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Last year at this time…..

• New York AG investigation
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In 2016…
• Industry engaged in substantive 

conversations about quality, 
transparency and accountability

• Several industry initiatives are in 
progress

• Both mfrs and retailers focused on 
improving category reputation
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Meanwhile, on Capitol Hill
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Blumenthal’s Military Amendments

• National Defense Authorization Act
• Amendment would have prohibited sales 

of dietary supplements on military bases 
without third party certification; floor 
amendment limited to  high risk 
categories

• Industry opposed as a “back door” effort 
to impose third party certification to all 
products; encourages on-line and off base 
purchases; no standard for third parties

• Amendments offered but not voted on
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Dietary Supplement Labeling 
Act of 2016???
Previous versions included:

• Mandatory product registration
• Mandatory label database
• Label warnings for “possible adverse effects” 

(to be developed by IOM; enforced by FDA)
• Pre-market submission of claim substantiation

No introduction yet…
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Senator McCaskill’s Letters
• Senate Select Committee on Aging
• Letters to 15 supplement retailers         

on products marketed for Alzheimer's 
and “healthy aging” claims

• Letters urging retailers to stop selling 
picamillon

• Letters to HCPs asking about supplement 
interactions with cancer meds



#ACIDietarySup

Puerto Rico Debt Relief
• PR Administrative Order 346              

issued in Feb. 2016
• Requires registration of products, 

mfrs, wholesales & retailers
• Not authorized under 2004 drug 

registration law
• Effort to pass PR legislation failed
• Can Congress stop it? 
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GMO legislation
• Vermont law effective July 1 
• Boxer/DeFazio bill – mandatory warnings for the 

presence of GMOs
• Pompeo/Butterfield bill – voluntary labeling for 

the absence of GMOs
• Roberts/Stabenow bill seeks compromise

• Pre-empts state laws on GMO labeling
• Creates a single nationwide, mandatory label 

for GMO products 
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21st Century Cures

• Occupying the House Energy & 
Commerce Committee

• Focuses on drug and device 
development and approval

• Possible vehicle for DSHEA changes?
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Safe Food Act of 2015
• Would reorganize FDA and USDA to 

create a single food agency
• Would dietary supplements stay as 

foods or become part of a “drug” 
agency?



#ACIDietarySup

Flex Spending for Supplements
• FSAs/HSAs allow consumers to set aside pre-

tax money to reimburse their qualified 
medical expenses

• Affordable Care Act revoked the ability to use 
FSAs for OTC expenditures; dietary 
supplements were never included

• Family & Retirement Health Investment Act 
expands use of FSAs and HSAs for a variety of 
health-related expenses; restores OTC 
coverage and adds dietary supplements 
along with other preventive expenses.
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Flex Spending for Supplements
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WIC & SNAP benefits
• Reauthorization in 2018
• Industry seeking to include 

multivitamin (and possibly other 
supps with FDA-approved health 
claims) in allowable benefits

• Does not increase costs of programs; 
gives participants more options for 
nutrition
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Free Speech About Science 

• FDA does not allow          
dissemination of science about food
• Disease research makes product misbranded
• Disease endpoints used as evidence of intent to 

market as a drug

• Industry seeking a way to permit 
posting of research online

• Focus on “third party literature” 
provisions of DSHEA



#ACIDietarySup

Economic Impact of the Industry
• New study commissioned by CRN
• Examines direct, indirect & induced effects
• $122 billion; 750,000 jobs, $38 billion in wages
• Available at www.crnusa.org/economicimpact

http://www.crnusa.org/economic
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Regulatory Climate
for 

Dietary Supplements
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FDA – Is this a new day?
• New Office of Dietary Supplement Programs
• Numerous vacancies
• NDIs – any time soon?
• GMP inspections—but what happens next?
• Sluggish response to steroids, synthetic 

stimulants and pure caffeine
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FDA – Other open items 
• Nutrition Facts & Supplement Facts 

labeling changes – final rule effective 2018

• Implementation of FSMA for ingredients
• Investigational New Drug (IND) 

applications – the impact on 
supplements

• Medical foods – dietary management of a 
disease that cannot be achieved by the 
modification of the normal diet alone?
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When FTC goes to court…
Recent cases & investigations          
offer mixed directions to industry:
• POM Wonderful
• Basic Research
• Hi-Tech Pharmaceuticals
• Bayer/Phillips Colon Health
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FTC issues of interest

• Native advertising
• Endorsements & testimonials
• Upcoming workshop on disclosure
• Negative payment options
• Substantive issues: brain health, kids’ 

products, weight-loss
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State Activity
for 

Dietary Supplements
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State Attorneys General

• DNA testing has lost its luster
• NY investigation brought new 

attention to the industry 
• Several ongoing investigations

• Oregon AG focused on NDIs

• Ongoing questions and conversations
• NAAG presentation in Oct. 2015
• CWAG presentation in July 2016
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State Legislative Activity

• Pure caffeine restrictions
• Illinois, Ohio, New York

• New York 
• Restricts sexual enhancement products

• Massachusetts
• Weight management and muscle enhancement

• California Prop 65
• Reform efforts, new website and warning verbiage

• Nutritionist licensing
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So what does it all mean?
• A tumultuous time for the dietary 

supplement industry
• New scrutiny & unwanted attention
• Multiple challenges & opportunities
• Requires careful monitoring, pro-

active initiatives and quick-trigger 
responses

http://media.salon.com/2013/06/shutterstock_142873978.jpg
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Thanks for listening!
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