1999; Thornwood Furniture Manufac­
turing, Phoenix, Arizona {877) 35Hl067 www.thomwood.com 
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New Concerns About Menopausal 
Hormones and Breast Cancer 

For years, Public Citizen's Health 
Research Group has warned of 

evidence that hormones given to 
women after menopause cause breast 
cancer. It was always plausible that 
such hormones did this; it has been 
known for decades that women with 
the greatest exposure to their own 
natural hormones (early onset of pu­
berty, late menopause, late child­
bearing or none at all) have increased 
breast cancer rates. Although there 
were studies both confirming and 
excluding the risk, research reported 
by the U.S. Centers for Disease Con­
trol and Prevention in 1991 showed 
that the best-conducted studies tended 
to confirm the risk. 

Deciding whether to take hor­
mones after menopause is a compli­
cated balancing act. On the one hand, 
estrogens (estrogens and progestins 
are the two categories of female hor­
mones) can reduce the rate of bone 
loss (osteoporosis), although exer­
cise and a calcium-rich diet begin­
ning early in adult life will suffice for 
most women. On the other hand, 
estrogens clearly cause uterine and 
breast cancer. The claimed benefit of 
estrogens in preventing heart disease 
remains unproven (see below). 

In the November 11, 1997 issue, 
the British journal The Lancet pub­
lished an analysis of the risks of 
menopausal hormone use from 51 
studies in 21 countries-90 percent 
ofthe world's data on whether meno­
pausal hormones cause breast can­
cer. The study found that risk was 
significantly increased among those 
who were currently using hormones 
(mostly estrogens) or had only rela­
tively recently stopped doing so. For 
those with ari average of 11 years of 
hormone use, the risk of breast can­
cer was increased by 35 percent. 

Meanwhile, the claimed benefits 
of hormone replacement therapy were 
also being questioned. In a study in 
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which women with preexisting heart 
disease randomly either received hor­
mone replacement with both estro­
gen and progestin (the progestin was 
added because it reduces the risk of 
uterine cancer due to the estrogen 
component) or an inactive placebo, 
combination hormone replacement 

A clear 
association 

between 
hormone use 
and breast 
cancer was 

again apparent 

actually increased the risk of heart 
disease in the first year. By the end of 
the study (an average of 4.1 years), 
there was no difference in heart dis­
ease or total mortality between the 
two groups. Gall bladder disease and 
blood clots, known complications of 
hormone therapy, were increased in 
the group who received hormones. 

In the January 26, 2000 issue of the 
journal of the American Medical As­
sociation an article lends new weight 
to fears about hormone replacement. 
The researchers followed 46,355 post­
menopausal women who had under­
gone mammography for an average 
of 10 years and determined whether 
or not they developed breast cancer. 

The study was unique in one regard: 
for the first time there were enough 
progestin users to measure the risk of 
breast cancer from these hormones. 

In women who had not used hor­
mones for at least four years, there 
was no increase in breast cancer, 
consistent with the earlier Lancet 
study. However, for those with more 
recent use, a clear association be­
tween hormone use and breast can­
cer was again apparent. Compared to 
those using no hormones, those us­
ing only estrogens were at a 20 per­
cent increased risk of breast cancer 
over the study period. But here was 
the shocker: those using a combina­
tion of estrogen and progestin were 
40 percent more likely to be diag­
nosed with breast cancer than non­
users. This means that for each year 
that a woman uses combined re­
placement therapy-now the most 
common way estrogens are used­
her risk of breast cancer grows by 
another 8 percent compared to non­
users: 8 percent increased risk in year 
one, 16 percent increased risk in year 
two, 24 percent in year three, etc. 
There was one other surprising find­
ing: lean women were at increased 
risk of hormone-induced breast can­
cer, but heavier women were not. 
One explanation for this is that heavier 
women already have higher estrogen 
levels and so the addition of more 
estrogen in pill form has little impact. 

Where do these new data leave 
postmenopausal women? Given the 
benefits of estrogens in preventing 
osteoporosis, hormone replacement 
therapy may be advisable for those at 
high risk for osteoporosis, especially 
those who have had a hysterectomy 
and are therefore not at risk for uter­
ine cancer. But for the great majority 
of women, these recent studies fur­
ther undermine the already shaky 
case for routine postmenopausal hor­
mone therapy. 
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OUTRAGE,Jrom page 12 
flatus incontinence at three months 
were also considerably higher in the 
episiotomy group compared to the 
other two groups (34 percent vs. 19 
percent and 21 percent), and these 
differences persisted at six months. 

A potential criticism of this study is 
that the women who received epi­
siotomies were different from those 
who did not. In particular, the women 
who underwent episiotomies might 
have undergone more difficult la­
bors, inaking the procedure neces­
sary for the speedy delivery of the 
child. The higher rates of inconti­
nence in the episiotomy group might 
also have resulted from the use of 
instruments such as forceps and 
vacuum cups during delivery. To 
address this issue, the authors con­
ducted separate analyses in women 
who had uncomplicated, non-instru­
mental births. These analyses showed 
that, even after taking these factors 
into account, there was still an in­
creased risk of incontinence con­
ferred by episiotomy. 

Defenders of episiotomy have long 
argued that it is better to have a 
controlled, surgical tear than a spon­
taneous one, because the smooth 
edges produced by the surgical tear 
will lead to better healing after the 
tear is repaired. The authors addressed 
this by comparing women with so­
called second-degree tears (a moder­
ate complication of delivery; the most 
severe tear is fourth-degree) due to 
either episiotomy or spontaneous tear-
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ing. The rates of fecal and flatus 
incontinence at three and six months 
were two to three times higher in the 
episiotomy group than in the sponta­
neous-tear group. A nurse, writing to 
the British Medical journal in re-

You should 
express your 

strong 
preference to 

avoid an 
episiotomy 
unless it is 
absolutely 
necessary. 

sponse to this article, put the issue in 
common sense terms: "Any tailor 
knows that the easiest way to tear a 
piece of fabric is to put a tiny cut at 
its edge .... How can it be any surprise 
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that women who are [surgically] cut 
experience more extensive damage?" 

There are situations in which epi­
siotomy can be justified. These in­
clude many breech (feet-first) 
deliveries, if the baby's shoulders 
become stuck or other conditions 
arise that endanger the life of mother 
or baby. But these situations are quite 
uncommon. More typically, this study 
suggests, episiotomy can and should 
be avoided. 

\'\"Jut You Can Do 

Clinical practices in obstet­
rics are often unaffected by 
emerging data. Although ex­
tensive evidence exists that 
the cesarean section rate in 
this country is much higher 
than it should be and that 
routine electronic fetal moni­
toring does not protect the 
infant and does increase the 
risk of cesarean section, these 
practices continue. It remains 
to be seen whether this im­
portant study will have a sig­
nificant impact upon clinical 
practice--43 percent of vagi­
nal deliveries in the U.S. in 
1996 involved episiotomy. In 
the meantime, if you are a 
pregnant woman (or her part­
ner), you should express your 
strong preference to avoid an 
episiotomy unless it is abso­
lutely necessary. 

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 HEALTif LETI"ER, 
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 www.dthleo.org/hrg 
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OUTRAGE OF THE MONTH 

The Unkindest Cut of All 
Unnecessary Episiotomies 

For decades, many obstetricians have 
insisted that an episiotomy (an 

incision made during labor in the 
skin beginning at the woman's va­
gina and continuing in the direction 
of the rectum) would produce 
healthier babies and promote quicker 
healing for mothers. Slowly but surely, 
these claims have been debunked. 
The latest claim to run afoul of im­
proved clinical investigation tech­
niques is that episiotomies are less 
likely to lead to involuntary loss of 
stool (fecal incontinence) or gas (fla­
tus incontinence) after delivery. A 
study in the January 8, 2000 issue of 
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the British Medical journal strongly 
suggests that the opposite is prob­
ably true: fecal and flatus inconti­
nence are substantially more common 
in women who have undergone epi­
siotomies. 

In the study, the researchers con­
tacted women six months after they 
gave birth and asked whether they 
had fecal or flatus incontinence then 
or three months after delivery. The 
women belonged to three groups: 
those who did not have an episiotomy 
and had only minor tears of the skin 
around the vagina during delivery; 
those who had no episiotomy but 

t1r'IIVHO 

had more substantial tears; and those 
who underwent an episiotomy. The 
researchers then compared the rates 
of fecal and flatus incontinence among 
the three groups. 

At three months after delivery, the 
rate of fecal incontinence among 
women in the episiotomy group 
greatly exceeded those in the other 
two groups (10 percent vs. 3 percent 
and 2 percent). At six months, the 
rates of fecal incontinence were lower 
than at three months, but were still 
higher in the episiotomy group than 
in the other two groups. Rates of 

continued on page 11 
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