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History of Dietary Supplements
. * 1990 Nutritional Labeling and Education Act

[33] — Permitted use of therapeutic claims made about
vits/mins

* 1994 President Clinton signed Dietary
Supplement, Health and Education Act
(DSHEA) into law

* Defined D/S as “separate requlatory category

of food”
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DSHEA o

w * Created Office of Dietary Supplements
2 within National Institute of Health (NIH)

* Permits statements of nutritional support
including structure and function claims

* After passage of DSHEA, sales increased to
13 billion per year.
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What is a Dietary Supplement?

Definition: (Sec3.)

— A product (other than tobacco) intended to
supplement the diet that bears or contains one
or more of the following dietary ingredients

* Vitamins

Minerals

Herbs or other botanicals

Amino acids

Concentrate, metabolite, constituent, extract or
combination of above listed ingredients
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L Dletary Supplements -

* Traditionally defined as products made of
one or more essential nutrients such as
vitamins, minerals, and proteins, but...

 DSHEA broadened definition to include
almost any product intended for ingestion
as a supplement to the diet

Must be identified on label as a D/S
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" Dietary Supplements -

* Distinguished from Drugs:

— Drug = article intended to diagnose, cure,
mitigate, treat, or prevent disease

— Both intended to affect structure and function
of body

— Drug must undergo FDA approval after clinical
studies to determine effectiveness and safety

— D/S = no pre-market testing
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* Distinguished from Foods:

— Foods not intended to affect structure and
function

— D/S intended only to supplement diet

* Not represented for use as conventional
food

* Not intended as sole item of a meal or the
diet”
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= Dletary Supplements
. * No premarket approval
e * Manufacturer responsible for safety
evaluation

If D/S contains a new ingredient:

— Manufacturer must submit information that
ingredient “can reasonably be expected to be
safe” within 75 days of marketing

— Safe = no significant risk of illness
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Labeling of Dietary Supplements

 DSHEA authorized to provide accurate
information to consumers

* Label must include:
— Name of each ingredient
— Quantity of each ingredient
— Total weight of all ingredient if a blend
— Identity of part of plant derived from
— Term “Dietary Supplement”
* Must contain nutritional labeling information also
— Calories, fat, sodium
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e Dietary Supplement Claims
¥« Types of claims

— Health claims

— Nutrient content claims
— Structure/function (S/F) claims

» Manufacturers must ensure validity of
product claims, but requirements for each
type vary
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INCREASING DEMAND FOR DIETARY SUPPLEMENTS WORLD-
WIDE: SOME REASONS

[83]1 Greater access to complementary and alternative medicine
2.  Disenchantment with conventional health care including its increasing cost
3. Epidemiological shift from infectious to non-communicable chronic diseases

4.  Demographic shift to increasing proportions of older population

5. Effective distribution and sale channels for dietary supplements
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L) Global Sports Nutrition Market Data and Trends J
= - Global Summary
_ Global Sports Nutrition Market Value and Growth, 2011-2021
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The global Sports Nutrition market amounted to approx. USD 11.9 bio. in 2016,
exhibiting a CAGR of approx. 9% between 2011-2016

® The Sports Nutrition market is forecast to continue growing around 8% annually
to reach more than USD 17 bio. in 2021
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" Quality aspects of Nutraceuticals

* Purity

L%
anl

g8 < Impurities

* Contaminants

e Efficacy

* Hidden ingredients
* residues
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DS and the Law: Purity

Bf * Supplements (25%) are contaminated with heavy
“ metals, steroids and/or medications

 FDA imposed new regulations in June 2007 that DS
must be:

— Produced in a quality manner
— Free of contaminants or impurities
— Accurately labeled

* Manufacturers will be required to test all ingredients to
ensure quality
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Quality assessment of glucosamine preparations available in drug market of Iran
Nemati M. "?", Valizadeh H. ', Ansarin M., Ghaderi F.’

lFacult}? of Pharmacy, Tabrniz University of Medical Sciences, : Drug Applied Research Center, Tabniz Umiversity of Medical Sciences
Recerved: 2006/6/21 , Accepted: 2007/2/1
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Assay Content uniformity Weight variation
Mean
Product No.
(mg) (%) %o RSD% (n=20) RSD%
(mg)
C1 513.77 102.75 44922 §9.84 17.62 0.96 3.91
c2 564.34 112.87 556.83 111.36 4.60 0.66 349
C3 436.45 87.29 500.70 100.14 417 0.53 3.79
C4 544.45 108.90 617.88 12357 2315 1.09 1.28
C5 481.80 96.36 605.20 121.04 16.04 1.06 7.53
Cé 693.60 138.72 702.54 140.50 821 1.16 0.69
C7 593.12 79.08 82993 110.65 26.60 1.22 1.07
C3 199 82 3996 261.65 5233 2153 0.67 248
c9 141.40 28.27 123.60 2472 13.99 0.95 2.51
C10 102.71 13.69 7396 986 15.56 0.71 3.20
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= Choosing Supplements -
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Bl * Supplements should be clearly labeled with
“Seals of Approval”

If supplements do not have approval
seals,do not use them!
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Sign In | Contact Us
ConsumerlLab.com®

Celebrating 17 Years of Reporting 1999 - 2016

ConsumerlLab.com “ O
Our Mission: To identify the best quality health and nutritional products through independent testing. n m 3
Be Sure It's CL Approved

Home Product Tests I—— Select a Review - VI Warnings Encyclopedia News  Where to Buy |Type Brand or Term Here ](SEARCHJ

BECOME A MEMBER

« Instant Access to Reviews for
OVER 1,000 Products!

Clinical Updates: Cinnamon to Lower Blood Sugar?

Recent ConsumerLab.com Reviews

« Quality Ratings and Product
Comparisons 33% of Turmeric/Curcumin Supplements Fail; Filthy Spices Full Review

« Expert Insights and More!

OIN NOW

Warnings

FTC Announces New Enforcement
Policy on Homeopathic Drug Claims

Tests and Comparisons of
Potassium Supplements

Find Out How to Get Top Quality
Astaxanthin at Lower Cost

See Tests of 21 Turmeric/Curcumin 6\/ Dr. Walt Larimore, Award- @
Supplements and Spices Winning Medical Journalist

- Monument, CO
FDA Warns Consumers Not to Use

ConsumerLab.com Member

Weight Loss Supplement Photo: Consumerlab.com Since 2001
In the News Most Popular Reviews  Other Recent Reviews Brands *ConsumerLab:com's
How to Get the Right Omega-3s from Fish, Krill & Other Oil Supplements independent testing of natural
mn‘mm Best Fish Qil? See Our New Tests and Comparisons medications (herbs, vitamins,
and supplements) guides my
« An article from Consumer Reports 43 Probiotic Supplements and Kefirs Tested teaching and my prescribing.”
about "Supplement Seals" shows Surprising Findings for Probiotics and Kefirs
that ConsumerLab.com is the only ) L ) (Become a member today! J
certifying organization that Too Much or Too Little Vitamin D Found in Some Supplements
purchases its initial test samples in Not All Vitamin D Supplements Contain What's On the Label! Read More Testimonials >>
stores, while others obtain samples
from the manufacturer. Defects Found in 32% of Multis

New Findings for Women's, Men's, Children's & Pets' Multis Follow us on...

CoQ10 and Ubiquinol Differ in Quality, Absorption & Cost ﬁ ll ﬂ' :‘?
Choose the Best CoQ10 & Ubiquinol -- and Save Money = 7 dE

Most Garcinia (HCA) Supplements Fail CL's Tests ConsumerlLab.com
Garcinia Weight Loss Supplements Found Lacking

Z KF Ve i
- : : See Tests of 21 Turmeric/Curcumin Supplements and Spices CL Answers
In "Here's What's Really In Your
y 33% of Turmeric/Curcumin Supplements Fail; Filthy Spices

Multivitamin™ on Reuters Health
Watch, ConsumerLab.com's
i

. https://www.consumerlab.com/index.asp
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- Summary S

* Not food, not drug, broadly definition
under DSHEA (1994)

* Regulated by FDA/CFSAN since DSHEA

* No premarket approval even if contains
new ingredient

 Must be labeled as “Dietary Supplements”
* Nutraceuticals not regulated by FDA
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