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Dietary Supplements - Regulatory update
FDA: Silver Compounds Cause Argyria

EDA Consumer Advisory Regarding Dietary Supplements

On October 6, 2009, the FDA released a letter to health
care professionals warning them about dietary supplements
containing silver. The alert was designed to raise awareness
regarding the accumulation of excess silver in the skin, re-
sulting in a benign cosmetic condition known as argyria:

“The Food and Drug Administration (FDA) would like
to bring to your attention a recently-issued FDA Consum-
er Advisory about the risk of argyria associated with the
use of dietary supplements that contain silver compounds,
such as colloidal silver...”

The advisory acknowledges that the real concern with
silver ingestion comes from silver compounds, not isolated
silver particles. Unfortunately, many manufactured colloi-
dal silvers purposefully or inadvertently contain particles
neutralized by compounding them with other elements,
as with salts or proteins. Unlike the compound-containing
colloidal silvers referenced in the advisory, silver hydrosol
contains only positive charged silver particles (Ag ') sus-
pended in a pharmaceutical grade purified water, preserv-
ing the functionally active form, and do not contain the
forms of silver causing concern to medical and regulatory
authorities.

If you are concerned about safety, it is nice to know that
even Sovereign Silver’s power dosing schedule (7 tsp daily)
remains below 350mcg/day, which is the safe oral daily

reference dose (RfD) acknowledged by the EPA (and the
FDA in its recent advisory)."!

What causes argyria (bluing of the skin)? Peer reviewed
published literature on the subject identifies silver com-
pounds (silver salts and proteins) as its cause,>>*
lated nanoscalar and picoscalar silver particles. Why avoid

not iso-
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“Liberty is to the collective body what health is to every individual
body. Without health, no pleasure can be tasted by man; without
liberty, no happiness can be enjoyed by society.” --- Thomas Jefferson

Communicating the Natural
Medicine Message

Q: How are you able to label so clearly the
indications for use of the Sovereign Silver”
First Aid Gel but not the silver hydrosol?

A: Homeopathic medicine is regulated as a
drug by the FDA, according to the Homeo-
pathic Pharmacopoeia of the United States
(HPUS). Therefore, every over-the-coun-
ter homeopathic product must have clear
indications for its active ingredient(s), as
supported by authoritative Materia Medica.
Sovereign Silver” First Aid Gel carries clear
indications for its Argentum metallicum
(homeopathic silver). Our silver hydrosols
are regulated as dietary supplements and,
therefore, cannot make any drug claims.

SILVER RfD RfD
CONCENTRATION 1 teaspoon taken Power dose: 1 teaspoon
once a day taken 5-7 times daily

10 ppm 50 mcg 250-350 mcg

25 ppm 125 mcg 625-878 mcg

50 ppm 250 mcg 1,250-1750 mcg

100 ppm 500 mcg 2,500-3,500 mcg

250 ppm 1,250 mcg 6,250-8,750 mcg

500 ppm 2,500 mcg 12,500-17,500 mcg
1,000 ppm 5,000 mcg 25,000-35,000 mcg
2,000 ppm 10,000 mcg 50,000-70,000 mcg

high-PPM concentrations? High PPM colloidal silvers are primarily protein or
salt compounds.” More is definitely not better. Less can be more. Unlike col-
loidal silver, a bioactive silver hydrosol has a safety profile more like a homeo-
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Quality Assurance Spotlight

Each batch of Sovereign Silver® undergoes the most
stringent Quality Control and Quality Assurance testing,
including third party laboratory confirmation.

Our Total Quality Assurance approach to manufacturing
requires continuous testing during all the steps of production.

QA TEST PROCEDURE LEVEL DONE

Microbial load batch testing No growth [H
Fungal & bacterial species sterile No growth [z
Organochlorine pesticides 0 [z
Organophosphorous pesticides 0 [z
Carbamates pesticides 0 [z
Heavy metals (As, Cd, Cr, Pb) 0 [z
Heavy metal (Hg) 0 [z
Pyrogens / endotoxins levels 0 [z
TEM microscopy performed 100,000x [z
Organoleptic Passed [z
Product concentration (PPM) 10 PPM [z
Standardization (pH, conductivity)[  Passed [z

Legislative Update - Health Freedom
Senate Hearing Examines

DSHEA vs. Pre-market Approval

Those who care for their health with dietary supplements
cherish their freedom to access natural healing therapies
and substances. As it has always been, the price of liberty
is eternal vigilance.

There may be a new effort afoot to restrict access to di-
etary supplements, originating in the Senate from concerns
over supplements adulterated with trace amounts of ana-
bolic steroids.

The Senate Judiciary’s Subcommittee on Crime and
Drugs held a hearing, presided over by subcommit-
tee chairman Senator Arlen Specter (D-PA) and ranking
member Senator Orrin Hatch (R-UT), concerning hid-
den steroids in bodybuilding products. Based upon these
adulterated supplements, Sen. Specter trial-ballooned the
idea that supplements should be pre-approved at the fed-
eral level before being allowed to be sold. This would ef-
fectively make new dietary food supplements illegal unless
first receiving authorization from the FDA.

Since the Dietary Supplement Health & Education Act
of 1994 (DSHEA), dietary supplements have been pro-
tected from excessive regulation and pre-market approval.
DSHEA was made possible only because of a millions-
strong groundswell of natural health consumers were con-
cerned that the federal bureaucracy would treat their food
supplements as drugs. If this were to happen, most dietary

Myth: The higher the PPM the more
effective the product.

Fact: What makes one silver product more benefi-
cial than another is not its PPM but rather its particle
size and particle charge & Zeta potential, which
allows the active silver particles to remain in stable
suspension’ for use by the body. The smaller the
particle, the more bio-available it becomes, and the
greater surface area is available for interaction within

the body.*

*This statement has not been evaluated by the FDA. This product is not intended to diagnose, treat, cure, or prevent any disease.

'Rentz EJ. Viral Pathogens and Severe Acute Respiratory Syndrome: Oligodynamic Ag+ for Direct
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Testimonial Corner:

“Satisfaction at every turn.”

“I cannot possibly tell you how completely satisfied 1
am with your product, and your company!! I have been
using your product for several years, with NO problems
whatsoever, and now that I have had to order direct from
you, I waited, what? 2 Business days for delivery? I'm still in
shock, but feeling all the more healthy for it!! God Bless All
of You, and Thank You So Much for returning my health in
such a short turn-around time!!” -- AJ Corbett, Florida

supplement manufacturers would not have the resources to
bring new products to market, resulting in much less innova-
tion and higher prices on existing products.

Industry supporters maintain that the problem lies with
lack of FDA enforcement of existing regulations and not the
lack of new regulations.

Natural Products industry attorney Marc Ullman believes
that DSHEA is in jeopardy. “Not only because I think that
this issue will not go away, but because I am concerned that
overall lack of enforcement by FDA has created an atmo-
sphere where frauds/charlatans feel that there is next to no
risk in entering the supplement field and selling their illegal
products,” he said.

Many congressional representatives do not understand this
issue thoroughly and wrongly attack DSHEA, rather than
recognizing the FDA’s inefficiency at enforcing current guide-
lines. Let your congressional representative know that we do
not need additional restrictions on dietary supplements, just
better enforcement of the provisions within DSHEA. Call
your Congressional Representative TODAY at 1-866-220-
0044.

Please also see the Sept-Oct issue of the Sovereign Silver

Newsletter to learn more about the health freedom legislation
currently under consideration: HR 3394, 3395 and 3396.
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