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What is Genetic Engineering? 

•  “The application of in vitro nucleic acid techniques, 
including recombinant deoxyribonucleic acid (DNA) 
and direct injection of nucleic acid into cells or 
organelles, or fusion of cells beyond the taxonomic 
family, that overcome natural physiological 
reproductive or recombinant barriers and that are 
not techniques used in traditional breeding and 
selection of plants.” 

•  FDA Guidance for Industry: Voluntary Labeling 
Indicating Whether Foods Have or Have Not Been 
Derived from Genetically Engineered Plants (Nov. 
2015) 

2 



www.hoganlovells.com 

Why Genetic Engineering? 

•  Agronomic Traits 
–  Herbicide Resistance 
–  Drought Resistance 
–  Pest (corn bore) resistance 

•  Nutritional Traits 
–  Rice with vitamin A 
–  Soy with different fatty acid 

profile 
•  Performance Traits 

–  Tomatoes in the winter that 
taste like tomatoes 

•  Many others 
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Current Federal GMO Regulatory Framework 
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FDA 

EPA 

USDA 

•  U.S. Department of 
Agriculture (USDA), 
Environmental Protection 
Agency (EPA), and the 
U.S. Food and Drug 
Administration (FDA) share 
regulatory oversight over 
GMO 

•  Depending on the genetic 
engineering process and 
the intended use, reviews 
by more than one agency 
may be required prior to 
market  
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FDA 

• Current legal authority under the Federal Food, Drug, 
and Cosmetic Act (FFDCA) 

•  “Voluntary” consultation process and determination of  
substantial equivalence (150+ foods to date) 

•  FDA 1992 policy statement on foods derived from new 
plant varieties  

•  FDA does not consider labeling necessary 
•  Method of producing a plant (or fish) is not considered 

“material” 
•  Allows for voluntary labeling 

•  Today, there is no expressly preemptive federal 
requirements for the labeling of GE foods  
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State-by-state Labeling 
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•  4 ballot initiatives defeated 
in California, Washington, 
Oregon, Colorado 

•  3 states have bills on the 
books—Maine, Connecticut, 
and Vermont 
−  Maine & Connecticut are 

“conditional” on contiguous states 
passing similar bills 

−  Vermont becomes effective on 
July 1, 2016 
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Scope of Vermont Law 

•  Applies to food that is  
–  produced with genetic 

engineering; 
–  and “offered for retail sale” in VT 

•  can be held liable if products 
“diverted” into Vermont are not 
labeled 

•  retail sale has broad meaning; 
includes certain packaged foods sold 
from foodservice establishments 
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Who is Covered? 
•  Manufacturers label packaged foods; retailers 

label unpackaged foods 
•  “Manufacturer” includes a person who: 

–  produces a processed food or raw agricultural 
commodity under its own brand or label for sale in 
or into the State; 
•  (traditional manufacturers) 

–  sells in or into the State under its own brand or 
label a processed food or raw agricultural 
commodity produced by another supplier;  
•  (“distributed by” or “manufactured for”) 

–  owns a brand that it licenses or licensed to another 
person for use on a processed food or raw 
commodity sold in or into the State; 
•  (private label branded company)  

–  sells in, sells into, or distributes in the State a 
processed food or raw agricultural commodity that it 
packaged under a brand or label owned by another 
person 
•  (co-manufacturers) 
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Required Language 

•  Must label covered food products: 
–  “produced with genetic engineering” 

•  Or, if the food qualifies: 
–  “partially produced with genetic 

engineering” (< 75% GE material, 
excluding added water and salt from 
total; must be calculated before 
baking the food) 

–  “may be produced with genetic 
engineering” (if manufacturer doesn’t 
know after reasonable inquiry) 
•  foods with variable ingredient bases, 

such as oils declared using and/or 
statement 
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Exemptions 

1.  Certified organic foods 
2.  Foods verified as not produced with 

GE by a VT-approved organization 
3.  Sworn statement from supplier 

certifying the food: 
–  was made or grown from food/seed that 

has not ben knowingly or intentionally 
produced with GE; and 

–  Was segregated from and has not been 
knowingly or intentionally commingled 
with food/seed that may have been 
produced with GE 
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Exemptions 

4.  Processing aids and enzymes produced with GE 
5.  Foods with ≤ 0.9% GE content by weight 

–  Guidance: calculate exclusive of added water and salt 

6.  Animal products, such as processed dairy 
products 

–  unless they have added GE ingredients, such as GE 
sugar 
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Exemptions 

6.  Foods with USDA-approved labels 
(i.e., meat and poultry products) 

7.  Foods for immediate consumption  
–  unpackaged foods or foods not labeled 

for retail sale, such as individual 
packets of condiments 

8.  Medical foods 
9.  Alcoholic beverages 

12 



www.hoganlovells.com 

“Natural” Claims 

•  Prohibition on “natural” claims 
for covered foods 
–  Statute: “natural” “naturally made” 

“naturally grown” “all natural” 
–  Regulation:  “any statement about 

the food that contains the word 
natural or any words of similar 
import” 

–  Does not apply to the product 
name or any information required 
by FDA regulations 
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Effective Date 

•  Applies to food distributed on or after July 1, 2016 
–  Distributed = sold or transported to retailer 

•  Packaged processed foods offered for sale before 
January 1, 2017 are presumed to have been 
distributed prior to July 1, 2016 and are not covered, 
unless there is evidence to the contrary 

•  Need to consider shelf life 
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Enforcement 

•  $1,000 per day penalty per 
uniquely marked product 

•  “Bounty hunter” provision 
–  Existing VT consumer protection 

law allows residents to enforce 
violations of consumer protection 
rules and seek damages 

–  VT GE labeling law does not 
change this 
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Industry Challenge of Vermont Law 

•  GMA and other trade 
associations have filed 
suit against Vermont 
–  Suit challenges the law 

on the grounds that it is 
compelled speech 
without a substantial 
government interest 

–  Court rejects industry 
request for a PI 

–  Oral arguments at circuit 
court in October 2015 

–  Final ruling not expected 
before Jan 2016 
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GE Labeling:  Help on the Way? 

•  House passes a bill introduced by 
Representatives Pompeo (R. Kansas) 
and Butterfield (D  N.C.) that would 
establish national uniformity 

•  The Safe Food and Accurate Food 
Labeling Act of 2015 

•  Has bipartisan support 
–  Mandatory premarket notification 
–  Preemptive labeling framework 
–  Voluntary non-GE claims under 

USDA certification program 
–  FDA must define “Natural” 

•  No companion bill introduced in the 
Senate….yet 
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Voluntary GE Labeling Programs 

•  FDA has issued guidance that 
allows companies to disclose 
whether foods contain 
ingredients that are made the 
GE ingredients 

•  USDA Organic does not allow 
for GE ingredients 

•  3rd party programs, such as 
the Non GMO Project, have 
established standards and 
allow for 3rd party verification 

•  New GMA SmartLabel™ 
Initiative 
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Conclusion 

•  As of today, there is no federal standard for the 
labeling of GE foods 

•  GE content can be disclosed voluntarily 
•  State laws are mandating the disclosure of GE 

content 
•  In the absence of federal legislation, it would appear 

the Vermont law will become effective on July 1, 
2016 
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Questions? 
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Thank You 

 
Martin J. Hahn 
Hogan Lovells US LLP 
Martin.Hahn@hoganlovells.com 
(202) 637-5926 
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