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	Checklist Item
	Yes
	No
	N/A
	Comments

	1.
	Forms

	a.
	8570-1: Application for Registration
	
	
	
	

	b.
	8570-4: CSF
	
	
	
	

	c.
	8570-27: Formulator’s Exemption
	
	
	
	

	d.
	8570-34: Certification with Respect to Data 
	
	
	
	

	e.
	8570-35: Data Matrix

Are any of the data that you are citing compensable?
Has an Offer To Pay been made?
Is documentation of said offer included in this application (Refer to 40 CFR 152.86 Cite All Method and/or 152.90 Selective Method)?
	
	
	
	

	2.
	Confidential Statement of Formula (CSF)-review for alternate formulations too

	a.
	Signed and dated
	
	
	
	

	b.
	All inerts cleared for food-use
	
	
	
	

	c.
	Does the formulation contain an active ingredient that is not a biochemical (conventional or antimicrobial actives)?
	
	
	
	

	d. 
	CSF accurately reflects label
	
	
	
	

	e.
	Active(s) + Inert(s) = 100%
	
	
	
	

	f. 
	CAS #s for all inerts
	
	
	
	

	g.
	Chemical names provided for inerts (must list name of impurity)
	
	
	
	

	h.
	Units in all applicable boxes
	
	
	
	

	i.
	Proprietary inerts?  If so, is info. on file with the Agency?
	
	
	
	

	j.
	Supplier information adequately listed
	
	
	
	

	k.
	Certified limits correct?
	
	
	
	

	l.
	If certified limits are outside recommended range, explanation provided?
	
	
	
	

	m.
	Microbial: culture collection reference
	
	
	
	

	n.
	Microbial:  strain designation for a.i.
	
	
	
	

	o.
	Microbial:  potency provided with a.i.
	
	
	
	

	p.
	Alternate formulations?
	
	
	
	

	q. 
	Are alternate formulations actually alternate and not a new product?
	
	
	
	

	3.
	Data Matrix-ACTIVE INGREDIENT 

	a.
	A separate data matrix for the source of AI is needed when the TGAI is not from a registered source.  If a source of the AI is registered no data matrix is required for the TGAI
	
	
	
	

	b.
	All product chemistry data requirements addressed (guideline by guideline; Refer to Prod Chem data table 40 CFR 158.2030).
	
	
	
	

	c.
	All toxicology data requirements addressed (guideline by guideline; Refer to Human Health data table 40 CFR 158.2050).
	
	
	
	

	d.
	All nontarget toxicology data requirements addressed (guideline by guideline; Refer to Nontarget data table 40 CFR 158.2060).
	
	
	
	

	e.
	Rationales- to satisfy a data requirement with a rationale from the open scientific literature and not a generated study, you must indicate this on the data matrix.
	
	
	
	

	f.
	Reflects info. reported on CSF (e.g.: identity of AI)
	
	
	
	

	Note for 3b.-d. above: if not addressed in data matrix, may be addressed in elsewhere in submission

	4.
	Data Matrix-MP or EP 

	a.
	Separate data matrix for the product needed.
If the study(ies) listed states “conditionally required” (CR), read the data table’s footnotes to determine if is required.
	
	
	
	

	b.
	All product chemistry/product analysis data requirements addressed (guideline by guideline; Refer to Prod Chem data table 40 CFR 158.2030).
	
	
	
	

	c.
	All mammalian/human health toxicology/ pathogenicity data requirements addressed (guideline by guideline; Refer to Human Health data table 40 CFR 158.2050). 
	
	
	
	

	d.
	All Tier 1 nontarget organism toxicology/ pathogenicity data requirements addressed

(guideline by guideline; Refer to Nontarget data table 40 CFR 158.2060).
	
	
	
	

	e.
	Efficacy data must be submitted and included on the data matrix for the EP if claims are being made for public health pests on the product’s label.
	
	
	
	

	f.
	HSRB review required?
	
	
	
	

	5.
	Data Requirements-Guideline Studies (for AI and MP or EP)

	Note: This section is for submitted guideline studies only.  See below for waivers and rationales.

	a.
	Product chemistry: do all submitted studies appear to satisfy the data requirements(all impurities over 0.1% must be identified and it must be stated that they are not of toxicological concern)? (Refer to Prod Chem data table 40 CFR 158.2030)
Some of the common examples (but not all) of deficiencies which prevent the submission form being forwarded for review are:

Product chemistry data requirement is was not addressed.

Submitted product chemistry data does not adequately address the data requirement.

CSF not correctly filled out.

CSF is missing information

Information on CSF does not match product chem data.
	
	
	
	

	b.
	Toxicology: do all submitted studies appear to satisfy the data requirements?

(Refer to Human Health data table 40 CFR 158.2050)

Some of the common examples (but not all) of deficiencies which prevent the submission form being forwarded for review are:

Data requirement was not addressed.

Inadequate argument for bridging data to the pending product.

Inadequate rationale submitted to address the data requirement.

A rationale can be inadequate if it is unclear of what the test substance is
	
	
	
	

	c. 
	Nontargets: do all the submitted studies appear to satisfy the data requirements?

(Refer to Nontarget data table 40 CFR 158.2060)

Some of the common examples (but not all) of deficiencies which prevent the submission form being forwarded for review are:

Data requirement s was not addressed.

Inadequate argument for bridging data to the pending product.

Inadequate rationale submitted to address the data requirement.
	
	
	
	

	d.
	Other (residue data, special studies, etc.)

If your application petitions to establish or amend a tolerance or exemption, residue studies are required (refer to data tables 40 CFR 158.2040).

For an exemption, residue data are not expected, but helpful in making your argument.  If you are making the case for an exemption which means, any residues of the a.i. at any level for any period of time is safe, you must support that statement with relative scientific data which demonstrates that the a.i. or a very comparable substance either degrades rapidly, or residues which remain do not exceed normal background levels in the environment, or residues which remain are insignificant in comparison to the amount which one would normally intake from dietary consumption of this component as it is commonly found in food items that we intake on a daily basis. You must provide a consumption scenario (worst case) to support your statements.
If your product is labeled for public health pests (PR Notice 2002-1 lists public health pests) product performance (efficacy) data requirements must be addressed and submitted. (refer to 40 CFR 158.2070).
	
	
	
	

	6.
	 Data Requirements- Waivers (for AI and MP or EP)

	Note: This section is for waivers only.  This does not apply to rationale submitted to satisfy the data requirements.  

	a. 
	Are you requesting that you be waived (exempt/excused) from conducting any of the required studies for product chemistry, human health assessment (toxicology) or non-target organisms?
If so, have you indicated such with a valid satisfactory reason as to why you should be excused from conducting this study or studies?    A common example (but not all) which prevent the submission from being forwarded for review for is that an inadequate reason for the waiver request.
	
	
	
	

	b.
	For each applicable data requirement, does the waiver request have a separate scientific rationale justifying why testing is not applicable and does this rationale appear to be valid enough such that the package can be forwarded for review? 
	
	
	
	

	c.
	Does each waiver request seem reasonable and justified?
Some common examples (but not all) which prevent the submission form being forwarded for review for :

The reason for the waiver request is inadequate.

The product and/or a.i is 25(b) or GRAS.

The applicant indicated data were waived in the past but no record could be found or past data waiver is not appropriate to the pending product pending product (ex: formulation (solid, gas, liquid) use site, target pest, etc.).
	
	
	
	

	7.
	Data Requirements- Rationales/Literature (for AI and MP or EP)

	Note: This section is for rationales only.  This does not apply to requests submitted to waive the data requirements.  

	a.
	Have rationales been submitted in lieu of guideline studies?  Please note.
	
	
	
	

	b..
	Does each rationale have scientific literature citations where applicable?
	
	
	
	

	c.
	Are the rationale and scientific citations organized in reasonable order to facilitate timely review and is each guideline addressed individually?
	
	
	
	

	d.
	Requests to bridge data:
TGAI:

Is the argument for the use of information on a surrogate chemical being made?  Has the registrant successfully demonstrated the closeness in relationship?

Is it clear what the test substance is?

EP:

Do the rationales include bridging information on a product formulation very closely related to the pending product formulation? Has the registrant successfully demonstrated the closeness in relationship?
	
	
	
	

	e.
	Are copies of cited scientific literature included in the package?
	
	
	
	

	f.
	Does the rationale appear to be reasonable and scientific?
	
	
	
	

	8.
	Tolerance or Tolerance Exemption

	a.
	Are all petition sections provided?
	
	
	
	

	b.
	Do all sections seem to provide adequate information to cover the tolerance/exemption?
	
	
	
	

	c.
	Are references cited provided with petition?
	
	
	
	

	9.
	Label

	a.
	Restricted Use Pesticide statement (If applicable)
	
	
	
	

	b.
	Product name, brand or trademark
	
	
	
	

	c.
	Ingredient statement correct?
Microbial: strain designation

Microbial: potency designation 
	
	
	
	

	d.
	“Keep Out of Reach of Children” (KOOROC) Statement
	
	
	
	

	e.
	Signal word
	
	
	
	

	f.
	First aid statement
	
	
	
	

	g.
	Net contents/net weight
	
	
	
	

	h.
	EPA Reg. No. and Establishment No.
	
	
	
	

	i.
	Company name and address
	
	
	
	

	j.
	Precautionary statement: hazards to human and domestic animals

Microbial: dusk mask statement
	
	
	
	

	k.
	Environmental hazards
	
	
	
	

	l.
	Physical and chemical hazards (if app.)
	
	
	
	

	m.
	Directions for use
	
	
	
	

	m.
	Storage and disposal
	
	
	
	

	o.
	Warranty statement
	
	
	
	

	p.
	Worker protection
	
	
	
	

	q.
	Batch code
	
	
	
	


