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Overview for Human Health Assessments
40 CFR 158.2050

Use Patterns

Test Substance

Guideline Number Data Requirement Food | Nonfood MP EP Test Notes
TierI
Acute Testing
8701100 Acute oral toxicity - rat E. E TGAT and MP |TGATand EP |1
E70.1200 Acute dermal toxicity E E TGATl and MP |TGATandEP |12
870.1300 Acuteinhalation toxicity - rat E. E TGATand MP [TGATand EP |3
870.2400 Primarv eve irritation - rabbit E. E. TGATand MP [TGAlandEP |2
8702500 Primarv dermal irritation E. R TGAT and MP |TGATand EP |1,2
8702600 Dermal sensitization E R TGATl and MP |TGAIandEP |2.4
none Hupersensitivity incidents E. E. All All 3
Subchronic Testing
8703100 00-dav oral {one species) E CE TGAI TGAI ]
8703250 90-dav dermal -rat CE |CR TGAI TGAI 7
870.3463 90-dav inhalation - rat CE |CR TGAI TGAI 8
Developmental Toxicitv
8703700 Prenatal developmental -rat preferably R CR TGAI TGAI 9
Mutagenicity Testing
870.2100 Bacterial reverse mutation test E CR TGAI TGAI 10
g:g%g[} fr vitro mammalian cell assav E CE TGAI TGAIT 10,11
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Overview for Human Health Assessments

* Data required for the active ingredient (TGAI)
and the manufacturing-use product (MP)
and/or end-use product (EP).

* Tier 1 data requirements must be addressed
(unless specified in test notes).

* Tier 2 and Tier 3 studies may be
required if triggered from results
of Tier 1 studies.



http://www.google.com/imgres?imgurl=http://www.pdt.enea.it/corsi/LCA_User/images/toxic.gif&imgrefurl=http://www.pdt.enea.it/corsi/LCA_User/A7.htm&usg=__wexq2pfStN3Rbv5y5n23aKn4hOE=&h=745&w=733&sz=14&hl=en&start=1&zoom=1&um=1&itbs=1&tbnid=NrwXNZpoHV-nvM:&tbnh=141&tbnw=139&prev=/images%3Fq%3Dhuman%2Btoxicity%26um%3D1%26hl%3Den%26rls%3Dcom.microsoft:*:IE-SearchBox%26tbs%3Disch:1&ei=PBl5TZy_Nu240QGSyYD7Aw
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Resources for Human Health Assessments

HELP!
* US Data Requirements in 40 CFR 158.2050

—_ Online CFR: http://ecfr.gpoaccess.gov/cgi/t/text/text-

idx?sid=b321291a0d624270b7dd6acd0a083426&c=ecfr&tpl=/ecfrbrowse/Title40/40tab 02.tpl

— Guidelines: http://www.epa.gov/ocspp/pubs/frs/publications/Test Guidelines/series870.htm

* Biopesticide active ingredient information

— http://www.epa.gov/pesticides/biopesticides/ingredients/index.htm

* Registration Review documents and decisions

— http://www.epa.gov/oppsrrdl/registration review/reg review status.htm

* |Information on satisfying data requirements
through scientific literature and rationale is
available from EPA upon request.

HELP]


http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?sid=b321291a0d624270b7dd6acd0a083426&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?sid=b321291a0d624270b7dd6acd0a083426&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
http://ecfr.gpoaccess.gov/cgi/t/text/text-idx?sid=b321291a0d624270b7dd6acd0a083426&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl
http://www.epa.gov/ocspp/pubs/frs/publications/Test_Guidelines/series870.htm
http://www.epa.gov/pesticides/biopesticides/ingredients/index.htm
http://www.epa.gov/oppsrrd1/registration_review/reg_review_status.htm

Commonly Seen Problems / Issues
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http://www.google.com/imgres?imgurl=http://www.sancarlosblog.com/wp-content/uploads/2009/07/Bang-Head-Here.jpg&imgrefurl=http://www.sancarlosblog.com/2009/07/bad-agents-making-a-tough-market-even-tougher/&usg=__yzotjhHRmtm70WL0r1tNIfyKhzg=&h=294&w=300&sz=31&hl=en&start=6&zoom=1&um=1&itbs=1&tbnid=uzNB8bq6cgwzdM:&tbnh=114&tbnw=116&prev=/images%3Fq%3Dbang%2Bhead%2Bhere%26um%3D1%26hl%3Den%26rls%3Dcom.microsoft:*:IE-SearchBox%26tbs%3Disch:1&ei=gB95TaCvNJG60QHkjcHzAw
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Commonly Seen Problems / Issues
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e Rationales for addressing data requirements

— Difference between rationale and waivers
— Address toxicity of inerts and mixtures

— Generally, GRAS status, use in cosmetics, etc. is
not sufficient

— Cannot use acute toxicity data to satisfy
subchronic/chronic data requirements

— Address each data requirement individually fi?


http://www.google.com/imgres?imgurl=http://www.leadernotes.com/uploads/problem%2520solve-thumb.jpg&imgrefurl=http://www.leadernotes.com/2007/07/lead_through_problem_solving_f.html&usg=__oUB13tsr9nJTSB_bBn-D6evpFOI=&h=322&w=349&sz=14&hl=en&start=8&zoom=1&um=1&itbs=1&tbnid=sJ2PmJqjbuDKRM:&tbnh=111&tbnw=120&prev=/images%3Fq%3Dproblem%26um%3D1%26hl%3Den%26rls%3Dcom.microsoft:*:IE-SearchBox%26tbs%3Disch:1&ei=5Bp5TcbsEe600QG1roXrAw
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Commonly Seen Problems / Issues

e Exposure discussions in scientific rationale

— Submit information on potential exposure scenarios
(no blanket “lack of exposure” statements)

— Discuss all potential user exposure, including
occupational exposure

— Pay close attention to the data table test notes

— Discuss pesticidal exposure contributions to overall
®
exposure Yy

 Bridging data

— Cannot bridge “up”



Commonly Seen Problems / Issues
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 References/Citations

— Submit all referenced studies
— Summarize submitted literature

— Provide scientifically credible data to validate
statements

— Use scientifically credible sources ’}-;W 5’(
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Now that you are all experts in US human
health risk assessments, are you ready to

play....
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1. Select the best rationale below for satisfying the
90-day dermal toxicity data requirement.
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a. “l rub it on myself all the time, and I’'m fine!”

b. “There were no toxicity studies available in the
literature.”

c. “A study conducted on rats in 2002 by John Doe
et.al. resulted in a LOEL of 500 mg/kg bw and
a NOEL of 100 mg/kg bw.”
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2. In which of the following statements is “waiver request” used
properly?
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a. Squashem, Inc. would like a waiver request for acute dermal toxicity
because the active ingredient is commonly found in cosmetic
products.

b. Bugs Be Gone, LLC. would like a waiver request for acute oral toxicity
because there has been no reported toxicity for the active ingredient
and it is ubiquitous in the environment.

c. No Fungus Amungus, Inc., would like a waiver request for primary
eye irritation because the active ingredient has a pH of 1. According
to the test note in 40 CFR 158.2050, this data requirement is not
required for substances with a pH < 2.
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3. This presentation was:

a. Really good.

b. Great.

c. The best.

“Mr. Osborne, may | be excused?
My brain is full.”



