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Petition for FDA Exercise of Regulatory Discretion 

For Qualified Health Claim 
 

In the Matter of   }  

Nano Silver 10 PPM   }  Qualified Health Claim Petition 

 

Qualified Health Claim Petition to the Food and Drug Administration (herein, FDA or the 

agency) on behalf of Natural Solutions Foundation (herein, Foundation). This Petition 

regards a reduction of risk relationship between Nano Silver 10 PPM and the attachment, 

penetration and replication of potentially pathogenic viruses. 

 

This Petition is submitted pursuant to Section 403(r)(4) of the Federal Food, Drug, and Cosmetic 

Act (the Act) (21 U.S.C. § 343(r)(4)) and in accordance with FDA's guidance on the procedures 

for the submission of qualified health claim petitions ("FDA procedures guidance").[1]  

 

This Petition requests that the agency exercise enforcement discretion for a qualified health 

claim characterizing the relationship between the consumption of Nano Silver 10 PPM and 

an improved status of the normal human immune system, specifically with regard to 

nutritional support for normal cell membrane integrity.   

 

This Petition is submitted only with regard to the claim relating to Nano Silver 10 PPM and its 

protection of cell membrane integrity. Submitted without prejudice and with reservation of the 

Dietary Supplement Health and Education Act (DSHEA) claim that Nano Silver generally 

supports a normal immune system 

 

The Petition proposes the following model health claim to be used on the labels or in the labeling 

of Nano Silver 10 PPM: 

 

ñCertain scientific evidence suggests that Nano Silver 10 PPM supports normal cell 

membrane integrity, as part of the ingredientôs support for the normal structure 

and function of the human immune system.  When the living cell maintains its 

normal cell membrane integrity viruses cannot attach to the cell membrane, 

penetrate the cell, or replicate (APR). Without APR no viral disease can occur.  

Support of normal cell membrane integrity is not intended to prevent, treat, 

mitigate or cure any disease.ò 

 

Copy of proposed Label attached as Exhibit A. 

 

Foundation further petitions FDA to file this Petition and post the Petition on the FDA website 

for a 60-day comment period, consistent with the FDA procedures guidance. 

 

Foundation further petitions FDA to determine that the current scientific evidence is appropriate 

for considering the exercise of enforcement discretion with respect to a qualified health claim 

concerning the relationship between Nano Silver 10 PPM and an improved status of the normal 

human immune system. 

 



Natural Solutions Foundation Nano Silver Health Claim Petition 
Petition Submitted to FDA on 12 October 2020 

 

2 
 

Overview of Data and Eligibility for Qualified Health Claim 

 

The health claim in this Petition characterizes the relationship between a substance and a health-

related condition (21 CFR 101.14(a)(1)). The substance is associated with a health-related 

condition for which the general U.S. population, or an identified U.S. population subgroup is at 

risk (21 CFR 101.14(b)(1)). Health claims characterize the relationship between the substance 

and a reduction in risk of contracting a health-related condition.  In a review of a qualified health 

claim, Foundation avers first that the identity of the substance and health-related condition that is 

the subject of the proposed claim and the population to which the claim is targeted is the 

condition of living human cell membranes, as the final line of immune system defense between 

the person and the APR of potentially pathogenic viruses. 

 

Attached to this Petition as Exhibit B and made a part hereof is Petitioner's Summary of the 

Scientific Evidence in support of the qualified health claim. This evidence includes the Defense 

Threat Reduction Agency (DTRA) in vitro study of Nano Silver, declassified in 2009. 

 

These studies and other materials are submitted to meet the FDA threshold issues: 

 

Å The studies have specified and measured the substance that is the subject of the claim 

 

Å The studies have appropriately specified and measured the specific health-related condition that 

is the subject of the claim [2] 

 

Further Exhibit B presents evidence of the safety of the nutrient. 

 

A. Substance 

 

The qualified health claim herein characterizes the relationship between a substance and a 

health-related condition (21 CFR 101.14(a)(1)). A substance means a specific food or component 

of food, regardless of whether the food is in conventional food form or a dietary supplement (21 

CFR 101.14(a)(2)). This Petition identifies Nano Silver 10 PPM as the substance for the 

proposed health claims. Such minerals are foods (Section 201(z) of the Act (21 U.S.C. § 321(z)); 

therefore, the Company avers that the ingredients meet the definition of substance in the health 

claim regulation (21 CFR 101.14(a)(2)). Nano Silver is a substance found in numerous foods and 

has not been chemically changed. 

 

B. Health-Related Condition 

 

A disease or health-related condition means damage to an organ, part, structure, or system of the 

body such that it does not function properly or a state of health leading to such dysfunctioning 

(21 CFR 101.14(a)(5)). This Petition identifies APR ï attachment, penetration and replication of 

potentially pathogenic viruses as the health-related condition for the proposed claim.  

 

C. Safety Review 
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Under 21 CFR 101.14(b)(3)(ii), if the substance is to be consumed at other than decreased 

dietary levels, the substance must be a food or a food ingredient or a component of a food 

ingredient whose use at levels necessary to justify a claim has been demonstrated to be safe and 

lawful under the applicable food safety provisions of the Act. This Petition avers that the 

ingredients referenced in this Petition are Generally Recognized As Safe (GRAS) and attaches 

Exhibit C hereto setting forth the safety evidence therefore. 

D. Conclusion 

 

Wherefore the Foundation hereby petitions FDA: 

 

1. To engage in the non-rule-making review provided in the "Interim Procedures for Qualified 

Health Claims in the Labeling of Conventional Human Food and Human Dietary Supplements" 

for the ingredients and claims specified herein and  

 

2. To exercise enforcement discretion for a qualified health claim characterizing the relationship 

between the consumption of Nano Silver 10 PPM and an improved status of normal cell 

membrane integrity. 

 

Natural Solutions Foundation is a private association. 

 

 

The undersigned authorized signatory of the Foundation certifies as though under Oath that the 

factual statements made in this Petition are true and accurate to the best of signatory's knowledge 

and belief. 

 

12 October 2020 

 

 

 

Lowell H. Becraft, Jr. 

Attorney for Natural Solutions Foundation 
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EXHIBIT A ï Label 
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ABSTRACT 

Throughout the centuries and into today, silver in various forms has been used to benefit 

mankind. Being ñborn with a silver spoon...ò was always a good thing. 

Some cultures added powdered silver to a newbornôs first bath as protection against a harsh 

world. Milk farmers used a silver coin in the pail used to collect milk, because they found that 

the raw milk could thus remain unrefrigerated for hours without spoiling. 

Similarly, our early settlers would often throw silver dollars into their wells or water barrels to 

keep the water potable. In days of old, they did not know why silver made such a difference in 

their lives; but they knew that it did make a positive difference in their lives, when it was used in 

these ways. 

Modern science now explains why these ancient practices were effective; it also shows that even 

in modern-times, silver has many uses that support our healthy well-being. Numerous tests at 

major universities and commercial labs like Kansas State, UC Davis, Brigham Young University 

have proven the effectiveness of nutrient silver to support a healthy immune system. 

The US Government Defense Threat Reduction Agency (DRTA) sponsored in vitro study, 

declassified in 2009, showed that Nano Silver 10 PPM elegantly supported normal cell 

membrane integrity in the face of virulent viruses.  
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NANO SILVER SAFETY  

 

Does Nano Silver harm the helpful bacteria in the human gastrointestinal tract? 

This is an important question because some products can wipe out friendly bacteria that inhabit 

our large intestines. These friendly bacteria not only produce B vitamins and folic acid for you, 

but they support healthy immune function. 

Nano Silver (but not necessarily other forms of nutrient silver, such as ñmild silver protein,ò 

colloidal silver and ionic silver) does not present such a problem. Independent studies both at 

Brigham Young University and Viridis Biopharma have effectively shown this. In vitro testing 

of the silver on a number of friendly fauna, such as lactobacillus, have shown that the silver does 

not kill these helpful, aerobic, probiotic bacteria. 

¶ Nano silver particles are excreted from the body within 24 hours. Therefore, supplements made 

with our silver particles can normally be ingested daily as a dietary supplement without building 

up in the body. 

 

¶ Nano silver particles reach their peak absorption in the blood stream within 2 hours (quick and 

effective absorption). 

 

¶ Because of their multiple modes of action you need less of nano silver particles to accomplish 

the same thing as you would with other ionic or colloidal silver particles (this results in much 

less silver ingested comparatively). 

 

¶ Patented by American Biotech Labs (herein, ABL), this metallic nano particle is coated with a 

multivalent silver oxide coating or ñskinò. With this outer coating, the silver particle is attracted 

to the surrounding water molecules, and as such, becomes part of the structure of the water. 

This makes the silver much more stable and bioavailable than other silver particles. 

Additionally, the unique Ag4O4 coating gives the silver particle multiple modes of action by 

which the particle can be useful in the body: 

- Ability to steal electrons 

- Resonant Frequency 

- Electrostatic Charge 

¶ Ionic Silver is one of the most common forms of silver liquid found in the food supply and in 

the supplement industry today. Many are made by diluting chemical forms of silver, like silver 

nitrate, to a desired parts per million (ppm), which is then bottled and sold to the public. 

Although ionic silver products have the smallest particle size (which they usually tout), they are 

often the least stable and can easily fall out of suspension. Additionally, ionic forms of silver 

only have one mode of action. Once each silver ion steals its missing electron, it becomes 

neutral and is no longer useful in the body. Lastly, ionic forms of silver are metabolized, and as 

a result, can bind up in the body.  
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¶ Over extended periods of time this build up could cause a skin condition known as Argyria, 

otherwise known as The ñblue manôs syndromeò. Argyria is a result of there being so much 

chemical or ionic silver in the body at one time that the body cannot dispose of it fast enough 

through its normal excretion systems. In order to get rid of this excess silver, the body walls it 

off in the cells. This causes a grayish blue discoloration. Although this condition is medically 

benign and cosmetic only, in most cases the discoloration is permanent. 

 

¶ EPA (who is in charge of defining safe levels of any mineral in water which is used for 

ingestion, drinking, or disinfecting), the oral consumption of small amounts of silver in water on 

a daily basis poses no significant degree of risk. According to historical information published 

on silver, unless an individual were consistently consuming (every day for over a year) over 50 

times the recommended daily dosage of a 10-30 ppm product, there would be no possibility of 

that individual contracting argyria. On the contrary, those people who consume hundreds or 

even thousands of times the recommended daily dosages do run a risk of developing this 

condition overtime. 

 

¶ A peer-reviewed report from Pennsylvania State University was released after years of studying 

a number of colloidal silver and silver aquasol or nano products purchased from the U.S. 

market. The paper was authored by Professor Rustum Roy, along with seven other professors 

and scientists from leading universities. In the report cited below, on the subject of ionic vs. 

metallic silver for human use, Dr. Roy states (page 2, fourth paragraph): ñIn spite of this 

enormous range of data, it is extraordinary that no major effort has been made to confirm and 

expand on the role of metallic silver in human healthïespecially in light of its huge advantage in 

lack of side effects. (Ingestion of excessive amounts of ionic (soluble) silver, not metallic solid 

particles is reported to have resulted in a very rare condition labeled argyria, an (irreversible?) 

darkening of the skin. No one has died of this condition. The safety of metallic SilverSols
®
 is 

firmly established by the data cited above.) 

 

¶ Mild silver proteins are simply another form of ionic silver. The only difference being that 

because ionic forms of silver are not generally stable and because they contain unusually large 

amounts of silver, they are sometimes bound to a protein. The idea behind binding the ionic 

silver to the protein is to help make the product more stable than traditional forms of ionic 

silver, as well as, hopefully making the ionic solution more bioavailable. However, as a result of 

this binding with protein, the silver ion is less functional and useful than traditional ionic silver 

ions. Consequently, higher levels of silver (ppm) are needed to obtain the desired effect. 

Ultradilute Ag-Aquasols with extraordinary bactericidal properties: the role of the 

system Ag-O-H2O. (Materials Research Innovations, vol. 11, no. 1, (2007) pages 3-

18) 

¶ It is common to measure silver concentration using parts per million (ppm), which basically 

means so many parts of silver per million parts of water (or whatever liquid is being used). Most 

silver products on the market range in the 50 to 100 ppm silver concentrations with some even 

as high as 5,000 ppm. ABL nano silver on the other hand, ranges from 10 to 30 ppm. 
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¶ Less silver is more effective when it is true nano silver so there is no danger of accumulation. 

  

¶ Abundant research on this leading edge technology: These tests have ranged from research on 

our particles, efficacy and safety studies; including the first ever double blind, placebo 

controlled human ingestion safety studies done on nano silver particles. There have also been 

more than 8 peer-reviewed and published scientific and medical journal articles written on this 

technology.  

 

¶ Mild silver proteins are simply another form of ionic silver. The only difference being that 

because ionic forms of silver are not generally stable and because they contain unusually large 

amounts of silver, they are sometimes bound to a protein. The idea behind binding the ionic 

silver to the protein is to help make the product more stable than traditional forms of ionic 

silver, as well as, hopefully making the ionic solution more bioavailable. However, as a result of 

this binding with protein, the silver ion is less functional and useful than traditional ionic silver 

ions. Consequently, higher levels of silver (ppm) are needed to obtain the desired effect. 

An In Vivo Human Time--ȤExposure Investigation of a Commercial Silver Nano--ȤParticle 

Solution. M. A. M. A. Munger, P. Radwanski, G. J. Stoddard, A. Shaaban, D. Grainger, 

G.Yost University Of Utah, SLC, UT. 

 

RESULTS: 

 

¶ No Clinically important changes in any metabolic, hematologic, or urinalysis measure 

identified were determined. 

 

¶ No Morphological (or structural) changes were detected in the lungs, heart (cardiac 

function) or abdominal organs. No Changes were noted in sputum reactive oxygen 

species or in pro--Ȥinflammatory cytokines. 
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NANO SILVER RESEARCH COMPENDIUM  & CITATIONS  
 

The first part of this Section includes a number of images from various sources that illustrate 

facts about Nano Silver that are further amplified in the following part of this Section that 

reviews a major US Government-funded study of Nano Silver, the DRTA Study.   

 

The Scientific Conclusion is that nutrient Nano Silver regulates a normal immune system 

while supporting cell membrane integrity. Cell wall membranes are the final line of defense 

for the immune system. 

 

 

Nano Silverôs special molecular structure enhances its effectiveness. 

 

 
1. http://www.thesilveredge.com/pdf/defense-threat-reduction-agency-silver-nanoparticles-neutralize-

hemorrhagic-fever-viruses.pdf 

2. http://aem.asm.org/content/early/2014/01/27/AEM.03427-13.abstract - Anti Viral Effects 
3. www.mdpi.com/journal/viruses  Viruses 2012, 4, 1619-1650; doi:10.3390/v4091619 

  

4. www.mdpi.com/journal/molecules Molecules 2011, 16, 8894-8918; doi:10.3390/molecules16108894, 

molecules-16-08894.pdf  

5. http://www.sciencedaily.com/releases/2013/02/130228080338.htm   

ñThere is apparently no reason to consider silver nanoparticles more dangerous for aquatic ecosystems than 

silver ionsò 

6. http://phys.org/news/2013-04-environmental-impact-nanosilver.html   

 ñThere is no strong evidence for the toxicity of nanosilverò  

7. http://daru.tums.ac.ir/index.php/daru/article/view/430.pdf   

  ñMetallic silver appears to pose minimal risk to healthò 0912f509777c7e7934000000.pdf    
8. http://www.biomedcentral.com/content/pdf/1477-3155-8-1.pdf     

9. http://wydawnictwo.up.lublin.pl/annales/Zootechnica/2013/2/01.pdf   

Lansdown AB (2006). "Silver in health care: antimicrobial effects and safety in use" 

Current Problems in Dermatology. Current Problems in Dermatology 33: 17ï34. 

 doi:10.1159/000093928. ISBN 3-8055-8121-1. PMID 16766878. 

10. http://wydawnictwo.up.lublin.pl/annales/Zootechnica/2013/2/01.pdf   

Multidirectional activity of nanosilver compromises the induction of microbial defensive mechanisms and 

stops the development of bacterial resistance.  

11. http://www.jnanobiotechnology.com/content/8/1/1   

http://www.thesilveredge.com/pdf/defense-threat-reduction-agency-silver-nanoparticles-neutralize-hemorrhagic-fever-viruses.pdf
http://www.thesilveredge.com/pdf/defense-threat-reduction-agency-silver-nanoparticles-neutralize-hemorrhagic-fever-viruses.pdf
http://aem.asm.org/content/early/2014/01/27/AEM.03427-13.abstract
http://www.mdpi.com/journal/viruses
http://www.mdpi.com/journal/molecules
http://www.sciencedaily.com/releases/2013/02/130228080338.htm
http://phys.org/news/2013-04-environmental-impact-nanosilver.html
http://daru.tums.ac.ir/index.php/daru/article/view/430.pdf
http://www.biomedcentral.com/content/pdf/1477-3155-8-1.pdf
http://wydawnictwo.up.lublin.pl/annales/Zootechnica/2013/2/01.pdf
http://wydawnictwo.up.lublin.pl/annales/Zootechnica/2013/2/01.pdf
http://www.jnanobiotechnology.com/content/8/1/1
https://NFSMarketplace.com/mainstore
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Nanostructured silver damages the cell structure, affects energy metabolism and the genetic material of 

microorganisms. http://wydawnictwo.up.lublin.pl/annales/Zootechnica/2013/2/01.pdf   

12. http://sid.ir/en/VEWSSID/J_pdf/85820090204.pdf   

13. http://www.nanoviricides.com/Antiviral_Therapeutics_technologies_markets_and_companies_January_20
08.pdf  

14. http://www.medindia.net/news/Malaria-Cured-by-Silver-Nano-Water-80999-1.htm   

15. http://www.ncbi.nlm.nih.gov/pubmed/2093647   

16. http://www.ncbi.nlm.nih.gov/pubmed/24632157   

17. http://omicsonline.org/phyto-synthesized-silver-nanoparticles-a-potent-biolarvicidal-agent-2155-

983X.1000111.pdf   

An in vitro study was conducted to investigate the antiviral properties of silver nanoparticles synthesized 

from fungal strain Aspergillus species isolated from soil. The isolated and characterized silver 

nanoparticles exhibited as an excellent antiviral property on Bacteriophage viral strain.  

18. http://scholarsresearchlibrary.com/dpl-vol4-iss2/DPL-2012-4-2-649-651.pdf   

19. http://www.ncbi.nlm.nih.gov/pubmed/24861012  

20. http://www.bbc.com/news/world-africa-28485041   
21. http://www.independent.co.uk/news/world/africa/deadly-ebola-virus-spreads-to-nigeria-by-plane-as-sierra-

leone-hunts-kidnapped-patient-9630359.html  

 

  

http://wydawnictwo.up.lublin.pl/annales/Zootechnica/2013/2/01.pdf
http://sid.ir/en/VEWSSID/J_pdf/85820090204.pdf
http://www.nanoviricides.com/Antiviral_Therapeutics_technologies_markets_and_companies_January_2008.pdf
http://www.nanoviricides.com/Antiviral_Therapeutics_technologies_markets_and_companies_January_2008.pdf
http://www.medindia.net/news/Malaria-Cured-by-Silver-Nano-Water-80999-1.htm
http://www.ncbi.nlm.nih.gov/pubmed/2093647
http://www.ncbi.nlm.nih.gov/pubmed/24632157
http://omicsonline.org/phyto-synthesized-silver-nanoparticles-a-potent-biolarvicidal-agent-2155-983X.1000111.pdf
http://omicsonline.org/phyto-synthesized-silver-nanoparticles-a-potent-biolarvicidal-agent-2155-983X.1000111.pdf
http://scholarsresearchlibrary.com/dpl-vol4-iss2/DPL-2012-4-2-649-651.pdf
http://www.ncbi.nlm.nih.gov/pubmed/24861012
http://www.bbc.com/news/world-africa-28485041
http://www.independent.co.uk/news/world/africa/deadly-ebola-virus-spreads-to-nigeria-by-plane-as-sierra-leone-hunts-kidnapped-patient-9630359.html
http://www.independent.co.uk/news/world/africa/deadly-ebola-virus-spreads-to-nigeria-by-plane-as-sierra-leone-hunts-kidnapped-patient-9630359.html
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Government Study Substantiates Nutrient Silver  

Immune System Support 

 

Notice the Protection from Nano Silver 

 

Binding to cell membranes is an essential step required by all viruses to cause human disease. 

https://NFSMarketplace.com/mainstore
https://NFSMarketplace.com/mainstore
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Nano Silver Protects Cell Membrane Integrity 

 

 

The Action of the Silver Ion 

https://NFSMarketplace.com/mainstore
https://NFSMarketplace.com/mainstore
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Analysis of DTRA Nano Silver Study 

 

Nano Silver 10 ppm is a micro-nutrient that supports normal immune system function. 

What follows is a detailed examination of the declassified DRTA-sponsored Study. 

 

¶ This research was conducted by the Defense Threat Reduction Agency (DTRA) of the 

United States Department of Defense. 

 

¶ DTRAôs research showed that 10PPM, not 25PPM or 50PPM was by far the most 
effective amount for down-regulating virus replication. The mere presence of a 

particular virus in the body, as part of the microbiome, is not itself a disease. The 

regulation of the microbiome is a normal body function. Therefore the Nano Silver 

https://NFSMarketplace.com/mainstore
https://NFSMarketplace.com/mainstore
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Protocol is a Nutritional Protocol for the support of the normal immune system, 

intended to achieve and maintain homeostasis. 

 

¶ Protein coated or other types of preparations were much less effective than uncoated 

Nano Silver. 

 

¶ DTRAôs research was carried out on various hemorrhagic (bleeding-inducing) and deadly 

viruses.  The results were the same: Nano Silver at 10 PPM was the most effective agent 

at supporting homeostasis by regulating normal cell membrane impenetrability to the 

virus. 

 

¶ When 10 PPM Nano Silver was applied, all of the Virus was affected (None of its genetic 

material remained, compared to the other nano materials). 

https://NFSMarketplace.com/mainstore
https://NFSMarketplace.com/mainstore
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¶ Nano silver preparations, regulated particle cell binding. 

   

¶ If the viral particles do not bind to cells, they cannot replicate. It is the ñviralò 
replication that leads to the disease symptoms. Otherwise, they are just another part 

of the microbiota, maintained in a normal state by the nutrient silverôs nutritional 

support of normal cell membrane integrity. 

 

https://NFSMarketplace.com/mainstore
https://NFSMarketplace.com/mainstore
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¶ Even if the virus did bind to, and enter, the cell, viruses faced with the correct type and 

size of Nano Silver showed very little activity.  Red indicates viral activity below the 

Control. 

 

¶ Not only was the absolute effect of the correct Nano Silver on Ebola virus established in 

DTRAôs research, the precise mechanism of nutrient action was determined  

 

¶ Information showing the authors and their affiliations reveals the following critically 

important information: 

o At least 24 people participated in the study that demonstrated it! 

https://NFSMarketplace.com/mainstore

