
How to read
a U.S. GM 
crop submission
document
Submission documents can be quite long and not always easy to 
understand. To help you with reading and understanding, this guide will 
explain the most important parts and sections of a USDA document in 
detail and highlight the EPA Study Index.
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DATE
Indicates when the document was 
finalized and signed.

OECD UNIQUE IDENTIFIER
/ PETITION NUMBER

DID YOU KNOW?

A unique formatted code that allows a 
product to be consistently identified 
across many countries or regulatory 
authorities.

A plant pest is defined as a living 
organism that can directly or indirectly 
injure, damage, or cause disease in any 
plant or plant product.

CERTIFICATION
Signature of acknowledgement that 
petition includes the required data 
including unfavorable data/results.

TITLE
Describes the reason for the 
petition and action requested from 
regulatory authority.

Identifies which legal authority the 
petition is being submitted.  In this 
example, USDA authority to 
regulate plant pests falls under 
7 CFR part 340.

DID YOU KNOW?
Just as copyright protects original works 
(music, paintings, books, etc), a compa-
ny's intellectual property (CBI) is similarly 
protected by law to preserve investment 
into future Research and Development.

CONFIDENTIAL BUSINESS
INFORMATION (CBI) STATEMENT

A claim of legal protection, subject to 
agreement by the regulatory agency, that 
provides confidentiality for certain limited 
types of information and data (trade 
secrets, formulas, novel discoveries or 
methods not in the public domain).

CLAIM OF OWNERSHIP
Ownership which acts as a copyright 
claim to protect this original work.

DID YOU KNOW?
Represents a legal and binding 
acceptance by the individual and 
company and therefore liable for any 
fraudulent data or practices.

Contains No Confidential Business Information

https://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=aa8db98a73dfde07a3588f9ef9a89cc2&mc=true&n=pt7.5.340&r=PART&ty=HTML%20
https://www.oecd.org/chemicalsafety/biotrack/uniqueidentifierfortransgenicplants.htm
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EXECUTIVE SUMMARY
Brief description on what information, data and 
conclusions the entire petition will contain.

DID YOU KNOW?

Under the Plant Protection Act, 
USDA-APHIS has regulatory oversight over 
products of modern biotechnology that 
could pose a plant risk. Since 1986, the 
import, handling, interstate movement, and 
release into the environment of regulated 
organisms have been regulated.

1. RATIONALE
Narrative to describe why this product was developed 
and the benefits and utility of the product. Also, 
describes the legal basis for the agency's action (the 
decision to/not to deregulate).  Additionally, this section 
outlines the coordinated framework among US 
agencies, to ensure we are complying with all necessary 
regulations by other agencies that may be required for 
food (FDA) and environment (EPA).
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DID YOU KNOW?
Stability testing is important to ensure when 
the trait is conventionally bred into other 
genetic backgrounds, it still delivers the 
same characteristic(s).

2. BIOLOGY OF THE PLANT 
Evaluation of a plant pest potential relative to the 
conventional counterpart. This sets a foundation for the 
comparative assessments of what we already know of 
an acceptable plant today to ensure the GM plant is no 
different than what is currently grown.

3. DESCRIPTION OF THE GENETIC MODIFICATION
Description of how the genetic material (DNA) was introduced into the 
host plant.  Answers the question, "What did we intend to do?"

4. CHARACTERIZATION OF THE GENETIC MODIFICATION
Detailed information on the introduced DNA and the stability (unchanged over 
time) of the introduced genetic material. Answers the question, "What did we 
actually do?"
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DID YOU KNOW?
DNA directs the production of a protein(s) which gives a 
plant a specific or particular characteristic (trait) - like 
herbicide tolerance, insect resistance.

5. CHARACTERIZATION AND SAFETY 
    ASSESSMENT OF THE PROTEINS PRODUCED
Analyses of the introduced protein(s) to evaluate the safety for human and 
animal consumption as well as the plant pest risk.
Some elements of the protein studies include:
//  history of safe consumption
//  physical and functional properties
//  levels in various plant tissues
//  similarity to known protein toxins/allergens 
//  simulated mammalian digestibility
//  high dose toxicity evaluations in mammals

RAW DATA
Defined as the original data as they were 
taken during the study, i.e. before 
summarizing them for analysis. Included 
throughout the submissions in relevant 
sections discussing results.
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7. PHENOTYPIC, AGRONOMIC, AND
    ENVIRONMENTAL INTERACTIONS 
Comparative assessment of the visual observation of growth and 
development of the plant.  Additional analyses are conducted to 
evaluate how the plant is interacting with its physical surrounding 
and biological organisms through a combination of field and lab 
assessments.

DID YOU KNOW?

These evaluations indentify if there any unintended effects 
due to the introduction of DNA or the production of the 
introduced protein within the metabolism of the plant.

6. COMPOSITIONAL ASSESSMENT OF THE TRAIT
Analyses of key nutrients and anti-nutrients (those that deminish the 
usefulness of nutrients/nutritive value) in the parts of the plant consumed 
by humans and animals compared to the levels of a conventional plant 
grown and harvested under similar conditions.
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8. AGRONOMIC PRACTICES IN 
    THE UNITED STATES

Assessment to consider whether the new 
characteristics in the plant will change how growers 
produce the crop; also includes a description of 
stewardship practices that growers can implement 
to sustainably use this introduced trait.

TABLE
Tables efficiently present a summary of 
data in a numerical or statistical format 
versus text of the same content.
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DID YOU KNOW?

USDA in its evaluation of GM plants considers these elements:

//  impact of the inserted genetic material on plant pest           
     potential as well as disease and pest susceptibility
//  potential impacts on non-target organisms (NTOs)   
     beneficial to agriculture
//  potential for enhanced weediness of the GM plant
//  potential impact on the weediness of other plants with        
     which the GM plant can interbreed
//  potential changes to agriculture or cultivation practices

9. PLANT PEST ASSESSMENT
Conclusion statement bringing together all of the pieces of the previous 
analyses and evaluations to conclude whether or not the GM                                     
plant will pose an increased plant pest risk.

10. ADVERSE CONSEQUENCES OF INTRODUCTION
Statement that we are not aware of any additional information not 
already described that could indicate adverse consequences from the 
general release of the GM plant.



REFERENCES
At the end of each submission, a list of all references cited 
is provided, including scientific articles, guidelines and 
protocols used, and regulations.
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EPA regulates GM crops with traits that protect the crop from 
agricultural pests, also known as 
Plant-Incorporated-Protectants (PIPs). 

EPA does not regulate herbicide tolerant GM crops. 

The EPA then publishes an agency-generated summary of the 
risk assessment and regulatory decisions for the PIP. 

These summaries can be found at EPA’s website.

This table is an example 
of the study index that is 
submitted to the EPA. 
The essence of an EPA 

submission is the study index (or also referred to 
as the Data Matrix), which lists all of the 
documents used by the EPA to assess the safety 
of the Plant-Incorporated-Protectants (PIP), 
establish an exemption from the requirement of a 
tolerance (maximum residue level), and issue a 
commercial registration for the PIP.

DID YOU KNOW?

//

//

//

//

Instances where EPA 

determines that the PIP 

present in agricultural 

commodities involves no 

hazard to human or animal 

health, they grant an 

exemption from the 

requirement to set a maximum 

"residue" limit (MRL) or 

maximum level of the PIP.

DID YOU KNOW?

//

https://www.epa.gov/ingredients-used-pesticide-products/current-and-previously-registered-section-3-plant-incorporated

