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The Saw Palmetto Harvesting Company has set the world standard for extractable
sterols and fatty acids of the saw palmetto berry(/axJ v IV S IL, /aFx) v
RENLHH TEAATo— /L EARHR O R LR ELT)

Assay (434T) / Phytosterole {27 12— /1)

Campesterol (1> _XATF7@—/)L) 0.01 - 0.1%
Stigmasterol (AF 7 <ATm—/)L) 0.01 - 0.1%
B-Sitosterol (f “FATE—/L) 0.1 - 0.4%
Sterole total (A7 m—/ L&) 0> 0.15%

Assay (77#8T) / Fatty acids (Ig/ifig)

Caprylic acid) (W7 V)L HR) 1.0 - 3.0%
Capric acid (B 7"V i) 1.0 - 3.0%
Lauric acid (77 g 25.0 — 32.0%
Myristic acid) (SUATF ) 10.0 — 15.0%
Palmitic acid (/LI F &) 7.0 - 11.0%

Stearic acid (AT TV 1R) 1.0 — 2.0%



Oleic acid (LA 1ig) 26.0 — 35.0%

cis—Linoleic acid (3R J— L) 3.0 - 5.0%
Linolenic acid (V ./ —/Lfig) 0.5 - 1.5%
Fatty Acid Total (RERFE G FT) > 85-95%

51 HE&E}: Saw Palmetto Harvesting Company As—2A_—3

Saw palmetto (Serenoa repens), a member of the palm family Arecaceae, is native to
the West Indies and the Atlantic Coast of North America, from South Carolina to
Florida. The plant may grow to a height of 20 feet (6.10 m), with leaves up to 3 feet
(0.914 m) across. The berries are fleshy, about 0.75 inch (1.9 cm) in diameter, and
blue—black in color. Saw palmetto berries contain sterols and lipids, including relatively
high concentrations of free and bound sitosterols. The following chemicals have been
identified in the berries: anthranilic acid, capric acid, caproic acid, caprylic acid,
carotene, ferulic acid, mannitol, J —sitosterol, B —sitosterol-D—glucoside, linoleic
acid, myristic acid, oleic acid, palmitic acid, 1-monolaurin and 1-monomyristin. A
number of other common plants (e.g., basil, corn, soybean) also contain —sitosterol.
Sitosterols are commercially available as raw material in 50— and 200-kg fiber drums
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—Sitosterol

Errol Zeiger, Ph.D. Review of Toxicological Literature

National Institute of Environmental Health Sciences November 1997

Saw Palmetto Extract is obtained from comminuted Saw Palmetto by extraction with
hydroalcoholic mixtures or solvent hexane, or by supercritical extraction with carbon

dioxide. The ratio of starting crude plant material to Extract is from 8.0:1 to 14.3:1.
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51 F 3k : The United States Pharmacopeial Convention
Revision Bulletin Official June 1, 2013  Saw Palmetto
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Quality of saw palmetto raw material is a directly related to harvest timing, according
to Valensa International. “WHO, German Commission E and US Pharmacopeia (USP)
monographs all specify that saw palmetto plant material of interest is dried ripe fruits
that are dark brown or black in color,” explained Sid Hulse, vice president of sales
and marketing at Valensa, adding some product is made from green berries harvested
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Most recently, in 2006 Valensa International warned the industry of a poor saw
palmetto crop due to a summer drought and the overharvesting of unripe berries. (Z
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Saw palmetto oil extract is the only form of the product used in every successful saw
palmetto BPH clinical trial to date. Saw palmetto powders are usually sold in 320 to
500 mg capsules that mimic their oil extract counterparts in size. These powder—form
products contain only about 10-12% of the oil extract that has been studied in all of
the successful clinical trials, It is estimated that 50% of the sales of saw palmetto in
the United States are related to these powder—form products.(/Z2Y ¥ JHh H i
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We compare two analytical approaches and characterise 57 different saw palmetto
products. An established method - gas chromatography — was used for the
quantification of nine fatty acids, while a novel approach of metabolomic profiling using
"'H nuclear magnetic resonance (NMR) spectroscopy was used as a fingerprinting tool
to assess the overall composition of the extracts. The analysis showed that there was
great heterogeneity between the products in the amount of fatty acids per day for the

lowest daily dosage per product. The concentrations were in the range between 8.43

mg for the product with the lowest daily amount of fatty acids and 1473 mg for the

preparation with the highest value. On average, the combination products showed a

different pattern compared with saw palmetto preparation. They contained less lauric,

oleic/linoleic and myristic acid but higher concentrations of palmitic, linolenic and
stearic acid. Mature saw palmetto fruits yield twice as much lauric acid than immature
fruits; very mature fruits contain more oleic acid than lauric acid
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51 A STk : A phytochemical comparison of saw palmetto products using gas
chromatography and 'H nuclear magnetic resonance spectroscopy
metabolomic profiling Journal of Pharmacy and Pharmacology
November , 2013

Greg Zaino, president of Saw Palmetto Berries Coop of Florida, indicated the thinning
of saw palmetto extract with palm, olive or other oils has become more blatant.
“Companies are putting these oils into a 320 mg soft gel and it weighs 320 mg in the
end,” he said, adding some of these finished products list olive oil on the label as an
added ingredient, but it doesn’t say how much is added(Z7al& ® /o HFrt
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5| &} : Saw Palmetto Quality Issues Naturalproductinsider.com September 2009

Reports of the addition of undeclared vegetable oils (e.g., palm oil, canola oil or coconut
oil) to saw palmetto extracts for financial gain appeared in the early 2000s. Since these
vegetable oils contain some of the same components as ripe saw palmetto berries, the
detection of this type of adulteration is not always straightforward. Even more difficult
is the determination of the proper amount of saw palmetto in a finished product, since
vegetable oils almost always are added as part of the semi—liquid formulation of the saw
palmetto extract (e.g., in soft gel capsules). Unscrupulous suppliers have taken
advantage of these analytical challenges to pass vegetable oils as saw palmetto extracts
entirely and/or to dilute saw palmetto extracts with the lower—cost vegetable oils.(ff&
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5| & £}l : Botanical Adulterants Program Publishes Bulletin on Adulteration of Saw

Palmetto February 2017 American Botanical Council

It is particularly valuable to Latino and other farmworkers and migrants who are often
out of work at the same time the berry is fruiting - about mid—July through October.
The berries are picked throughout the southeast, from Florida to Georgia, from
rangeland, state forests and parks, backyards, even highway medians. They can be
worth between 10 cents and $1 a pound, though during the ‘berry boom’ of 1995
buyers paid upwards of $3 a pound for a brief period. Hundreds of pounds a day are
brought to rural roadside stands throughout south and central Florida then transported
to Immokalee, about an hour south of Tampa, where an informal berry market thrives
from mid—July through October. Visit Immokalee and you can miss it in the blink of an
eye, but during berry season cars and trucks of all sizes descend on this town daily,

converging at the seemingly chaotic, informal market where buyers and sellers

negotiate cash prices (/X VY INIRENELTH FRIZADH10H ORICKNIZ
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American Association of Geographers August, 2013

For these reasons, saw palmetto berries are a big business. And many people are
willing to break the law to harvest the herb. The berries may have medicinal benefits,
but those who pick them are the sources of major headaches for area law enforcement
when they violate trespass laws to harvest the berries. Deputies from the
Okeechobee County Sheriff’ s Office (OCSO) has received numerous complaints in
the last week dealing with people trespassing on private property. In one case,
Deputy Brant Harden responded to a call on U.S. 441 North regarding an estimated
20 men on a woman’ s property.“ She has advised them to leave, but they won’t,”
state OCSO dispatcher notes of the Aug. 13 incident.(ZDOZHIX /aF v iity
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5| &£} : Local saw palmetto berries are big business in August
OKEECHOBEENews August, 2015
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Barry et al conducted a 72—-week double—blind, multicenter placebo—controlled trial to
assess the effect of double (640 mg/d) and triple (960 mg/d) the standard dose of saw
palmetto extract on BPH symptoms. The study included 369 men with moderate LUTS
who had not recently received treatment for BPH. Exclusion criteria included a history
of invasive BPH treatment, recent treatment with either an alpha—blocker or a 5—alpha—
reductase inhibitor; recent phytotherapy, including saw palmetto; and a history of
prostate or bladder cancer. Participants were randomized to receive either saw
palmetto extract or an identical-looking placebo gel cap. Doses started at 320 mg/d
and were increased to 640 mg/d at 24 weeks and 960 mg/d at 48 weeks,
By using the same symptom scoring system (AUASI) as many studies in the previous
Cochrane reviews, Barry et al were able to compare their findings with those of other
high—quality studies with similar methodologies and outcome measures. Despite using
an even higher dose of the extract, the results of this trial are remarkably consistent
with previous conclusions: Saw palmetto is not an effective treatment for symptoms
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51 & E}: The shrinking case for saw palmetto
The Journal of Family Practice July, 2012
ZOBEREO K ITOF LI Effect of Increasing Doses of Saw Palmetto
Extract on Lower Urinary Tract Symptoms A Randomized Trial  JAMA,
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Objectives: The lipidosterolic extract of Serenoa repens (Permixon'™ ) is commonly
used to treat lower urinary tract symptoms related to benign prostatic enlargement.
Pertinent peer—reviewed literature was critically analysed with the aim of clarifying the
role of Permixon™ in view of recent basic science and clinical data.

Methods: MEDLINE and Cochrane Library searches were used to assess articles
published between 1995 and 2005. The key words “Serenoa repens,” “Saw palmetto,”
“Permixon™" “benign prostatic hyperplasia,” “lower urinary tract symptoms,”
“chronic prostatitis,” and “prostate cancer” were used.

Results: The chemical structure of Permixon™ , its efficacy and tolerability, and the
comparative studies between Permixon™ and inhibitors of both 5— « —reductase and
a —blockers were considered and discusses. The basic rationale behind the therapeutic
effects of Permixon™ is sound. Efficacy and safety of the drug are clearly shown.
Comparative studies showed similar results between Permixon™ , o« —blockers, and
finasteride in terms of efficacy. Also the tolerability profile of Permixon™ has been
shown to be excellent.

Conclusions: Although some methodologic limitations hampered the positive results
shown in the early studies on Serenoa repens in the treatment of lower urinary tract
symptoms due to benign prostatic enlargement, recent sound research clearly revealed
the positive role of Permixon™-
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Permixon™ benign prostatic hyperplasia. lower urinary tract symptoms. chronic
prostatitis, prostate cancer ZffE~>7-, .

(FE ) Permixon™: DAL FAERE | 2hE OB LR E ML LT Permixon &5 o Tl
FIHEFEKB IO o [HEIKE 7 L b el 2 ZUE T 72, Permixon DAL R



D FIZHLH BRI CTED, ZOFEKDOED L L EMIT W RIRENT,
e EAER I T2 X O D AT Permixon, o BHEIEIBI T ATV THELEILI-AE
RIRENT, FT2 Permixon OZFFMED T BT 4 — VIR IELLWZEN/RSILTU
Do
(R 3m) RYERTNZRRAERIZA 05 FER BEIEGRE OTE RIS /72X o
fF)JB;WV“ ZROND . FIERmBRERIA G E 8755 R 5 72 03 Bt D BE FE 7 gt

FUEo&EVE Permixon DR E DEEIZALINILIZ
Comment: FFRO L Abstract (E49) [IZFEHS N2 DT, FRilEAITFES N
Conclusion (f&#a) TH D,

Both subjective and objective measurements of the benefits of Permixon™ have been
described several studies but they still remain underrecognised. The short—term
duration of early trials with SR(which could have led to underestimation of the efficacy
of SR), the lack of control group in many studies, and different composition and
consistency of formulas in the brands of all SR(and related to this, different clinical
profiles and unknown interaction with other drugs) have hampered certainly the results
of early studies.

Nevertheless, high levels of patient tolerance and safety, together with easy use and
clinical efficacy, indicate that Permixon™ could be considered as a valid alternative
in BHP treatment, especially to preserve sexual function and a good quality life in
complex cases. Therefore the drug appears to be as effective as « —blockers and 5-
a —reductase inhibitors while showing a more favourable tolerability and safety profile.
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|21 % “There is little to believe any of the herbal remedies are effective and
that they are probably not worth the money &) U TV NA,
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