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• Describe some of the rules and regulations on 
dietary supplements (DS)

• Identify dangers and risks of selected DS 
categories

• Describe the purpose of Operation Supplement 
Safety (OPSS)

• Provide an overview of OPSS features

• Delineate the function of the OPSS “Ask the 
Expert” button

• Describe resources available for Healthcare 
providers, including Apps

Learning Objectives
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• Defined dietary supplements/dietary 
ingredients

• “A product that contains substances like 
vitamins, minerals, herbals, botanicals, 
amino acids and is intended to supplement 
the usual intake of these substances. Dietary 
supplements are found in pill, tablet, 
capsule, powder or liquid form and are 
intended to be taken by mouth.”

Dietary Supplement Health and Education 
Act of 1994: DSHEA
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Which is a Dietary Supplement? 

A food

An OTC medication

A dietary supplement

A

B
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What you may not know…

Generally 
recognized as 
safe (GRAS)

Proven evidence of 
efficacy and known
safety

No requirement for 
evidence of safety 
or efficacy

Food

OTC Med

Supplements
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Are Supplements Regulated? Yes, but … 

Status Dietary Supplements Foods a Food Additives e New Drugs b

Premarket approval 
required No c No d Yes Yes

Risk-benefit analysis 
conducted by FDA 
before marketing 

No No Yes Yes

Burden of proof for 
demonstrating safety 
(or lack thereof)

FDA FDA Manufacturer Manufacturer

a Foods (including conventional foods and dietary supplements), are considered safe (reasonable certainty of no harm), and thus do not 
require a risk-benefit analysis.
b Applies to “new” drugs. Many over-the-counter drugs are regulated under FDA's Over-The-Counter Drug Review procedures, which do not 
provide for postmarketing surveillance.
c A 75-day premarketing notification, but not premarketing approval, is required for dietary supplements containing ingredients not marketed 
before 1994.
d In 2001, FDA proposed a rule requiring marketers of food developed through biotechnology to notify the agency at least 120 days before 
commercial distribution and to provide information to demonstrate that the product is as safe as its conventional counterpart
e A food additive is a substance used to enhance taste, appearance or shelf-life to a food

Source: Adapted from IOM 2005
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• Manufacturer is responsible for ensuring 
products are properly labeled 

• DS sold before October 15, 1994 are presumed 
to be safe and not subject to review by FDA 

• FDA has to prove a product is NOT safe, if it is 
already on the market

• Government resources to monitor dietary 
supplement quality are extremely limited

Gaps in DSHEA
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Identify dangers and risks 
of selected dietary 
supplement categories
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• Consumers generally uninformed

• Majority of consumers believe the FDA has 
“sufficient” oversight for safety and quality

• Most consumers unaware many DS products 
are adulterated

• Potential for adverse events/reactions (AEs)

• Thermogenic agents

• Stimulants 

• Contaminants and adulterants: e.g. steroids, 
stimulants, prescription drugs, heavy metals

Issues of Concern
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Supplements that appear safe could 
be dangerous products in disguise

Decoding the Dietary Supplement industry video

https://www.youtube.com/watch?v=ZIF44RGp5tw&feature=youtu.be
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• OPSS is THE DoD-wide effort, including 
partnerships with other government and 
professional organizations, to provide 
evidence-based, up-to-date information on 
dietary supplements

Operation Supplement Safety



OPSS.org





I have been looking all over the web for some answers on certain products from Blackstone 
Labs concerning military safety... I have seen very similar ingredients listed as banned but I am 
not exactly sure if they fall under the same category that would produce a false positive for a 
military urinalysis test. the following ingredients are:

• 19-NorAndrost-4-ene-3b-ol,170one

• 19-NorAndrost-4-ene-3b-ol,170one Decanoate

• 19-NorAndrost-4-ene-3b-ol,170one Enanthate

• 19-NorAndrost-4-ene-3b-ol,170one dUndercanoate

• 19-NorAndrost-4-ene-3b-ol,170one Caprylate

All of the following were labeled as DHEA supplements, which are legal as far as i could tell 
from my research…

Sample ATEs
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As a medical provider on a Marine unit, I am trying to find out some supplements that I have 
encounter. The first one is to rebuild amino acids by Genetix, called AlphaX. The second one is 
a growth hormone by Genetix, called GH+. I am trying to make sure my Marines are taking 
the right thing. 
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• ANY undesirable experience associated with the 
use of a dietary supplement in a patient

• Altered mental status, Anxiety, Cardiac 
dysrhythmia, Cerebral hemorrhage, Cramping, 
Dizziness, Fatigue, Hallucinations, Headaches, 
Heat illness, Heart palpitations, Hepatic 
injury/failure, Increased heart rate, Metabolic 
derangements, Myocardial infarction, Muscle 
cramps, Nausea, Nervousness, Nosebleeds, 
Renal injury/failure, Restlessness, 
Rhabdomyolysis, Seizures, Sleep disturbances, 
Syncope

What is an Adverse Event? 
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Reporting AEs
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Third-Party Certification

• Select products with 3rd party certification/ 
verification seals to ensure they have been 
evaluated for quality and purity:

• Banned Substances Control Group (BSCG) 

• ConsumerLab.com

• Informed-Choice

• NSF International

• United States Pharmacopeia Convention (USP)

















Promos
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Promos
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Promos
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OPSS High-Risk Supplement List
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Apps
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Natural Medicines
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info.therapeuticresearch.com/dod
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Health Professional Version



Partners & Other Resources
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• OPSS is the DoD “go to” for all information 
regarding dietary supplements

• Information changes regularly, so check the 
website often

• Sign-up for our OPSS newsletter

• Give us your feedback!

Summary
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For Further Information
Please contact:
Andrea Lindsey, Director, OPSS

Andrea.lindsey.ctr@usuhs.edu
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