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• National Environmental Policy Act and its purpose

• The environmental assessment (EA) outline for a product 
application

• Availability of the EA

• The categorical exclusion (CatEx) outline for a product 
application

• Applicant resources

• An example EA

AGENDA
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NATIONAL ENVIRONMENTAL POLICY ACT AND 
ITS PURPOSE

National Environmental Policy Act of 1969, Sec. 2
• A national policy which will encourage productive and enjoyable 

harmony between man and his environment

The Purpose of NEPA
• To promote efforts which will prevent or eliminate damage to the 

environment and biosphere and stimulate the health and welfare 
of man

• To enrich the understanding of the ecological systems and natural 
resources important to the nation

• To establish a Council on Environmental Quality
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WHY IS AN EA NEEDED? 

An EA is required by NEPA for:
• Promulgation of new regulations
• Requests for action, such a product marketing order

Per FDA Regulations:
21 CFR 25.15(a) states “All applications or petitions requesting 
agency action require the submission of an EA or a claim of 
categorical exclusion”
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USEFUL IN AN OUTLINE OF AN EA
FOR A PRODUCT AUTHORIZATION REQUEST

Cover page

Table of Contents

Sections in the EA

Appendices
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USEFUL INFORMATION IN THE COVER PAGE OF 
THE EA 

Includes the following information:
• The title of the document, for example “Environmental 

Assessment for the Marketing Order for [new product name] 
Manufactured by [name of applicant]” 

• The Agency for which the EA was prepared, for example 
“Prepared for the Center for Tobacco Products, U.S. Food and 
Drug Administration” 

• Date the EA was prepared
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USEFUL INFORMATION IN THE TABLE OF 
CONTENTS

The EA contains a Table of Contents, that includes: 
• EA section titles 
• EA subsection titles 
• Appendices
̵ Can be both public and confidential appendices 

Each line of the table of contents also includes the associated 
page numbers
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USEFUL INFORMATION IN SECTION 1 –
APPLICANT AND MANUFACTURING 
INFORMATION
Company (applicant) name 
• Applicant Address 

- Identifies the business address of the applicant: 
 Street address
 City, state (province when outside the United States), zip code
 Country (when outside the United States)

Manufacturer name
• Manufacturer address

- Identifies the business address of the applicant: 
 Street address
 City, state (province when outside the United States), zip code
 Country (when outside the United States)
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USEFUL INFORMATION IN SECTION 2 –
PRODUCT INFORMATION

New product name

The new product submission tracking number (STN), if available

Predicate product name

Product type and sub-category

Product package design

Product quantity per retail sale unit 
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SECTION 3 – THE NEED FOR THE PROPOSED 
ACTION

Useful information: 
Identify the requested product application pathway and describe the 
marketing intent.

For example:

“The proposed action, requested by the applicant, is for FDA to issue a 
marketing order under the provisions of sections 910 and 905(j) of the 
Federal Food, Drug, and Cosmetic Act after finding the new tobacco 
product substantially equivalent to the predicate product. The applicant 
wishes to introduce the new tobacco product into interstate commerce for 
commercial distribution in the United States.”
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SECTION 3 – THE NEED FOR THE PROPOSED 
ACTION (CONTINUED)

Useful information:

Identify the predicate product (for SE or request for exemption from 
SE)

• Status (grandfathered or previously found SE, and dates)

Brief non-confidential description of the new product modifications 
compared to the corresponding predicate product

• Detailed descriptions are included in a confidential appendix
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SECTION 4 – ALTERNATIVES TO THE 
PROPOSED ACTION

Address relevant alternatives to the proposed action of issuing a 
marketing order.

For example:
• No-action alternative: “The no-action alternative is FDA does not 

issue a marketing order for the new tobacco product in the United 
States.”
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SECTIONS 5 – 7 – POTENTIAL ENVIRONMENTAL 
IMPACT OF THE PROPOSED ACTION AND THE 
ALTERNATIVES

Useful Information in Section 5: The potential impact from 
manufacturing of the new product and the alternative action(s) 

Section 6: The potential impact from use of the new product and the 
alternative action(s) 

Section 7: The potential impact from disposal of the new product 
and the alternative action(s) 
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SECTIONS 5 – 7 – POTENTIAL ENVIRONMENTAL 
IMPACT OF THE PROPOSED ACTION AND THE 
ALTERNATIVES (CONTINUED)

Useful Information in Affected Environment
• A descriptive narrative regarding the land use around the 

manufacturing facility with an aerial photograph.

• Identify the environment where the product will be used.

• Identify the environment where the product will be disposed.
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SECTIONS 5 – 7 – POTENTIAL ENVIRONMENTAL 
IMPACT OF THE PROPOSED ACTION AND THE 
ALTERNATIVE ACTION(S)

• Air quality
• Water resources
• Land use and zoning
• Biological resources
• Geological features and soils
• Socioeconomics and 

environmental justice

• Solid Waste and hazardous 
Waste

• Floodplains, wetlands and 
coastal zones

• Regulatory compliance
• Cumulative Impacts of above
• Mitigation of the impacts when 

necessary

Useful information for each section, if applicable:
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USEFUL INFORMATION IN SECTION 8 - LIST OF 
PREPARERS

Lists the individuals primarily responsible for preparing and 
reviewing the EA.  For each individual, provided the following:
• Name
• Title
• Organization 
• Relevant education
• Relevant experience
• Relevant expertise
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SECTION 9 – A LISTING OF AGENCIES AND 
PERSONS CONSULTED

Useful information for the list of any agencies or persons consulted 
during the preparation of the EA:
• Name
• Title
• Organization 
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USEFUL INFORMATION IN SECTION 10 –
REFERENCES

The reference section provides a list of the references that were 
used in preparing the EA.
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USEFUL INFORMATION IN APPENDICES

An EA can include two types of appendices, ones that contain non-
confidential information and ones that contain confidential 
information. Both contain information that would support the EA

Confidential Appendices
• Examples of information deemed confidential
̵ Modifications or changes between the new and predicate products
̵ Calculations made based on confidential information about the new and 

predicate products or original products, often related to the projected 
market share information

̵ The identities of the suppliers when they are not part of the company that 
submits the application

̵ Suppliers’ manufacturing facility location
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THE EA IS AVAILABLE TO THE PUBLIC

21 CFR 25.51 (a) Data and information that are protected from 
disclosure by 18 U.S.C. 1905 or 21 U.S.C. 331(j) or 360j(c) shall not 
be included in the portion of environmental documents that is made 
public. When such data and information are pertinent to the 
environmental review of a proposed action, an applicant or petitioner 
shall submit such data and information separately in a confidential 
section and shall summarize the confidential data and information in 
the EA to the extent possible.

21 CFR 25.51 (b) FONSIs and EAs will be available to the public in 
accordance with 40 CFR 1506.6
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THE CATEGORICAL EXCLUSION OUTLINE FOR A 
PRODUCT AUTHORIZATION REQUEST

21 CFR 25.15(1) … A claim of categorical exclusion shall include a 
statement of compliance with the categorical exclusion criteria and 
shall state that to the applicant's knowledge, no extraordinary 
circumstances exist.

The only CatEx that is relevant to tobacco product applications is for 
provisional products submitted through the SE pathway.
• 21 CFR 25.35(a) Issuance of an order finding a tobacco product 

substantially equivalent under section 910(a)(2)(B) of the Federal 
Food, Drug, and Cosmetic Act.
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APPLICANT RESOURCES

Examples of EAs posted on the CTP website:
• https://www.fda.gov/TobaccoProducts/Labeling/TobaccoProductR

eviewEvaluation/SubstantialEquivalence/ucm540964.htm
CTP Tobacco Compliance Webinar web page
• “Environmental Considerations for Tobacco Product Applications 

Submitted to CTP”, 2016 
http://www.fda.gov/TobaccoProducts/GuidanceComplianceRegula
toryInformation/ucm220111.htm

https://www.fda.gov/TobaccoProducts/Labeling/TobaccoProductReviewEvaluation/SubstantialEquivalence/ucm540964.htm
http://www.fda.gov/TobaccoProducts/GuidanceComplianceRegulatoryInformation/ucm220111.htm
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EXAMPLE EAS CAN BE FOUND ON FDA’S WEB 
PAGE
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EXAMPLE EA

Cover page Table of contents
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EXAMPLE EA (CONTINUED)

Product name Impacts of manufacturing the new product

Need for the proposed action
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EXAMPLE EA (CONTINUED)

Impacts of use the new product

Impacts of disposal of the new product
List of preparers
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EXAMPLE EA (CONTINUED)

Agency consulted

References

Confidential Appendix 



Center for Tobacco Products Contact Center 
• Website: www.fda.gov/tobaccoproducts 

• Phone: 877-287-1373 

• E-mail: AskCTP@fda.hhs.gov
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