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How and Why?
 The Science 

Finding the right compounds and products

 The Rules

State and federal regulatory structure and

requirements

 The Future

Challenges and opportunities in the

pesticide regulatory world 



THE SCIENCE



Discovery Research - Screening
Where is the needle in the haystack ?

• More than 200,000 compounds are screened for 
pesticide activity 

• Early screening test systems are highly automated and 
miniaturized 

- Leaf fragments instead of whole plants 

- Insect eggs and larvae as model organisms for insects

• Partner Companies – acquire rights to develop
• Chemical Analogs – chemical modifications of 

known compounds
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THE RULES



EPA data
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What does EPA do?
 Data Requirements for Pesticide Registration

 Product Chemistry

 Product Performance

 Data from Studies that Determine Hazard to Humans and Domestic Animals 

 Data from Studies that Determine Hazard to Nontarget Organisms 

 Post-Application Exposure Studies 

 Applicator/User Exposure Studies

 Pesticide Spray Drift Evaluation 

 Environmental Fate

 Residue Chemistry

 Data Matrix (list of all studies/data fulfilling a data requirement)

 Benefits Document

 Reduced Risk Rationale (if appropriate)

 Application Forms

 Labels – the label is the law!

https://www.epa.gov/pesticide-registration/data-requirements-pesticide-registration#chemistry
https://www.epa.gov/pesticide-registration/data-requirements-pesticide-registration#pp
https://www.epa.gov/pesticide-registration/data-requirements-pesticide-registration#dh
https://www.epa.gov/pesticide-registration/data-requirements-pesticide-registration#nto
https://www.epa.gov/pesticide-registration/data-requirements-pesticide-registration#papp
https://www.epa.gov/pesticide-registration/data-requirements-pesticide-registration#auep
https://www.epa.gov/pesticide-registration/data-requirements-pesticide-registration#spray
https://www.epa.gov/pesticide-registration/data-requirements-pesticide-registration#ef
https://www.epa.gov/pesticide-registration/data-requirements-pesticide-registration#rc
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46550501 Fargent, D. (2005) BASF Agricultural Products: Request for

Vaiver of a Developmental Neurotoxicity Study Requirement for
IririsenszRis
(EPA Reg. No. 7969-388) PC Code: 125620
Project Number: 2005/7001243.

Unpuslished study prepared by BASF Corporation

Submitter: BASF CORPORATION
Submizeer No. Submissisn Rete.dggession No.
007565 05/20/05 465505 01

Administrative No: 007965-388
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ENVIRONMENTAL PROTECTION
AGENCY

[EPA-HQ-OPP-2010-0008; FRL-8818-7]

Pesticide Products; Registration
Applications

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice.
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[Federal Register: May 10, 2006 (Volume 71, Number S0)]

[Notices]

[Page 27242-27243]

From the Federal Register Online via GPO Access [vais.access.opo.gov]
[DOCID: £r 10my06-43:

ENVIRONNENTAL PROTECTION AGENCY

[EPA-HQ-OPP-2006-0324; FRL-8058-2]

Notice of Filing of a Pesticide Petition for Establishment of
Regulations for Residues of Metrafenone (BAS 560 F) in or on Table and
Wine Grapes

JGENCY: Enviromental Protection Agency (EPA).

ACTION: Notice.

SUNMARY: This notice announces the initial filing of a pesticide
petition proposing the establishment of regulations for residues of
metrafencne (3-bromo-6-methoxy-2-methylphenyl) (2,3, 4-trimethoxy-6-
methylphenyl)wethanone (BAS 560 F) in or on table and wine grapes

DATES: Comments must be received on or before June 9, 2006.
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2008-0352; FRL—8430—4]

Saflufenacil; Pesticide Tolerances

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes
tolerances for combined residues of
saflufenacil and its metabolites and
degradates in or on various plant and
livestock commodities. BASF
Corporation requested these tolerances
under the Federal Food, Drug, and
Cosmetic Act (FFDCA).

DATES: This regulation is effective
September 11, 2009. Objections and
requests for hearings must be received
on or before November 10. 2009. and
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Master label is approved at EPA
Now what?

 BASF may make a subset of the Master labels as Container label
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State Registrations
 Submission to states for registration

 Registration required prior to sales and distribution
 Decision on state priority list, submission in waves vs one time 

submission to all states
 Application for registration with supporting documents via State Website, 

Kelly, ALSTAR etc
 State registration specialist reviews, seeks clarification and approves the 

label
 Timeline varies from 1 to 4 months with a few exceptions (eg: CA, FL, 

NY)

 Brand New product versus Label revision submissions
 Brand New product require the submission of additional data to some 

states (eg: AZ, FL, NY, HI, CA)
 More review time
 Some states require Confidential Statement of Formula (eg: WA), 

reviews at different branches, submission of analytical standards etc
17



Analytical Standards
 Technical grade active ingredients (TGAI)
 Regulated metabolites and degradates
 EPA require submission of standards at registration to be kept at National Pesticide 
Standard Repository

 Volume ~ 100-250 mg

 EPA reaches out to registrant when batch expires or low volume

 Standards can be used to:
 Test presence of undeclared a.i.s

 Test food or feed samples to test if pesticide residue exceed the maximum 
allowable limit

 Analysis of air, water and soil from monitoring or permit enforcement

 State-specific information
 Purity of A.I, lot number, expiration data, COA, SDS, storage instructions 

 MN, OK, WI, FL requires submission from registrant
18



State Regulations

 Approve or deny registration requests

 Impose state-specific restrictions (dicamba)

 Enforcement/Compliance
Product sold is registered in state
Properly packaged and labeled
Routine site inspections (distributor, retailer, application site)
Dealer and application certification and licensing
Label is law. Are applicators following the label?
Worker protection trainings

19



State Registration Maintenance
Renewal, Discontinuance, Cancellations

 All states require registrants to renew pesticides on a regular basis (75% at year-end)

 Once production is stopped for a product, we allow enough time for the products to clear 
the channels of trade

 Some state require a discontinuation period (~2 years) while others may allow immediate 
cancellation.

 Every product is actively supported for stewardship purposes to ensure safe use and 
handling

20



Types of Pesticide Labels

21

 Section 3
− Most registrations fall under this category, supplemental labeling

 Section 24(c)
− State-specific registration for a special local need (mainly additional uses for a 

registered pesticide) 

 Section 18
− Emergency exemption from registration for emergency pest situations that could 

cause significant economic impact or public health with no alternatives. Registrants 
don’t make submissions

 Section 2ee
− Exceptions to FIFRA (pest addition, dosage reduction, application with fertilizer, 

application method unless prohibited by label)

 Section 5 
− Experimental use for trials in areas >10 acres 

 Section 25(b)
− Minimum risk pesticide products (eg: lemongrass oil)



Regulatory Challenges in the Pesticide World
Federal Level

 Increased workload (registration review, new uses,

new sources)
 Legal challenges to EPA’s registration decisions and 

processes
Endangered Species Act assessments

Treated seed exemption challenges

Endocrine Disruption Screening Program

 Limited resources

 Covid-19, federal shutdowns



Regulatory Challenges in the Pesticide World
State Level
 Local ordinances resulting in patchwork 

regulations across a state

 Challenges to preemption
 Legislative pushes for bans, further use/ai 

restrictions
 Notification/permission before application



Opportunities
 Digital labeling/e-labeling

 Artificial Intelligence
 Smart sprayer technology
 Drones

 Biologicals
 Herbicide tolerance
 Continued pipeline of new active ingredients

 Continued focus on stewardship



THANK YOU!
Janet Hou

State Regulatory Affairs Manager
Janet.hou@basf.com

Anna Thomas
State Registration Manager

Anna.thomas@basf.com


	Federal and State Pesticide Registrations
	Slide Number 2
	How and Why?
	Slide Number 4
	Discovery Research - Screening�Where is the needle in the haystack ?
	Slide Number 6
	Slide Number 7
	Slide Number 8
	Slide Number 9
	Slide Number 10
	Slide Number 11
	Slide Number 12
	What does EPA do?
	Slide Number 14
	Slide Number 15
	Master label is approved at EPA�Now what?�
	State Registrations
	Analytical Standards�
	State Regulations
	State Registration Maintenance�Renewal, Discontinuance, Cancellations
	Types of Pesticide Labels
	Regulatory Challenges in the Pesticide World�Federal Level
	Regulatory Challenges in the Pesticide World�State Level
	Opportunities
	THANK YOU!

