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The arguments set forth in the waiver requests are summarized below, followed by a response
from EFED. Based on this response, EFED does recommend granting the waiver requests for
additional ecological toxicity testing with TPA for the:
e Oyster Acute Toxicity (shell deposition; Guideline 850.1025),
e Mysid Acute Toxicity (Guideline 850.1035),
e Fish Acute Toxicity Tests on Freshwater and Estuarine/Marine species (Guideline
850.1075),
e Aquatic Vascular Plant Toxicity Test using Lemna spp. (Guideline 850.4400)
e Aquatic Non-vascular Plant Toxicity Data with TPA for all species except the marine
diatom (Guideline 850.4500; see below), and
e Terrestrial plant toxicity vegetative vigor test with TPA (Guideline 850.4150).

Consistent with EFED’s response to previous waiver requests (USEPA, 2014; USEPA, 2016
DP413324+; D432677), EFED maintains that chronic toxicity data with both TPA and DCPA, in
addition to aquatic non-vascular plant toxicity data with TPA (marine diatom only), is still
necessary for developing a complete risk assessment.

Accordingly, EFED still does not recommend granting the waiver requests for ecological
toxicity testing with TPA for the:
e Mysid Chronic Toxicity Test (Guideline 850.1350),
e Fish Early Life-Stage Toxicity Test (Guideline 850.1400), for both Freshwater and
Estuarine/Marine Species,

e Aquatic Non-Vascular Plant Toxicity Test using the marine diatom (Guideline
850.4500).

Additionally, EFED still does not recommend waiving testing with DCPA for:
e Chronic sediment toxicity testing with an estuarine/marine amphipod (Non-Guideline/
EPA Test Method 600/R-01/020; USEPA, 2001)'.

Further exploration of the rationale for granting or rejecting these waivers is provided below in
Sections 1 (TPA data) and 2 (DCPA data) below.

Additionally, the Fish Early Life-Stage (ELS) Toxicity Test (Guideline 850.1400) is still
outstanding for DCPA for both freshwater and estuarine/marine fish. The registrant indicated
that work would be initiated sometime in 2021 for the outstanding DCPA ELS studies, with an
indication that the freshwater test species was bluegill sunfish and the estuarine/marine test
species was sheepshead minnow; however, no time frame has been provided to the Agency
regarding the submission of these two outstanding studies.

! Per Agency recommendations for chronic sediment testing, the submission of a protocol for this test is needed
prior to test initiation.



Waiver Request Summary:

Background:

EPA issued a Data Call-In for DCPA on January 31, 2013. Subsequently, AMVAC initiated
certain required studies and submitted waiver requests, including rationales, for several required
studies. AMVAC’s initial response to the DCI was dated April 13,2013 (MRID’s 49115401;
Freedlander, 2013a; 49115402; Beavers, 2013; and 49115404; Freedlander, 2013b). Included in
that response was a request to waive requirements for the following outstanding studies for TPA:

Oyster Acute Toxicity (shell deposition; Guideline 850.1025),

Mysid Acute Toxicity (Guideline 850.1035),

Fish Acute Toxicity Test on Freshwater and Estuarine/Marine species (Guideline 850.1075),
Mysid Chronic Toxicity Test (Guideline 850.1350),

Fish Early Life-Stage Toxicity Test (Guideline 850.1400), Freshwater and Estuarine/
Marine Species

Terrestrial Plant Toxicity, Tier I (Seedling Emergence; Guideline 850.4100),

Terrestrial Plant Toxicity, Tier I (Vegetative Vigor; Guideline 850.4150),

Aquatic Vascular Plant Toxicity Test using Lemna sgp. (Guideline 850.4400), and

Aquatic Non-Vascular Plant Toxicity Test using Algal species; (Guideline 850.4500)

Additionally, the following studies were addressed in AMVAC’s 2013 waiver request (MRID
49115401) and are still outstanding for DCPA:

Fish Early Life-Stage Toxicity Test (Guideline 850.1400), Freshwater and Estuarine/
Marine Species

Chronic Sediment Toxicity Testing (Non-Guideline/ EPA Test Method 600/R-01/020;
USEPA, 2001) with DCPA on the Estuarine/Marine Amphipod Leptocheirus plumulosus

On March 21, 2014, EPA completed its review of AMVAC’s 2013 waiver request
(DP413324+; USEPA, 2014). Based on deficiencies in the studies that had been previously
submitted for the purpose of fulfilling these requirements, the Agency denied the waiver
requests. The response from the Agency stated:

EFED indicated in the problem formulation if a limited testing strategy was
proposed it would be considered in lieu of a comprehensive data submission. EPA
would still consider a more limited testing strategy if proposed by the registrant.
However, deferring all toxicity testing of the degradate TPA until DCPA studies
are completed, is not an acceptable alternative strategy; therefore, EFED
recommends that PRD denies request to defer the data collection ¢f TPA until
DCPA studies are completed with the intention ¢ f using DCPA toxicity data in
lieu cf TPA toxicity data. Toxicity data is needed for 1PA, thercfore one possible
solution is conducting a limited set ¢ f toxicity tests initially for TPA (for example,
an acute and chronic toxicity study in daphnids); and depending on the results cf
these initial studies, a full suite cf studies may or may not be subsequently
required.






Table 1 compares toxicity endpoints from studies in the same test species exposed to DCPA and
TPA. Based on these comparisons and toxicity data from other species, TPA generally appears to
be at most equally toxic, and generally less toxic than DCPA. However, as noted in EFED’s
review of the waiver requests for TPA fate data (USEPA, 2022; D461053), available empirical
data indicate that TPA is stabile in the environment, and the Agency is assuming stability where
fate data are missing for TPA. Furthermore, based on this documented and assumed stability,
concentrations of TPA in water are predicted to increase over time with repeated application of
DCPA and could potentially exceed estimated concentrations of DCPA. On this basis, EFED
reconfirms that TPA is still considered an ecological residue of concern, along with the parent

DCPA.

The limited available data indicate that TPA is less toxic than DCPA and that TPA may be
present in the environment in higher concentrations than DCPA. While EFED could use DCPA
endpoints (generally at the limit of solubility) to represent the toxicity of TPA itself, doing so
could overestimate the potential hazard. The stability of TPA (and assumptions about stability of
TPA due to a lack of data) suggest the potential for this degradate to accumulate to high
concentrations in water bodies although not likely at concentrations that would result in acute
risk (see Appendix A of USEPA, 2022). Because of these two potentially offsetting factors, TPA
toxicity data are still needed in some cases (especially chronic toxicity data) to improve our
understanding of the potential risks to aquatic organisms and reduce the uncertainty in the risk

assessment.

Table 1. Comparison of DCPA and TPA Ecolo

ical Studies which used the Same Test Species

TPA Endpoint*

DCPA Endpoint

Category Species Endpoint (ng a.i./L or (ng a.i./L or TPlZa/gocli’ A
1b ai/A) 1b ai/A)
Aquatic Daphnia Acute 48 hr >112,476 >550? N/A
Invertebrate magna EC50 MRID 49307519 | MRID 49307514
Aquatic D. magna Acute 48 hr >112,476 >550? N/A
Invertebrate ' NOAEC MRID 49307519 | MRID 49307514
Aquatic D. magna Chronic 21 day 2,763* 2702 10.2
Invertebrate ' NOAEC MRID 51235101 | MRID 49307510 '
Aquatic D. magna Chronic 21 day 5,416% 5402 10.0
Invertebrate ' LOAEC MRID 51235101 | MRID 49307510 )
Freshwater | Oncorhynchus Acute 96 hr >101,993° >500° N/A
Fish mykiss LC50 MRID 49307518 | MRID 41054826
Freshwater O. mykiss Acute 96 hr 25,900° >500° <147
Fish ' NOAEC MRID 49307518 | MRID 41054826 )
Seedlin ) 9.77¢ 0.548¢
Emergengce Beta vulgaris 1625 MRID 51235102 | MRID 49307513 17.8
Seedlin ) 0.34¢ 0.27¢
Emergengce Beta vulgaris NOAEC MRID 51235102 | MRID 49307513 1.26
Seedling Lolium >9.04¢ 0.277¢
Emergence perenne 1625 MRID 51235102 | MRID 49307513 >35.9
Seedling Lolium 0.94¢ 0.23¢
Emergence perenne NOAEC MRID 51235102 | MRID 49307513 43.2
Seedling Lycapersicon 1025 8.47° 1.07¢ 701
Emergence esculentum MRID 51235102 | MRID 49307513 )











































01/020 were found to be acceptable and were used in other risk assessments. These efforts
should limit the previously identified issues associated with the conducting of the L. plumulosus
studies.

Based on the confluence of modeling outputs and monitoring data, the potential for increased
toxicity in estuarine/marine amphipods, and improvements in conducting studies with L.
plumulosus, EFED reiterates that it still does not recommend waiving chronic sediment toxicity
testing with DCPA in an estuarine/marine amphipod (per the non-guideline/EPA Test Method
600/R-01/020, as described in USEPA, 2001). The Agency continues to recommend that the
registrant submit a protocol for such a study to the Agency prior to study initiation.
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