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Abstract
This ICR covers the Environmental Protection Agency’s (EPA) pesticide registration collection activities supporting the statutorily mandated pesticide registration program under the Federal Insecticide Fungicide and Rodenticide Act (FIFRA) (Ref. 2) and the Federal Food, Drug, and Cosmetic Act (FFDCA) (Ref. 3), including the activities associated with the following:
· Pesticide registration
· Pesticide use
· Pesticide sale and distribution
· Pesticide permitting activities
· Determinations regarding whether a product must be regulated under FIFRA 
· Pesticide tolerances 
The collection activities vary and are dependent on the request from the Agency, the respondent, or both to fulfill the associated requirement or voluntary submission. Due to the diverse nature of the collections and affected industries, the term “respondent” will be used to refer to those engaging in any or all the collections described in this ICR, unless a specific term offers more clarity.
In general, before an individual or entity can sell, distribute, or transport pesticides in the United States, EPA must evaluate the pesticides thoroughly to ensure that they meet federal safety standards to protect human health and the environment. EPA grants a "registration" or license that permits a pesticide's distribution, sale, transport, and use only after the company meets the scientific and regulatory requirements.
There are various requirements when registering a pesticide. The requirements are dependent upon the nature of the pesticide product, as described below. The list below does not represent the entire array of possible types of pesticide product or their requirements for registration.
The Agency currently collects data on physical chemical properties, toxicology, environmental fate, ecological effects, worker exposure, residue chemistry, environmental chemistry, and product performance. The information required is dependent on the use and type of product registration. This data is also used to determine whether the pesticide product meets the criteria for child-resistant packaging (CRP) based on toxicity and labeling criteria or if it qualifies for an exemption from CRP requirements due to classification or package in large sizes.
A respondent wanting to obtain a registration for a pesticide product must submit an application package consisting of information relating to the identity and composition of the product, proposed labeling, and supporting data (or a statement that they have offered to pay for use of someone else’s data) for the product, as mentioned above and outlined in 40 CFR Part 158 (Ref. 1). Standard pesticide registrations do not require Confidential Business Information (CBI) substantiations to be submitted at the time the CBI claim is made.
Experimental Use Permits (EUPs) are issued under the FIFRA for testing unregistered pesticides or unregistered uses of pesticides. EUPs are required for testing on a cumulative total of over 10 acres. Manufacturers of conventional pesticides must obtain EUPs before conducting experimental field tests. EUPs are required for other types of registrations all with specific requirements.
[bookmark: _Hlk199227132]Emerging technology pesticides are products which include genetically modified microbes, products of genetically modified microbes, organisms which are gene edited, and gene silencing technologies. An example of a gene edited emerging technology pesticide is a plant-incorporated protectant (PIP) which are pesticidal substances produced by plants and the genetic material necessary for the plant to produce the substance. EPA regulates both the pesticidal substance in the plant and the necessary genetic material for production of the pesticide -- the plant itself is not regulated. Under 40 CFR Part 174 (Ref. 1), respondents claiming CBI for plant-incorporated protectant registrations must submit a substantiation with the CBI claim.
The data and information requirements contained in the May 31, 2023, final rule (88 FR 34756 (7261-04-OCSPP)) (which amended the regulations in 40 CFR 174 and associated burdens currently approved under OMB Control No. 2070-0214 (EPA ICR No. 2619.02) have now been incorporated into this ICR. Specifically, this includes activities and burdens associated with the exemption eligibility process (i.e., self-determination, request for EPA confirmation, and associated recordkeeping) established in the final rule as an alternative to the existing pesticide registration. 
Under FFDCA, EPA is responsible for regulating pesticides used to protect crops grown for human food and animal feed and for setting limits on the amount of pesticide residues that may remain in or on foods. These limits on pesticide residues left on foods are called "tolerances,” or maximum residue limits. A pesticide should have a tolerance or tolerance exemption to be used on food or feed crops. In setting tolerances and tolerance exemptions[footnoteRef:3], EPA must make a finding that the tolerance is "safe,” meaning there is a reasonable certainty of no harmful effects to human health from aggregate exposure through dietary, non-occupational, and drinking water routes of exposure. If a respondent seeks to register a pesticide product developed for food or feed crops, they must ascertain if the Agency has established a tolerance or a tolerance exemption for the active ingredient in the product on those crops. If not, the respondent may petition the Agency to establish a pesticide tolerance or exemption for the active ingredient on the specific crop or crop groupings. Or the respondent may petition the Agency to establish a blanket tolerance exemption for all food commodities. [3:  https://www.epa.gov/pria-fees/factors-ir-4-public-interest-finding ] 

The timeframes for the tolerances actions are established by the Pesticide Registration Improvement Act (PRIA) (Ref. 5) as amended in 2023. The vast majority of actions to establish tolerances or tolerance exemptions are taken in response to petitions from registrants for the establishment of new tolerances for an existing pesticide ingredient. The Agency may also initiate tolerance actions.
Pesticide tolerances are also needed to support the interstate transport of pesticide-treated foods in commerce. The Food and Drug Administration (FDA) is responsible for tolerance enforcement. Food commodities found to contain pesticide residues in excess of established tolerances are considered adulterated, and are subject to seizure by FDA, and may result in civil penalties.
After a registration is approved, under FIFRA Section 6(a)(2) (Ref. 2), registrants are required to report new information derived from scientific studies or reports of incidents of harmful effects resulting from the use of their pesticide products. It is up to the Agency to determine whether or not new information constitutes an unreasonable adverse effect to human health and the environment. In addition, manufacturers of emerging technology pesticides and PIPs exempted from registration requirements are also required to report adverse effects to the Agency.
At any time, a pesticide registrant may sell or distribute their registered pesticide product under an Agency-approved alternate brand name in addition to the registered primary brand name, or under a different entity’s name and address instead of their own. Such sale and distribution is called “supplemental distribution,” and the product is called a “distributor product” or “supplemental registration.” EPA requires pesticide registrants who enter into supplemental distribution agreements with other companies to submit EPA Form 8570-5, Notice of Supplemental Distribution of a Registered Pesticide Product[footnoteRef:4]. Supplemental registrations are only an extension of a currently federally registered pesticide product. [4:  https://www.epa.gov/pesticide-registration/pesticide-registration-manual-chapter-9-supplemental-distribution-registered ] 

At their discretion, registrants may seek to amend a registration by submitting data, a proposed label revision, or a revised Confidential Statement of Formula (CSF) to EPA. Also, EPA often issues regulatory decisions or guidance which applies to some registered pesticide products and requires labeling revisions to be implemented by the registrant. The revised label or CSF is submitted to the Agency as an amendment along with a cover letter, EPA Form 8570-1, other relevant forms, and/or any required data or information necessary for review.
In the context of its registration activities for conventional pesticides, EPA operates a reduced risk program. This program offers an incentive through a shortened regulatory review schedule for proposed uses that may be beneficial to the public and the environment owing to their reduced risk profile when compared with more toxic alternatives for pest control. The reduced risk program is described in an EPA policy notice known as the Reduced-Risk Initiative (PR Notice 97-3, “Guidelines for Expedited Review of Conventional Pesticides under Reduced-Risk Initiative and for Biological Pesticides”).
Summary Total Burden and Costs
	Information Collection
	Number of Respondents
	Annual Number of Responses
	Responses per Respondent
	Annual Time Burden (Hours)
	Annual Cost Burden (Dollars)

	Application for an EUP -- Chemical Pesticides
	4
	6
	1.50
	198
	$13,075

	Application for an EUP -- Emerging Technology Pesticides
	8
	10
	1.25
	1,470
	$104,078

	Emerging Technology Pesticides - Substantiation of Confidential Business Information Claims
	25
	25
	1.00
	538
	$46,341

	Emerging Technology Pesticides -- Adverse Effects Reporting
	1
	1
	1.00
	7
	$577

	Developer Burden per Plant Incorporated Protectant Exemption
	10
	10
	1.00
	850
	$111,555

	"Type A" application for registration of a new active ingredient or a new use for a currently registered active ingredient
	1,832
	172
	0.09
	33,368
	$2,594,892

	"Type B" application for registration of a new or amended product that contains a currently registered active ingredient
	1,832
	6,493
	3.54
	90,902
	$9,337,710

	"Type C" application for registration of new conventional active ingredients or uses that may qualify as "reduced risk" chemicals and/or OP replacements
	1,832
	10
	0.01
	6,460
	$520,329

	Data generation for new AIs and new products
	1,832
	795
	0.43
	1,583,524
	$118,767,495

	Notice of pesticide registration by states to meet a Special Local Need under FIFRA §24(c) 
	14
	220
	15.71
	11,440
	$972,286

	Application for emergency exemption for pesticides FIFRA §18
	17
	73
	4.29
	7,227
	$459,792

	FIFRA §6(a)(2) Incident submissions 
	1,832
	136,119
	74.30
	322,602
	$23,709,115

	FIFRA §6(a)(2) Study submissions 
	1,832
	730
	0.40
	2,373
	$168,456

	FIFRA §6(a)(2) Training 
	1,832
	21,984
	12.00
	25,465
	$1,533,829

	Compliance requirement for child-resistant packaging 
	70
	34
	0.49
	3,878
	$292,164

	Notice of supplemental distribution of a registered pesticide product
	2,000
	2,000
	1.00
	640
	$59,803

	Tolerance petitions for pesticides on food/feed crops and new inert ingredients
	47
	65
	1.38
	112,190
	$11,589,750

	IR-4 Tolerance petitions for pesticides on food/feed crops and new inert ingredients
	3
	18
	6.00
	31,302
	$2,592,250

	Total Respondent
	15,023
	168,765
	
	2,234,433
	$172,873,497

	Total Agency 
	
	
	
	463,910
	$41,212,572


SUPPORTING STATEMENT A
1. NEED AND AUTHORITY FOR THE COLLECTION:
Explain the circumstances that make the collection of information necessary. Identify any legal or administrative requirements that necessitate the collection.
The EPA regulates the manufacture and use of all pesticides (including insecticides, herbicides, rodenticides, disinfectants, sanitizers and more) in the United States under FIFRA (Ref. 2); and establishes maximum levels for pesticide residues in food under Section 408 of FFDCA (Ref. 3). In addition to the implementation of the mandates in FIFRA and FFDCA Section 408, EPA implements the Pesticide Registration Improvement Extension Act (PRIA) (Ref. 5) and key parts of the Food Quality Protection Act (FQPA), and the Endangered Species Act. More information about the statutory mandates and EPA’s pesticide registration program can be found on EPA’s website[footnoteRef:5]. [5:  https://www.epa.gov/aboutepa/about-office-chemical-safety-and-pollution-prevention-ocspp] 


2. PRACTICAL UTILITY/USERS OF THE DATA: 
Indicate how, by whom, and for what purpose the information is to be used. Except for a new collection, indicate the actual use the Agency has made of the information received from the current collection.
The collection activities addressed in this ICR are necessary for EPA to fulfill its statutory mandates under FIFRA and FFDCA. The information collected supports regulatory decisions that ensure pesticide products in the marketplace do not cause any unreasonable risk to human health or the environment, taking into account their economic, social, and environmental costs and benefits of use. They also ensure that pesticide residues on food pose no aggregate dietary risk and are consistent with the rigorous standards set under FFDCA Section 408. The process of registering a pesticide is a scientific, legal, and administrative procedure through which the Agency examines the ingredients of the pesticide; the particular site or crop where it is to be used; the amount, frequency, and timing of its use; and storage and disposal practices. The Agency also evaluates and approves the language that appears on each pesticide label to ensure the directions for use and safety measures are appropriate to any potential risk. Following label directions is required by law and is necessary to ensure safe use.
This ICR covers several of the collection activities associated with the pesticide registration program that involve the submission of information to EPA through an electronic submission portal. Several examples, among others, of how EPA uses the collections to regulate registered and exempt pesticide products include the following:
· Make pre-application determinations of whether products need regulation under FIFRA. 
· Ensure the efficacy of registered antimicrobial pesticide products targeting public health pests that are available in the marketplace.
· Protect children and adults from serious illness or injury resulting from accidental ingestion or contact with a pesticide product by ensuring proper product packaging.
· Protect the public’s right to access information consistent with FIFRA and ensure that information qualifying as CBI is properly protected from unauthorized disclosures.
· Determine whether a request for an EUP is justified to allow for pesticide research.
· Ascertain the cause/effect relationship when a pesticide is registered and later found to have adverse effects and allow the Agency to review new data which may contain important health data.
The adverse effects information submitted under FIFRA Section 6(a)(2) after the registration process is considered by EPA in conjunction with other information to determine whether the terms and conditions of pesticide products containing a specific active ingredient should change during the registration review process or at other times. Registrants have indicated that the type of information collected under FIFRA Section 6(a)(2) is valuable to them as well. Registrants may actively seek unanticipated and/or adverse effects information as part of product stewardship, which improves customer relations, minimizes liability, or protects or expands market share.
The requirement of respondents to report adverse effects associated with exempted PIPs products within 30 days is necessary in order to obtain any information on unforeseen adverse effects from the exempted PIPs. These reporting requirements are similar to, but separate from, reporting requirements imposed on registrants under FIFRA Section 6(a)(2) for registered pesticides. The FIFRA Section6(a)(2) reporting requirement applies to registrants, and many PIPs are exempted from registration requirements.
These collections also allow the Agency to acquire the necessary data to make statutory determinations to grant or deny a FIFRA Section 18 request. Unexpected changes in climatic conditions, natural disasters, pandemics, development of pest resistance, and/or importation of invasive pests are some of the unpredictable situations which could necessitate a FIFRA Section 18 emergency exemption request. In these situations, there is an urgent need for the use of a pesticide in a use that may be unregistered and for which there is insufficient time to obtain a FIFRA Section 3 registration.
Similarly, to address existing or imminent pest problems, states may register a new pesticide product for any use, or an additional use of a federally registered pesticide under FIFRA Section 24(c) if it’s determined that currently registered pesticide products are not available or effective against the target pest/use site scenario.
3. USE OF TECHNOLOGY: 
Describe whether, and to what extent, the collection of information involves the use of automated, electronic, mechanical, or other technological collection techniques or other forms of information technology, e.g., permitting electronic submission of responses, and the basis for the decision for adopting this means of collection. Also describe any consideration of using information technology to reduce burden.
Submissions are received by the Agencies Central Data Exchange (CDX) operated by Office of Mission Support (OMS) to ensure data integrity. The Office of Pesticide Programs (OPP) receives these submissions through the Pesticide Submission Portal, and submissions are then screened and entered into OPP’s central data systems, to track their progress through their respective registration process. The database continually tracks all registration actions from the registration-pending stage through to full registration approval and until a product is canceled. The database maintains information on both currently registered products and previously registered products, thereby acting as a pesticide registration historical file.

EPA developed a new submission system via Salesforce for applicants to submit pesticide information (Attachment A). The new Salesforce application will be available for users early July 2026 and incorporates the exact same information as the Pesticide Submission Portal in the Agency’s CDX system. The new Salesforce application will be available for use by the same registrants as the current PSP/CDX but provides better customer experience. When the permanent use of the new Salesforce submission system is approved by OMB, then the use of Salesforce will become mandatory (replacing the PSP) system entirely for Respondents/grantees to submit data to the new online system.
4. EFFORTS TO IDENTIFY DUPLICATION:
Describe efforts to identify duplication. Show specifically why any similar information already available cannot be used or modified for use for the purposes described in Item 2 above.
These collections are unique and are administered by EPA pursuant to FIFRA and FFDCA Section 408 as amended by FQPA. The collections are specific to the needs of the federal pesticide laws which negate the need for similar data by other federal agencies or EPA offices.
Respondents submit information unique to their pesticide registration. If the product is not unique, existing data may be referenced. On amended applications, the applicant can refer to any previously submitted information that they own, thereby satisfying data requirements without the burden of providing duplicate information or additional data development. EPA’s registration program allows for collaboration through data citation and ensuring that original data generators/submitters are compensated when their data are cited in another application.

5. MINIMIZING BURDEN ON SMALL ENTITIES:
 If the collection of information impacts small businesses or other small entities, describe the methods used to minimize burden.
The Agency believes that the burden imposed on small entities by these collections has been reduced to the minimal level at which these programs can effectively function under the requirements specified in FIFRA and FFDCA and the regulations for the enforcement of FIFRA and FFDCA as amended by FQPA. Much of the information needed for the collections is generated simultaneously by the respondent as part of the normal data gathered during research and development to satisfy baseline pesticide registration requirements. In other cases, EPA has taken the following measures to reduce small entity burden when applicable:
· Respondents seeking a pesticide registration under FIFRA Section 3 can complete EPA Form 8570-27 (“Formulator’s Exemption Statement”) which reduces the data submission burden on an applicant for registration of a product that uses an EPA-registered pesticide product as the source of its active ingredient. This form exempts the applicant from furnishing the generic data that were already submitted by the company registering the source product.
· The Agency also maintains a pesticide database so that respondents can easily determine whether a particular study has been submitted, and by whom it was submitted, as well as the specific chemical and site(s). As a result, applicants encounter little difficulty in identifying available data needed to support an application for registration.
For EUPs, the Agency has identified the minimum amount of data required to conduct a risk assessment of the proposed research. These data requirements are flexible and may be adjusted as appropriate to the specific product under review. Prior to the initiation of any small-scale field testing involving genetically altered or non-indigenous microbial pest control agents, the respondent must submit a notification to the Agency so that a determination can be made as to whether an EUP is required. Because the notification requirements have been designed from the outset to minimize the burden on respondents, there are no special measures taken for small businesses since the burden is considered to be at a minimal level.
Regardless of the size of the registrant, FIFRA Section 6(a)(2) regulations provide simplified reporting and extended reporting timeframes for most incident reports. Currently, there is no standard reporting format prescribed in the regulations; therefore, the submitters can use a format of their choosing to report incidents. While the Agency does not mandate a specific format for the required submissions, EPA has worked with industry to develop guidance[footnoteRef:6] which both facilitates submissions and simplifies compliance. [6:  https://www.epa.gov/sites/default/files/2018-06/documents/incident-voluntary-reporting-form-and-instructions.pdf ] 

At times, small entities may seek a tolerance or an exemption from the requirement of a tolerance for pesticide residues resulting from registered uses. Tolerances are PRIA actions with fees established by Congress with the provision of fee waivers and fee exemptions in certain circumstances. EPA’s website is a resource for the public on fees and the process for seeking a waiver or exemption of fees[footnoteRef:7]. [7:  About Pesticide Registration Fees under PRIA | US EPA and PRIA Fee Waivers for Small Businesses | US EPA] 

Small entities are not impacted by collections under FIFRA Section 18 and 24(c) which apply directly to states, U.S. Territories, and federal agencies only; it does not apply to other entities. States are not “small entities” as defined by the Regulatory Flexibility Act. No PRIA fees or monetary collection is connected with either FIFRA Section 18 or 24(c) activities.

6. EFFECTS OF LESS FREQUENT COLLECTION:
Describe the consequence to Federal program or policy activities if the collection is not conducted or is conducted less frequently, as well as any technical or legal obstacles to reducing burden.
Collection activities are initiated by respondents for pesticide registration actions in this ICR on an “as needed” basis. Respondents’ submission of data is voluntary, and for the pursuit of a pesticide registration or determination to sell and distribute their pesticide product under FIFRA and FFDCA as amended by FQPA. There are no set means by which EPA can reduce the frequency except to eliminate the collection altogether. If the information were not submitted, EPA would be unable to fulfill its statutory responsibilities to regulate pesticides and protect human health and the environment.
The Agency also finds the approach to require information collection for an eligibility determination for PIPs exemptions justified as EPA finds doing so will provide additional clarity to developers of PIP products under certain circumstances, increase transparency and public trust in products containing exempted PIPs. Further, the recordkeeping requirements will aid in compliance assessment. Because EPA requires information to be collected once for each newly exempt PIP, this is the least frequent possible collection.

7. GENERAL GUIDELINES:
 Explain any special circumstances that require the collection to be conducted in a manner inconsistent with PRA Guidelines at 5 CFR 1320.5(d)(2).
The recordkeeping activities applicable to pesticide registrants exceed OMB’s guideline that agencies should not require records to be retained for more than three years (5 CFR 1320.5(d)(2)(iv)). The general recordkeeping requirements for PIP-related exemption requests, implementing the requirements of Section 174.73, require that for 5 years, starting with the effective date of a PIP exemption the respondent must maintain documentation of either the letter of self-determination or the request for  EPA confirmation (or both, if applicable) along with all supporting documentation for the specific exemption (if applicable)  listed in Section 174.73 Subpart E [footnoteRef:8]and make the documentation of exemption eligibility available to EPA upon request. [8:  https://www.ecfr.gov/current/title-40/chapter-I/subchapter-E/part-174/subpart-D/section-174.73 ] 

In addition, apart from data records related to emergency exemptions which are only required to be maintained for two years after their production, all other recordkeeping activities in this ICR exceed OMB’s guideline that agencies not require that records be retained for more than three years (5 CFR 1320.5(d)(2)(iv)). As authorized under FIFRA Section 8, 40 CFR 169.2(k), respondents are required to retain records containing research data relating to a registered pesticide, including all data submitted to EPA in support of a registration, for as long as the registration is valid, and the pesticide producer is in business. The burden related to the recordkeeping requirements is covered under another ICR (see OMB Control No. 2070-0028, Recordkeeping Requirements for Producers of Pesticides under FIFRA Section 8).
In the interest of public transparency, EPA urges the submitter to minimize the amount of information claimed as Confidential Business Information (CBI). However, if the submitter chooses to submit CBI information, EPA will protect from disclosure all data and/or information submitted to the Agency in accordance with FIFRA Section 10 and 40 CFR Part 2, Subpart B.

8. PUBLIC COMMENT PERIOD AND CONSULTATIONS:
8a. Public Comment
 If applicable, provide a copy and identify the date and page number of publication(s) in the Federal Register of the agency’s notice, required by 5 CFR 1320.8(d), soliciting comments on the information collection prior to submission to OMB. Summarize public comments received in response to that notice and describe actions taken in response to the comments. Specifically address comments received on cost and hour burden. 
Pursuant to 5 CFR 1320.8(d), EPA published a notice in the Federal Register on December 2, 2025 (90 FR 55315; FRL-8927-01-OCSPP), announcing the planned renewal of this information collection activity, soliciting public comment on specific aspects of the ICR and providing a 60-day public comment period. One non-substantive public comment was received during this comment period.
8b. Consultations
Describe efforts to consult with persons outside EPA to obtain their views on the availability of data, frequency of collection, the clarity of instructions and recordkeeping, disclosure, or reporting format (if any), and on the data elements to be recorded, disclosed, or report. 
Consultation with representatives of those from whom information is to be obtained or those who must compile records should occur at least once every 3 years - even if the collection of information activity is the same as in prior periods. There may be circumstances that may preclude consultation in a specific situation. These circumstances should be explained.
[bookmark: _Hlk167353459][bookmark: _Hlk172121000]The EPA consulted (4) stakeholders, specifically asking them for their assessment of the regulatory burden estimates expressed by the Agency in this ICR (Attachment B). The stakeholders consulted were:
1) Corteva Agriscience
2) Suterra
3) Vital Solutions, LLC.
4) Arxada, LLC.
Of those consulted, EPA received comments from one stakeholder. The Agency thanks all commenters for their comments and has considered them in developing this ICR. 
The commenter was generally supportive of the electronic submissions process but indicated Agency forms may be outdated and would benefit from the use of new technology. The comment also shared that the Agency has attempted to provide accessible guidance documents; however, the guidance did not include all scenarios, and individualized feedback may be difficult or time-consuming to receive.
Agency Response(s):
EPA notes that digital transformation and better accessibility to applicants and registrants have been a major priority under PRIA V, including the roll out of the new MyPest pesticide tracking app in January 2025. The Agency is currently working on the development of multiple tools, including the new Salesforce-based submission system and exploring the use of artificial intelligence (AI) to develop new ways to improve the registration process, including filling out forms. The Agency acknowledges that many products may require individualized consultation with our regulatory team and scientists. OPP is available to consult with companies in pre-submission meetings. It is recommended that data and information be provided ahead of time in order to obtain the best guidance possible. In some cases, guidance may require information or studies the company has not yet conducted. In such cases, companies are able to schedule follow-up meetings or email requesting guidance prior to submission of new actions.
9. PAYMENTS OR GIFTS TO RESPONDENTS:
Explain any decision to provide any payment or gift to respondents, other than remuneration of contractors or grantees. 
No payments or gifts are provided to respondents.

10. PROVISIONS FOR PROTECTION OF INFORMATION:
 Describe any assurance of confidentiality provided to respondents and the basis for the assurance in statute, regulation, or Agency policy. If the collection requires a system of records notice (SORN) or privacy impact assessment (PIA), those should be cited and described here.
Trade secrets or CBI is information submitted to the Agency that is considered proprietary and confidential to the submitter. CBI can include the manufacturing process, product formulation and/or supporting data. When CBI is submitted to the Agency, the information is protected from disclosure under FIFRA Section 10, and it is handled strictly in accordance with the provisions of the “FIFRA Confidential Business Information Security Manual.”
Much of the information submitted pursuant to FIFRA Section 6(a)(2) constitutes FIFRA Section 10(d)(1) safety and efficacy information. On September 28, 1999, the Agency issued a class determination that safety and efficacy information submitted under FIFRA Section 6(a)(2) is not entitled to confidential treatment. The determination enables the Agency to respond more quickly and efficiently to requests for information submitted under FIFRA Section 6(a)(2)[footnoteRef:9]. [9:  https://www.epa.gov/sites/default/files/2020-02/documents/1-99_class_determination.pdf ] 

In addition, in accordance with FIFRA Section 10 and 40 CFR Part 2, Subpart B, EPA will protect from disclosure all data and/or information submitted to the Agency in conjunction with the exemptions claimed as CBI or that is otherwise restricted from public disclosure by law as trade secret, commercial, or financial information. No SORN or PIA information is required under this collection.
11. JUSTIFICATION FOR SENSITIVE QUESTIONS:
Provide additional justification for any questions of a sensitive nature, such as sexual behavior and attitudes, religious beliefs, and other matters that are commonly considered private. This justification should include the reasons why the agency considers the questions necessary, the specific uses to be made of the information, the explanation to be given to persons from whom the information is requested, and any steps to be taken to obtain their consent.
The information collection activities do not include questions of a sensitive nature.

12. RESPONDENT BURDEN HOURS AND LABOUR COSTS:
Provide estimates of the hour burden of the collection of information.
· Indicate the number of respondents, frequency of response, annual hour burden, and an explanation of how the burden was estimated.
· If this request for approval covers more than one form, provide separate hour burden estimates for each form and the aggregate of the hour burdens. 
· Provide estimates of annualized cost to respondents for the hour burdens for collections of information, identifying and using appropriate wage rate categories. The cost of contracting out or paying outside parties for information collection activities should not be included here. Instead, this cost should be included as O&M costs under non-labor costs covered under question 13.
[bookmark: _Toc156593383]12a. RESPONDENTS/NAICS CODES
The NAICS codes associated with industries most likely affected by the paperwork requirements are described below. EPA recognizes that while this list may not be comprehensive, it represents a broad spectrum of large and small entities who are engaged in the preregistration of pesticides, pesticide registration process, pesticide post-registration activities and those seeking pesticide tolerances or exemptions.
 Table 1. Applicable NAICS Codes
	Code
	Code Description

	3250A1
	Pesticides and Other Agricultural Chemical Manufacturing

	325414
	Biological Products (except Diagnostic) Manufacturing

	541600
	Management, Scientific, and Technical Consulting Services

	541710
	Research and Development in the Physical, Engineering, and Life Sciences

	999200
	State Government



The supporting calculations in Attachment D summarized in Tables 2 and 3 in this document were based on the longstanding burden estimations used for the individual Information ICs listed in the summary table above and updated to reflect current estimated number of responses and wages. The expected number of respondents for about one-third of these ICs is the total number of pesticide registrants. As a proxy for the current number of active pesticide registrants, EPA used an average of the total number of companies paying Pesticide Registration Maintenance Fees annually over the past three years, 1,832 companies. For most of the other IC groups, the estimated number of responses were determined by using an annual average of the number of submissions to EPA over the most recent three years (2022 to 2024). For the notice of supplemental distribution of a registered pesticide product (IC 16), recent estimates of the number of submissions and supplemental distributors were not available, so a historical estimate was used instead. Finally, the total number of notices of pesticide registrations by states to meet a Special Local Need under FIFRA Section 24(c) (IC 10) and applications for emergency exemptions for pesticides FIFRA under Section 18 (IC 11) are based on the number of submissions EPA has received in recent years.
[bookmark: _Toc156593384]12b. INFORMATION REQUESTED
The information requested based on the collection activities varies depending on the request from the Agency, the respondent, or both to fulfill the associated requirement or voluntary submission. Such information the Agency currently collects includes data on physical chemical properties, toxicology, environmental fate, ecological effects, worker exposure, residue chemistry, environmental chemistry, and product performance.
[bookmark: _Toc156593385]12c. RESPONDENT ACTIVITIES AND FREQUENCY
Details of the activities associated with each IC, including the frequency at which they occur, are provided in Attachment D.

12d. RESPONDENT BURDEN HOURS AND LABOR COSTS
Table 2 provides the estimated total annual burden and labor costs for each IC. Details showing the estimates of the respondent burden (hour and costs) per response are provided in Attachment D.
Table 2. Annual Respondent Burden by Information Collection (IC)
	Information Collection 
(IC)

	Total Number of Respondents

	Total Number of Responses 
	Response per Respondents 
	Annual Burden (hours)

	Total Cost ($) 



	1
	Application for an EUP -- Chemical Pesticides
	4
	6
	1.50
	198
	$13,075

	2
	Application for an EUP -- Emerging Technology Pesticides
	8
	10
	1.25
	1,470
	$104,078

	3
	Emerging Technology Pesticides - Substantiation of Confidential Business Information Claims
	25
	25
	1.00
	538
	$46,341

	4
	Emerging Technology Pesticides -- Adverse Effects Reporting
	1
	1
	1.00
	7
	$577

	5
	Developer Burden per Plant Incorporated Protectant Exemption
	10
	10
	1.00
	850
	$111,555

	6
	"Type A" application for registration of a new active ingredient or a new use for a currently registered active ingredient
	1,832
	172
	0.09
	33,368
	$2,594,892

	7
	"Type B" application for registration of a new or amended product that contains a currently registered active ingredient
	1,832
	6,493
	3.54
	90,902
	$9,337,710

	8
	"Type C" application for registration of new conventional active ingredients or uses that may qualify as "reduced risk" chemicals and/or OP replacements
	1,832
	10
	0.01
	6,460
	$520,329

	9
	Data generation for new AIs and new products
	1,832
	795
	0.43
	1,583,524
	$118,767,495

	10
	Notice of pesticide registration by states to meet a Special Local Need under FIFRA §24(c) 
	14
	220
	15.71
	11,440
	$972,286

	11
	Application for emergency exemption for pesticides FIFRA §18
	17
	73
	4.29
	7,227
	$459,792

	12
	FIFRA §6(a)(2) Incident submissions 
	1,832
	136,119
	74.30
	322,602
	$23,709,115

	13
	FIFRA §6(a)(2) Study submissions 
	1,832
	730
	0.40
	2,373
	$168,456

	14
	FIFRA §6(a)(2) Training 
	1,832
	21,984
	12.00
	25,465
	$1,533,829

	15
	Compliance requirement for child-resistant packaging 
	70
	34
	0.49
	3,878
	$292,164

	16
	Notice of supplemental distribution of a registered pesticide product
	2,000
	2,000
	1.00
	640
	$59,803

	17
	Tolerance petitions for pesticides on food/feed crops and new inert ingredients
	47
	65
	1.38
	112,190
	$11,589,750

	18
	IR-4 Tolerance petitions for pesticides on food/feed crops and new inert ingredients
	3
	18
	6.00
	31,302
	$2,592,250

	Total Respondent
	15,023
	168,765
	125
	2,234,433
	$172,873,497


 Detailed burden calculations are provided in Attachment D and labor wage calculations are provided in Attachment C.
Additionally, the Pesticide Submission Portal leverages the Agency’s CDX to provide a secure method of submitting these documents and information within a secure online environment. CDX does require initial user registration for which the paperwork burden estimate is covered under “Cross-Media Electronic Reporting Rule” ICR, OMB No. 2025-0003; EPA No. 2002.26[footnoteRef:10]. [10:  Non-labor costs are represented under the Agency’s Cross-Media Electronic Reporting and Recordkeeping Rule (Renewal) (EPA ICR No. 2002.09; OMB Control No. 2025-0003) ICR for CDX] 


13. RESPONDENT CAPITAL AND O&M COSTS:
Provide an estimate for the total annual cost burden to respondents or recordkeepers resulting from the collection of information. (Do not include the cost of any hour burden already reflected on the burden worksheet).
The cost estimate should be split into two components: (a) a total capital and start-up cost component (annualized over its expected useful life) and (b) a total operation and maintenance and purchase of services component. The estimates should take into account costs associated with generating, maintaining, and disclosing or providing the information. Include descriptions of methods used to estimate major cost factors including system and technology acquisition, expected useful life of capital equipment, the discount rate(s), and the time period over which costs will be incurred. Capital and start-up costs include, among other items, preparations for collecting information such as purchasing computers and software; monitoring, sampling, drilling and testing equipment; and record storage facilities.
If cost estimates are expected to vary widely, agencies should present ranges of cost burdens and explain the reasons for the variance. The cost of purchasing or contracting out information collections services should be a part of this cost burden estimate. In developing cost burden estimates, agencies may consult with a sample of respondents (fewer than 10), utilize the 60-day pre-OMB submission public comment process and use existing economic or regulatory impact analysis associated with the rulemaking containing the information collection, as appropriate.
Generally, estimates should not include purchases of equipment or services, or portions thereof, made: (1) prior to October 1, 1995, (2) to achieve regulatory compliance with requirements not associated with the information collection, (3) for reasons other than to provide information or keep records for the government, or (4) as part of customary and usual business or private practices.
There are no operational and/or maintenance costs.
14. AGENCY COSTS:
[bookmark: _Hlk82508788]Provide estimates of annualized cost to the Federal government. Also, provide a description of the method used to estimate cost, which should include quantification of hours, operational expenses (such as equipment, overhead, printing, and support staff), and any other expense that would not have been incurred without this collection of information. 
14a. AGENCY ACTIVITIES AND FREQUENCY
Information on the Agency activities and frequency is provided in Attachment D.
14b. AGENCY BURDEN AND LABOR COST
Table 3, below, summarizes the annual Agency burden in hours and dollars by information collection group. Detailed calculations of the Agency burden estimates (hour and costs) are provided in Attachment D.
Table 3. Annual Agency Burden Estimates by IC
	IC Group
	IC Description
	Hours
	Costs

	1
	Application for an EUP -- Chemical Pesticides
	 
	 

	2
	Application for an EUP -- Emerging Technology Pesticides
	 
	 

	Subtotal
	1,914
	$169,349

	3
	Emerging Technology Pesticides - Substantiation of Confidential Business Information Claims
	 
	 

	4
	Emerging Technology Pesticides -- Adverse Effects Reporting
	 
	 

	Subtotal
	269
	$21,658

	5
	Developer Burden per Plant Incorporated Protectant Exemption
	 
	 

	Subtotal
	50
	$4,277

	6
	"Type A" application for registration of a new active ingredient or a new use for a currently registered active ingredient
	 
	 

	7
	"Type B" application for registration of a new or amended product that contains a currently registered active ingredient
	 
	 

	8
	"Type C" application for registration of new conventional active ingredients or uses that may qualify as "reduced risk" chemicals and/or OP replacements
	 
	 

	9
	Data generation for new AIs and new products
	 
	 

	Subtotal
	369,408
	$33,199,685

	10
	[bookmark: _Hlk210919667]Notice of pesticide registration by states to meet a Special Local Need under FIFRA Section 24(c) 
	 
	 

	11
	[bookmark: _Hlk210919709]Application for emergency exemption for pesticides FIFRA Section 18
	 
	 

	Subtotal
	22,880
	$1,974,787

	12
	FIFRA Section 6(a)(2) Incident submissions 
	 
	 

	13
	FIFRA Section 6(a)(2) Study submissions 
	 
	 

	14
	FIFRA Section 6(a)(2) Training [Not Applicable]
	 
	 

	Subtotal
	34,147
	$2,723,437

	15
	Compliance requirement for child-resistant packaging 
	 
	 

	Subtotal
	256
	$19,579

	16
	Notice of supplemental distribution of a registered pesticide product
	 
	 

	Subtotal
	1,435
	$123,794

	17
	IR-4 Tolerance petitions for pesticides on food/feed crops and new inert ingredients
	 
	 

	18
	Tolerance petitions for pesticides on food/feed crops and new inert ingredients
	 
	 

	Subtotal
	33,821
	$2,997,665

	Grand Total
	463,910
	$41,212,572


*Numbers may not sum due to rounding.
14c. AGENCY NON-LABOR COSTS
There are no non-labor Agency costs.
14d. AGENCY TOTAL COSTS
The total Agency cost is $41,212,572.
15. CHANGE IN BURDEN:
 Explain the reasons for any program changes or adjustments reported in the burden or capital/O&M cost estimates.
There is an increase of 59,385 hours in the total estimated respondent burden compared with the ICR currently approved by OMB. This increase reflects EPA's updating of burden estimates for this collection based upon historical information on the number of responses anticipated for some ICs (recorded as adjustments); and the inclusion of an additional prior ICR titled, Exemptions of Certain Plant Incorporated Protectants (PIPs) Derived from Newer Technologies (OMB Control No. 2070-0214; Rulemaking RIN-2070-AK54), which is considered program change. Based upon revised estimates and the inclusion of an additional IC, the total number of responses anticipated across categories has increased by 32,627 with a corresponding increase in the associated burden hours. While burden hours have increased, the annual total costs to respondents have decreased due to updated guidance on the calculation of overhead in fully loaded wages. 

Table 4. Change in Burden and Cost Estimates
	
	Labor Wage Rates
	Total Number of Responses
	Respondent
	Agency

	
	
	
	Total Annual Burden Hours
	Annual Total Costs
	Total Annual Burden Hours
	Annual Total Costs

	Renewal
	2024
	168,765
	2,234,433
	$172,873,497 
	463,910
	$41,212,572 

	Current Approved ICR
	2022
	136,138
	2,175,048
	$174,892,655 
	454,345
	$41,201,417 

	Difference
	 
	32,627
	59,385
	-$2,019,158
	9,565
	11,155



16. PUBLICATION OF DATA:
 For collections whose results will be published, outline the plans for tabulation and publication. Address any complex analytical techniques that will be used. Provide the time schedule for the entire project, including beginning and ending dates of the collection of information, completion of report, publication dates, and other actions.
The Agency does not intend to publish results of this information collection.
17. DISPLAY OF OMB CONTROL NUMBER AND EXPIRATION DATE ON INSTRUMENTS:
If seeking approval to not display the expiration date for OMB approval of the information collection, explain the reasons why display would be inappropriate. 
The Agency plans to display the expiration date for OMB approval of the information collection on all instruments. 
18. CERTIFICATION STATEMENT:
Explain each exception to the topics of the certification statement identified in “Certification for Paperwork Reduction Act Submissions.”
This information collection complies with all provisions of the Certification for Paperwork Reduction Act Submissions.
SUPPLEMENTAL INFORMATION
[bookmark: _Hlk98142152]PRA Burden Statement 
This collection of information is approved by OMB under the Paperwork Reduction Act, 44 U.S.C. 3501 et seq. (OMB Control No. 2070-0226). Responses to this collection of information are mandatory for certain persons, as specified at 40 CFR Parts 152-158. An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control number. The public reporting and recordkeeping burden for this collection of information is estimated to be a range of 1 to 1,992 hours per response. Send comments on the Agency’s need for this information, the accuracy of the provided burden estimates and any suggested methods for minimizing respondent burden to the Data & Enterprise Programs Division Deputy Director, U.S. Environmental Protection Agency (2821T), 1200 Pennsylvania Ave., NW, Washington, D.C. 20460. Include the OMB control number in any correspondence. Do not send the completed form to this address.
[bookmark: _Hlk80787718][bookmark: _Hlk121913558][bookmark: _Hlk80705102]You can also provide comments to the Office of Information and Regulatory Affairs, Office of Management and Budget via https://www.reginfo.gov/public/do/PRAMain. Find this particular information collection by selecting ‘‘Currently under 30-day Review—Open for Public Comments’’ or by using the search function.
All comments received by EPA will be included in the docket without change, including any personal information provided, unless the comment includes profanity, threats, information claimed to be Confidential Business Information (CBI), or other information whose disclosure is restricted by statute. Do not submit electronically any information you consider to be CBI or other information whose disclosure is restricted by statute. 
LIST OF ATTACHMENTS AND LINKS
The attachments listed below can also be found in the docket for this ICR. The docket for this ICR is accessible electronically through https://www.regulations.gov using Docket ID Number: EPA-HQ-OPP-2020-0273.
	Attachment
	Description

	A
	New Salesforce Submission System (Screenshots)

	B
	Consultation Summary (Stakeholder Engagement)

	C
	Consultation Summary (Stakeholder Response)

	D
	Industry and Agency Wage Rates

	E
	Respondent and Agency Burden Tables

	F
	Pesticide Submission Portal (PSP): Instructions and Related Guidance


References 
1. 40 CFR 152-180 available at https://www.ecfr.gov/current/title-40/chapter-I/subchapter-E 
2. Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) available at https://www.agriculture.senate.gov/imo/media/doc/FIFRA.pdf 
3. Federal Food, Drug, and Cosmetic Act (FFDCA) Section 408 available at https://uscode.house.gov/view.xhtml?req=(title:21%20section:301%20edition:prelim) 
4. Pesticide Registration Notices
a. Pesticide Registration (PR) Notice 97-1: Agency Actions under the Requirements of the Food Quality Protection Act (PRN 97-1)
b. Pesticide Registration (PR) 97-3: Guidelines for Expedited Review of Conventional Pesticides under the Reduced-Risk Initiative and or Biological Pesticides (PRN 97-3)
c. Pesticide Registration (PR) Notice 97-9: Electronic Submission of Child Resistant Packaging Test Data for All Pesticides (PRN 97-9)
d. Pesticide Registration (PR) Notice 1998-3: Guidance on Final FIFRA Section 6(a)(2) Regulations for Pesticide Product Registrants (PRN 1998-3)
e. Pesticide Registration (PR) Notice 1998-4: Additional Guidance on Final FIFRA Section 6(a)(2) Regulations for Pesticide Product Registrants (PRN 1998-4)
f. Pesticide Registration (PR) Notice 2011-3: Standard Format for Data Submitted Under FIFRA and Certain Provisions of FFDCA (PRN 2011-3)
5. Pesticide Registration Improvement Extension (PRIA) Act of 2018 available at https://www.congress.gov/crs-product/IF10424 
Page 2 of 2
