Reregistration Eligibility Decision (RED)
for MCPA (2-methyl-4-chlorophenoxyacetic acid)
List A Case 0017

September 30, 2004









http://www.epa.gov/pesticides/cumulative/
http:white.kelly@epa.gov
http:adler.bonnie@epa.gov

Reregistration Eligibility Decision
for

MCPA

List A

Case 0017

Approved By:

/s
Debra Edwards, Ph.D.
Director, Special Review and
Reregistration Division

September 30, 2004
Date




Table of Contents

MCPA Reregistration Eligibility DeciSon Team . ...ttt i
Glossary of Termsand Abbreviations . .......... .. i i e i
EXECULIVE SUMMIANY . . oot e et e e v
l. INtrOdUCHION . .. e 1
. Chemical OVENVIBW . . .o e e e 2
A. Regulatory HiStOry .. ..o 2
B. Chemical Identification . . ... e 3
C. Use Profile . ... 4
D. Estimated Usageof Pesticide ........... .o e 5
1. Summary of MCPA RiSK ASSESSMENt .. ..ot ettt e e 6
A. Human Health Risk Assessment . ... i 7
1. Digtary Risk fromFood ............ .. . 7
a TOXICIY ot 7
b FQPA Safety Factor ... i 9
Cc Population Adjusted Dose (PAD) . ... .o 10
d EXPOSUre ASSUMPLIONS ... ..ot it e 11
e. Food Risk Characterization .. .......... ... 11
2. Dietary Risk from DrinkingWater .............. ... .. ... 11
a. SurfaceWater ... .. e 12
b. Ground Water . ...t 13
C. Drinking Water Levels of Comparison (DWLOCS) ............. 13
3. Residential Exposureand Risk ... 15
a. TOXICIY ot 15
b. Residential Handler Risk .. ... 16
Q) Exposure Scenarios, Data, & Assumptions .............. 16
(2 Residential Handler Risk Estimates and Risk Char acterizatidv
d. Residential Postapplication Risk . .......... ... .. ... .o o... 18
Q) Exposure Scenarios, Data, & Assumptions .............. 18
2 Residential Postapplication Risk Estimates and Risk
Characterization .. .......vviii e 20
3. Agaregate RISK . ... 21

a. Acute Aggregate Risk Estimates and Risk Characterization

b. Short-term Aggregate Risk Estimates and Risk Characterization . 23
C. Chronic Aggregate Risk Estimates and Risk Characterization



4. Cumulative RISK . ... 23
5. Occupational RisSK .. ... e e e 24
a. TOXICITY oot 24
b. Occupational Handler Exposure . ..., 25
C. Occupational Handler Risk . ........ ... . oo, 27
d Postapplication Occupational Risk . .......................... 29

(1) Data Sour ces, Assumptions, and Transfer Coefficients
................................................. 30

2 Occupational Postapplication Risk Estimates and Risk
Characterization ..., 32
e. HumanincidentData ..............ccoiiiiiiiiiinnnnn. 32
B. Environmental Risk ASSESSMeNnt . ... ...t e 33
1 Environmental Fateand Transport .............. .. 33
2. Water Resource ASsessment . ...t 33
a. Ground Water .. ... e 33
b. SurfaceWater . ... 34
3. Toxicity (Hazard) ASSESSMeNnt . ...t 35
a. Avian, Mammalian, and Non-target Insect Toxicity ............. 35
ToxicitytoMammals ... 36
b. Toxicity to AquaticAnimals ..., 37
C. ToxicitytoPlants. .. ... 38
4. Exposureand Risk Calculations ............ .. ... ... 40
a. Levelsof Concern ...t e 40
b. Exposure and Risk to Nontarget Terrestrial Animals ........... 40
(1) ExposuretoBirdsand Mammals . ..................... 40
(2 AVian RiSK .. ..o 41
3 RisktoMammals ............ .. ... .. .. 42
4 RISKtOINSECtS ... . e 44
5. Exposure and Risk to Nontarget AquaticAnimals . ................... 44
a. Exposureand Risk to Nontarget Plants ...................... 44
(1) RisktoTeresrial Plants .. ...t 44
(2 RisktoAquaticPlants .............................. 45
6. Ecological INCidents ........... it 46
7. Endangered Species . ... a7
8. Risk Characterization .. ... 47
a. Terrestrial Animal Risk Characterization . .................... 47
b. Aquatic Organism Risk Characterization ..................... 48
C. Terredtrial and Aquatic Plant Risk Characterization ............ 49
IV. Risk Management, Reregistration and Tolerance Reassessment ................... 50
A. Determination of Reregistration Eligibility ............ .. ... ... .. .. ... ... 50

B. Public Commentsand RESPONSES . . .. .o i e e 51



C. Regulatory POSItiON . . .. ..o e 52
1 FOQPA ASSESSmeNnt . ... o e 52

a. “Risk Cup” Determination . ..............ccoviiiinnnan .. 52

b. Deter mination of Safety for U.S. Population . .................. 52

C. Determination of Safety for Infantsand Children............... 52

d. EndocrineDisruptor Effects .......... ... i 55

e. CumulativeRISKS ... oo 55

f. Tolerance SUMMArY ... ..ot 55

(1) Codex/International Harmonization . ................... 58

2. LabElS . 59

3. Mitigation for Agricultural Uses .......... .. ... .. 59

a. UseCancdlations ...t 59

b. Application RateReductions ................. .. ..., 59

D. Regulatory Rationale . ........... . 60
1 Human Health Risk Management ............... ... .. ..., 61

a. Dietary (Food) Risk Mitigation ...............c.coiiuiin.... 61

b. Drinking Water Risk Mitigation ............................ 61

C. Residential Risk Mitigation ............ ... ... 61

(1) Residential Handler Mitigation ....................... 61

2 Residential Postapplication Mitigation ................. 62

d. Aggregate Risk Mitigation............... ... ..o, 63

(1) Short-term AggregateRisk ........... ... . 63

(2 ChronicAggregateRisk . ..., 64

e. Occupational Risk Mitigation ............ .. ..., 64

(1) Handler Risk Mitigation............................. 64

2 Post-application Risk Mitigation ...................... 66

2. Environmental Risk Mitigation ............. ... ... . .. 67

3. Other LabdlingRequirements .............. i, 67

a. Endangered SpeciesStatement ........... ... ... L 67

b. Spray Drift Management .............. it 68

V. What RegistrantsNeed toDO . ... ..o 68
A. ManufacturingUseProducts ... 70
1 Additional DataRequirements . ............ i 70

2. Labeding for ManufacturingUseProducts. .......................... 71

B. ENd-USeProducts ...t e e 71
1 Additional Product-Specific DataRequirements . .. ................... 71

2. Labeingfor End-UseProducts . .. ... 72

C. Labding ChangesSummary Table .......... ... .. .. .. .. ... 72

















http://www.epa.gov/pesticides/cumulative/






http://www.epa.gov/pesticides/cumulative/











































































http://www.epa.gov/pesticides/cumulative/










































































































In the case of MCPA, the lowest dose tested in the rat reproduction study (MRID 40041701) is2.5
mg/kg/day. The Agency therefore assumesthat aDNT study on MCPA would yiedd aNOAEL of
approximately 2.5 mg/kg/day. EPA’s determination of the Sze of the Uncertainty Factor is based on a
comparison between the assumed DNT NOAEL of 2.5 mg/kg/day and the endpoints used in the risk
asessments. The gpproximate Size of the Database Uncertainty Factor is derived by dividing the point of
departure used for each exposure pathway by the assumed DNT NOAEL of 2.5 mg/kg/day.

Applying this dose andysisto MCPA, a 10X Database Uncertainty Factor is required for acute dietary
scenarios (including acute incidental ora exposure), based on a comparison between the developmental
NOAEL of 40 mg/kg/day and the assumed DNT study NOAEL of 2.5 mg/kg/day. A 10X Database
Uncertainty Factor isaso required for acute residentia derma scenarios, based on a comparison between
the ora equivaent NOAEL of 40-50 mg/kg/day and the assumed DNT study NOAEL of 2.5 mg/kg/day.
A 3X Database Uncertainty Factor is required for resdentia short-term and intermediate derma exposure
scenarios, based on a comparison between an oral equivalent NOAEL of 7 mg/kg/day and the assumed
DNT study NOAEL of 2.5 mg/kg/day. The Agency has determined that a 1X Database Uncertainty
Factor is appropriate for chronic dietary exposure, incidenta ora exposure, long term derma exposure,
short- and intermediate-term occupationd derma exposures, and dl durations of inhaation exposure
because the endpoints used for these assessments, a NOAEL of 4.4 mg/kg/day, is of the same order of
magnitude of the assumed DNT study NOAEL (2.5 mg/kg/day) and in asmilar doserange. Table 35,
bel ow, summarizes the revised Database Uncertainty Factors for MCPA.

The Agency beieves that with the gpplication of the Database Uncertainty Factors discussed in this
section, the regulatory endpoints are protective of children despite the need for a developmental
neurotoxicity study. EPA is, however, dtill requiring the registrants to conduct aDNT study on the MCPA
2-EHE as a condition of reregigration. Results from this study will alow EPA to further characterize the
potentia for pre-natal neurotoxicity from the MCPA 2-EHE formulation.

Table 35: Summary of MCPA Revised Database Uncertainty Factors

Exposure Scenario Previous Database | New Database
Uncertainty Factor Uncertainty Factor

Acute Dietary 10X 10X
Chronic Dietary 10X 1X
Acute Incidenta Ora 10X 10X*
Short-term Incidental Oral 10X 1X
Residentid = 10X Resdentid = 10X*

Acute Dermd

Occupational = 1X Occupational = 1X
i Resdentiad = 10X Residentid = 3X
Short- and Intermediate-term Dermal Occupationdl = 1X Occupationd = 1X
Residentia = 10X

Inhalation (short-, intermediate-, & long-term)

Occupationa = 1X

1X

* The Database Uncertainty Factor is 10X because the endpoint used is derived from an acute dietary study which

requires a 10X Database Uncertainty Factor.
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