
Presenters: Amanda Corbett, PharmD; Keturah 
Faurot, PA, PhD; Aisha Chilcoat, ND, MPH

Contributing Authors: Andrea Lindsey, MS; Cindy Crawford, 
MS; Rebecca Costello, PhD; Gary Asher, MD, MPH

.
‘Boost Your Confidence and Trust: 

Evidence-Based Resources and Application 
of Tools to Help Make Informed Decisions 

about Safe Dietary Supplement Use’

April 11, 2024



Objectives & Plan
Participants will be able to…

o Identify and readily-access evidence-based resources that consumers and providers, can turn to for 
trusted information about dietary supplements

o Utilize OPSS.org educational tools to rapidly evaluate whether ingredients listed on a product label may 
be risky

o Identify issues associated with dietary supplements and examine possible solutions for enhancing 
practitioner-patient communication strategies related to dietary supplement use

Plan for the Experiential Workshop:

o Introduction to Operation Supplement Safety & Group Activity (15 min)

o Small Group Activity (15 min)
o Using the OPSS scorecard, patient scenarios, and supplement labels

o Large group discussion on activity (20 min)

o Wrap-up (10 min)



US regulation

• Mostly post-market
• 1994 Dietary Supplement Health and Education Act

• Defined DS as new category 
• "...a product (other than tobacco) that is intended to supplement the diet that bears or 

contains one or more of the following dietary ingredients: a vitamin, a mineral, an herb or 
other botanical, an amino acid, a dietary substance for use by man to supplement the diet by 
increasing the total daily intake, or a concentrate, metabolite, constituent, extract, or 
combinations of these ingredients."

• Protected industry from attempts to declare products as unapproved food 
additives

• Gave FDA more enforcement power (did not use for first 10 years)
• Established the Office of Dietary Supplements at NIH
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DSHEA provisions
• Manufacturers can make “structure/function 

claims” and very limited health claims—must 
substantiate and notify FDA 30 days before 
marketing

• “Builds strong bones”
• “Maintains digestive regularity”
• “Use as part of your diet to maintain healthy 

blood sugar levels”
• “Promotes sexual arousal and 

performance”
• NOT Helps alleviate the pain associated 

with Migraine headaches
• (from Venable)

• Requirement of Supplement Facts box on label 
with dietary ingredients

• Products must display a disclaimer on the 
label stating that any claims have not been 
evaluated by the FDA
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https://www.venable.com/files/upload/FDLI-Dietary_Supplements.pdf


Current regulatory environment
• FDA Office of Dietary Supplement Programs (ODSP), 

Cara Welch, Director
• Created to tighten up enforcement of current rules
• The growth of the industry makes adequate 

regulation challenging
• “ industry grew from $4 billion with roughly 4,000 

products to $40 billion with over 50,000 products 
over the past 25 years, it is imperative 
modernization efforts promote safety...” Christine 
Burdick-Bell, Dietary Supplements Quality Collaborative

• Market also different
• Global supply chain
• Improvement in manufacturers
• Designer ingredients and complex mixtures

https://www.nutritionaloutlook.com/view/2021-regulatory-outlook-for-dietary-supplements-functional-foods-and-natural-products

https://www.advisory.com/daily-briefing/2019/02/13/fda-supplements
https://dsqcollaborative.org/wp-content/uploads/2020/04/DSQC-Policy-Principles.pdf


Challenges

• Dietary supplement regulation 
largely relies on post-marketing 
surveillance

• No pre-market approval and 
limited review

• Inspections limited by budget
• “FDA has no systematic way to 

know when new dietary 
supplements are introduced or 
what they contain”, Cara Welch

From Cara Welch’s presentation in the Office of Dietary Supplement webinars

• Need to 
• Modernize current dietary supplement 

statutes
• Strengthen regulation of new dietary 

ingredients
• Address the need to test imported 

products
• Figure out how to collaborate with 

third-party testing services



Adverse events associated with supplements

N Engl J Med. 2015 Oct 15;373(16):1531-40. doi: 10.1056/NEJMsa1504267.    
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• Figure 1. National Estimates of Emergency 
Department Visits for Adverse Events Associated 
with Dietary Supplements, According to Sex and 
Product Category (2004–2013).

• Shown are the estimated number of emergency 
department visits per year, after the exclusion of 
unsupervised ingestion of dietary supplements by 
children, during a 10-year period

https://www.ncbi.nlm.nih.gov/pubmed/26465986


Partial Solutions
• Operation Supplement Safety

• Department of Defense initiative to 
identify problematic or harmful 
ingredients in dietary supplement 
products

• Currently led by Andrea Lindsey, MS 
and Patricia Deuster, PhD

• Office of Dietary Supplements
• Label database
• Monographs and other educational 

materials

• MedWatch
• Main Adverse event reporting site 

for the FDA
• FDA contacts clinicians to alert them 

of problems with products.
• Unproven ingredients/false claims

• e.g., supplements to reverse 
Alzheimer’s disease are unproven

• Ingredients may interact with 
medications, are a waste of money

• Undeclared drug ingredients
• Heavy metal contamination
• Bacterial contamination

Operation Supplement Safety | OPSS     MedWatch: The FDA Safety Information and Adverse Event Reporting Program | FDA

https://www.opss.org/
https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program


Example: FDA MedWatch: UNDECLARED DRUG INGREDIENTS

• ISSUE: FDA is warning consumers that Reumofan Plus, 
marketed as a natural dietary supplement contains several 
active pharmaceutical ingredients not listed on the label that 
could be harmful. 

• Super Arthgold by Nano Well-being Health: Recall - 
Undeclared Drug Ingredients



Operation 
Supplement Safety
OPSS is the DoD’s go-to program for 
anything related to health, wellness, and 
performance products. OPSS partners 
with other federal departments, 
professional organizations, and academic 
institutions to provide evidence-based 
information, resources, and tools for 
education and decision making. 



● Evidence-based articles
● Other resources

○ Videos
○ Handouts
○ Infographics
○ More

OPSS.org 
Website

● Evidence-based articles
● Ask the Expert portal
● Other resources

○ Videos
○ Handouts
○ Infographics
○ More





OPSS Scorecard Questions



Third-Party Certification
• Products with third-party certification/ 

verification seals have been evaluated for 
quality and purity:

- Banned Substances Control Group 
(BSCG) 

- Informed-Choice
- NSF International
- United States Pharmacopeia (USP)



Combination of Ingredients

• More ingredients = Higher risk of 
interactions 

• Interactions could occur from 
mixing together the ingredients in 
the product itself, other dietary 
supplements, medications, etc. 

• “Other Ingredients” not included in 
total 



Percent Daily Value (%DV) 

• How much of a nutrient in a single 
serving of a dietary supplement 
contributes to your daily diet. 

• 35 nutrients have established daily 
values 



Proprietary Blends
• The amount of each individual 

ingredient does not have to be listed

• May be listed as a

• “Blend”

• “Complex” 

• “Matrix”

• “Formulation” 

• Especially important in the case of 
stimulants



Caffeine
Other sources/names of caffeine:
• Cacao 
• Caffeine anhydrous 
• Coffee
• Green coffee bean
• Guarana
• Kola nut
• Methylxanthine
• Tea
• Trimethylxanthine
• Xanthine
• Yerba maté 



Questionable Claims
• Prevents severe memory loss
• Boosts testosterone levels and sex 

drive 
• Lose weight 6x faster 
• Maximizes muscle recovery and 

growth 
• Rapid sleep enhancer 
• Legal steroid
• Natural cure for diabetes 
• Cures COVID-19



XTEND Sport

Prohibited Ingredients: None



Is any one of these 
third-party 

certification seals 
on the label?*

Are there less than 
six ingredients on 
the Supplement 

Facts label?

Is the label free of 
the words 

proprietary, blend, 
matrix, or complex?

Can you easily 
pronounce the 
names of each 

ingredient on the 
Supplement Facts 

label?

Is the amount of 
caffeine listed on 

the label 200 mg or 
less per serving? (If 

caffeine is not 
listed, mark “1.”)

Is the label free of 
questionable claims 

or statements? 

Are all the % Daily 
Values (% DV) on the 

Supplement Facts 
label less than 200%? 
(If % DV is not listed, 

mark “0” )

Total Score

1 0 0 1 1 1 1 5

XTEND Sport



Small group product evaluations

A patient comes to you with each 
of the following products. 

How would you have a 
conversation with them about the 

product?
How might the scorecard influence 

your conversation?



REPORT BACK!



Arsynist



Concerns with Arsynist
• Ingredients on the DoD Prohibited List

• 2-aminoisoheptane (DMHA) 
• Higenamine
• Hordenine
• Vinpocetine 



Alpha Mood



Concerns with Alpha Mood
• Ingredients on the DoD Prohibited List

• 1-benzoyl-4-propanoylpiperazine (Sunifiram)
• Dimethylbutylamine (DMBA) 
• Nefiracetam 
• Tianeptine



Dr. Furhman men’s daily



Gaia Herbs Turmeric Supreme



Kirkland Mature Multi


