
Phytoestrogens: Natural Hormone
Replacement Therapy?

P A R T  I  O F  A  S E R I E S  
O N  P H Y T O E S T R O G E N S

Are soy and flax safe, effective alternatives to hor-
mone replacement therapy for treating menopausal symp-

toms? Asian women complain less of hot flashes than Western
women, and it has been theorized that eating soy products serves as
a type of dietary hormone replacement therapy.1 Several recent
studies indicate that dietary supplementation with phytoestrogens
(plant estrogens) does reduce hot flashes in some women; data on
whether vaginal cytology improves are less convincing. Animal
studies indicate that phytoestrogens may even reduce the risk of
cardiovascular disease and osteoporosis, but there are no prospec-
tive human studies on these questions so far.

Phytoestrogens
The three main categories of phytoestrogens are lignans,

isoflavones, and resorcyclic acid lactones. Soy products are high in
isoflavones, which are also found in chickpeas and other legumes.
Flaxseed, or linseed, is very high in lignans, which are found in
whole grains, beans, vegetables, and fruits. Resorcyclic acid lac-
tones are found mainly in fungi, especially Fusarium, that contami-
nate grains; these are not part of a normal diet and will not be dis-
cussed. 

Phytoestrogens are weak estrogens; for example, the isoflavones
in soy, genestein, and daidzein, are less than 1% as potent as
endogenous estrogens in binding assays. Importantly, however, the
biological activity of isoflavones is equivalent to estradiol at con-
centrations that elicit maximal responses.2 So, even though phytoe-
strogens bind weakly to receptors, in adequate doses they can elicit
the same biological response as endogenous estrogens.

In Asia, consumption of legumes (e.g., soybeans, lentils, and
peas) provides 25-45 mg of total isoflavones a day. In Japan, where
soy consumption is especially high, up to 200 mg/d of isoflavones
are consumed.2 In Western countries, average consumption is less
than 5 mg/d. Soy products are not equal in terms of isoflavone con-

INSIDE

Kava for 
anxiety
page 4

Label Review:
Estroven™

page 7

Acupuncture
for Raynaud’s

syndrome
page 8

Acupuncture
and urinary

tract 
infection: An
unconvincing

study 
page 8

EDITOR

Adriane Fugh-Berman, MD
Chair, National Women’s
Health Network
Washington, DC

EDITORIAL ADVISORY
BOARD

Willard Cates, Jr, MD,
MPH
President
Family Health Institute
Durham, NC

Fredi Kronenberg, PhD
Director, Center for 
Complementary and 
Alternative Medicine
Research in Women’s
Health,
Columbia University, 
College of Physicians and
Surgeons
New York, NY

John McPartland, DO, MS
Clinical Assistant Professor
Department of Family 
Practice
University of Vermont
Middlebury, VT

Charlea Massion, MD
Clinical Assistant Professor
Division of Family and 
Community Medicine,
Stanford University Medical
Center
Santa Cruz Medical Clinic
Aptos, CA

John C. Pan, MD
Director, Center for 
Integrative Medicine,
George Washington 
University School of 
Medicine
Washington, DC

Volume 1     •     Number 1     •     Premiere Issue     •     Pages 1-8

American Health Consultants Home Page— http://www.ahcpub.com CME for Physicians— http://www.cmeweb.com

The articles and
commentaries in this
issue were written
by Adriane Fugh-
Berman, MD and
were reviewed by

the members of the 
editorial advisory

board.



tent. (See Table 1.) Soy oil and soy sauce contain incon-
sequential amounts of isoflavones. Although fermented
soy products often have lower amounts of isoflavones
than unfermented products, fermentation appears to
increase the bioavailability of isoflavones. 

Clinical Trials of Soy and Hot Flashes
Three studies have shown that phytoestrogens can

reduce hot flashes, and two of four studies have shown
estrogenic changes in vaginal epithelial cells.

The most recent published study, performed in
Bologna, Italy, was a randomized, double-blind, place-
bo-controlled study in 104 postmenopausal women.3

This study compared daily intake of 60 g of isolated soy
protein to 60 g of the milk protein casein for 12 weeks.
The soy-treated group had significantly fewer hot flashes
compared to the placebo group. Women receiving soy
experienced a 45% reduction in hot flashes, while the
placebo group experienced a 30% reduction in hot flash-
es (hot flashes are a notoriously placebo-responsive con-
dition). Significant differences between the two groups
were observed by the fourth week. Adverse effects,
mainly gastrointestinal complaints, were similar in both
groups. 

A 12-week study of 145 menopausal Israeli women
(114 completed the study) found that the 78 women
assigned to a phytoestrogen-rich diet had significantly

fewer hot flashes and less vaginal dryness than the 36
women in the control group, who simply continued eat-
ing their normal diet.4 Total scores on a menopausal
symptom questionnaire were not significantly different
between the two groups. In this study, phytoestrogen
intake (in the form of tofu, soy drink, miso, and ground
flaxseed) constituted about one-fourth of daily caloric
intake in the treatment group.

Another study in 58 women compared intake of 45 g
of soy flour daily with 45 g of wheat flour for 12 weeks.
The group supplemented with soy had significantly
fewer hot flashes.5

Effect on Vaginal Epithelial Cells
Four studies have looked at whether supplementing

the diet with phytoestrogens resulted in estrogenic
changes in vaginal epithelial cells; two were positive and
two were negative. A study in 25 women tested 45 g of
soy flour daily and found significant improvements in
the vaginal maturation index.6 The Brzezinski study also
found improvements in vaginal cytology.4

However, the Murkies study did not find significant
changes in vaginal cytology.5 Another study of 97
women (91 completed the study) found that administra-
tion of soy products (textured vegetable protein and
dried soybeans for a daily intake of 165 mg isoflavones a
day) resulted in an increase in the percentage of vaginal
superficial cells in 19% of the soy group compared to
8% of controls; however, the results did not achieve sta-
tistical significance.7 This study apparently used an
unusual method of collecting vaginal cells that may have
underestimated estrogenized cells.2

Serum Hormone Levels
Phytoestrogens will not be picked up by conventional

blood tests for estrogen levels; special assays for phytoe-
strogens must be done. While at least one study has
shown a decrease in midcycle FSH and LH levels in pre-
menopausal women (as well as an increase in the length
of the follicular phase and delayed menses),8 FSH and
LH do not seem to change in postmenopausal women.
The Baird study showed no significant changes in LH,
FSH, or sex hormone binding globulin (SHBG) between
the soy-treated group and the control group (both groups
showed slight decreases in LH, FSH, and SHBG).7 In
the Brzezinski study, phytoestrogen supplementation in
postmenopausal women markedly increased SHBG.4

Cardiovascular Disease Prevention
Soybeans may also have a beneficial effect on cardio-

vascular disease risk factors. In a meta-analysis of 38
controlled clinical trials on the effect of soy intake on
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serum lipids, ingestion of an average of 47 g of soy pro-
tein daily was associated with reduced cholesterol (23.2
mg/dL or 9.3%), reduced LDL cholesterol (21.7 mg/dL
or 12.9%), and reduced triglycerides (13.3 mg/dL or
10.5%).9 HDL cholesterol was unaffected. In most stud-
ies, intake of fat, saturated fat, and cholesterol was simi-
lar between the control group and soy group, so lipid
changes cannot be attributed to the lower fat content in
soy products compared to animal products.

One primate study compared conjugated estrogens
(Premarin) to phytoestrogens and found the two equiva-
lent in affecting several cardiovascular risk factors.10

One hundred eighty-nine surgically menopausal
cynomolgus monkeys were randomized into three
groups and fed an atherogenic diet. One group also
received soy with 1.7 mg/kg isoflavones; one group was
supplemented with isoflavone-free soy, and the third
group was given estrogen in a dose equivalent to conju-
gated estrogens at 0.625 mg/d (and a soy-free diet). The
soy diet with isoflavones was equivalent to conjugated
estrogens for most lipid and lipoprotein parameters; soy
was superior in increasing apolipoprotein A-1 and in not
causing an increase in triglycerides (a common side
effect of conjugated estrogens). These investigators also
found a beneficial effect of the soy diet (equivalent to
conjugated estrogens) on coronary artery reactivity.

In a study of 22 atherosclerotic rhesus monkeys, all
were fed a soy-based diet, but half of the monkeys
received isoflavone-free soy while the others received
isoflavone-intact soy.11 Quantitative coronary angiogra-
phy was performed. Additionally, females in the low-

isoflavone group underwent a second angiography after
an intravenous dose of the isoflavone genestein. Arteries
of males and low-isoflavone females constricted in
response to acetylcholine, but arteries in the high-
isoflavone group dilated in response to acetylcholine.
Intravenous administration of genestein reversed the ten-
dency of arteries to constrict in the low-isoflavone
female monkeys. These reactions are similar to those
caused by mammalian estrogens.

Osteoporosis
The effect of phytoestrogens on bone has not been

well studied, but there is reason to believe that there may
be some effect on bone. Asians have a lower rate of
osteoporotic bone fracture than Western women, despite
the fact that Asian women’s bones are thinner and their
calcium intake is far lower than that of Western women.
It bears noting that although soybeans are not naturally
high in calcium, the process for making tofu (bean curd)
involves the addition of calcium (magnesium may be
used, but is far less common), so tofu provides signifi-
cant calcium. (See Table 2.)

In an animal study, soy protein isolate was equivalent
to 17 beta-estradiol in preserving bone density in
oophorectomized rats.12

Endometrial Cancer
Dietary phytoestrogen intake, unlike conjugated

estrogens, does not appear to increase endometrial can-
cer rates. A multi-ethnic case-control study compared
various dietary factors in 332 endometrial cancer
patients in Hawaii and 511 age- and ethnicity-matched
controls.13 This study included Japanese, Caucasian,
Chinese, Filipino, and Native Hawaiian populations.
High consumption of soy and other legumes was associ-

Table 1
Phytoestrogen Content 
Calculated from Results of Several Analyses

Isoflavones
No. Daidzein, Genestein

of Foods mcg/g mcg/g
Food Analyzed Wet Wt. Wet Wt.

Tofu 15 76 166

Soy sauce 3 8 5

Soy milk 10 18 26

Soy-based specialty formula 3 < 1 3

Soybean sprouts 3 138 230

Soybean, green 1 546 729

Tempeh 3 190 320

Soybean paste 6 159 171

Miso paste 2 266 376

Miso paste (rice or barley) 3 79 260

Soy hot dog, tempeh burger 2 49 139

Adapted from: Reinli K and Block G. Phytoestrogen content of foods—A com-
pendium of literature values. Nutr Cancer 1996;26:123-148.

Table 2

Soy as a Source of Calcium

Mgs of Calcium

Tofu, firm,* 1/4 block (81 g) 553

Tofu, regular,* 1/4 block (116 g) 406

Soymilk, calcium-fortified, 1 cup 80-300

Soybeans, roasted, 1/2 cup 119

Soybeans, boiled, 1/2 cup 88

Tempeh, 1/4 cup 77

Soymilk, 1 cup 7

*Tofu processed with calcium sulfate

Chart source: USDA
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ated with half the risk of developing endometrial cancer
(OR, 0.46; CI, 0.26-0.83; P = 0.01). High fiber and low-
fat diets were also correlated with reduced risk. 

Recommendations
For patients who do not want to take hormone

replacement therapy, dietary supplementation with food
products (such as soy products and flaxseed) is most
likely safe and appears to alleviate hot flashes. Studies
are mixed on whether there is a beneficial effect on vagi-
nal epithelium. Whole grain breads and flaxseed break-
fast cereal are good sources of lignans. Tofu, tempeh,
dried soybeans, boiled soybeans, soy protein powders,
isoflavone-enriched soy milk, and chickpeas (also called
garbanzo beans) are all good sources of isoflavones.
Low-fat soy products are available; the amount of fat (or
protein) in a product does not affect isoflavone levels.

Isoflavone capsules are available. However, there are
no human studies on the long-term effects of taking
large doses of dietary supplements containing purified
isoflavones, such as genestein or daidzein. It is unclear
whether heavy intake of phytoestrogens in post-
menopausal breast cancer patients would be beneficial
or harmful. There are no data available on what interac-
tions may occur when supplemental phytoestrogens are
used concurrently with tamoxifen or raloxifene.   ❖
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Kava for Anxiety

Kava (Piper methysticum) is a psychoactive mem-
ber of the pepper family. Ceremonial kava drinking

has a long tradition of use in Polynesia, Micronesia, and
Melanesia. The kava shrub’s root (actually a rhizome or
underground stem) traditionally is chewed by specified
members of the community before being mixed with
water or coconut milk. Generally, chewers are young
men or women selected for strong teeth, clean mouths,
and freedom from overt disease. There are specific rules
and procedures associated with the preparation and dis-
tribution of the drink, and the kava ceremony may be
quite elaborate for formal occasions.

A sedative agent, kava is used medicinally in Europe
for anxiety and insomnia. In recent years, kava has
become quite popular in the United States, with  sales of
$2.9 million in 1997. Kava is one of the few herbs for
which the active constituents, kavapyrones, have been
characterized. A number of clinical trials of kava attest
to its anxiolytic effects. 

Clinical Trials of Kava for Anxiety 
In a randomized, double-blind, placebo-controlled

trial, 58 patients with anxiety syndromes were assigned
either to placebo or to 100 mg of kava extract WS 1490
(Laitan®)—equivalent to 70 mg kavapyrones—three
times daily for four weeks. Compared to placebo, the
kava group demonstrated a significant reduction in anxi-
ety as assessed by the Hamilton Anxiety Scale
(HAMA). Differences between the two groups were
noted as early as the end of the first week and increased
during the course of the study.1

A randomized, double-blind, placebo-controlled mul-
ticenter study of 101 outpatients with anxiety disorders
treated with 300 mg kava extract WS1490 daily (equiva-
lent to 210 mg kavapyrones) for 25 weeks found signifi-
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cant reductions in the HAMA scale in the kava group
beginning in the eighth week.2 Improvements were also
seen in secondary outcome variables, which included
HAMA subscores for somatic and psychic anxiety, Clin-
ical Global Impression, Self-Report Symptom Invento-
ry, and Adjective Mood Scale. 

Several other controlled, double-blind trials on kava
extracts or the isolated compound DL-kawain have been
published in the German literature.3 In a typical trial, 58
patients with anxiety received 210 mg kava or placebo
daily for a month. Compared to placebo, those receiving
kava had significantly greater reductions in HAMA
scores starting at one week.4

In the only treatment-controlled trial identified, a
daily dose equivalent to 210 mg of kavapyrones was
compared with 15 mg/d oxazepam or 9 mg/d bro-
mazepam for six weeks. One hundred sixty-four patients
completed the protocol; HAMA ratings did not differ
significantly among the three groups.5

Kava and Menopausal Symptoms
A study of kava for climacteric symptoms in 40

women using doses of 30-60 mg/d for 56-84 days found
significant improvements in the HAMA scale and Kup-
perman index.6 Another trial by the same investigator,
but using a higher dose (equivalent to 210 kavapy-
rones/d), in 40 menopausal women also found improve-

ments in symptoms, HAMA, Kupperman index, and
Depression Status Inventory (DSI).7

Active Compounds 
Active constituents in kava are the kavapyrones (also

called kavalactones), which include kawain, dihy-
drokawain, methysticin, and dihydromethysticin.3 All of
the kavapyrones are centrally acting skeletal muscle
relaxants. Anticonvulsant effects have also been demon-
strated and appear to be due to effects on sodium and
calcium channels.8 Kava extract affects GABAA recep-
tor binding.9 Several kavapyrones, including methysticin
and dihydromethysticin, are potent inhibitors of [3H]-
norepinephrine.10

Adverse Effects 
The incidences of side effects were low in observa-

tional studies that included more than 7000 patients
treated with kava for 4-7 weeks. All side effects (pre-
dominately gastrointestinal discomfort, headache, dizzi-
ness, and allergic skin reactions) were mild and revers-
ible; the total incidence of reported side effects was only
1.5-2.3%.3

Kava may have subtle detrimental effects on vision.
A heavy dose of traditionally prepared kava, adminis-
tered under experimental conditions to a single subject
who had never used it before, found no effect on visual

Media Coverage Raises Patients’
Awareness of Alternative Therapies

Your patients have probably read numerous articles and
advertisements about natural treatments for ailments

ranging from allergies to migraine to PMS, anxiety, and
depression. Here’s what popular magazines are saying:

To reduce stress and possibly lower blood pressure, the
September 1998 issue of Self suggests that a circling move-
ment derived from Tai Chi, the ancient Chinese martial arts
form, may help minimize or alleviate these problems. The
magazine also devotes a page in every issue to discuss alter-
native approaches to a particular health care topic, and the
issue includes recommendations for treating recurrent
yeast infections.

Vegetarian Times frequently covers alternative medicine,
and the July 1998 issue included the article “Female Prob-
lems,” which describes how natural medicine and a vegetar-
ian diet can prevent and treat common women’s problems,
such as vaginal infections, cystitis, and urinary infections. 

An article in the September 1998 issue of American

Health for Women cautions consumers to be careful when
buying herbal products because there is no organization to
ensure their quality and safety. The article mentions specific
brand-name supplements that have been proven safe and
effective in clinical trials, including Efamol (evening primrose
oil) for PMS symptoms, Remifemin (black cohosh) to
relieve certain menopausal symptoms, and Kira’s St. John’s
wort for mild-to-moderate depression.

McCall’s includes an article in the September 1998 issue
that suggests deep breathing, yoga, aromatherapy, and
herbal remedies are safe alternatives for treating backaches,
headaches, PMS, and more. In addition to describing how
these remedies can help treat everyday aches and stresses,
the magazine includes a glossary of natural treatment terms.

As evidence that acupuncture is becoming a more main-
stream treatment, the August 16, 1998 issue of Parade
reported an NIH panel’s findings that acupuncture is effec-
tive in alleviating some types of pain and nausea, and that
some insurance companies will pay for treatments.

A May-June 1998 Health article suggests that patients
using alternative therapies without consulting their doctors
risk potential conflicts with pharmaceuticals.   ■
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acuity, stereoacuity, or refractive error. However, kava
reduced the near point of accommodation, decreased the
near point of convergence, disturbed oculomotor bal-
ance, and increased pupil diameter.11

Although EEG studies and psychometric tests of
intellectual and motor functioning do not indicate signif-
icant impairment with doses used therapeutically,3 heav-
ier doses used recreationally can cause gait disturbance
and other signs similar to alcohol intoxication.  Interest-
ingly, a 44-year-old motorist arrested in Utah for swerv-
ing in and out of traffic lanes appeared to be typically
drunk (staggering, slurred speech, and slowed respons-
es), but a breath test showed no evidence of alcohol. The
motorist turned out to be suffering the effects of 16 cups
of kava. Although the herb is legal, the motorist was
convicted of driving under the influence of kava, in the
first case of its kind.12

Heavy, chronic use of kava results in yellowing of the
skin and an ichthyosiform eruption known as kava der-
mopathy, often accompanied by eye irritation.13 Kava
dermopathy is treated by abstention from kava.
Although the scaly dermatitis is similar to that seen in
pellagra, niacin deficiency has been ruled out as a mech-
anism. A randomized, controlled trial of 100 mg nicoti-
namide in 29 kava drinkers with kava dermopathy
showed no difference between the treatment and placebo
groups.14 Stopping kava, however, results in complete
resolution of symptoms. 

Interaction with Benzodiazepine? 
There is a case report of an interaction between kava

and the benzodiazepine alprazolam. A 54-year-old man
on daily doses of alprazolam, cimetidine, and terazosin
was hospitalized after experiencing an acute change in
mental status three days after starting to take kava. He
recovered from his lethargy and disorientation within
several hours.15 This is a multi-drug interaction in which
cimetidine is likely to have played an important role.
Cimetidine affects microsomal enzymes and reduces the
hepatic metabolism of numerous drugs, including
diazepam. Cimetidine may have increased alprazolam
levels, but, clearly, the addition of kava tipped the bal-
ance.  Possible explanations for this reported interaction
include the following: cimetidine may inhibit the metab-
olism of kava; kava may inhibit the metabolism of alpra-
zolam; alprazolam may inhibit the metabolism of kava;
or any combination of the above. 

Recommendations
Therapeutic doses of kava appear to be safe and

effective for short-term anxiolysis, but the herb should
not be used for more than three months. Recreational

use can result in a drunken-like state, and chronic heavy
use can result in a typical dermatitis.   ❖
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Estroven ™

Label and Package Insert Information

Dietary supplement with natural estrogens, calcium, B-6 and E.

Estroven™ is not solely for use during menopause. Estrogen loss can
begin in your 30s, and many women notice changes years before
menopause begins. It is important to remember that Estroven™ is a
natural, nutritional supplement, not a drug. We do not suggest it func-
tions the same as prescription HRT. However, we do believe that the
natural estrogens and balancing nutrients provide valuable benefits
for women before, during, and after menopause.

Package Directions

Take one caplet daily before bedtime with food.

Estroven™ may be taken in addition to other nutritional supplements
and prescription estrogen.

Because Estroven™ is a natural product, please take daily and allow
30-60 days for it to begin to work in harmony with your body’s natural
processes.

(Estroven™ is a trademark of AmeriFit™)

Price: 30 capsules, $14.39

Analysis of Ingredients
Vitamin E, 30 IU: This safe supplemental dose of

vitamin E meets RDA. However, the dose is lower than
in standard supplements, which range from 100-800 IU. 

Thiamin, 2 mg; Riboflavin, 2 mg; Niacin (niaci-
namide), 20 mg; Vitamin B6, 10 mg; Vitamin B12, 6
mcg; folate, 400 mcg: These are safe doses of B vita-
mins that meet RDA. The B vitamins (excluding folate)
are in much lower doses than standard B-complex sup-
plements, which typically contain 50 mg each of thi-
amin, riboflavin, niacin, and vitamin B6, and 100 mcg of
vitamin B12.

Calcium (calcium carbonate), 150 mg: This is a
small supplemental dose of calcium. Postmenopausal
women should ingest 1500 mg calcium qd; pre-
menopausal women should ingest at least 1000 mg qd. 

Selenium (l-selenomethionine), 70 mg: This is a
safe supplemental dose of selenium that meets RDA. 

Boron (chelate), 1.5 mg: This is a safe supplemental
dose of boron. RDA has not been established. 

Purified isoflavones (from soy and pueraria), 50
mg: This is a small dose of isoflavones (a type of phy-
toestrogen). In trials of soy products for menopausal
symptoms, daily doses of isoflavones have ranged from
76 mg to more than 300 mg. Genestein is the predomi-
nant isoflavone in soy; there are no trials of isoflavones
from pueraria root (kudzu), which contains different
isoflavones (daidzein and daidzin). Although this appears

to be a small dose, there are no clinical trials of its
effects on menopausal symptoms (see page 1).

Kava root standardized extract (30% kavalac-
tones), 100 mg: This dose of kava is equivalent to 30
mg/d of kavalactones. There are two clinical trials of
kava for menopausal symptoms; one tested a dose of 30
mg and one of 60 mg (see page 5). The usual dose of
kavalactones for anxiety is higher, at 210 mg daily. 

Black cohosh root, 40 mg: Black cohosh contains
the phytoestrogen formononetin, a very different phy-
toestrogen than that found in soy products and other
foods. For standardized dried extract, the daily dose is 8-
40 mg; for dried root the usual daily dose is 900-
2000 mg. Long-term safety has not been established. 

Conclusion and Recommendations
This typical dietary supplement contains a sprinkling

of many ingredients in small amounts in combinations
that have not been tested in clinical trials. The vitamins
and minerals in this formula are present in safe amounts,
and the B vitamins, E, and selenium are provided in
amounts that meet the RDA. The formula also includes
various plant estrogens (isoflavones, pueraria, and black
cohosh) and an anxiolytic herb (kava). Although there is
some evidence for the estrogenic effects of soy
isoflavones, isoflavones are not interchangeable. If these
are soy isoflavones, the dose is subtherapeutic. Pueraria
is a Chinese herb used for fevers and diarrhea; there are
no clinical trials on kudzu for menopausal symptoms. 

The black cohosh dose is either a low dose of dried
root or a high dose of dried extract. The phytoestrogens
in black cohosh are very different than those found in
soybeans, flaxseed, or other food plants.  Black cohosh
is a medicinal herb that is not traditionally used long-
term. There are no data on long-term safety; black
cohosh should not be taken for more than six months. 

It is unlikely that this combination of ingredients in
the amounts provided would have therapeutic effects.
Theoretically, there could be a synergistic effect of phy-
toestrogens present in this formula, but there is no evi-
dence provided in the label or package insert that any
human or animal experiments have been performed on
this combination. Daily use of this product cannot be
recommended given the lack of long-term safety data on
black cohosh.   ❖

If you would like to see a particular product reviewed,
please send the label, package insert, and any promotional
materials to Adriane Fugh-Berman, MD, Alternative Therapies
in Women’s Health, P.O. Box 740056, Atlanta, GA  30374.

Label Review



Acupuncture for 
Raynaud’s Syndrome
Source: Appiah R, et al. Treatment of
primary Raynaud’s syndrome with tra-
ditional Chinese acupuncture. J Intern
Med 1997;241:119-124.

Design and Setting: Randomized,
controlled trial comparing treatment
group with untreated controls in the
angiological clinic of Hannover Med-
ical School, Hannover, Germany.

Subjects: 33 patients (10 men, 23
women) younger than 60 years old with
primary Raynaud’s syndrome.

Treatment: Acupuncture and moxa
stimulation of acupuncture points. 

Dose/Route/Duration: Patients in the
treatment group received acupuncture
and moxa stimulation every other day
during weeks 10 and 11 for a total of
seven treatments. A standardized proto-
col was used (all patients were treated
at the same points). Patients were fol-
lowed for 24 weeks.

Outcome Measures: Symptom diaries
(for 23 weeks); capillary flow-stop
reaction measured by local cooling test
with nailfold capillaroscopy (in weeks
1, 12, and 24).

Results: Frequency of attacks decreas-
ed significantly from 1.4/d to 0.6/d in
the treatment group and insignificantly
from 1.6/d to 1.2/d in the untreated
group. Overall reduction of attacks was
significantly different between the two
groups. Mean duration of capillary
flowstop reaction decreased signifi-
cantly from 71 to 24 seconds in the
treatment group between week 1 and
week 12 and remained significantly
reduced, at 38 seconds, at week 23. No
significant changes from baseline were
seen in the control group. Duration and

severity of attacks did not change in
either group.

Funding: Not noted.

Comments: This is an interesting study
which indicates that acupuncture may
be a useful alternative for Raynaud’s.
Acupuncture trials are notoriously dif-
ficult to control, but the choice of
untreated controls is not ideal. This
study should be repeated as a treat-
ment-controlled trial, perhaps compar-
ing acupuncture to nifedipine.   ❖

Acupuncture 
and Urinary Tract
Infection: An 
Unconvincing Study
Source: Aune A, et al. Acupuncture in
the prophylaxis of recurrent lower uri-
nary tract infection in adult women.
Scand J Prim Health Care 1998;16:
37-39.

Design and Setting: Three-arm con-
trolled clinical trial comparing an
acupuncture treatment group, a sham
acupuncture group, and an untreated
control group, in a ratio of 2:2:1. The
setting was an acupuncture clinic in
Bergen, Norway.

Subjects: 67 women with a history of
recurrent UTI.

Treatment: Acupuncture.

Dose/Route/Duration: Individually tai-
lored acupuncture treatments twice
weekly for four weeks.

Outcome measures: Acute lower UTIs
during the observation period. Patients
were interviewed and received urine
cultures monthly for six months.

Results: The number of patients who

experienced no UTIs during the obser-
vation period was 23/27 in the
acupuncture group, 15/26 in the sham
acupuncture group, and 5/14 in the
untreated group. True acupuncture was
significantly better than either sham
acupuncture or no treatment in this
measure.

The incidence rate of lower UTI was
significantly different between the real
acupuncture group and the untreated
control group but was not significantly
different between the real and sham
acupuncture group.

Funding: Norwegian Research Board.

Comments: This study suffers from a
major flaw. It is noted that “several
episodes of acute distal urinary symp-
toms were noted, in which bacterial
culture either was not obtained, or was
negative. Of these episodes, 17
occurred in the acupuncture group, 25
in the sham group, and 10 in the control
group.” This is an alarmingly high
number of undocumented symptomatic
episodes that confounds any positive
results of this study. It is not even noted
whether women with these symptoms
received antibiotic treatment. 

While patients were “asked to seek
medical aid” for symptoms and were
supplied with pre-addressed dipslides
and questionnaires to document
episodes that occurred between sched-
uled visits, this clearly was not done. It
is unusual in a study of this sort that
patients would not be asked to contact
study investigators for evaluation of
symptoms under study. Had this been
done, perhaps the rate of undocument-
ed episodes would have been accept-
able. As it stands, the results of this
study should not be used as evidence
that acupuncture reduces the incidence
of UTI.   ❖
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