
New Clinical Trial on Saw Palmetto Inconsistent with Positive Resu... http://www.herbalgram.org/default.asp?c=sawpalmBPH

1 of 4 2/10/06 4:58 PM

 Username:  Password:  Help  Join 
N o w 

     (Advanced)
American Botanical Council > New Clinical Trial on Saw Palmetto Inconsistent with Positive 
Results in Previous Studies

New Clinical Trial on Saw Palmetto Inconsistent with Positive Results in Previous 
Studies

Clinical Evidence Supports Use of Saw Palmetto for Mild to Moderate Prostate Problems

(Austin, TX, February 8, 2006)  The results of a new clinical trial on the popular herb saw palmetto may confuse
the public, especially men with prostate problems, according to the American Botanical Council, a nonprofit 
herb research and education group. The trial, published this week in the New England Journal of Medicine
(NEJM), found no significant differences between a saw palmetto pill and a placebo in men with moderate to 
advanced prostate problems. 1

Saw palmetto is an herbal dietary supplement that is widely recognized for its safety and efficacy in treating mild 
to moderate symptoms associated with benign prostatic hyperplasia (BPH). BPH is a non-cancerous swelling of 
the prostate gland in older men, resulting in various symptoms associated with the interruption of normal 
urinary flow. 

“Our primary concern with this trial is the relatively advanced condition of the prostate problems in many of the
men who were tested,” said Mark Blumenthal, Founder and Executive Director of ABC.

Blumenthal emphasized that the men in this trial experienced moderate to severe symptoms of BPH, although 
most of the previous controlled trials showing positive results and efficacy for saw palmetto were conducted on 
men with mild to moderate symptoms of BPH. The men in the trial had scores between 8-35, i.e., moderate to 
severe BPH, according to the American Urological Association Symptom Inventory (AUASI).

“Most of the official international monographs that recognize the benefits of saw palmetto do so for stage 1 and
2 of BPH, i.e., the mild to moderate range of BPH symptoms,” said Blumenthal. “These include monographs
from the German government and the World Health Organization.”

“The results of this trial need to be seen in the perspective of the preponderance of the existing evidence,
including at least 21 controlled trials showing positive outcomes with saw palmetto preparations,” he added.

In the new trial reported in NEJM, conducted at the University of California at San Francisco, 225 men (112 in 
saw palmetto group; 113 placebo) 49 years of age or older with moderate to severe BPH were randomly assigned 
to groups who took a leading saw palmetto extract (160mg twice daily, the normal dose shown effective in over 
21 clinical trials) or a matching placebo capsule. The patients made 8 study visits over a one-year period to 
assess changes in the AUASI scores (this is the primary outcome of the trial), maximal urine flow, post-void 
residual urine volume, prostate size, and other health-related outcomes. On average, participants in both the saw 
palmetto and the placebo groups improved over the one-year duration of the trial, but there were no significant 
differences in the rates of improvement overall between the two groups as measured by the AUASI. 

While ABC believes that this trial employed a good design and used a high quality saw palmetto extract, the
group pointed to an anomaly of the trial — the significantly higher adverse effect profile in the placebo group.
Saw palmetto preparations are known to be safe and very well tolerated, producing few adverse effects. In this
trial, minor adverse effects in the saw palmetto and placebo groups were nearly equal (saw palmetto, 39; placebo,
34) — evidence of the safety of saw palmetto. However, there were almost twice as many serious adverse effects 
in the placebo group (11) as in the saw palmetto group (6), suggesting that the patient population may have had 
other serious illnesses, possibly interfering in the attempt to treat the moderate-to-severe BPH symptoms.
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The study was funded primarily by the National Institute of Diabetes and Digestive and Kidney Diseases, with 
additional funding from the National Center for Complementary and Alternative Medicine.

About Saw Palmetto

Saw palmetto (Serenoa repens) preparations are made from the fruit of a small palm tree which is native to 
Florida and was a former staple food of Seminole Indians. Saw palmetto berries were widely used by Eclectic 
physicians of the late 19th and early 20th centuries for a variety of indications, including treating the male 
reproductive system. 

Saw palmetto extracts are widely used in Europe and in the past decade in the United States as a natural therapy to 
help maintain normal prostate and urinary function, particularly by treating the symptoms of BPH in men with 
mild to moderate cases of BPH.

A meta-analysis (statistical analysis of a group of studies) of 18 clinical trials published in the Journal of the 
American Medical Association 2 and another on 21 clinical trials carried out on over 3000 men as reviewed by 
the Cochrane Collaboration 3 have confirmed the safety and efficacy of saw palmetto extract preparations in 
treating symptoms of BPH, usually of stage 1 and 2. The latest meta-analysis 3 concludes that the clinical 
literature supports the use of saw palmetto preparations in treating symptoms of BPH in stages 1 and 2, and that 
saw palmetto preparations have shown efficacy and greater safety when compared to conventional 
pharmaceutical drugs (e.g., finasteride, aka Proscar®).

The safety and efficacy of saw palmetto preparations have gained international recognition by various
governments and professional health groups. Saw palmetto has been approved by the German government’s
respected Commission E 4 and the Canadian government’s Natural Health Products Directorate. 5 It is also 
recognized by leading scientists and physicians in Western Europe through a positive monograph by the 
European Scientific Cooperative on Phytotherapy (ESCOP), which acknowledges its efficacy for symptomatic 
treatment of micturition (urinary) disorders in mild to moderate BPH. 6. The World Health Organization also 
recognizes the efficacy of saw palmetto for treating lower urinary tract symptoms secondary to BPH stages I and 
2. 7 Additional recent reviews of the medical and scientific literature have concluded that saw palmetto extract 
preparations are safe and effective for treating symptoms of BPH. These include The ABC Clinical Guide to Herbs
8 and others. 9 The American Botanical Council has made the complete saw palmetto chapter from ABC Clinical 
Guide to Herbs available online in PDF format, including Clinical Overview, Patient Information Sheet, and 
complete monograph which reviews 19 clinical studies. You may access this resource by clicking the following
link:  http://www.herbalgram.org/files/pdfs/Saw_Palmetto.pdf.

Saw palmetto is frequently combined with other herbs that have shown benefit for prostate function to produce 
safe and effective preparations that have been clinically documented. For example, a leading European saw 
palmetto preparation also contains the root of nettle (Urtica dioica), for which several recent randomized 
controlled clinical trials have shown safety and efficacy, the most recent, conducted on 257 men in Russia, was 
published in July 2005. 10

The large success of most saw palmetto trials has driven preparations of this traditional herb to large consumer
acceptance, not only among natural health enthusiasts, but also in the mainstream market. In 2004 and 2005
retail sales of saw palmetto preparations ranked third (behind only garlic and echinacea), according to market
report articles in the ABC’s quarterly, peer-reviewed article HerbalGram. 11,12  The NEJM article cited a 2002
survey showing that about 2.5 million men were estimated to have been using saw palmetto preparations. ABC 
estimates that saw palmetto retails sales in all channels of trade in the U.S. may be as high as $100-120 million 
or possibly more. 

About the American Botanical Council

Established in 1988, the American Botanical Council (ABC) is the leading nonprofit, member-based 
international organization working to educate consumers, healthcare professionals, researchers, educators, 
industry, and the media on the safe and effective use of herbs and medicinal plants products. ABC is located on a 
2.5 acre site in Austin, Texas where it publishes HerbalGram, a peer-reviewed quarterly journal. ABC is also the 
publisher of The ABC Clinical Guide to Herbs, a continuing education and reference book, which contains 
extensive monographs on the safety and efficacy of 29 popular herbs. More information is available at 
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http://www.herbalgram.org/.

###

 
EDITOR’S NOTE: 
The American Botanical Council has made the complete saw palmetto chapter from ABC Clinical Guide to Herbs
available online in PDF format, including Clinical Overview, Patient Information Sheet, and complete 
monograph which reviews 19 clinical studies. You may access this resource by clicking the following link: 
http://www.herbalgram.org/files/pdfs/Saw_Palmetto.pdf.

ABC has additional saw palmetto research in its online resources. Please use your member login for any studies 
that are protected or contact ABC to get your login information. 
A search of HerbClip™ Online, one of ABC’s six databases (available at select membership levels), revealed the
following results on saw palmetto. 
http://www.herbalgram.org/herbclip/search.asp?s=saw+palmetto&m=E. 
A search on HerbalGram Online, another of ABC’s databases, turned up these additional articles of interest on
saw palmetto:
Anon. SAW PALMETTO EXTRACT IN THE TREATMENT OF BPH. HerbalGram. 1995;34:12.
Blumenthal M, Milot B. Long-Term Use of Saw Palmetto and Nettle Root Combination Shown Effective for BPH 
in Clinical Trial. HerbalGram. 2005;68:24.

References

1. Bent S, Kane C, Shinohara K, Neuhaus J, Hudes ES, Goldberg H, et al. Saw Palmetto for Benign Prostatic 
Hyperplasia. New Engl J Med. Feb 9, 2006;354(6):557-566.

2. Wilt TJ, Ishani A, Stark G, MacDonald R, Lau J, Mulrow C. Saw palmetto extracts for treatment of benign 
prostatic hyperplasia: a systematic review. JAMA. 1998;280(18):1604–1609.

3. Wilt T, Ishani A, Mac Donald R. Serenoa repens for benign prostatic hyperplasia. The Cochrane Database of 
Systematic Reviews 2002, Issue 3. Art. No.: CD001423. DOI: 10.1002/14651858.CD001423.

4. Blumenthal M, Busse WR, Goldberg A, Gruenwald J, Hall T, Riggins CW, Rister RS, eds. Klein S, Rister RS, 
trans. The Complete German Commission E Monographs -Therapeutic Guide to Herbal Medicines. Austin, TX: 
American Botanical Council; Boston: Integrative Medicine Communication; 1998.

5. Health Canada Natural Health Products Directorate. Monograph – Saw Palmetto May 1, 2004.
http://www.hc-sc.gc.ca/dhp-mps/alt_formats/hpfb-dgpsa/pdf/prodnatur/mono_sawpalmetto-palmiernain_e.pdf. 
Accessed Feb. 6, 2006.

6. ESCOP. Serenoae Repentis Fructus (Sabal Fructus). In: ESCOP Monographs: The scientific foundation for 
herbal medicinal products. New York: Thieme Publishers; 2003:477-486.

7. WHO. Fructus Serenoae Repentis. World Health Organization Monographs on Selected Medicinal Plants, 
Vol.2. Geneva: World Health Organization; 2002:285-299.

8. Blumenthal M, Hall T, Goldberg A, Kunz T, Dinda K, Brinckmann J, Wollschlaeger B.(eds.).  The ABC 
Clinical Guide to Herbs. Austin, TX: American Botanical Council, 2003.

9. Ulbricht CE, Basch EM. Natural Standard Herb Supplement Reference: Evidence-based clinical reviews. St. 
Louis, MO: Mosby Inc.; 2005:651-666.

10. Lopatkin N, Sivkov A, Walther C, Schlafke S, Medvedev A, Avdeichuk J, Golubev G, Melnik K, Elenberger 
N, Engelmann U. Long-term efficacy and safety of a combination of sabal and urtica extract for lower urinary 
tract symptoms: a placebo-controlled, double-blind, multicenter trial. World J Urol. 2005 Jun 1.

11. Blumenthal M. Herb Sales Down 7.4 Percent in Mainstream Market; Garlic Is Top-Selling Herb; Herb 
Combinations See Increase. HerbalGram 2005;66:63.



New Clinical Trial on Saw Palmetto Inconsistent with Positive Resu... http://www.herbalgram.org/default.asp?c=sawpalmBPH

4 of 4 2/10/06 4:58 PM

12. Blumenthal M. Herb Market Review—2005. HerbalGram 2006;70 (in press).

Home | Contact Us | Privacy Policy | Sponsors

American Botanical Council, 6200 Manor Rd, Austin, TX 78723
Phone: (512) 926-4900 | Fax: (512) 926-2345 | Email: abc@herbalgram.org 

American Botanical Council, 6200 Manor Rd, Austin, TX 78723
Phone: 512-926-4900 | Fax: 512-926-2345 | Email: abc@herbalgram.org 

The information on this site is intended for educational purposes only and is not a substitute for the advice of a 
qualified healthcare professional. The American Botanical Council does not endorse or test products, nor does it verify 
the content or claims made, either implicit or explicit. ABC does not accept responsibility for the consequences of the 

use of this information or its most up-to-date accuracy. ABC is a nonprofit, tax-exempt research and education 
organization under IRS section 501(c)(3). All text, images and content Copyright © 2005 American Botanical

Council, unless otherwise noted.


