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➢ This presentation consists of general information. It 
is intended for general education only.

➢ Due to the importance of individual facts of every 
situation, the generalization in this presentation may 
not necessarily be applicable to all situations. 
Changes in the law could make parts of this 
presentation obsolete in the future. 

➢ This information is provided with the understanding 
that if specific advice is required, the services of a 
competent attorney should be sought.

Legal 
Disclaimer 
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• Anything ending in “itis” refers to inflammation-of, such as colitis

• Most things with “anti” in the name, such as anti-inflammatory

• International Classification of Diseases (ICD) code

• The name of any disease or syndrome, such as Crohn’s disease or IBS.

• Comparing product to drugs

What Is A Disease Claim?
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Which Product Category
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Is This A Dietary Supplement? 

▪ Dietary Ingredients

▪ Not represented as a sole item of a meal

▪ Not represented as conventional food 

▪ Intended to be ingested

▪ Not subject to drug trials or approvals and 
no disease claims

X

Not a dietary supplement

7
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FDA & Homeopathic Claims

FDA Warning Letter

   

Education use only. Please do not distribute publicly.

“WHAT IS IT: Allergy Bee Gone for Kids is a homeopathic remedy that you swab in your nose 
to fight nasal allergy symptoms, inflammation and to protect your Booger Biome . . .. The 
super honeys in Allergy Bee Gone for Kids are anti-inflammatory, prebiotic, probiotic.”



4. Retailers are the new “regulators” and have their own requirements.      

Amazon, Whole Foods, etc
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State Regulations
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Pinterest & Website Claims
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FDA Warning Letter: Flora Inc
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Is “Leaky Gut” a Disease Claim
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FDA Warning Letter: Great Lakes Gelatin Company

Under the blog titled "COLLAGEN SUPPLEMENTATION AND 
GASTROINTESTINAL HEALTH" on your website: 

"Many who suffer from leaky gut syndrome use collagen hydrolysate 
as a supplement to aid in symptom management as well." 
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Possible Alternatives to “Leaky Gut”

Be truthful and not misleading 
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Helps support gut lining integrity

Gut lining support

Gut barrier support 

Helps support optimal gut permeability
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“Better Than Drugs” Statements = Risky
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FDA Warning Letter: JLM Nutritionals, Inc. dba JLM Nutrition—Super Naturals Health

On your blog "Natural IBS Treatment Versus Prescription Treatment For IBS Symptoms" 
page: 
• "On 04/25/16, Jordyn in Los Angeles wrote: . . . I have been suffering for about a year 
now with IBS-D. . . . I was then diagnosed with IBS-D. I had no idea that IBS could be so 
debilitating. . .Luckily I found IBS Formula! I have been off my medications and on this 
formula for a month. An entire month of no issues, no stomach pains, no missed days of 
work."
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Setting Up Clinical Studies Correctly
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Use pre-specified, clinically meaningful endpoints

Verify potency through shelf life 

Use caution with disease endpoints
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“Clinically Proven + Efficacy Claims
= Lawsuit
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“Clinically Proven + Efficacy Claims
= Lawsuit
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Label Claims
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Nutrient Content Claims
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CFU Labeling Litigation
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CFU Labeling Litigation
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Culturelle Lawsuit

Lawsuit alleges “rebuilds 
bacterial balance lost to 
antibiotic use” is a disease 
claim.



AsaWaldstein.com

E
d

u
ca

ti
o

n
 U

se
 O

n
ly

Prebiotic Claims Lawsuit

Lawsuit alleges that prebiotic levels 
are too low to justify the “healthy 
gut” claims

5 grams sugar may have 
counteracted digestive claims
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Prebiotic Claims Lawsuit

New Label
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Cosmetic Class Actions
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Thank You

AsaWaldstein.com 

Supplement Advisory Group


	Slide 1
	Slide 2
	Slide 3
	Slide 4
	Slide 5
	Slide 6
	Slide 7
	Slide 8
	Slide 9
	Slide 10
	Slide 11
	Slide 12
	Slide 13
	Slide 14
	Slide 15
	Slide 16
	Slide 17
	Slide 18
	Slide 19
	Slide 20
	Slide 21
	Slide 22
	Slide 23
	Slide 24
	Slide 25
	Slide 26
	Slide 27
	Slide 28
	Slide 29

